b. JUCTOBKA



JIncroBka: AHGOpPMANHEA 33 IANHEHTA
Am6akcon® 15 mg/5 ml capon
Ambixol® 15 mg/5 ml syrip
amOpokcosoB xuapoxiopuz (ambroxol hydrochloride)

IIpouereTe BEHMATEIHO NA/IATA JHCTOBKA, IPEAH 34 3aI09HeTE A MPHEMAaTe TOBA JEeKapCTBO,

ThH KaTO TH ChAbpika Baxkna 3a Bac nadopmanns.

BHHar# npHeMaiiTe TOBa IEKapCTBO TOYHO KAKTO € OIACAHO B Ta3H JICTOBKA WM KakTo Bu € kaszan

Bamuat nexap uim gapManesr.

- 3anasere Taszu NHCTOBKA. Moxke Aa ce HaJIOKH Ja 1 IpoYeTeTe OTHOBO.

- AKoO ce HyXkJaaeTe OT JOIBIHHTEIHa HHGOpMALHA WK CBhBET, ioruraiite Bamua gapMariesT.

- AKO nonmyuure HIKaKBH HeXXeJlaHH JIEKAPCTBEHH peaKLiH, yeeaoMere Baius iekap HiIH
¢apmanerT. ToBa BKIIOYRA M BCHUKH BE3MOXKHH HEKENAHH PEaKI[HH, HEOIMHCAHH B Ta3H
JTHCTOBKA. BibkTe TOUKA 4.

- AKo cnen 5 iHM He ce HyBCTBaTe NMo-Aodpe UK CHCTOAHHETO Bu ce BIIOMIH, TpﬂGBa 714 IOTBPCHUTE
JIEKapcKa IMOMOIL. ' - R
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6 CpIbpaKaHHE HA ONAKOBKATA W JOITBIHHATETHA HHGOPMALIUA

1. KakBo npencTaB/1aBa AMOHKCOJI B 32 KAKBO ¢€ H3N0/JI3Ba

AMOHMKCOJT CHPOTI CHABPKa aKTHBHOTO BEIIeCTBO aMOPOKCOIOB XUAPOXIIOPHI, KOETO BTEUHABA
I'ECTHS CEKpET B OpoHXMTE, 0Opa3ysalll ce MpH pa3iiH4IHH 3a00NIBaHHA HA JHMXATE/IHUTES ITHTHINA.
H3nonssa ce 2a yecHsBaHe Ha OTXpadBaHeTo, o0neKkyaBaHe Ha KallTKIaTa ¥ noaoopsaeaHe Ha

- JHLIAHETO IIPH OCTPH H XPOHUYHH 3a00JI9BaHHA Ha JUXATEIHATA CHCTEMA, KOHTO Ca CBBP3aHH C
o0pa3yBaHETO Ha I'bCT CEKPET B AMXATEIHATE ITHTHILA,

2. Kakso TpadBa ga 3naere, mpead A npaeMeTe AMOHKCOJI

He npueMaiite AMORKCO.1
- aKO CTe aJIeprHyHr (ch'bquBcTBHTemm) KbM aKTHBHOTO BEIIECCTBO MM KBM HAKOA OT
OCTAHAJIMTE CHCTABKH HAa TOBA JIeKapcTBO (M30poeHH B TOUKA 6).

IlpeaynpeaieHuS H NpeRIASHA MEPKH

['oeopete ¢ Baimua nekap wiu drapMaLeBT, IIpeaH a npHeMeTe AMOHKCOIT:

- aKO CTe AJIEPrUMHHA KBM HAKOM JIEKapCTBa WIH XpaHH; |

- ako uMare 3abongpane Ha 666periuTe WK YepHHA pod;

- AKO B XO0/Ia Ha JIEYeHHETO HACTBIAT CEPHO3HH KOXKHH H JIMTABHYHH YBPEXKIAHHUS .

NMma crobiieHns 3a TEKKH KOXKHH PEaKLWH, CBHP3aHH ¢ MIPUNOKeHHeTO Ha aMOpokcon. Ako
MOAYYUTE KOXKEH 0OpUB (BKJIFOUHMTENHO JIe3UH Ha JIMTABUIUTE, HATPHUMED Ha yCTaTa, IbpIoTo, Hoca,
OUMTE, FEHHTATIHUTE), CTIPETE ynoTpeﬁaTa Ha AMOuMKcon ¥ He3abaBHO ce obanere Ha Bayms.-aekap.

