b. JUCTOBKA



JIlncroBka: nuopmManus 3a nanHeHTa
AmOpoanTaH 30 mg/S ml cupon
Ambrolytin 30 mg/5S ml syrup
amOpokcosioB xuapoxsiopua (ambroxol hydrochloride)

[IpouereTe BHUMATE/IHO NAJIATA JIHCTOBKA, PEIH A 3aN0YHeTe /1a IpHeMaTe TOBA JIEKAPCTBO,

ThiHl KATO TH ChAbPKa Baxkua 3a Bac nadopmanus.

BuHaru npuemaiTe TOBa JIEKAPCTBO TOYHO KAKTO € OMMCAHO B Ta3M JIMCTOBKA WUJIM KaKTO BH € ka3ai

BawmusaT iekap wiv ¢papMauesr.

- 3anasere Ta3M JIMCTOBKA. MOXe J1a ce HaI0XH /J1a s [IpOYETETE OTHOBO.

- AKO ce HyX/J1aeTe OT JIONMbJIHUTE/IHa UHPOpMAaLIMA WK CbBET, nonuraire Bawus ¢papmalesr.

- AKO INoJIyYUTe HAKAKBH HEXKEJIaHH JIEKAPCTBEHHU peakilMM, yBeaoMere Bauus iekap wiu
¢apmaueBT. ToBa BKJIFOUBA U BCHYKH Bb3MOXXHH HEXEJIAaHU pPEaKlMH, HEOIIUCAHHU B Ta3H
nucToBKa. BrokTe Touka 4.

- Ako cnepn 4-5 n1HU He ce 4YyBCTBaTe 1o-a100pe win cbeTtosHueTo Bu ce Biioum, Tpsadbea na
NOTbPCHUTE JIEKApPCKa MOMOLL.

KakBo chIbpika Ta3H JIHCTOBKA W3NBITHUTENHA ATEHUKA NO ﬂEKF\PﬁTBATA
1 KakBo npezcrapisBa AMOPOJIMTHH H 33 KAKBO C€ H3MONI3BA ———=——=——

2 KakBo TpsOBa na 3Haere, npeau aa rnpyemere AMOpOJIUTH

3 Kak na npuemare AMOpPOJIUTHH Kom Pee. M ............ ?!O"ZOO"ZJ:F .................
4.  BB3MOXHH HEXE/aHH PeaKLUH Eianaesis 1
5 Kak na cbxpansBate AMOPOIUTHH f }‘,z FAS 1 J -08- 2[]28

6 ChAbpXKaHHUE HA OMAKOBKATA U JOMbIHUTEIHA uiopMatiE Y MAMP - cfsfiadios fs Tl sissssssssssisssies

1. KakBo npeacras/isiBa AMOpPOJIMTHH H 32 KAKBO €€ H3I0JI3Ba

AMOpPOJIUTHH CHPON ChAbPXKa aKTHBHOTO BELECTBO aMOPOKCOJIOB XHAPOXJIOPHUA, KOETO BTE€YHsABA
rbCTUS OpOHXHAJIEH cekpeT, 0Opa3yBaH NpH pa3iMyHM 3a00JISBAHUSA HA IMXATEJIHUTE IMbTHILIA.

AMOPOJIMTUH CUPOIT C€ U3IMOJI3Ba MPU Bb3PACTHH U IOHOLIM Ha/l 12 ro/IMHH 3a yJIECHsABaHE
OTXPayBaHETO U OOJIEKYaBaHEe Ha U3KALIAHETO MPU OCTPH U XPOHUYHH 3a00sisBaHUs Ha Oenus apoo,
CBbP3aHH ¢ 00pa3yBaHETO HA I'bCT CEKPET B JIMXATEJIHUTE IbTHILLA.

AKoO ciieq 4-5 JHU He ce YyBCTBATE Mo-100pe WK ChCTOAHUETO BU ce Biiowu, TpsaOBa 1a noTbpcHTE
JleKapcKa romotil.

2. Kakso TpsiOBa 1a 3naere, npeau aa npuemMere AMOpoIMTHH

He npunemaiite AMOpPOJIMTHH:
- aKO CT€ aJIEpru4HU KbM aMOPOKCOJIOB XHAPOXJIOPH/ HJIM KbM HAKOS OT OCTAHAJIUTE CbCTABKHM
Ha TOBA JIEKApCTBO (M30poeHH B TOUKA 6).

