Kpamka xapaxmepucmuxda Ha npodykma

M3MbAHUTENHA ATEHUWA 110 JIEKAPCTBATA

Kpamxa xapakmepucmunxa e npodyxmsa - Mpuncwewue 1

1. AME HA JIEKAPCTBEHMNS ITPOAYKT

AMOpoxcoa AJI 15 mg/S ml capon
Ambroxol AL 15 mg/S ml syrup
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2. KAYHECTBEH A KO/IHYECTBEH CHbCTAB

5> ml cupon 3a nepopaliHa yrnorpeda cpabpxa 15 mg aMOpoKCOIOB XHAPOXIOpH.
3a I'bJIHUA CIUCHK ¢ MOMOIIHH BEIECTBAa BUXK TO4Ka 6.1.

3. JEKAPCTBEHA ®OPMA
CHpon, 6e3uBeTeH, OUCTBD Pa3TBOP C MUPUC M BKYC HA MATUHA.

4. KINHUYHHU JAHHHU

4.1 TepaneBTHYHH NOKA3AHHS
MyYKOJIHTHYHO JleueHHe MpU OCTPH H OOOCTpEHM XPOHWUYHHM 3a00JIIBaHUsA HA

OpouxuTe H Oenua ApoO, MPUAPYKEHH ¢ OOHMNICH CEKPEeT M 3aTPYAHECHHS NpU
OTACISHETO MY.

4.2 /103MpOBKA H HAYITHH HA NPHI0KECHHE

B cnyuaii, 4ye He e nNpeANHCaHO APYro NPENOPHUYMTENIHA € clleJHATa JO3UpPOBKA:
Jena g0 2 roaMIiHa Bs3pacT
Oobuvaiinata no3a e 2,5 ml AMOpokcon AJl 15 mg/5S ml cupon gBa mbTH AHEBHO

(exB. Ha 15 mg aMOpPOKCONIOB XHAPOXIIOPUL).

Hena ot 2 10 5 roauHu
Oo6nuaiinara no3a € 2,5 ml AM6pokcon AJT 15 mg/5 ml cupon Tpu mbTH AHEBHO

(exB. Ha 22.5 mg aMOpOKCON0B XUAPOXJAOPUA).

Jlena ot 6 10 12 ronuHu

O6uuaitHata no03a € 5 ml Am6pokcon AJl 15 mg/5 ml cupon nBa-Tp¥ OBTH
nHeBHO (ekB, Ha 30 — 45 mg aMOpOKCONIOB XHUAPOXAOPHA).

Br3pacTHU U Acnia Hag 12 roaAvMHN
OGnuatinara ao3a € 10 ml Am6pokcon AJI 15 mg/5 ml cupon Tpu TBTU AHEBHO

(exBuBanieHT Ha 90 mg aMOpOKCONOB XUAPOXJOPUI) Mpe3 MBpBUTE 2 — 3 AeHa.
Cnen Tosa ce npuema 10 ml Am6pokcoa AJI 15 mg/S ml cupon ABa NeTH AHEBHO
(exB. Ha 60 mg aMOpPOKCONIOB XUAPOXIOPHA).

HauuH Ha npHIOKeHne: o SR
AMbpokcon AJl 15 mg/5 ml cupon tpabea na ce npuema cien xpaﬂéﬂa;- ;cam ce_ - |
W3M0J13Ba MEPUTEITHATA YalLlKa. AT 3 |



ITpoaABIKHTEIHOCT Ha JIEYEHHETO
JIeKapCTBEHUTE NPOAYKTH ChAbpKalM aMOpoKcon HE TpAOBa Ja ce NpUEMaAT Mo-
IBAro oT 4 10 5 AHHU, OCBEH, aKO TOBA HE € YKa3aHO OT JIeKap.

4.3 IIpoTHBONIOKAZAHHS
Ambpoxcoa AJI 15 mg/5 ml cuponn He TpaOBa aa ce npHeMa OT MALUEHTH ChC

CBPBXYYBCTBUTENIHOCT KbM HAKOSA OT CHCTABKUTE HA MPOJAYKTA.
To# He TpsOBa ga ce rmpuiara B C1y4aHd HA CBPBXYYBCTBHTEIHOCT KbM
METHINAPAXUAPOKCUOCH30aT U NpONMINapaxuapoKCUOeH30ar.