JApyra jJekaperea B AMOHKCO.I
HUudopmupaiite Baimusa exap #id ¢papMaLeBT, ako anemaTe HaCKOpoO ¢T€ r[plfl’
BBE3MOXKHO Jia HM3MON3BATE APYTH JIEKAPCTBA. | {




- Hece [IpenophbyBa eHOBPEMEHHATA ynmpeﬁa Ha aMOpPOKCOI ¢ JIeKapCTBa, IIOTHCKALIM
KalUTALATA.

bpeMenHocT, KbpMeHe H PepTHIHATET

AKo ¢Te OpeMeHHa HWIH KbPMHTE, CMATaTe, Y€ MOXKeE Oa cTe OpeMeHHA WIH IUTaHHpaTe 6peMEHHOCT,
NOCHBETRalTE ce ¢ Baimms nexap wiu papManerT, npean ynorpebara Ha TOBA JIEKApCTBO.
beaonacHocTTa Ha ynoTpedaTa Ha TOBa JISKAPCTBO I10 BpeMe Ha OpeMEHHOCT HE € JOKAa3aHa. Hopama
TOBa He ce Mpenopruea ynorpedara Ha MPOAYKTA IO BpeMe Ha OpeMeHHOCT, 0COOEHO B IIBPBOTO
TPHMECEUHE. .. -

AMOPOKCOJI IpeMHHaBa B KbpMaTa. BEIpeKH ue He e 04aKkBar HeOnaronpusaTHi eQeKTH BepXy
KbEpMa4eTo, He ¢e MpenophyBa ynoTpedara Ha JIeKapCTBEHHA MPOAYKT 110 BpeMe Ha KbpMEHe.

]]Im[mpane H pabora ¢ MAIIHHA
HsamMa naHHM 33 BiIdsHHeTO Ha AMOHMKCONI BEPXY JBHTaTETHUTE peaKIiM¥ 4 BHHMAHHETO an BOIaH

Ha TIPEBO3HH CPEICTBA M OIEpAaTOPH Ha MAIHHH.

AMOHKCOJI CHABPXKA KATO NOMOINHHA BelIECTBA:
- copOHTOa - aKk0 Bammar nexap BH € ka3zai, de iMaTe HEMOHOCHMOCT KhM HAKOH 3aXapH,

NOCHBETBAHTE CE C HETO, MPEH Aa IPHEMETE TO3H MPOAYKT;

- METHJI- H IPONHJ NAPAXHAPOKCHOEH30AT - MOTAT Aa NIPHYNHAT aJISPrUIHA PCaKUHH
(BB3MOKHO € Ja ca OT 3abaBeH THIT);

- FAHIEPOJ - BB BHCOKH 1034 (10 g/mo3a) Moxke fa IpHYMHMU IM1aBoboiMe, CTOMAIIHO
OpasHEHE W THAPHA,

- HATPHM - TO3H ACKapCTBEH MPOAYKT C’bl[’bp)l{ﬂ no-Majako or 1| mmol HﬂTpHII (23 mg) Ha no3a,
T.€. IPAKTHYECKH HE ChIBPKA HATPHH.

3. Kak 1a npaemarTe AMOHKCOJI

BuHaru nmpaeMaiTe ToBa JEKAPCTBO TOUHO KAKTO € OIHCAHO B TA3H JIMCTOBKA WIH KakTo BH € kasan
BammuaT nekap uinn papMarieBT. AKO HE CT€ CHTYPHH B HEIllO, MOITHTaNTe Batnus 1ekap HiH

¢apmaneBT.

IIpenoprunTeHATA 4034 €:

Br3pacTHH H 10HOIWHA Hag 12 roguxu: mo 10 ml 3 bTH AHEBHO Ipe3 IBPBHTE 2-3 OHH, clied KOETO
no3ata Moxke 1a 6p1e HamaneHa — o 10 m! 2 meTH AHEBHO.

JTalMEHTH B HaNIpeIHANA B3PACT

Jlo3rpoBKaTa IIpH TAIIMEHTH B HAMIPEHAJIA BE3PACT HE CE pa3nuyaBa OT Ta3H NPH Bb3PacTHH.

{laneHTH ¢ YepHOAPOOHH 1 OBOPEYHH YBPEKIGHHS
[Tpu Ta3m KaTeropHd NalHEHTH ¢ MpHIara MoJIOBHH J03a OT Ipenops4aHaTa 3a BHIPACTHH.

