JIncroBka: Undopmanns 3a norpebarens

I'panocran AM6po 30 mg TabneTkn
Grippostad Ambro 30 mg tablets

AM6pOKCONOB XHAPOXNOPHA (Ambroxol hydrochloride)

HpouereTe BHEMATENHO NSIATA JHCTOBKS, NpeaH 12 3aN0THETE 12 NPHEMATE TOBA JIEKAPCTBO, Thi
KAaTO T4 ChAbPAKa Ba)KHA 38 Bac undopmanun.
BuHarn npueMalTe TOBa JIeKapCTBO TOYHO KAKTO € OMCAHO B Ta3H AHCTOBKA HIH KakTo BH e kazan

Baums nekap Wi ¢papMaLeBT.

- 3anasere Ta3n JMCTOBKA. MoOXe 1a ce HaIOXKH Ja s npoveTeTe OTHORO.

- AKoO ce HyxXaere or JOMBJIHHTEMHAa HH(OpPMALiHA HIH ChBET, nonuratire Bamus dapmanesr.

- AKO NONYYHTe HAKAKBH HEXKENaHH JICKapCTBCHH peakiiii, yBeoMeTe Balna nekap uiH
¢apmatieBT. ToBa BKIIOYBA H BCHYKH BPH3MOXKHH HEXKeNJaHH PEaKUyy, HEOIMHCAHY B Ta3u JIHCTOBKA.
Buxre TOuka 4.

B Ta3u AACTOBKA:
1. Kakgo ¢ 'punocran AMOpO H 3a KaKBO CE H3MOMA3Ba

2. Kaxso Tpa0ea aa 3Haere,npefd Aa npuemere ['punocran AmMOpo
3. Kak aa npuemare I'punocran AMOpo

4. BE3MOXHU HEXENaHH peakiliH

5. Kak na cexpanssare ['punocran AMOpo

6. CoabpxaHye Ha ONAKOBKATA B JOIMBMHUTENHA HHPOPMALIHS

1. Kaxso e I'panoctag AMOpOo H 32 KAKBO ce H3NMOA3BA

I'punocran AMOpo € nekapcTBO, KOETO AEHCTBA CEKPETONMTHYHO NpH 3abONABAHHMA Ha AMXATCNHHTE
N'BTHLIA, TPHAPYKEHH € I'BCTH CEKPETH (EKCIIeKTOPAaHC).

["punocrag AMOpoce H3NON3BA 38 MYKOJMTHYHO JCYEHHE NMPH OCTPH H OOOCTPEHH XpOHHYHH 3a00NABaHHA
Ha OpoHxuTe H 6eMHda Apod, NPHAPYKEHH C I'bCTH CEKPETH.

2.Kakgo Tps6Ba na 38aeTe, Npeau Aa npuemete I'panocrag AMOpo

HE YIIOTPEBABAHUTE I'punocrax Am6po:
AKO cTe aneprivHd KbM amMOPOKCONOB XHAPOXJIOPHA UAM KbM HAKOS OT APYTHTEC ChCTaBKH Ha MPORYKTA,
H36poeHH B TOUKA 6.

IIpeaynpesxaeHns H NpeaNa3Hy MEPKH
I'oBopete ¢ Bamna nekap unyu ¢papMaueBT, npeay Aa npueMmere AMbponekc P.

ChILEeCTBYBAT PEAKH CHOOIIEHHA 3a MALHEHTH PA3BHIK OCTPH KOXHH peaki[HH, KaTo CHHApoM Ha CTHBBHC-
THXOHCHH ¥ CHHAPOM Ha JInen (TeKKH aneprayni peaknun), Bb3HUKHAIN cnex ynotpebata na amGpokcoi.
Eto 3amo, ako 3aene:xkuTe NofgBa Ha peaklHH Ha KOKaTa H JIMraBHIIATA, Tpaﬁaa HeaaﬁaBHo Ha ce
KOHCYATHpare ¢ NeKyBamua Bu nekap H Aa npeycraHosuTe ynorpebara Ha aMOPOKCOM.. . w1\ 07 »r =0y