AmOpokcoa AJI 15 mg/5 ml cupon He € noaxoaduy 3a Aeua noj 2-rofUiIHa
BB3pPAcCT, OCBEH, aKO TOBA HE € YKa3aHo OT JIeKap.

4.4 ConenHa/IHH nNpeaynpexieHus H NpeaAna3sHil MepKH NpH yaoTrpeda
CrlllecTBYBaT peAKH CHOOIIEHHA 3a MALMCHTH Pa3BUJIM OCTPU KOXHH PEaKLUH,
KaTo CHHAPOM Ha CTHBRBHC-JDKOHCHH M CHHApOM Ha JIMen, BB3HMKHANM Clie)
ynorpebaTta Ha ambpokcon. ETo 3amo, ako ce TMOoABAT NOJOOHH peakilid Ha
KOXaTa ¢ JWraBuLiaTa, TpsaOBa He3aDaBHO Ja Ce HanpaBd KOHCYJITAlUMA C
NEeKyBaIlusa JICKap H Ja ce IpeycTaHOBH ynorpebaTa Ha aMmOpoKco.

AMOPOKCOJIBT Cli€[iBa Ja ¢€ NpuJara ¢ BHUMaHue MpH O0JIHH CBC CTOMALIHA A3BA.

AMOpoKkcoabsT TpaOBa Aa ce npuiara ¢ BHUMaHUe [IPH NAHEeHTH ChC CMYLICHUA B
MEXaHM3Ma Ha OTXpayBaHETO M AHOPMAIHA NMPOAYKIMSA Ha OpOHXHalieH ceKkper
(Hamp. MpH PAAKO CpelllaHHd MaJMCHEH LWIHAPEH CHHAPOM) Mopaid PUCK OT
KOHrecTHA Ha OpOHXHUAIHATA CEKpELIUsL.

[Mpy mnanvenTd ¢ OBOpevyHA HEAOCTATBYHOCT WM HAKOM YEpHOAPOOHH
3ab0naBaHuA, aMOPOKCONBT TPAOBA Ja ¢e mpu/iara caMo ¢ MOBUHIEHO BHHMAaHHE
(Hanp. npe3 YALIKECHA HHTEPBAIN WIH B pedyLUpPaHy J03H).

[Ipu naieHTH ¢ ocTpa 6p06peUHa HEAOCTATHYHOCT € BB3MOKHO KyMyJIUpaHe Ha
MeTaboIHTHTE Ha aMOPOKCOJ B pe3yJITaT Ha YepHOAPOOHUA MeTabONU3 M.,

AM6pokcon AJI 15 mg/5 ml cHpon cweaepxka copbuton. llaumeHtH c
HACJEACTBEHA HEMOHOCHMOCT KBM ¢pykTo3a He TpsbOBa na ynotpedaBar
Am6Gpokcont AJI 15 mg/5 ml cupon. 5 ml cupon ceawpxar 1,75 g copburon
(usTouHuk Ha 0,44 g dpykros3a), ekBuBaieHT HAa okono (0,15 xneOHM equHHUIM.
CopOuTonsT MoXKe Ja HMa cyiab nakcaTuBeH €(eKT.

4.5 BzaumopaeiicrBie ¢ APYFH JEKAPCTBeHH NPOAYKTH H Apyrn (opMH Ha
B3aHMoacHCTBHE
ExHoBpeMEHHHAT IIpueM Ha amOpokcos ¢ JpyrH  NpPOTHBOKALUIMYHH
(aHTUTYCHBHH) CPEACTBA MOXKE J1a NpeAnU3BIKA ONacHa KOHIeCTHs Ha OpOHXHMalHa
ceKpeLMa upe3 MHXHOHMpaHe HAa OTKALIWYHHUA peduekc. llo Tasm nlpmmra;:::--._. |
KOMOHMHUPAHOTO fAeucHUe TpAOBa Ja ce NpoBEXKAa ¢ 0COOEHO BHUMaHHE, S