Ynorpeba npu gena

- oT 6 10 12 rogusm — o 5 ml 2-3 0BTH IHEBHO
- or 2 10 6 roauHH — 1o 2,5 ml 3 IbTH AHEBHO

- MO 2 roguHi— 1o 2,5 ml 2 meTH AHEBHO

- Hpunoxkenrero Ha AMOHKCOI cHMpOII IpU Aeiia oA 2 roadHy Tpa6Ba Ja cTaBa Clien Kﬂﬂcymal_mﬂ C
NeKap AWK (hapManesT.

AMGHKCON CHPOII Ce IpUeMa TIpe3 YCTaTa, 10 BpEME Ha XPaHeHe.

He ynorpe6saBaiite 1ekapcTBOTO ITOBeYE OT 5 AHU Oe3 rpernopeKa OT JIeKap.
AKO0 MMaTe YyBCTBOTO, 9¢ eeKTHT Ha JIEKAPCTBOTO € MHOTO CHJIEH WIH TBBpIE c/ab,
C¢ ¢ JIEKYBallH4d CH JIEKap.

AKO CcTe mpHE/IH NOBeYEe 0T He0OX0AHMATA 4032 AMOHKCOT
AKo cTe nipHenH 1034, IO-ToIAMa OT HeoOXOoAMMATa, IIOCHBeTBakTe ce ¢ Bailis ek




AKO cTe NpOIYCHANIH X2 npHeMeTe AMOHKCON

B cay4gaii, de MPONyCHETE eAHA 1034, B3EMETE 1 KOMKOTO € Bh3MOXKHO IO-CKOpO. AKO € Haﬁmmumo
BpeMe 3a CIIe/IRAIATA [103a, B3eMeTe i KakTo o0ukHOBReHO. He B3emaliTe ABOMHA 034, 3a 7A
KOMIICHCHpaTe nporycHarara. [Ipoarokere na BzeMaTe neKapcTBOTO, KAKTO C€ [pENOPEIBA B

nHGOpMaIUATA.

AKO HMaTe HAKAKEH NOITBJIHKUTEITHH BBIIPOCH, CBBP3aHH ¢ YIIOTpe6aTa Ha TO3H TPOZYKT, MOJIA
nornuTaiiTe Bamas nekap wiH gapMaueBT.

4. Bu3MOKHA HeKeJAHH peAKNHHA

KakTto BCHUKH JIEKapCTEa, TOBA JIEKAPCTBO MOXKE Aa NPeaH3BHKA HEKEITAHH PEaKIMH, BEIPEKH Y€ He
BCEKH I'H ITOJIy4aBa. |
Hexenaudre TeKapcTBEHH PeaKIIMH ca KIaCH(HLIHPAaHH IO YECTOTA:

Yecmu (3acarat ot 1 no 10 nanuenTH): HamManeHa YyBCTBHTEIHOCT B YCTHATA KyXHHA H B I'BPIOTO,
ragcHe, IpoMsHa Ha BKyca.

Heuecmu (3acarar ot 1 go 100 maipeHTH): CyX0Ta B yCTaTa, IOBPBUIAHE, AHAPHA, AHCIICICHA
(ZuckoMQOpT B CTOMAaxXa, OpUIBaHE ClICH HaXpaHBaHe) u OONKY B CTOMAXaA.

Peoxu (3acarat ot 1 o 1000 nanueHTH): peakiiMH Ha GBp’bX‘-I}'BGTBH’I‘EJIHOCT CyXOTa B I'bpPAOTO,
oOpHB, YPTHKapHA.

C neuzeecmna yecmoma (0T HAMUYHWTE JaHHUA He Moxe Ia Opae HanpaBeHa OLIEHKA):
aHa(MIAKTHYHE PEAKITHH, BKIIOYHTENHO aHaduIaKTHYeH [MOK, aHrHoeeM (66p30 pa3BHEBAI] C€ OTOK
Ha KOKaTa, [OJKOKHATA TEKAH, JTHIaBHLATE WM NONIMraBHYHHA CIIOH) U IIPYPUTYC; TEKKH KOKHH
HEXKeJIaHU peaKiuH (BKITIOUMTEIHO epyHTeMa My ITHopMe, CHHApoM Ha CTHRBHC-/KOHCBH/TOKCHYHA
eNMHIEPMAIIHA HEKPOJIH3a M OCTPa NeHepaIu3upaHa eK3aHT¢MHa IMyCTYJIo34).