I'punocrany AMOpo TpsOB2 na ce nMpHiara ¢ NOBHIIEHO BHHMAaHHE MpH MNauHEHTH C. Henanommwyi;
xucTaMui. IIpoasmKHTENHO TeYeHKe NpH TAX TpAOBa Aa ce u30ATBa, Thi KaTo Tpnuﬁemn AMﬁpo min_m\ﬂna
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MeTaboNH3Ma Ha XHCTAMHH M MOXE Aa ROBeJe MO NMosBa HA CHMITOMH Ha HEMOHOCHMOCT (HanpHMEP
riasofonue, chpbex, cekpens oT Hoca),

[Ipr HakoH peaxH OpOHXHMANHH CMYIICHHMS, CBBP3aHH ¢ YBEIMYCHa CEKPEIHA HA JIMraBHiaTa (WepBHYHA
uMnHapHa auckenusus), Fpumocrag AM6po TpabBa Ja ce HM3MON3Ba caMO MOJ AEKApCKO HaOMoACHHE,
NOpajH PUCK OT HATPYMBAHE Ha OpOHXHANIRATA CEKPELHA.

I'punoctag AM6po Tpabea Aa ce npunara ¢ BHHMaHHE NpH OONMHH ChC CTOMALIIHE A3BA.

[TanHeHTH ¢ HapYIIeHHA Ha YepHoapoOHaTa ¥ ObOpeuna GyHKIHA

AKO uMaTe oTKNOHeHHs B 6b0peuHaTa GyHKIHA WK TeXKH YepHoApoOGHA 3abonaeanus, ['punoctan AMOpo
MOXe Ja ce mpHaara camMo ¢ ocofeHo BHMMaHMe (Hamp. Npe3 YABLKEHH HHTEPBAIH OT BpEMe HNM B
HaManeHu J03H).

Ilpy pmaoHeHTH ¢ ocTpa OBOpedyHa HEAOCTATHEYHOCT TpAbBa Aa c€ HMa NpefBHA HATPYNBaHETO Ha

MeTaboNHTH Ha aMGpokcon (0TNa K NPOAYKTH, oOpasyBallld ce B YepHHA Apob).

Heua

I'punioctay AMOpO He € moaXoAsAll 3a Jeua oA 12 roAWIHA BB3pacT Opany BHCOKOTO ChABPIKAHHE HA
HEeKapCTBEHOTO BEHIECTRO.

UMa crobieHns 332 TEKKY KOXHH PEakHH, CBBP3aHH ¢ MPHIOKEHHETO Ha aMOPOKCONOB XHAPOXNOPHI.
Ako0 nonyunTe KoxeH oOpuB (BKIIOMHTE/IHO JIC3HH HA AMrABULIHTE, HATIPHMED YCTATa, I'bpJIOTO, HOCA, OYNTE,
reHWTAIMHTE), clpeTe ynorpebara Ha Ha ['punocrag AMGpo u HesabasHo ce obagere Ha Bamms nekap.

Hpyrn aexapersa 1 'punocrag AmbGpo
[Ipeau na 3anouHere npueM Ha ['punocrag AMOpo, HHpopMupaiiTe BalllHg Jexap, ako NpHeMare HAH CTe
MpHeMalH HaCKOPO KakBHTO M Jia € APYI'H JIeKapCTBa, BKMIOUHTENHO H TAKHBA 6e3 JeKapCKO NpeTHCaHHe.

AMOpokcon B koMOMHAUMA ¢ MPOTHBOKAIITWYHY CPEACTRA
ExanoBpemenHoTo npueMaHe Ha I'punoctag AMOpO ¢ npOTHBOKAIUIHYHE (AHTHTYCHBHH) JIEKapCTBa, MOXE

na THpeAn3BHKA OMACHO HATpYIBaHe HAa GPOHXHANHA CeKpelHd upe3 MOTHCKAHE Ha OTKAllUIHYHHA pediaekc.
ITo Ta3zu npranHa KOMOHHKUPAHOTO JeueHUe TpAOBa A2 € 0COOEHO BHUMATENHO.

bpeMenHOCT H KbpMeHe
Axo cTe OpeMeHHa HIIH KbpMHTE, CMATATE, Y€ MOXe a cTe OpeMeHHa MM IAaHHpaTe OPEeMEHHOCT,

noceBeTBaiite ce ¢ Bamins aexap Hian dapMaeBT npeau ynorpebara Ha TOBa JIEKapCTBO.