4.6 bpeMeHHOCT H KbEpMeEHeE
bpemennocm
HndopManmsaTa 3a ynorpebara Ha aMOpoKcoN npH OpeMeHHH € HeAOCTAThYHa.
Tosa Baxu ocobeHO 3a mepuola a0 28 ceamuua ot OpemenHocrra. [Ipu
W3CJICABAHUA C JKMBOTHH aMOpPOKCOJ HE MOKa3Ba TepaToreHeH eekT (BUX T. 5.3
[IpeaknuHUYHK JaHHM 3a 6e3onacHoct). Ilo Bpeme Ha 6peMeHHOCT, 0cOoOeHo B
MbPBUA TPUMECTHP, aMOpokcos TpAOBa 1a ce Ha3Hayapa W MpPHEMa cCaMoO Cle]
BHUMATEJIHA IIPELCHKAa Ha CHOTHOIHEHHUETO M10J13a/ pUCK.
Kvpuene
AMOpPOKCOTBT €€ €KCKpeTHpa B KbpMaTa Ha JXHBOTHH. TBH KaTo HAMa
NOCTATHUYEH OIUT 3a yrnoTpedara My NpH Xopa, ToiMl TpsAOBa Ja ce M3MNON3Ba OT
KBPMAYKHU CaMO CJIC BHEMATE/THA MPELCHKA HA CHOTHOWIEHHUETO MOM3a/ PHCK.

4.7 E¢deKTH BbPXY cHOCOOHOCTTA 32 INodHpaHe H padoTa ¢ MAINIHHH
Hsama u3BeCTHH.

4.8 Hexxe1aHH J1eKAPCTBEHH peaKIlHH
YecroTara Ha IMposABa Ha ONKUCAHHUTE M0-J0/1y HEXXENIaHH PEaKLMH CE OMNpenens
ycaoBHO kaTo: Muoro yectu (> 1/10), Yectn (= 1/100 o < 1/10), Heuectn (>
1/1000 no < 1/100), Peaku (= 1/10 000 xo < 1/1000), MHuoro peaxku
(< 1/10 000).

YnorpebaTa Ha neKapcTBa ChABPXKAIIH aMOPOKCOJ MOXKe Ja JOBEAE A0 CICAHUTE
HEXEJIAHH PeaKIHu:

Hapywienua na umynnama cucmema

HeuecTu: anepryuyHd peakiuM (3a4YepBsBaHE HA KOXKaTa, OTOK Ha JIMLETO, 3a4yX,
cBpOeXK), TpECKa.

MHoro peakH: aHaMIAKTHUHH PEAKLHH BOACIIM A0 aHAQUIAKTHYEH HIOK.
MeTtunnapaxuapoxcuOeH30aTHT U MPONMHITIAPAXUAPOKCHOCH30AThT
(KOHCEPBAHTH) MOTaT [Ia NPeAU3BUKAT AJIEPriYHY peaKlMi, KaKTO ¥ 3a0aBsHe HA
peaKLMHUTE,

Cmomauno-4pesHu HAPYEeRUR

HeuecTu: raaene, cromamsa 6onka, mospailiaHe.

Hapywenun na xoxcama u nookoxdcrnume movKaHu

MHOro peki: OCTPH KOKHH peaKliMi, KaTO enuAcpMajiHa HEKPO3a U CHHAPOM Ha
CTuBBHC-DKOHCEH.

4.9 Iipeno3upane
CUMNTOMHU Ha IIpeI03HPaHE
CUMNITOMM MM NIPU3HALIM HA OTpaBAHE HE ca HaOIOaBaHH MNpPH NPEJO3UpaHE C
amOpokcoil. CplIECTBYBAT CHOOLICHHS 3a MPEXCAHO OE3ITOKOMCTBO H AHApY.
AMOPOKCONIBT c€ noHacs Jobpe npu nepopanHa 1o3a 10 25 mg/kg/aen. P
IMpenKnuHUYEATE W3CAEABAHAA MPEANONAraT, 4€ €KCTPEMHOTO NpeiQafifaHe:: :, .
MOXE Jia JOBEeJe A0 PUCK OT MOBMIUCHO CIIOHOOTAENAHE, raAcHe, noapjé_: @aHe d -

