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2. KonnuecTBEH U KaueCTBEeH ChCTaB 600&)/{ 7-01. 0/é£

NekapcTeeHo BeulecTBo: 1g Ambrospray ceabpxa 50 mg Ambroxol hydrochioride
1 Bnpwcksane (0,2 ml) ceabpxa 10 mg Ambroxol hydrochloride
3a nomolUiHnTe Beulectsa, BMx 6.1

1. ToproecKO HaMMEHOBAHNE Ha JIEKapPCTBEHWNS HP¢
Ambrospray®

3. JlekapcTEEHa (PopMa
Crnipeli nepopaneH, NPoO3paYeH XbJiT pasTBop C rNj1040B BKyc, 6e3 3axap.

4. KnnevyHM AaHENn

4.1 TepaneBTUYHWN NOKA3aHUS

Ambrospray e npeaHasHayeH 3a CUMMOTOMATAYHO JleyeHMe Ha 3aTpylHeHo
AvadHe, nNpuuMHeHo OT HapyweHWs NPy OTASNSIHETO Ha MyKo3eH CeKpeT
TpaHcnopTa My B TpaxesTa M 6poHXuUTE, Hali-4ecto npu ocTpu SpOHXUTU U
U30CTPSiHE Ha XPOHMYHKW 6POHXONMHEBMOHNUY,

4.2 NoznpoBKa M Ha4YMH Ha NpUriodXxeHne

Bu3pacthn M gela Hag 12 roguHn;

MNpes mbpsute 2-3 AHW OT nedeHueTto, 3-4 BRpbCKBaHWUA 3 MbTU AHeBHo. Criep
ToBa fo3aTa MOXe fda ce Hamany 40 2-3 BNpbCKBaHWA 3 IMbTU OHEBHO.
MakcuManHa aHeBHa f03a: 12 BnpbCcKBaHus, oTrosapsawm Ha 120 mg Ambroxol
hydrochloride

Mpoab/mKMTENHOCTTa Ha JledeHWeTo Cce onpegenst crnopej WHAWBMAYaANHOTO
CLCTOSIHWE Ha MalueHTa N XapakTepa Ha 3abonasaHeTo, cpedHo 7-14 axn.
Ambrospray 50 mg/g solution He ce npenopbyBa 3a Aela noja 12 roguHu.

flaumeHTV B HanpeaHasa Bb3pacT:
Mpw Te3M nauneHTy ce npwiarat obnyaHnTe 103U 3a Bb3pacTHU

NauneHTn c 6bLOpeyHa 1 YepHoapobHa HeAOCTaTBEUHOCT ¢

HeobxoauMMo e TonsMo BHWUMaHWe Mpu npunoxeHue Ha Ambrospray 50 mg/g
solution nMpu NauMeHTW € yMepeHa A0 ocTpa ObbGpeuyHa wunu yepHOLPOGHa
HenocTaThYHOCT.

4.3 TpoTuBOIOKa3zaHus

Ambrospray 50 mg/g solution He ce npenopeyBa 3a NpUCXKeHWe Npu Aetia 4o 12
roAUHMN.

Ambrospray 50 mg/g solution He ce nperiopbyBa 3a MpPUNGKeHnE Npu NauneHTn c
M3paseHa CBPbLXUYBCTBUTENIHOCT KbM Ambroxol M KbM KoeTo u fa duno ot
MIOMOUIHWTE BellecTBa.

JlexapcrBeHUAT TNPOAYKT CbAbpxa copbuTton; ClieaoBaTenHo nauneHTm C
HaClieACTBEHa HEMOHOCUMOCT KbM (pyKTo3aTa He Tpsibba Aa B3uMat Ambrospray.