BpeMeHHOCT

Toit kato HAMA AOCTATHYHO OMMUT MpH ynorpelGata npu 6peMenrH, ['punoctagy AMOpo MoXe fia ce H3MOoJ3Ba
no Bpeme Ha OpeMEeHHOCT caMO MO MPEeleHKA HA JIEKYBAllMd BH JIeKap H TO CaMO Cjiel] KaT0O BHHMATCIHO
OBOAT NPELEHEHA PHCKOBETE H MON3HUTE OT TOBA JIEYEHHE.

KupMene
JlexapcTBeHOTO BelecTBO (aMOPOKCOI) ce eKCKpeTHpa B KbpMAara Ha XHBOTHHTE. AKO KbpPMHTe, TpabBa Ja

ynorpebsasare I'punoctany AMOpo caMO IO NMpelieHKa Ha nekypaiui By nexap, TbH Karo HAMa AOCTATHEIHO
OIMUT NpH ynorpedata My 0T KbpMa4KH.

Lllopupane n pabota ¢ MAIIHHHA P
Hsama ciennanyy H3MCKBAHHA, KOHTO 3 C€ HMAT ApeaBu. a

g
I ' !

I'panocrag AMOpo chabpXa J1akTo3a. AKO Bamuar nexap Bu e nNpeAynpeauil, ye rmm‘é Hﬁﬁoﬂmmmc'r R:Ln}
ONpeaeneHH 3axXapi, MONA KOHCYATHpaTe ce ¢ Hero npead ynorpedata Ha TOBa nempcfmm sy



3. Kak na npuemare I'panocran AMOpo |
Bunarn npHemaiite Ipunocrazy AMOpPO TOYHO KaKTO € YyKa3aHO B Ta3H JHCTOBKA HIM ClelBaiTe
MHCTpYKUHHTE Ha JNeKyBaluus Bu Jiekap. Ako HMare CbMHEHHS HAH JOMBIHHTENHH BBIPOCH, MOJA

nonuTaite nexysamma BH nexap aix GapManesT.

OcBen, aK0 BRIIHAT JEKADP He BR € NPeANHCA ApYro obnuaiinara n03a e:

Heua Ha Bp3pacT 6-12 roawHn:

O6uualinara no3a € % Tabnerka I'punoctany AmOpo 2-3 mbTH JHEBHO (exkBuBaneHT Ha 30-4) mg
aMOpOKCONOB XUAPOXIOPHL).

Bp3pacTHH H Jlella HaA 12 roAuHy
- pes A03MPOBKATA 34 BH3PACTHH € BE3MOXKHO Aa CE yBenudu edekra KaTo ce mpuema 60 mg ambpokcoson

XHAPOXJIIOPHA /B TBTH AHEBHO (€KBHBAJIEHT Ha 120 mg aMOpoOKCONOB XHAPOXJIOPHA).

HaynH Ba NpHJIOCKEHHE:
Tabnerkure [punoctagy Am6po TpabBa na ce mpuemar uend (6e3 Ja ce CALBKBAT) ¢  JOCTATBHYHO
KOJHYECTBO TEYHOCT (HampHMep Jama BOAa), CIEH XpaHeHe,

AKO HMaTe BredaTneHne, e edexrrT OT ['punocrag AMOpo € MHOroO CHiieH HJIH MHOI'O ci1ab 3a Bac, Mol
KoHCyfnTHpaiiTe ce ¢ Bamng nekap uni gapManesr.

AKO cTe nprenH noBeve oT HeoOxoauMaTa ao3a I'punocraa AMOpo

CuMITOMH HJIH MPHU3HAIKM Ha OTpaBAHE HE ca HaOmoAaBaHH npu npeAo3HpaHe ¢ aMOpokcon. CrILecTBYBAT
cro0ImeHnd 3a npexoaHo 6e3mOKoUCTEO H AHAPHA.

B cnyuall Ha excTpeMHO nNpeao3HpaHe Moxke Aa ce Habmogapa NMOBHINCHO CMIOHOOTACHAHE, IafieHE,
MOBPLILAHE H MOHHKABaHE HA KPHBHOTO HaJATaHe.

CBBpKETE CE ¢ NEKyBallAsd AeKap.