MOHKKaBaHE HA KPbBHOTO Ha/IATaHE. foat S
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TepanmeBTHUHH MEPKH TIPH TIPEA03UPAHE

CrelnHyA MEPKH, KaTo Npeau3BUKBAHE HA MOBPBILAHE W CTOMAIIHA MPOMHMBKA, HE
ca M3pHYHO NOKa3aHH H TPpAOBa Ja ce NpeAlpHeMaT caMo B CJIy4YyaH Ha eKCTPEMHO
npego3HpaHe. JleueHnero TpsOBa Oa € B CHBOTBETCTBHE CBC CTCIEHTA M
MPU3HALIUTE HA NIPEJO3UPAHE.

5. ®APMAKOJIOTHYHH CBOUCTBA

5.1 PapMaKoJHHAMHYHH CBOHCTBA
®apmaxkoTepaneBTHUHA Knacupukauusa: MykonuTuiy
ATC koa: ROSCBO06
AMOpokconsT, 3aMecTeH OeH3uUIaMHH, € MeTaboauT Ha OpomxexcuH. Tou ce
pa3nnyaBa OT OpOMXEKCHMH MO NHUIICATa HAa METWIOBA Ipyna U HAIUYUETO Ha
XHIPOKCHJIHA Ipyna BBBEACHA HAa MNapa-TPaHC MNO3KLHA B LUHUKJIOXEKCAHOBUA
NpBCTeH.BBIPEKH, Ye HETOBHAT MEXAHU3bM HA JCUMCTBHE HE € HAITBJIHO U35CHEH,
pa3MYHH TIPOYUYBAHHUA TOKA3BAT CEKPETOIUTUYEH H CEKPETOMOTOPEH efexT. [1pn
MepopaHO NPUIIOKEHHE, ACHCTBUETO HA JICKApCTBOTO 3amo4Ba ciej okoJyio 30
MHH. KaToO MPOAB/DKUTENHOCTTa Ha JAelcTBHETO Bapupa oT 6 a0 12 yaca, B
3aBHCUMOCT OT JA03aTa.
B npeaxIMHWYHM NpPOy4uBaHWA, AaMOpPOKCONIBT TMOBHINABa  3HAYUTEIHO
OpoHxuanaHaTa cekpeuns. HamansBaiiku BUCKO3HOCTTA HA MYKyCa ¥ aKTHBHPaHKu
MYKOLMJIMApHHA PECITHUPATOPEH €TIMTEN, TON yIECHABA OTXPayBaHETO.
AMOpOKCONBT npeAW3BUKBA AaKTUBUpAHE Ha CHHTE3a H CEKpelusaTa Ha
chpQaKTaHT, upe3 OPAKO ACHCTBHUC BHLPXY alIBEOJIADHH MHEBMOLMTH THO 2 H
Knapa kneTkure B MaIKUTe ChJOBE HA pecnUpaTtOpHusa TpakTt. ToBa JonpuHacs 3a
o0pa3yBaHeTO0 U OTCTPAHABAHETO Ha ChpdaKTaHT-aKTUBHUA MaTepual B
anBeoJiuTe W OpoHxHTe Ha OenuTe Apo0OBE HA 3apOAMINA W Ha BB3PACTHHUTE
uHauBMAK. Te3u edekTu ca Ounu HAO/I0JaBaHH KAaKTO IIPH KINETBYHH KYJITYpH
TaKa 4 KHH BUBO NPH pa3INYHU XXUBOTHHCKUA BUAOBE.
B pombiHeHHe, aMOpPOKCOJBT MOKa3Ba aHTHOKCHAAHTHH e(eKTH B pa3zIMuHH
IpEeJKIHHAYHA HW3CICABAHMA, YMATO KIMHHYHA NPHIOKHUMOCT € BCE OllE B
IpOLEC Ha IIPOYYBAHE.
KoHuenTpauypure Ha  aHTHOMOTHLHTE  AMOKCHULMKIWH,  LEPypOKCHM,
EPUTPOMHIIMH H AOKCHUMKINH, ChABPXKAIUM C€ U B XpayKUTE H B OPOHXHAIHHA
CEKpeT, ca ce MOKAYWIH Clie] NPUIOKEHHETO Ha aMOPOKCOJ, KaTo KIMHHYHATa
MPHUIOXKHUMOCT Ha TO3H €(EKT € BCE OLIE B NPOLIEC HA [IPOYYBAHE.