[IpeaynpexaeHust H NpeaNa3HH MEPKH
["'oBOpeTe ¢ Bawuus nekap win gapmauest, npeay aa npueMmere AMOPOJIMTHH:
- aKo UMaTe HapyuieHa ObOpeuHa PyHKLMSA WM CAIHO HapylieHa GyHKLUMA Ha YepHHUS 1po0.

MUma cboO1IeHHs 3a TEXKKH KOXKHU pPeakilMi, CBbP3aHH C IPUJIOKEHUETO HAa aMOpPOKEOIIOB
XHIPOXJIOPH/. AKO IMOJYYHUTE KOXKEH OOpUB (BKIIOYMTE/HO JIE3UMU HA JIMTaBULIMTE, HaflpuMep Ha
ycTara, 'bpJIoTO, HOCa, OYHUTE, FTEHUTATUHUTE), CripeTe yrnoTpedara Ha AMSpOﬂHTIfIIﬂ ¥ He3abaBHO ce
obanere Ha Bawus nekap.



JApyrm Jexapcersa 1 AMOpoanTHE

Hudopmupaiire Bamnua texap win dpapMaleBT, ako MPHEMAaTe, HACKOPO CTE MPHEMAIH WITH €
BB3MOXKHO Ja W3ION3BAaTE APYTH JIEKapCTBRA.

He ce npenopnuBa eHOBpeMeHHATa ynoTpe0da Ha aMOpOKCONIOB XHAPOXIOPH C JIEKAPCTRA,
NOTHCKAIIIH KAIILUTHLIATA.

He ca poxsaBaHy KIHHHYHO 3HAYHMH HEXKEIAHH B3aUMOCHCTBHSA € PYTH JIEKAPCTBEHH MIPOAYKTH.

BpeMeHHOCT H KEpMeHe
AKo cTe 6peMeHHa WY KbPMHUTE, CMATATE, Ue MOXKE J1a cTe OpeMeHHa WIH IVIaHHpaTe OpeMEHHOCT,
nockbBeTBalTe ce¢ ¢ Bamua nexap iy gapmalesT npeay ynorpedara Ha TOBa IEKAPCTBO.

bpeMeHHOCT
He ce npenopbuBa ynorpebara Ha AMOPOIHTHH N0 BpeMe Ha OpeMeHHOCT, 0CODEHO B ITBPBOTO

TPHMECEUHE.

KnpMmeHe
He ce npenopruea yrotpedara Ha AMOPONUTHH IO BpeMe Ha KbPMEHE, Thil KATO aMOpPOKCOIOB

XHIPOXJIOpUI NPEMHHABA B MAMYHHOTO MILAKO.

Mlodrpane 1 paboTa ¢ MAMHHEA

OT NOCTMapKEeHTUIOBHTE JAHHM HAMA JOKA3ATE/ICTBO OTHOCHO BIMAHHETO BHPXY CrocobHOCTTA 32
imodupane u pabora ¢ mammnau. He ca nposexaaln npoyvBaHus Mo OTHOLIEHHE Ha edeXTHTe BhPXY
cnocobOHOCTTA 3a Wopupane U paboTa ¢ MALIHMHH.

AmOponaTaH coabLpxka copbaTon (E 420), Mernnnapaxnapoxcabenzoar (E 218) a
nponuanapaxaapokcubenzoar (E 216), nponuaenrauxo (E 1520) m naTpnii.

Tosa nekapcTeo chabpaxka 1,75 g copbuToa BEB BCekH 5 ml cupor, KoeTo e ekBHBalIeHTHO Ha 350
mg/ml. Copbuton e n3rounnk Ha ¢ppykroza. Ako Bammar nekap Bu e kazan, ue aMaTe HENOHOCHMOCT
KbM HSKOM 32XapH WK BM e nocraBeHa AMarHo3a HacneACTBeHA HEIMOHOCUMOCT KbM (DPYKTO3a, PAIKO
reHeTH4HO 3aboNsABaHe, MPU KOETO XOpaTa He MOTAT Aa pasrpaxnaat ¢pyxrosara, rosopere ¢ Bammus
NieKap npeAM Aa npueMere, nix aa Bu Obae MPWIOKEHO TOBA IEKAPCTBO.

