
JIIICTOBKA : I4HOOPMAI{,Ifl 3A IIOTPEEI{TEJIf,

Au6po@ 30 mg ra6lerrclr
Au6poxcoroB xxrpoxrr op*tg (Ambr oxol hydroc hl oride)

B rasrl JrltcroBxa:
l. Karso flpeAcraBmna Au6po@ Lr 3a KaKBo ce [3noJr3Ba
2. flpegu Aa rrpueMere Arvr6po@
3. Kax ga npneMare Ana6po@
4. Brguoxnu HexeJraHn peaKrlnr4
5. Kax 4a cbxpaHrBare Alr6poo
6. lonrrHurenua nnQoprvraryrr

1. KAKBO IIPENCTABJIffiA AMEPO@ I4 3A KAKBO CB II3IIOJISBA

Arr,r6po@ e neKapcrBeH npoAyKT sa ocso6oxraBaHe Ha ceKpera npu 6enogpo6nu sa6or flBaHllrs.)
cBbp3aHH c o6pa-:ynaHero Ha BHcKo3eH ceKper (ercnenropaHr).
flpoAyrcrlr ce [pI4JIara Karo ceKperorurlrrrHa reparlu.rr npn ocrpu H xpoHtltrHn ga6onssaHHr Ha
6porxure u 6erurre Apo6oBe, npurpyxeHrl c o6pasynaHe Ha BHcKo3eH ceKper.

2. IIPEruI AA IIPI,IEMETE AMEPO@

He npueuaftre Arvr6po@
o Ano cre cBpbxtryBcrBLITeJrHL (areprrauHu) xru axrnnHara cbcraBxa au6porccorytrv HsKor or

Apyrzre cbcraBKLr ua Anr6po@.

O6rpnere c[eq[aJrHo BHnMaHrre rrplr yflorpe 6ara HaAnr6po@
ffaqueumu c HapWeHa 6t6pevna Qyurct4un
Aro crpaAare or HapyueHa 6r6pe.rHa $ynrcqzr, rpx6na Aa npueMare Arvr6po@ c rroBr,rrreHo
BHLIMaHHe (r.e. na rro-roJreMn r,rHTepBzurr,r HJrH B HaMaJreua 4osa).

Ilaqueumu c meJrcKa 6ttdpeuua uedocmamtuHocm
flpu rexcxa 6r6pevna HeAocrarbqHocr Mor(e Aa ce oLraKBa HarpyrrBaHe Ha naera6oJr]rrnre Ha
au6poncora, o6pa:yraHra u uepnux 4po6.

Ifaqueumu c meJrcKo uepuodpo6uo za6onneaue
Ano crpa,4are or re)KKo uepno4po6no :a6orssaHe, Alr6po@ tpx6rlaAa ce [pr4[ara oco6erid"
BHHMaTeJIHO (r.e. na [o-roJIeMI4 nHTepBaJrH Me)rqy npueMzTe Lilrr,r B HaMaJreHa 4osa).'
flpr,r pe,qru za6orssanvs, ua 6poHxIlre, cBbp3aHn c rpeKoMepHo HarpyrrBaHe Ha cerper (Haup.
MzurI{rHeH IrI4JII,IapeH cnH4pona), Anr6po@ rpnlsa Aa ce rrpwmtra oco6eno BHr4MareflHo, Harrp. [o.q
JIeKapcKo Ha6.rrrogeHue, nopa'4u BeporrHocr or 3aApb)ffia Ha ceKper

Heo6xo4nuo e troBllttreHo BHr{MaHHe npu nplrJraraHe Ha au6poxcor, aKo HMare croMallrHa r3Ba.

