
KPATKA XAPAKTEPI{CTIIKA HA IIPONYKTA

1. IIME HA JIEKAPCTBBHI4fl TIPONYKT

Arvr6po 30 mg ra6lerxn
Ambro 30 mg tablets

2. K.',ITIECTBEHI{KAqE.TBEH cbcTAB l1,r:i1::,..1:.._.:,^ i.,.,.,,,,.,,_..-.,:. :::;:..-:.1 .. . . .,.,:
Bcqra ra6reuca cbAbplra 30 mg au6poxcoroB xlrApoxrropul, (ambroxol hydrochloride).

3. JIEKAPCTBEHA OOPMA

Ta6nerrcu.

4. KJI}IHI{IIHI4 NAHHI4

4.1 TepanenrntrHrr rroKa3anrrfl

CexperoluruqHa repan:as Ha ocrplr H xpoHnr{Hpr ga6orssaHna Ha 6ponxare u 6elnre Apo6oee,
cBBp3aHlI c HapyrlleHo o6pa:ynaHe u rpaHcrropr na 6ponxuaJrnvra ceKper raro o6ocrpflHe Ha
xpoHr,rqeH 6porrxur, xpoHr.rqHa o6crpyxrunra 6eno4po6na 6olecr, 6ponxuerra-:nu.

4,2 .{osuponna n HarrrrH Ha rrplrJrorr(eHrre

Arco ne e npeAnlrcaHo Apyro, ce npenopbqBa cJreAHara Ao3r,rpoBKa:

.Ileua or 6-12 roauruHa ergpacr
Odu'aaillaara Ao3a e noJIoBr,rH ra6rerxa Arr,r6po (crorrercrnarrla Ha 15 mg anr6porcol) 2-3
.uHeBHO.

BrspacrHu ra,4erla Ha.4 l2 ronIamHa srspacr
EAsa ra6lerrca Arr,r6po, rrpueMaHa rplr nbrn AHeBHo npe3 [bpBr4Te 2-3 gttu, nocreAsaHo or I
ta6rerxa ABa ITbrH AHeBHo.

3a6erexxa
Marcnualnara AHeBHa Ao3a or 2 mglkg He rpr6na Aa ce npeBurrraBa.

Haquu u npodtncrcumerHocm Ha npurouceHue:
flpo4rnxcureJlHocrra Ha rrpr4Jro)KeHze rpx6na Aa ce oflpe.qeJrr,r u:n4vrBla4yanrHo B 3aBuclrMocr or
vHAuKarllrtra r,r [porutraHero Ha ga6orqraHero.
Au6poncor ne rpr6na Aa 6rAe npHeMaH rroBeqe or 4-5 Anu 6es KoHcynrarrr4r c JreKap.

3a6erexra
CerperoruruqHllflT e{exr na au6porcoJr ce gacvrrrBa or nplreM Ha reqHocru. flo r€tsn npurrlrHa
rpx6na Aa ce ocurypu AocrarbqeH nplreM Ha reqHocru rro BpeMe Ha rerreHuero.

4.3 llporunonoKa3anrrfl

Arvr6po He rpr6na Aa ce rrpnnara npv cBpbxrryBcrBr4TeJrHocr xru au6porccor vtxpt HrKo.r or Apyrl{Te
cbcTaBKH Ha npoAyKTa.
flopagu Bl3Mox(Ha ceKperopHa KoHfecrr.rr Au6po rpr6na Aa ce rppr,Jrara c noBurrreHcf.6iin.Ma'Hne B
cnyuair Ha HapymeHa 6poHxouoropHa aKTuBHocr r,r no-o6r,rreH ceKper (naup. cBbp3aHo c peAKr.rt
Mzr.JrHrHeH rlr4nuapeH craH4povr ).
flpn napyruena 6r6pevna $yuxqur r4Jru re)r(Ka xerrarorrarur Au6po ce flp]lnara c noBr{ueHo
BHHMaHT{e (r.e. na no-roJreMr{ HHTepBann r4Jrn B noHrDKeuu go:u).



flopagu BucoKoro cbAtpn€Hr,re Ha aKTlrBHo BerrlecrBo, Au6po 30 mg ra6rerrcu He rpr6na 4a ce
npr.r,Jrara rrpn Aeua noA 6 roAurxHa Bb3pacr. 3a rasu Bs3pacroBa fpyna no-noAxoAf,ul e nepoparHris
pa3rBop.