[ToMomHHTE BElNECTBA MeTHANAPAXHAPOKCHOeH30aT B NpOoNHANAPAXHAPOKCAGEH30AT MOTAT 12
NPHYKHAT ANEPrHyMHA peakiiMi (BepoATHO oT 3a0aBeH THN).

Tosa nexapcTso cbaspka 100 mg opondaeHraAnKoa B 5 ml, KOHTO ca eKBMBaleHTHH Ha 20 mg/ml,

ToBa nexkapcTBO ChABPKE MO-Maiko ot 1| mmol aaTpnik (23 mg) B 5 ml, T.e. MOXe aa ce Kaxe, ue
NMPAKTHYECKH HE Chabpika HATPHIA.

3. Kaxk 1a npuemMare AmMGponuTan

BuHaru nmpuemMaire TOBA JICKAPCTBO TOYHO KAKTO € ONMCAHO B TA3H JIMCTOBKA KWIH KakTo BH ¢ xazan
Bawnar nexap wiu ¢apMauLeBT. AKO He CT€ CUTYPHH B Hello, nonutaire Baluusa nexkap uin

(papmarieBT.

[IpenopbuMTEIHATE 1034 €:
Bw3pacmnu u osouwu nao 12 2o00unu;

1o 5 ml cupon 3 mbTH AHEBHO (€KBHBANICHTHH Ha 90 mg aMGpoxconoB xuapoxaopHa)
00 3 aHM, BriocaeacTsue no 5 mil cupon 2 meTH AHeBHO (€KBHBAIEHTHH Ha 60 mg am6
XHAPOXJIOPHA JHEBHO),

[Ipu BBb3pacTHM go3aTa Moxe aa Oble yBenuMeHa, ako € Heobxoaumo, ao 60 mg am
XHAPOXJIOPKHI ABA IThTH AHEBHO (€KBHBAJIEHTHHU Ha 120 mg aMOpOKCOI0B XHAPOXIIO




Taszn AOZHPOBKA € IIOAXOoAAINA 32 NCYCHHRE HA OCTPH 3abonaBaHua Ha AHXATCITHATE ITHhTHIIIA H 34
Ha4ajlHa TePaIiua Ha XpOHHYHH ChCTOAHHA.

Axo B ciry4alf Ha ocTpo 3a0ongBaHe HA AUXATCTHUTE ITHTHLIA CHMIITOMHTE HE CE roa00pAT B paMKHTE
Ha 4 — 5 auM, TpabBa 1a ce NMOTHEPCH KOHCYIITALIMA C IeKap.

Ilayuenmu e cmapuecxa ev3pacm
Jlo3upoBKaTa NMPH NALMEHTH B CTAPUECKA BH3PACT HE CE pa3iMuyaBa OT AO3MPOBKATA IPH BB3PACTHH.

Ilayuenmu c ueprodpobro uru 6vopeuro yspexcoare

[Tpn naupeHTH ¢ YepHOAPOOHO WiH OBOpPedHO yBpexaaHe € HeoOXOaMMAa KOHCYITALIMA C JIeKap Mpeax
3aMo4BaHe Ha JICUEHHUETO.

AMOpPOIHTHH MOXe 14 ce MpHeMa 10 BpeMe Ha xpaHeHe wiM 6e3 xpaHa.

AKo cTe npHe/H NoBevYe OT HeofxonuMaTa 1032 AMOponRTHH

AKO cTe Npueny 1038, No-rojigsMa ot Heobxoaumara, NMOCLBeTBakNTe ce ¢ Bamua nexkap wid
¢apmauesT. ocera He ca CbOOLIEHH cCIEHPHYHH CUMITTOMH Ha IIPEAO3HPAHE [PH XOopa.
Habmonasauure CHMITOME IPH CHOOIIEHHS 32 CAYHARHO NPEA03HpaHe WK HEITPaBHIHA yroTpea,
ChOTBETCTBAT HA MOZHATUTE HEXKEJIAHH PeaKLMu NMpH yroTpebara Ha AMOPOIMTHH B IIpenoOpBLYBAHUTE
AO3H M MOXeE 1a M3UCKBAT CUMITTOMATHYHO JICYEHUE.