Ilpoverere BHrIMareJrHo rlflJrara JrncroBKa rrft xaro rs cbAbprrta Barr(Ha sa Bac nneopmaqxr.
Tona lexapcrBo ce orrrycKa 6e: lexapcr<o lpeAnucanue. BupeKr4 ToBa, 3a Aa noJryqlrre nafi-4o6pu
pe3yJITarH or JleqeHr{ero, Brae rpr6na BH[MareJIHo Aa crruBBare ]rHcrpyKrlr,rr,rre ea ynorpe6a Ha
JreKapcTBeHr4s npoAyKT.
- 3anasere ra3I,I Jrr,rcroBKa. Moxe Aa ce Hiurox(v Aa s. lpor{erere orHoBo.
- Atco ce HyxAaere or Aolrb.lrHlrreJrHa unSopuaqzfl, kuryr crBer, nonuraftre Ba:lrius Sapnaaqerr.- Bne rpa6na Aa lorbpcr.rre neKapcKa noMorrl, n crry.rafi qe Baurnre cr4MnroMn ce BJrorrraBar r,rJrr,r He

ce nogo6prnar.
- Arco HsKo.fl or HexeJIaHI,ITe JIeKapcrBeHI,r peaKrrvrvl craHe cepllo3Ha, luru sa6erexvre Apyrn,

HeorI[caHV B Ta3lr nllcfggl€ xgxgJraHr{ peaKrlvpr, }'{,orrfl. yBeAoMere Bautux JreKap ulu Sapuaqenr.

tl3fi bfi ilt,iTti] t{A ArEHut{tln0 fi[i(ApfTSATA
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.Ileua
flopa4n Br,rcoKoro cbAbpxcaHlre Ha aKTlrBHa cy6craHqu-r Arvr6po* 30 mg ra6rerxu He e noAxoAsul 3a
AeIIa noA 6 roAuursa Bb3pacr. B regu cJr1^rau ce Lr3rroJr3Ba pinTBopbr 3a nepopaJrHa ynorpe6a, noftro
e c no-HltcKo cbAbp)r€Hr{e Ha aKTLTBHa cy6cranqnr.

Ilpnervr Ha Apyrr neKapcrBa
Morr, nnQopnaupaftre Bauru-fl JreKap ranu $apuaqeBT, aKo rrpueMare r4JrH HacKopo cre npneManpr
Apyrn JreKapcrBeHH npoAyKTn, Aopu r,r raKr.rBa, 3aKyleHa 6es peqenra.

IIp o dy rcmu, n omuc Kaulu Kauaruqama
B cny.rafi Ha eAHoBpeMeHHo [pr4JroxceHr,re c [poAyKTH, rrorrrcKarqu KarrrJIHIIara, Mo]I(e Aa Bb3HLrKHe
onacHo 3aAbpx€He Ha ceKper nopaAn noHu)KeHr,r.fl KarlJruqeH peQnexc. 3arosa e neo6xo4unao
BHrlMareJrHo [ocraBsHe Ha AuarHo3ara npr,r HpKAa or raKoBa rou6unnpaHo JreqeHue.

Epeuennocr rr KbpMeHe
,{ocera HJIMa AocrarbllHo AaHHr{ rro orHorrreHne Ha npvJro)r(eHnero na Au6po@ rro BpeMe Ha
6peuennocr. flopaau roBa He ce npeflopbr{Ba npueMa My npe3 nlpBr,rre rpu Meceqa or
6peueunocrra.
ArrrasHara cy6craHqu-r Ha Artr6po@ rpeM[HaBa r uaftqunoro MrsKo rrpu )fl,rBorHra. flpra xopa HsMa
AocrarbqHo AaHHI,r Lr saroBa rrplreMa Ha Au6po@ He ce rrpeflopbrrBa rrpe3 nep[oAa Ha KbpMeHe.

IlloQnpane n pa6ora c MarrrtrHrr
Hxua 4aHnu 3a Hapy[reHa cnoco6nocr:a ruoSupaHe r,rnu pa6ora c MarrrlrHlr no BpeMe Ha JretreHue c
Arvr6po@.

Baxna nnQopuaqufl ornocno HflKorr or cbcraBrrrre Ha Au6poo
To:u npogyKT cbAbp)r€ JraKTo3a. flo rasn npnqr{Ha, aKo r4Mare HerroHocr,rMocr KbM HrKor,r 3axapr4,
npuenrafire Arur6po@ caMo cneA KoHcynraqurr c Barurar JreKap.

3. KAK NA IIPI{EMATE AMEPOO

Br.rnaru npneuafire Aru6po@ ra6nerrcu KaKTo e Ha3Har{HJr Baruur JreKap.
Morx, uocrsersaftTe ce c Baruu-s JreKap unra SaprvraqeBT, aKo rrMare HrrKaKBr.r cbMHeHr4fl.