4.4 Cneqnamrn rpeAyrrpexAen[s rr npeArra3Hrr Mepnrr npn ynorpe6a

B crrytqz; Ha re)KKa 6t6peuna HeAocrarbtrHocr Moxe Aa ce oqaKBa KyMyJrlrpane na uera6oJrr,rrr,rre Ha
au6porcor, o6pasynann B qepHr4r apo6 (rx. crrqo 4.3. flporunonoxa:aHna).
flaquenrn c re)rma uepnogpo6na rraroJroru.rr Morar Aa lpneMar roBa JreKapcrBo caMo cJreA
KOHCyJTTaTIUT CbC C[equaJrr{cT.

Heo6xoAnnao e noBurrleHo BHHMaHr.re npu flpr{,JraraHe ua au6poncoJr nplr naqueHT]r cbc croMal-IrHa
q3Ba.

Cneqna.nnn [peAyrrpexAeHrrfl orHocHo rroMorqnrrre BeruecrBa
Ana6po cbAbprt€ JIaKTo3a. flaqnenru c prAKa HacJreAcrBeHa fiuraKTo3Ha HenoHocr,rMocr, JraKTa3Ha
HeAocrarbqHocr I4nI{ nlloKo3o-rzr.JraKTo3Ha uara6cop6qux ne rpx6na Aa nprreMar Ana6po ra6lerxu.

Crner rcru,qna6ernuure
I ra6rerra cbA6p)Ka no-MaJrKo or 0,01 BbrJrexnAparHr{ eAr4Hr,rrIH.

4.5 JlerapcrneHrr rr Apyr[ n:anuo4efrcrBrrril

Korvr6unnpaHoro rrpr,rJlox(eHne na au6poxcoJr c aHTnTycura (npornBoKarrurr{qHu arernu) Mo)r(e Aa
AoBeAe Ao orracHa ceKperopHa KoHrecrnr B pe3yJrrar Ha HapyrxeH KarrurnqeH peQnexc. flopa4u rora
ce lr3lrcKBa roqHa A]rarHo3a 3a raKoBa xou6nnnpaHo JreqeHlre.

4.6 Epenrennocr rr KbpMeHe

Bpeueuuocm
Hxua 4ocrarrqHo AaHHLT sa ynorpe6uta Ha avr6porccor upu 6peueHHu lreHz. Tosa ce orHacr 3a
nepproAa Ao 28-ra ceAMurla or 6peuennocrra. flpa excnep[Me]rruurHr{ flpofrBaHrar npu x(lrBorHra
au6porccor He e rroKa3aJr reparoreHHu e$exrn (s)K. ToqKa 5.3 flpegxruullvulr AaHHv 3a
6esonaurocr).
He ce rpeuopbrrBa rrpuJrox(eHnero Ha au6porccor [pe3 rrbpBr{Te rpr4 Meceqa na 6peueHHocrra.

Rtpueue
flpn xunorHra au6poxcoJr npeMuHasa e NraftquHoro MJrrKo. Trfi xaro rrpu xopa HrMa AocrarrqHo
Aalalavr, rrpnJroxeHuero Ha Aru6po [pe3 rrepuoAa Ha JraKTarlut,rpx6na.4a ce Hg6.srsa.

4.7 EQenrn Bbpxy ctroco6uocrra sa uroQupaHe n pa6ora c MarrrrrHrr

He ca ugsecrHn.