CneliHu MEpPKH, KaTO MpeHIBHKBAHE HA IOBPHIIAHE H CTOMAIlIHA IPOMHBKA, HE Ca CIIeRHANHO HeOOXOMHMH
H TpaOBa fa ce MpeAnpHEMaT caMO B ClydaH Ha eKCTpeMHO mpejosHpaHe. JleweHwero TpaOea ja € B
ChOTBETCTBHE ChbC CTEICHTA ¥ NMPH3HAIUTE HA NPEAO3HPAHE.

AKo cTe mponycHa R Aa npHeMete I'panocrag AmOpo

AKO CTe NPONYCHAIM MPHEM HJIM CTE MPHEAH NMO-MANKO OT MPeANHCcaHaTa A03a, NPOABIDKETE JEHSHHETO C
'punoctan AMOpO KakTO € ONHMCaHO B MHCTPYKUMHTE 32 JO3MpaHE, He B3emalite ABoiHA no3a, 3a fa
KOMIICHCHPATE Be4e MPOoIyCcHaTara.

Axo cre cnpean npaema ua I'panocran AmOpo

He npeycranopapalite Jiedennero ¢ I'punocran AM6po npean fa ce KOHCy aTHpate ¢ Bama nekap, Thif karo
TOBA MOXKE Ja BJIOLIH ChCTOSHHETO BHY.

AKO HMAaTe NOMBIHKTEHH BBIPOCH 33 ynorpebaTa Ha TOBA JIEKApCTBO, MOJIA NonHTalite Bawins nexap HiH

dapMalIeRT.

4. BL3MOXKHH HEXKEJIAHH PeaKIinH h
Kato BcHuky nexapcrsa, I'punioctan AMOPOMOXE Aa NPEAN3BHKA HEXEIIAHH PEaKIIHH, Rbnpelcﬁ He" Huce 3
T4 [oJyyvasa. ! S " ..,..,;?;-_-; ,’
3a onpeAcnsHe YeCTOTATa Ha [IPOABa HA CTPAHHYHHTE PEaxi|HH € H3MON3BaHO CcIHaTa macm]mxamm
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Heuectn: morar aa 3acersar 10 1 na 100 sHanBHAA
aNIeprHMHH PeaKkiny (3auepBfBaHe HAa KOXKATa, OTOK Ha NHLETO, 3a5yX, Chphex)
TPECKa.
® raJieHe
e croMallHa 6onKka
¢ [ORBpBILAHE

Penxn; morar ja 3acerHar Ao 1 Ha 1000 unanBHaa
® peaKlHH Ha CBPbXYYBCTBHTENHOCT
e 0o0pns, ypTUKapHs

Mroro peaxu:moxe Aa 3acernar Ao 1 na 10 000 nunausnaa |
® OCTpH alepriuvud (aHaQWIAKTHYHH) PEakLMy BOACIIH A0 IHOK.
® OCTPH KOXHH peaxi(Hy, KaTo CHHAPOM Ha CTUBBHC-J[KOHCHH B CHHJpOM Ha Jinen.

C HeH3BecTHA Y€CTOTA: OT HAMMUHUTE NaHHH HE MOXe J1a Ob/ie HampaBeHa OLICHKa
AHaQHIAKTHYHH PEaKL{H, BKIIOUHTENHO aHaQHUIaKTHYEH LUOK, aHrHoeaeM (6bp30 pa3BuBall C¢ OTOK HA
KOXKaTa, NOAKOXKHATA ThKAH, IUraBHIIHTE HAH MMOAIHIaBHYRHUA CJIOH) H NIPYPHTYC.

TexKH KOKHY HEXENAHH peakiHH (BKIIOUHTENHO epuTeMa MyaTtndopMe, cuHApoM Ha CTHBBHC-I[KOHCEHH
/TOKCHUHA SNUAEPMAIHA HEKPOJIN3a B OCTPA reHepain3Hpana eK3aHTEMa NNYCTYNn03a).

Kaxpo TpsiGBa A2 HanpaBHTe B cJIy4ail Ha NOSBa HA HEXKe/IAHH JIEKAPCTBEHH PeaKIiUuH

IIpy mepBHUTE CHMOTOMH Ha PEakIiMH Ha CBPBXYYBCTBHTEAHOCT, CIIpeTe npueMa Ha I'punocrag AMOpo.