5.2 ®PapMaKkoOKHHETHIHH CBOHCTBA
IIpu xopa, ciex nepopalneH npueM, aMOpOKCOABT ce pe3opObupa MOYTH HAITBIIHO.
T, .« CeA TiepopalnieH npueM ¢ 1-3 gaca. EdexrsbT Ha MppBO MpeMHHABAHE Mpe3

yepHus apo0 BOAM OO0 HaMajasBaHe Ha abcomoTHaTa OHOHAIMYHOCT IpH
nepopajieH NMPHEM C OKOJIO Y, upe3 MpPOoAyKUMs Ha METabOIMTH, KOUTO C€
eTMMHHHPAT npe3 OBOpennTe (Hanp. AMOPOMOAHTPAHHIOBA KUCE/IUHA, KOHIOTAaTH
Ha TIIOKYpOHOBAaTa KucendHa). (CBBP3BAHETO C INIA3MECHHTE TIPOTEMHH €

npudausurento 85% (80-90%). IInazmenusT nosyxusoT ¢ 7-12 gaca. T
O61IMAT I1a3MEH NOJIY)XHMBOT Ha aMOpOKCONBT H HEroBHUTE Me'raﬁﬁflmﬂ e

npubausurenyo 22 yaca.



Exckperusara ¢ 90% npe3 6u0peuute, noa popmara Ha MeTabonutu obpasyBaHu
B yepHua ApoO. [lo-manko ot 10% ot O0BOpeuHaTa eKCKpeuus € HEIMPOMEHEH
aMOpPOKCOJI.
Huanuza unn QopcupaHa auypesa He ca MNOAXOMIIIH 3a €IUMHHUpAHE HA
3HAYUTEIHH KOJUYECTBA OT JIEKApCTBOTO, MOpaad BHCOKATa CTENEH Ha
KOHIOrauysA C TUIA3MEHUTE IMPOTEMHHU, rolieMusas o0eM Ha pasnpeacieHUE H
OaBHOTO Tpepa3npecacHUe OT TbKAHHTE B KPBBTA.
[Ipu Texkkn yepHOApOOHM 3a00MABaHM, KIIMPBHCA HA aMOPOKCOJI C€ HAMAaJIsBa C
20-40%. Ilpu TexKH cMylieHus B ObOpeuHaTta ¢QyHKUMA BpeMeTo 3a
eIMMHHHUpaHe HA METaboJIMTHTE HA aMOPOKCON C€ yBEIU4aBa.
AMOPOKCOABT NPEMHHABA NMPe3 KPbBHO-MO3BYHATA M MJIaCHTapHa Oapuepa U ce
EeKCKpeTupa ¢ MaluHHOTO MITAKO.