AKO CTe OPONYCHAJIR A3 NpHeMeTe AMOpoaHTHE
B cayuail, ye npomycHeTe eHA 1034, B3EMETE A KOJKOTO € Bb3MOXKHO No-ckopo. He 3ematire nBolina
J1034, 3a 1a KOMIICHCHpaTre nponycHarara. [IpueMere cneapaiara 103a Kakro 0OMKHOBEHO.

AKO MMaTe HSKAKBH JOITBJIHHTEIHH BBIIPOCH, CEBP3aHH ¢ YTIOTpeOaTa Ha TO3H MPOAYKT, MOJIS
nonutaiire Bamua nexap win ¢apmaliesT.

4. BbIMOKHH HEKEJIARH PEeAKIHH

KakTo BCHUKHM JIEKAPCTBA, TOBA NEKAPCTBO MOXKE Ja NMPeAH3BUKA HEXENAHH PEaKilMM, BBIIPEKH He He
BCEKH I'M MONIyvaBa.

Yecmu (mozam oa 2aceznam 0o 1 na 10 nayueumu).
- NpOMsAHA HA BKYCa, rajicHe, HamManeHa HyBCTBHTE/IHOCT B YCTHATA KyXHHA, €3HKa M I'bPJIOTO.

Heuecmu (mozam Ooa 3aceznwam oo 1 na 100 nayuenmu):
- CyXOTa B yCTATA, NOBPBbIUAHE, JHAPHA, HADYLISHUA B XpaHOCMHIIAHETO, CTOMalIHa 6oka.

Peoxu (mo2am oa 3aceznam oo 1 na 1000 nayuenmu):

- pPeaKLi¥ HA CBPbXYyBCTBHTETHOCT;
- obpuB, ypTHKapHA.

C neuszgecmua yecmoma (om Haiuunume OGHHU He Modice 0a bv0e Hanpasena OYeHka).

- aHaPWIAKTHYHH PEaKIHH, BIUTIOUHTENHO aHaQunakTHYeH oK, aHrHoeaeM (Obpp30 pa3sBuBalll ce
OTOK Ha KOKaTa, NOAKOXKHATA ThKaH, IMMABHIIMTE WM NOANHIaBHYHHA CJION) H ChpOex;

- TEXKH KOXKHH HEXETAHH peaki(MH (BKIIOUYHTENTHO epHTeMa My TTHHOPME, CHHAPOM
CTuBBHC-J[PKOHCHH/TOKCHYHA eNMAEpMANHA HEKPOJIM3a H OCTPA FeHEPAITH3HD

MycTyJ103a);
- CYXOTa B I'bpJIOTO.

CnobmaBane BEA NOJO3NPAHHA HEHC/JIAHH DEAKIHH



AKO NOAYHHTE HAKAKBH HEXEJIAHH JICKAPCTBEHH PeaKiuu, yseaomere Baua nexap unu ¢gapmaliesT.
Topa BKTIOUBA BCHYKH BE3MOXKHH HEONMMCAHM B TA3M JHMCTOBKA HEXEIaHH peakumu. MoxeTe ¢hilo Aa
CHOOLIMTE HeXcelaHK peaklMu JUPEKTHO upe3 U3rnHUTENHa areHUMA N0 JIeKapCTBaTta, yi. JdamsaH
I'pyes Ne 8, 1303 Codmus, Ten: +359 28903417, yebeaiir: www.bda.bg. Kato crobmasare HexenaHu
peakiMH, MOXKETe Ja aJieTe CBOsA MPHHOC 34 NOJIyYaBaHe Ha nosevue HH(PpOpMaLHd OTHOCHO
0e30MacHOCTTA Ha TOBA JIEKAPCTBO.

S. Kak 12 coxpananare AMOpoaaTEH
Ja ce chxpaHABA HA MACTO, HEAOCTHIIHO 3a AeLa.

He u3nos3Baiite TOBa JIEKapCeTBO €€ CpOKa Ha FOHOCT, OTOENA3aH BHPXY KAPTOHEHATA ONAaKOBKA
cnen ,JJ oaex no:*“. CpoKbT Ha rOAHOCT OTIOBAPA Ha IOCNECAHUA ACH OT NMOCOUCHUS MECell.