4.8 IlencerauuJreKapcrBeHrrpeaKrlrtr

Cleg upuroxeHr.re Ha Am6po ca ua6lroAaBaHr.r cJreAHHTe He)KeJraHH peaKur4u:

O6uu napyruenux
Heuecmu(>0,1%-< I%o)
Pearqun Ha cBpbxrryBcrBr,rreJrHocr (ercsanreMa, oroK Ha Jrr,rrlero, Avtcnrres, npypzryc), 0e6pr4Jr1:re:: ,-...

.".,.':"- . ,
Muoeo pedrcu (< 0,01%o)
AuaQnnaxrnqHu peaKrlr{H.

Cronaaurno-qpeBHr,r HapyrxeHr,r.rr



4.9

Heqecmu (> 0,1% - < l%")
fagene, KopeMHa 6oma, rroBpbqaHe.

HapyrueHnq Ha Kox€ra u noAKoxHara rbr€r{
Muozo pedxu (< 0,01%o)
Texxu Ko)r(Hrr peaKrlrlu Karo elurepMzlrrHa HeKpoirr,Ba r,r Stevens-Johnson cHHApoM.

Ilpe4ornpane

C anttnmo*tu ua npe d osup aae
He ca na6mo4aaaHr{ cuMrrroMr{ Ha r4HToKcvKa\us npu rpeAo3vnpane c au6poxcor. Cro6qesu ca
rcparrcorpaftHo 6egnoroficrso v Anapvt.
,{o6pe ce floHactr Ao3n ,qo 15 mglkglrcn ana6poxcoJr, rrpt4JroxeHu rrapeHTepaJrHo, KaKTo n nepopaJrHu
Ao3H Ao 25 mglkglrcu.
Anaroruqno Ha rrpeAKJrr,rHurrHrrrre npo) {BaHHr, eKcrpeMHoro rrpeAo3upaHe Mo)r(e Aa rrpeAr,r3Br,rKa
IIOBLIIIeHa Ca.JIIdBa\Vlt, raAeHe, noBpbulaHe u CnaAaHe Ha KpbBHOTO HrULSraHe.

TepaneemuvHu MepKu npu npedosupaue
Haft-o6qo He ca noKa3aHlr c[errrHu MepKH Karo HHAyKTIHJT Ha noBpbrrlaHe v croMaluHa npoMuBKa, Ho
rpx6ra.qa ce rrMar npeABprr npu eKcrpeMHo npeAo3rrpane. flpenopbr{Ba ce cr,rMrrroMurvrrrHarepa[nJr.

5. OAPMAKOJIOTUTIHI4 CBOfrCTBA

5.1 @apuano.qrrHaMrrqH[csoficrna

Arvr6porcor e aKTilBeH N-4e:uerur vrera6onrar Ha 6pouxexcun. Trft Karo HefoBtrsr MexaHH3bM Ha
Aeftcrsae Bce oqe He e HanbJrHo r.r3rcneH, npH pa3rnrrHu [poyqBaHr4r ca 6wn ycraHoBeHr,r
ceKperonLITI,IqHI,ITe r,I ceKperoMoropHuTe rwy etfenru. flpu orlrrr{ c xHBorHr4 rofi yneluuara
rlpoqeHTa na 6ponxuarHara cepo3Ha ceKperlxf. OrcrpanxeaHero Ha ceKpera ce ocrqecrBrBa qpe3

peAylrllpaHe Ha Br{cKo3uTera H aKTuB[paHe Ha \vnvapHvrr^ erwffer. Cne4 upnnoxeHne ua au6porccon
ca cro6uleHu sacilrrBa:ae Ha cHHTe3a H ceKpeqvntra Ha crp$arranr (arcrunupane na crpSaxraura);
cso6qenu ca AaHHv 3a 3acr4JreH nepuea6ururer Ha 6apuepara Melrqy cbAoBere u 6ponxuastuut
TpaKT.
Cpe4no eQerrrr HacrtnBa 30 nrr,rn. cJreA rrepopiurHo [plrJroxeHue r{ npoAlJu(asa 6-12 qaca B
3aBLICHMOCT OT KOHIJeHTpAITIflTa Ha eAHoKpaTHaTa Ao3a.