AKO HAKOA OT HEXeJaHHTe peakilM¥ CTaHe CepHOo3HA HIH ako 3alenexxure ApYyrH, HEONHMCaHW B Ta3H
JTMCTOBKA HEXKEIAHH PeaKiiy, MoJis HHopMupalite nekypainusa Bu nekap unu dpapmaliesr.

Cro0manane HA HEKENAHH peaKIHH

AKO NOJYYHTE HAKAKBH HEKEJaHK JeKapCTBEHH Peakiiy, yseqomere Bamusa nekap unu apmMatenr. Tosa
BKJIIOMBA BCHYKY Bh3MOXHH HEOMHUCAHU B TA3M MUCTOBKA Hexenanw peakuuy. Moxere chino Aa chobmpure
HexXeNaHH peaklMi QUPEKTHO Ypes :

H3mpAHUTENHA areHI s 110 JIEKapCTBaTa

yn. ,,Jamsau I'pye” Ne 8

1303 Codusn

Ten.: 4359 2 8903417

yebcaiiT: www.bda.bg

Karo cp0011aBaTe HEXKENIaHH peakliiy, MOXKETe Ja AajieTe CBOA NIPHHOC 3a NOIyMaBaHe Ha MoBeve
HH(pOpMaHg OTHOCHO DE30IIaCHOCTTA HAa TOBA JEKAPCTBO.

5. Kak aa cexpanasate I'punocrag Amépo
Jla ce cexpaHABa HA MACTO HEOCTBITHO 32 ACUA.
Jla ce chxpaHsBa B OpPUrHHANHATA OMAKOBKA, JajIey OT [IPAKa CTbHYCBA CBETIHHHA.

He uznonssatite I'punocrany AM6po crien H3THYaHE CPOKa Ha FORHOCT, KOHTO € o'rﬁesmsaﬂ Ha onako

Onucrepa Ha NTPOAYKTA. -
CoxpaHggaiiTe JJCKapCTBOTO B OPHTHHANHATA MY OMMAKOBKA, Alaney OT NPAKA CIBHYCBA cBmuﬂg.f
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JiekapcTBaTa He TpAOBA J1a Ce& H3XBLPAAT B KAHANH3AUMATZ MM B KOHTElHepa 3a JOMAIIHA OTHAXbLH.
[Monutaiite Bamua ¢apManesT kak Ja YHHIIOXHTe HeHYxHHTe By fekapcTea, Tesn MepKH Lie CIOMOTHAT
3a ONasBaHe Ha OKOJIHATA CpeAa.

6. CoanpXkaHHe HA ONAKOBKATA H JOMBAHHTE/IHA HHQOPMALIHA

Kakso cuabpxka I'panoctan AMOpo

AKTHBHOTO BEIIECTBO € aMOPOKCONOB XHAPOXIIOPHA.

1 rabnerxa ceappxka 30 mg aMOpoOKCON0B XHAPOXJIOPHA.

[ToMOLHH BeLIECTBA Ca: MHMKPOKPHCTAJIHA HENYR033a, KPOCNOBMIOH, JAKTO3a MOHOXHJPAT, MArHe3Hes
cTeapaT, IAPEBHYHO HHIIECTE, MOBHAOH, CHIMLHEB JHOKCHA XUAPAT, MOAUGHIHPAHO NAPEBUYHO HHULIECTE.

Kax warnexaa I'panocrag AM6po H KaKBO CHABLPKA
Oenn, Kpbriad TabNeTky ¢ AENUTENHA YePTa OT €/1HATa CTpaHa
I'punoctax AMOpo e HanuteH B onaxosk o1 20 1 50 v 100 TadneTku.

I pHTexaTe HA pa3pelIeHAETOo 3a ynorpeda:

ALIUD PHARMA GmbH
Gottlieb-Daimler-Strasse 19
D-89150 Laichingen,
I'epmanus

IIpoussoanuTENd:
Stada Arzneimittel AG
Stadastraase 2-18

61118 Bad Vilbel
I'epManus

JaTa Ha NOCNEANO Npepa3rneXaaHe Ha JJHCTOBKATA:
Oeppyapu 2016
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