To3u nexkapcTBeH NPOIYKT HEe U3HCKBA CIICLIMATHH TEMIIEpaTypPHH YCIIOBHA HA ChXpaHeHue. [a ce
ChXpaHABa B OPUrMHAITHATA ONAKOBKA, 3a8 Aa Ce NMpena3u OT CBETIHHA.

Cpok Ha rOZHOCT CNieA oTBapaHe Ha OyTwikara: 6 Mecena.

He w3xpbpigiiTe 1eKapCTRATA B KAHATH3ALMATA WIA B KOHTEHHEpa 3a JOMAIIHHM OTIIAABLIM.
[Tonuraitre Bamms ¢papManeBT Kak 48 H3XBBPJIATE JIEKAPCTBATA, KOMTO Bede HE H3MoJi3BarTe. Te3n
MEPKH LIEe CHOMOIHAT 3a OIa3BaHe HA OKOJIHATA cpena.

6. CoanpXanne Ra ONAKOBKATA H JONBL/IHETEIHA HHpOpPMANRS

KaxkBo cuabpxa AMOpOIETHH

- AKTHBHOTO B€IIECTBO €: aMOPOKCOJIOB XHAPOXIIOPHAL.

1 ml ceanpxa 6 mg ambpokconos xuapoxnopua. S ml cupon ceanpxat 30 mg am6pokconos
XHAPOXITIOPHA,

- Hpyrure cberaBsku ca: copburon (E420), Mmetunnapaxuapokcubenzoar (E218),
npormuwinapaxuapokcudensoar (E216), rauuepon (E 422), nponunenrankon (E 1520), saxapun
Hatpuii (E 954), numonena kucennna moHoxuapar (E 330), Tymu ®pyTu eceHuus
(apoMaTH3mpalna YacT: NOPTOKAIOBO Macio, eTHI OyTHpaT, H30aMui OyTHpAT, H30aMWT alleTaT,
BaHWIHH; a-Tokodepon pauemar (E 307)), npeuncreda Boaa.

Kak mirnexaa AMOpo/IETHH H KAKBO ChAbPKAR ONAKOBKATA
Bucrpa, 6e3LBeTHa CHPONOBHAHA TEYHOCT, ChC cneimduaeH Mmupuc, pH 2,20-3,20.

120 ml cupon B kadsaBa crekneHa OyTuika ¢ sMecTHMOCT 125 ml, 3aTBOpeHa ¢ NONMNPOIMUIEHOBA,
3aIIIHTEeHA OT Jelia 3aMyialKka.

Hnu

200 ml cupon B kagaBa cTeiIeHa OyTHAKa ¢ BMecTHMOCT 200 ml, 3aTBOpeHa ¢ NOJIKITPONHIEHOBA,
3alIMTEHA OT ACLIA 3aIyIIIaIKa.

1 (eana) 6yTHnka, 3aeqHO C rpayHpaHa MEPHTENHA YallKa ¢ AeNieHus 3a 2,5 ml, 3 ml,
ml, 12,5 ml, 15 ml u 20 ml 1 nucTOBKA CE MOCTARAT B KAPTOHEHA KYTHA.

He BCcHUKM ONAKOBKH Morar Aa 6bhaaT MycHaTH B npoaaxota.




[prTexaTe! Ha paipemienHeTo 3a ynoTpeba

COOAPMACH ITIOC EOON
6yn. Poxxen Nel16, 1220 Codus, bunrapus

IIpora3BoanTen
CODAPMA A]]
yi. Unuencko moce Nel6, 1220 Codus, brarapus

To3u nexapcTBeH NPOAYKT € paspelleH 3a ynotpeda B Abpxkapure-uneHkd Ha EWIT noa caegnure
HMEHa:

JlatBus: Ambrolytin 30 mg/5 ml sirups
brnrapua: AMOponuTuH 30 mg/Sml cupon
EcTonus: Ambrolytin

[Tomua: Ambroksol APTEQ MED

JIurea: Amrex 30 mg/5ml sirupas

JaTa HA DOC/IEAHO NpepasrIekKAaHe HA JACTOBKATA: IonH 2026