4.4 CrieunasHW NpeaynpeXxageHns v npeanasHy Mmepku npm ynorpeba
Mpu naumeHT ¢ ocTpa 6bBpeunHa HeAOCTaTbYHOCT, Mopaan cnabo envuMmuHnpaxe
Moxe ga ce HabriofaBa HaTpynBaHe Ha ambpokcosn-MeTabonntu Qﬁgas.yBaHm B
YepHusa opob. e —\:‘\as ui'}

TpunoxeHVeTo Mnpy nauMeHTU C HapyuweHa/yspefeHa 6p0Hx/9M0T,opHa dly gc\w
TpsbBa Aa ce MpeleHu BHUMBTENHO, 3alloToTO € BBbIMOXHO: HanynBaHe o=, Ha
rofneMn Konmyectsa Mykosa (T. Hap. CUMHOPOM Ha 3/0Kafl equeHm LI.MJ'I‘P} rj

obpaszysaHns).



To3n nekapcTBeH NMPOAYKT cbhabpxa 13 obemuu % etaHon. Beska posa (0.8 ml)
cwvaobpxa no 100 mg ankoxon. BpefeH e npu cilegHUTe cnydan: yepexpaaHe Ha
yepHua Apob,  anKoXoNMsbM, EenUAencus, MO3bYHW  yBpeXAaarns  Win
3abosisiBaHua, ripy 6peMeHHNK XeHu 1 geuda. TIpoAyKTbT MoXe Aa Nosausie Win Aa
yCuin epexkTa Ha ApYTrv SieKapCTBEHN MPOAYKTU .

KakTo ¥ rpu BcekW ApYr JIEKApCTBEH NPOAYKT, PUCKDLT OT HEXENaHn nekapcTBeHn
peakUuMn MOXXe Ala Ce HaManu vpes WU3nonsBaHe Ha MUHUMaNHa edekTuBHa A03a
38 Bb3MOXHO Hal-KpaThK CpOK Ha redeHve. B ciiydain, dye neyeHMeTo He e
eheKkTMBHO, To Tpabsa Aa Obhge OTXBbP/IEHO 1 NPeyCTaHOBEHO.

4,5 JlekapcTBeHw B3aumopeicTens v gpyrn dopmMu Ha B3GUMOAEKHCTENS
EAHOBPEMEHHOTO JIEUeHWe C NleKapcTBeHW MPOAYKTH, KOWUTO FIOTUCKET Kaluiuara
(npoTWB Kawnuvua), MOXe pa AoBefe [0 HAaTpyrBaHe Ha rojeMu KoauMyecrsa
GpoHXManeH CekpeT, KOETO MOXe fia HaManu auxatenHaTa criocobHOCT. Takusa
TeparneBTUUHN KombuHaumu Tpabsa BHUMAaTesNHO Aa ce fpeueHsT 3a Bb3MOXeH
noTeHUnaneH puUck.

EnqHoBpeMeHHata Tepanus ¢ Ambroxol u Hskom awtubmotnum  (Amoxicillin,
Cefuroxim, Erythromycin, Doxycyclin) yBenM4aBa Bb3MOXHOCTTa 3a MNPOHWKBaHe
Ha aHTMOMOTMKa B TbKaHTa Ha e3uka. ToBa TepaneBTUYHO MNPeauvMCTBO Beye e
nsnonssaHo npu Doxycyclin.

B3auMogencTBUs ¢ APYTUN NeKapCTBEHW NMPOSYKTX He Ca U3BECTHMU.

4.6 bpeMeHHOCT N KEPpMEHE

lMpu orpanndeHus Gpoit HabmopasaHW cryyay Ha NpuioxeHwe Ha npenapara no
BpeMe Ha 6peMenHocT (Ao 28-mata cegMmyla) HaAMa oTbenssaHn HeXelaH
nekapcTBeHM peakumm Ha Ambroxol Bbpxy 6pemeHHocTTa Wy fioaa. [flpu
n3cnensaHUaTa BbpPXY XUBOTHWU HaAMa oTbensasaHn AUPeKTHU Wi UHAVPEKTHW
BpeaHu edekTW BbpXy OGpemMeHHOCTTa, pasBWTUETO Ha emMOpuoHa, YCNOXHEeHWUS
Mpy pacAaHeTo Wik NnocnenBaloTo passuTme. Bee nak, Tbil KaTo uscnejBanvaTa
NPy XKUBOTHWTE He BUHarK ca afAeKBaTHW C TE3W NPU XopaTa, TO TNMPWIOXKEHNETO
Ha Ambrospray 50 mg/g solution, He e npenopLuYMTENHO Mo BpeMe Ha
6pemeHHOCTTa, ocobeHo fipes MbpBuTe 3 Mecela.