AKO HAKOS OT HEXEJIAHUTE JIEKAPCTBCHH PeaKLMK CTAHe CepUO3Ha WM 3abenexure ApYyTH,
HEOITHCAHH B Ta3H JIUCTOBKA HEXKENAHH peaKiiH, MOJIS yBeAoMeTe Bammis nexap Wid (papMalieBT.

Cro0mapane HA NORO3APAHH HEXKEJIAHH peakKliny
Cro0IaBaseTo Ha MOIO3UPAHN HEXEIaHH PEaKIAX CJIe]] pa3pelliaBaHe 3a YHOTpeOa Ha JIeKapCTBEHHA

MPOOYKT € BaskHO. TOBa IM03BOJIABA A4 IPOIBIDKM HaOMOACHHETO Ha CHOTHOMEHHETO ITOJ3a/PHCK 3a
JTeKapcTBeHHs MPoAyKT. OT MEIHULMHCKHTE CICHHAITHCTH Ce U3UCKBA Aa ChOOIIABAT BCAKA

NOAO3UpaHa HexkeIana peakia Ipe3 Mambimwrenna areniws 1o NeKapeTBaTa, yil. Hamsn I'pyes Ne 8,
1303 Codus, Ten: +359 28903417, yebcaiiT: www.bda.bg

5. Kak ga chxpanasare AMOHKcON

Ja ce coxpaHARa B OpMIHHAJIHATA OIIAKOBKA, IIPH TeMIiepaTypa noa 25°C.,
Ha ce cpxpaHsBa Ha MACTO, HEAOCTHIIHO 32 JeLa.

JlekapcTBOTO He TpsOBa [a ce H3ITONI3BA clie H3THYaHe CPOKa Ha TOJHOCT, OTOEIA3aH Ha ONAKOBKATA.
CpOKBT Ha TOAHOCT OTTOBApA Ha ITOCTIEAHHS J€H OT IOCOUYCHUSA MECeL].
CHpOITbT MOXKE 14 Ce H3MO3Ba 0 1 Mecel ce oTBapsiHe Ha OyTHIKara.

JNekapcTBara He TpAOBa f1a c& H3XBHP/IAT B KAHANM3al[HATa WIH B KOHTEHHEPa 3a JOMaNIHH OTNAa bITH.
{lonwraiire Bainus (apManeBT Kak Aa YHHIIIOKHTE HeHY)KHHTE B siekapcTBa. TE:BH MEpPKH LI
CIIOMOrHAT 3a Olla3BaHe Ha OKOJIHATa cpena. |

6. ChanpKaHHe HA ONAKOBKATA H JOMbJIHUTEIHA HHPOpMaANHA

Kakpo cbaABpkKa AMOHKCOH




- AKTHBHOTO BeIIECTBO €: aMOpOKCOIOB XHApoXJIopHa 15 mg B 5 mi cupon.

- Jlpyrure cecTaBKH ca: copburon (E420), metun mapaxuapoxkcubensoar (E218), mpommin
napaxaapokcubensoar (E216), rHLepon, MpomIeHTIMKON, 3axap1-m HATpHii, TMMOHEHA KHCETHHA
MOHOXW/PAT, MANHHOBA SCCCHIN, NPEINCTEHA BOZA.

- Kak mirnexaga AMOEKCOJI H KAKBO ChIbPAKA ONAKOBKATA

" Buctpa, cHpOTIOBHAHA T€YHOCT, ¢ GIIEROKBIT H0 crabokadeHHKAB LIBAT, C MHPHC Ha MaJTMHA.
Cupon 100 ml B ThMHa OYTHIKA OT CTHKIIO HITH MOJIMETWICHTEPE(PTAIAT B KAPTOHEHA KYTHS, 3a€[[HO ¢
MEpPHTEITHA YalliKa H JJHCTOBKA.

ITpuTeskaTe HA paspelieHHETO 3a YIoTpeda i nponano,unmﬂ
CODAPMA A/l
yi. Hnuencko moce 16, 1220 Codusa, brirapus

3a JOIMBJIHUTETHA HHQOPMALHA OTHOCHO TOBA JIEKAPCTBO, MOJIA CBBPIKETE Ce C NPHTEKATENA Ha
paspelIeHHETO 3a ynorpeda.

JaTa na nocaeano ogofpende Ha JJACTOBKATA: MapT, 2016.