5.2 (DapuarcorcrrHerlrrrHrr cnoficrea

Arvr6poncon ce peaop6npa 6rpeo u rrotrrlr HarrbJrHo cJre.q rrepopiurHo npzno)r(eHrde npn xopa. T.* e l-
3,aaca cJIeA rrepopanHo [plr,Jrox(eHr,re.
A6comorlrara 6uonaru.rHocr Ha au6porccor e peAyrrupaHa c oKoJro 7/3 rrcpagu naera6onngua na
nlpBo rrpeMEHaBaHe. flpu roBa ce o6pasynar usra6orurn, Kor{To ce orAersr vpe: 6r6pequre (nalp.
4z6porvranrpaH[JroBa KnceJruHa, rnroxypoHn4u).
CnrpanaHero c rrJra3MeHrre nporeuHr e oKoJro 85% (80-90%).
TepulaHaru[rr nony)KuBor B rrJra3Mara e 7-12 qaca. flna:MeHr,rflT noJry)ruBor Ha cyMara or
ana6porccor lr HefoBr{Te uera6oluru e oKoJro 22 qaca.
Ercrpernpa ce 90Yo npes 6r6peqlrre rroA Sopuara na uera6oruru, o6pazyBaHu B qepHlrr Apo6, raro
HenpoMeHeHnar au6porccot e l0o/o.
flopagu BucoKoro nporer,rHno cBbp3BaHe r,r roJreMr4r o6eu Ha pa3rrpeAeHae, KaKTo ra cla6oro
npepa3npeAeJleHl,Ie or rbKaHr{Te KbM KpbBTa, He ce oqaKBa 3HaqHTeJrHo eJruMr4Hr,rpaHe Ha ana6porcon
npv Avrurr43a ranu QopcupaHa Ar.rype3a.
flpn rexrcn uepHo4po6Hra ga6omsaHr4s KrnpbHcrr Ha au6poKcon e peAyrlupas c 20-40o/o. E,offjlrafi::'..
Ha rexKa 6r6pe.rHa 4racQyHxqnr eJruMvHarruoHHr{rr noJryxr{Bor e yAbJDKeH sa N{era6oiiuulttjlni'
aru6poxcol.
Avr6porcon [peMHHaBa B nr,rKBopa H rurarreHTara, rlilpeMvtnaga s N{aftq[Horo MJIflKo.

5.3 ffpegrc;rnnuqnrr AaHHlr 3a 6e3o[acnocr



flpe4rlunuqHllTe AaHHLI 3a 6e:onacHocr, flpoyqBaHzsra 3a roKcvqHocr rrpu MHoroKparHo
IIpI4nOXeHIte, 3a TeHOTOKCI'qHOCT lI KaHIIepOTeHHOCT He nOKtBBaT H{KaKBLI pLICKOBe npu xopa.

Ocmpa moKcuvHocm
flpoyrnaHuxra 3a ocrpa roKcllqHocr npr4 )(r,rBorHu He rroKa3Bar HrKaKBa 3Haqr,neJrHa
rryBcrBlrreJurocr (nx<. roqKa 4.9 flpeaosupaHe).

Xp o uuuu a/cy 6 xp o uuvu a m oKc uqH o c m
flpoyvnannxra 3a xpoHI,IqHa roKcllqHocr rrpu 2 xrfisoruHcKkr BHAa He rroKa3Bar H.f,KaKBH npoMeHH,
cBbp3aHrr crc cy6crau \vurr a.