Ta6rerxure ce npueMar 6eg Aa ce cAbBKBar, c o6nnHo KoJrvqecrBo reqHocr cJreA xpaHeHe.

3a6erexxa
Myrcorurn.+ruxr eSexr na Au6po@ ce rro.4[oMara or npneMa Ha reqHocrr,r. 3arosa no BpeMe Ha
JIeqeHLIeTO e HeO6XOgl,rMO Aa Ce OCHTpU AOCTaTbqeH rrpueM Ha TeqHOCTrd.

flpo4trxr,rreJrHoarra Ha JreqeHuero 3aBHcH or BHAa H Telr(ecrra Ha sa6onssaHero r{ ce orrpeAen.fl or
JreKyBaqr4tr JreKap.

Arco ne e npeAnrlcaHo Apyfo or Bauruq JreKap, o6u'raiftrara Ao3a e:

leqa om 6-12 zoduruu
YzralterxaArvr6po@ 2-3 trruAHeBHo (15 mg au6poncoroB xr,rApoxJropkrr,2-3 nrrn gHeeHo).
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Buzpacmuu u detla nad 12 zoduuu ,:
I ra6nema Ana6po@ 3 nrru AHeBHo npe3 nbpBnre 2-3 aHra (30 mg au6porccoJroB xrdApoxJropr4A 3 | .
rl:srn AHeBHo), creg Koero ce rplreMa I ra6rerrca 2 rtl.ru AHeBHo (30 mg au6porc,grroB xnApoxJrop@ . . ',,

2 nrru AHesFro).

3a6erexra
Marccunra-rrnara AHeBHa Ao3a or 2 mglkg He rpx6na Aa ce npeBr,rrrraBa.
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Arco crpaAare or HapyueHa 6r6peuHa {yHxrrzr nJrz re)KKo uepHo4po6Ho sa6or.rsaue, Barrrr4f,T JreKap
rpxisa Aa yAbJIxc.I LII{repBa.JIItre MexAy npHeMHTe Ha Au6po@ vrftr AaHaMaJrlr Ao3ara.

Ano cre [pneJrn noBeqe or neo6xoA[Mara 4osa Au6po@
He ca na6lroAaBaHu clIMrIToMr4 Ha LrHToKcrrKarrr4r nplt npeAo3lrpaHe c au6porcor. Cro6qeun ca
nparrorpaftuo 6e:norcoftcrro H Auapvl'.

flpu excrpeMHo npeAo3l,IpaHe Mofar Aa B63HHKHar noBr.rrueHo orAeJrrHe Ha cJrroHKa, farleHe,
noBpbrlaHe It cnaAaHe Ha KptBHoro Harr{raHe. Moll, KoHcyJlTr{pafire ce c Baruu.s JIeKap.

He ca Heo6xognuu c[eIrIHIt MepKI,I Karo npeALI3Br4KBaHe Ha rroBpbrrlaHe rd croMarrrHa rrpoMr.rBKa, Ho
rpt5naAa ce I4Mar npeABI,u npl{ eKcrpeMHo lpeAo3npane. flpenopbqBa ce JreqeHue B 3aB[cLrMocr or
cHMrnoMr,rTe Ha rrpeAo3npaHe.

Arco cre npoflycnaJrrr Aa rrprreMere Aru6po@
Axo neAnrxc cre sa6panunlr Aa [pueMere Arvr6po@ vtrv cre npneru rro-MzurKa Ao3a, npoAbJDKere
npr{eMa npe3 cJreABaqnTe AHU B rrpeAnHcaHaTa Ao3LtpoBKa.

Arco cre c[peJrrr flprreMa na Aru6po@
Monx, He npeKbcBaftre reqenuero c Ana6pot 6es Aa cre ce KoHcyJrrnpanu cBantusJreKap. B rosn
cryuait Baruero ga6orssaHe Mox(e Aa ce BJror[]r.

4. Bb3MO)ICHIIHE}KEJIAHI,IPBAKIII,II4

Karro BoLIqKH JreKapcrBeHH npoAyKTH, Au6po@ Mo)r(e Aa [peAr..r3BrdKa HexeJraHH eQexru.