5.3 [IpeakTHHHYHM JAHHH 32 0€30ACHOCT
[TpeaxnHHUYHHUTE JaHHH 3a 6€30MaCHOCT HE MOKAa3BaT CreupraieH puck Ha Oasarta
Ha KOHBEHI[MOHAJIHH M3MUTBaHHA 3a 6€30MmacHOCT, PapMaKoJOrus, TOKCHYHOCT
[P MHOTOKPATHO MPHIOKEHUE, TEHOTOKCHYHOCT, KApLIMHOI€HEH MOTEHLHAL.
OcTpa TOKCHYHOCT
[Ipy H3nNUTBaHMA 3a OCTPa TOKCHYHOCT BBPXY JXUBOTHH HE € YCTaHOBEHA
MHAWBHAYANHA YyBCTBHTENHOCT ( BUXK Chillo T. 4.9 [Ipenosupane)
XpOHHYHA/CYOXPOHUYHA TOKCHYHOCT
XpoHHYHATA TOKCHYHOCT MNpPH M3CICIBAHMS C JIBA BHJA KHBOTHH HE IOKa3Ba
JEKAPCTBCHO-CRBP3aHH IIPOMEHH.
MyTareH¢H U TYMOPOr€HEH MOTEHLHA
JBATOCPOYHH TIPOYYBaHMA BBPXY JKHBOTHH HE TOKa3BaT TyMOPOI€HEH
NoTeHUHan Ha aMOpokcon. 3agbalo4eHd MNPOYYBAHUS OTHOCHO MYTarcHEH
NMoTeHUHal Ha aMOpokcon He ca MnpoBexAaHW. CBBpEeMEHHUTE IPOYYBAHHSA
IOKa3BaT OTPUIIATENIHA PE3yATaTU M0 OTHOLIEHHE HA MyTareHeH ¥ TYMOPOI€HEH
MOTEeHLMAJ.
PenpoAYKTHBHA TOKCHUHOCT
EMOpPHOTOKCHYHUTE TNpPOYYBaHHA BBPXY MIBXOBE H 3allld HE MOKa3BaT
TepaToreHeH noreHuran npu go3u ao 3 g/'kg wnm 200 mg/kg pecnekrusHo. flepu-
M TTOCTHATANHOTO Pa3BUTHE HA IUIBXOBE € MOBIUSHO CaMo IIPH 034 OT 0Koao 500
mg/kg. PepTHIHOCTTA He € TIOBIHUAHA [IPH IUTBX0BE NMpH npunarane 10 1.5 g/kg.
AMOpOKCONIBT MpeMuHABA Npe3 IUIaLiCHTapHaTa OapHepa M C€ €KCKpeTHpa B
Maif4yHHOTO MJIAKO (3)KUBOTHH).

6. PAPMAINEBTHYHH JAHHHN

6.1. CnHchK HA MOMOIMHHTE BelllecTBA
[muuepon, XMAPOKCHETHIILIENY103a, METHIINAPAXUIPOKCHOEH30aT,

PONUWINAPaXHAPOKCHOEH30aT, apOMaT Ha MaJIuHa, pa3TBOp Ha copburon 70%,
Ipe4yrcTeHa BOAA.

S

3alesexka 3a NAUMEHTH ¢ AUadeT: P
5 ml cupon ChABpXKa BBIIEXHAPATH €KBUBAICHTHH Ha 0.15 Beraexugpagmmi.’ =~

6.2 HecbBMECTHMOCTH
He ca n3BeCTHHU.
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6.3 Cpok Ha roJHOCT
3 roAMHMU.
AKko ObJe CBXpaHABAH CBIIIACHO YKazaHuATa, AMOpokcon AJI 15 mg/5 ml

CHpPOIT MOXKC Aa CC U3110J13Ba A0 3 Mecena ciaen NBEPBO OTBAPAHC HA OIIaKOBKAaTA.
I[a HE CC H3IIOJI3BA CJICA U3THYAHC CPOKA HA 'OJHOCT.

6.4 Cnennajanu npeanasHd MEPKH OpPH ChXpaHeHHe
Jla ce cpXpaHsiBa HAa TEBMHO B OpUTHMHAJIHATa ONakKoBKa.

Ha ce cvxpanssa noa 25°C.

6.5 /laHHH 332 ONIaKOBKATA
KexmubapeHoXbjiTa CTBKJIEHA OyTH/IKa ¢ Kanayka Ha BHHT, JA03aTOp H

MEPHUTEIIHA YallKa.
Opurnsansa onakoka ¢s¢ 100 ml m 250 ml cuporn.

6.6 Cnenna/THH NpeANna3HH MEPKH NPH YHHIIOXKABAHE
HsaMa cnieliaJiIH¥ U3UCKBaHUA.

7. IPUTEXATEJI HA PASPEHIEHHETO 3A YIIOTPEBA
ALIUD® PHARMA GmbH&Co.KG
Gottlieb-Daimler-Strasse 19
89150 Laichingen, I'epmanns
Tel: 0049 7333/96510

Fax: 0049 77333/21499
8. HOMEP(A) HA PAPEIIEHUETO 3A YIIOTPEBA

20020894
9. TATA HA PA3PEIIIABAHE/MIOJHOBSABAHE HA PAZPEIIIEHHETO 3A

YHOTPEBA

10. TATA HA NIOCJIE/HO AKTYAJIMZBUPAHE HA TEKCTA
Deppyapu 2009