TynopozeueH u MymaeeHeH nomeHqucu
He ca npoBexqqaHll TecroBe 3a IvD/TareHHocr npu au6porcon. flpoynanurra Aocera AaBar Herarr.rBHrr
pe3yJrTaTx.

flpo4uxureJrHu rlpo)rqBa:anr. npll xHBorHu He ca rroKa3uru ryMoporeHeH noreHrrua;r Ha au6poxco.n.

P enp odyrcmuaHa moKc uvHocm
flpoy.rnauu,e sa ena6pnoroKcldqHocr rrprr rrJrbxoBe u zailJu He ca noKa3zrnu reparoreHeH froreHrlz:ur 3a
Ao3I4 Ao 3 /kg reJlecHo rerJlo I4JILI pecneKTr,rBHo 200 mg/kg reJrecHo refJro. flepn- n nocrHarzurHoro
pa3BLITI,Ie nppl IrJIlxoBe e 6ulo HapyuleHo caMo npH Ao3r4 HaA 500 mg/kg TeJrecHo TefJro. He ca
na6lrogaranlr Hapy[reHvIa r;lsB $eprrannocrra ilppr nnBXoBe, rroJryqrlJru Ao3r,r Ao 1,5 glkg reJrecHo
TETJIO.
Arra6poncon npeMI{HaBa npe3 [JraqeHTapHara 1apuepa 14 [peMr4Hasa s NrafiqnHoro MJrrKo. HrMa
AocrarbrlHo AaHHI,I no orHorrreHr{e Ha npI,IJIox(eHHero Ao 28-tu ceAM}rqa Ha 6peueHHocrra r,r no BpeMe
Ha KbpMeHe.

6. OAPMAIIEBTIIITHT4 AAHHI{

6.1 Cnncrrc Ha rroMorrturrre BerrrecrBa

Ka-nquer xuAporeH Soc$ar Arryvr4pur, JIaKTo3a MoHoxr,rApar, MafHe3r{eB creapar, rlapeBurrHo
Hl,Ilrecre, HarpHeB HullrecreH rJrr{KoJrar, KoJrovIeH 6essoAeH curJrr,rrlneB AzoKcr,rA.

6.2 HecrnuecrrrMocrrr

He ca ngsecrHu.

6.3 Cporc Ha roAHocr

5 ro.4unu

Jlexapcrrenu.f,T npoAyKT He rpx6ra Aa ce lpr,rJrafa cJreA r{3Trrr{aHe Ha cpoKa Ha foAHocr, o3HaqeH
Bbpxy orraKoBKaTa.

6.4 Cneqnamrn ycJroBrrfl 3a cbxpanenrre

fla ce nazu or cserruHa!

,{a ce crxpaH{Ba npu reMrreparyputolZloC!

6.5 ,Ilannn 3a onaKoBKara

ouaxorrz, cbAbp)r€rqu 20, 50tnu 100 Ta6JrerKr4. ." ""::;i'':t 

ttt-ll'.:

He scz.rxra BLuoBe orraKoBKu Mofar Aa 6r[ar rr}/cHarlr r upo4an<6a



6.6 Ilncrpyrqnn :a ynorpe6a

lhnaa cnequaJrHu r,rHcrpyKqur,r sa ynorpe6a.

7 IIPIITE)ITATEJI HA PA3PEIIIEHI4ETO 3A YIIOTPEBA

Hexal AG
lndustriestrasse 25
D-83607 Holzkirchen
fepnlanna

8 HOMEP(A) HA pA3pErrrEHr{ETO 3A yrrOTpEEA

20020919

9 AATA HA TIbPBO PA3PEIUABAIIE/TIOroIOBflBAIIE HA PA3PEIIIEHI,IETO 3A
YIIOTPEEA

20.11.2002

10 AATA HA AKTYAJII43IIPAHE HA TEKCTA

Oxrorvrnpu 2005