OIIeHrara Ha He)KeJraHHTe peaKrlulr e Bb3 ocHoBa Ha qecroraravM:

Muoro qecrr4
I{ecru

He.recrlt
PeAlcut
Msoro

> I ua l0 naunenru
< 1 sa 10, no > I na 100 nauprenru
< 1 ua 100, uo > 1 na 1000 naqueHru
< I Ha 1000, Ho > 1 Ha 10 000 naqueHTll
< l H a l 0 0 0 0 n a BKJI. OT.UCJIHI,i

O6ruI,r napytuennq
Hevecmu (> 0,1% - < l%o)
Pearcquu Ha cBpbxrryBcrBl4TeJrHocr (noxen o6pzr, oroK Ha Jrr{rlero, 3arpyAHeHo AlrrrraHe, crp6ex),
noBlrrrreHa TeMneparypa.

Maoeo pedrcu (< 0,01%o)
Aua$rurarrlrqHr.r peaKrrur,r.

f acrponHrecrunaleH rparr
Heqecmu (> 0,1% - < 1%o)
fageHe, KopeMHa 6onra, [oBp6rrlaHe.

Koxa
Muozo pedxu (< 0,01%o)
Texrn KoxHlr peaKrrr,ru Karo enu,4epMrurHa HeKpoJrr,r3a u Stevens-Johnson cuHApoM.

Axo sa6ere)il,ITe H-flKaKBI,r He)r(eJraHH peaKlrl{u, Kor4To ne ca or6erflgaHr B Ta3I,I JlzcTotsKa, MoJIt
uHQoprvrupafire Baurra-fl JreKyBar! neKap uln $apuaqerr.



flpu ntsnzxBaHe Ha rIspBL cI,IMIIToMH Ha cBpbFryBcrBureJrHocr npneMbr na Anr6po@ rpa6na ra6r6enpeycraHoBeu. Moll, uuQopur'rpaitreBamuxJleKap,3a Aa Mox(e roit/rs.au.rp"q""" Te)Kecrra HM 14
ueo6xoguuocrra or cborBerHu MepKr,r.

5. KAK AA CbXPATIflBATE AMEPO@

flasere or cBerJrr{Ha.
CrxpaureaftTe rrpn TeMrreparyp a nog 25" C.
Crxpanxaafire Ha M.scro, HeAocrbnHo 3a Aerra.

He rEsnorgsafire Ana6po@ creA cpoKa Ha roAHocr, or6erssaH Bbpxy orraKoBKara.

6. AOrrbnHr{TBJTHA rrHOOpMArIr{rr

Karno cbAbp2na Anr6po@
o ArrrasHoro BeqecrBo e au6poxcoJloB xurpoxJropu. BcsKa ra6lerra cbAbp)Ka 30 mg

au6poxcoloB xr,rApoxJropLq.
o ,{pyrure cbcraBKlt ca: Ka.JIIIueB xu4poren$ocSar 4ururgpar, JraKTo3a MoHoxnApar,

MarHe3rleB creapar, qapeBlrr{Ho HHlrrecre, HarpHeB Hl{rrrecreH rJrlrKoJrar, KoJrouAeH 6essoAeH
cr4n[rl]reB ALTOKCT4A.

Crser xrM .u{a6ernuare:
I ra6lerxa cbAbplxa rro-MzurKo or 0,01 BtrJrexuAparHv e1vrHuqll^.

Karc nsrrexAa Aru6poo ll KaKBo cbAbprr€ orraKoBKara
Ta6nerru.
Ouaxorrcz, cbAbplt€ulu 20,50 u 100 ra6lerrz.

He scnqxz Br,rAoBe ofraKoBKH Morar Aa6r1ar rrycHarlr r npo4a:x6a.

lpnrexaren Ha prupeueHrrero ra ynorpe6a
Hexal AG
Industriestrasse 25
D-83 607 Holzkirchen, fepuaHr.rx

Ilponlno4nrurn
Salutas Pharma GmbH
Otto-von-Guericke-Allee I
D-39 17 9 Barleben, fepuaruE-r

Lek S.A.
50 C Domanieska Str.
02-672 Warsaw, flomua

.{ara na [ocJreAHo ogo6penne Ha JrrrcroBKara
Cenrenanpr.r 2004

HEXAL AG e ,{acr or KoMnaH}tqTa ,.s. SANDOIZ