Bunpexn, ye Ambroxol ce oTaens ¢ KbpMaTa, He 6uBa Aa ce o4vaksa, 4ve Mpu
fleueHne Ha MalikaTa ToBa lue nosanse M HOBOpoAeHoTo. Bce nak, Tbii KaTto BCe
OUle HE Ca HamnpaBeHW MbfHKU U3CIeABaHUs, He ce MpernopbuBa ManKara, KosiTo
rpuema Ambrospray 50 mg/g solution aa kepMu 6ebeTo.

4.7 BnvsiHMe BbPXY KOHUEHTpauuaTa lipv wodupase n pabota ¢ MalnkHn
He ca ycraHoBeHM HebnaronpusatHn edekTtn,

4.8 He)xxenalm JieKapCTBEHMU peaKLKm

UecToTaTa Ha HeXXenanuTte NekapcTBeHW peakUun e npeactaBeHa, KakTo cnegsa:
Muoro uecto (>1/10); uvecto (>1/100, <1/10); Hewecro (>1/1000, <100);
pagko (>1/10000, <1/1000);MHoro psiako (<1/10000).

THA0TO KaTo U0, KoXarta v KpahHuumre
Psiako:

Aneprnunm peaxkumnu, Hali-vyecto obpuB
MHoro pssfko:

OcTpa anadunakTMyHa peaxkuus

HepeHa crucrema /i';-*-"“
HeuecTo: / <
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BKo4YaHeHOCT Ha e3MKa, HapylleHW BKYCOBU yCelllaHns




[acTponHTecTUHanHa cucreMa

Heuecro:

Jlekn cMyllenus B HaA racTPOMHTECTUHANHUA TPaKT, Kato KUCEe/MHM B CTOMaxa,
aucnencus, rageHe/nospbliaHe 1 U3CyllaBaHe Ha yCcTaTa.

KakTo npy Apyrn JiekapcTBeHM TPOAYKTH ChbAbPXKatUW cCOpbuUTOs, MOXE Aa ce
HabnopasaTt B60fKK B KOpeMa u anapwusl.

4.9 MperosnpaHe

TebpAe Maliko € WM3BECTHO 3a CcMMNOTOMMTE Npu npeposvpadHe ¢ Ambroxol.
CooblieHn ca cnydau 3a KpaTkoTpanHu Nposisn Ha 6e3rnokoWcTBO W Anapus.
MpenopbunteniamTe AgHeBHW pfosnm ca: 15 mg Ambroxo! hydrochloride Ha
Kunorpam TenecHo Terno napeHtepanHo, W Ao 25 md/kg nepopanHo. Camo npwy
nposegeHnTe eKcnepuMeHT € XMBOTHW € MHOIO BUCOKM A03M, ce Habmojasa
HamansBaHe Ha C/IOHKOOTASNAHETO, FafeHe, NOBPblUyaHe M roHWXaBaHe Ha
KPBBHOTO Hansarase.

Hama cneumndunden aHTMAOT 3a Ambroxol. 3aTtoBa, MpM CbMHeHMe 3a CUMITOMU Ha
rpefosvpade Tpabsa Aa ce HasHaJvM NoAbpXKallo fieueHne,

5. ®apMaKo/IOrMuHN AaHHN

5.1 ©QapmaKkoRuHaMHUKa

®apmakoTepaneBTUYHa rpyna: eKCcrekTropauTt

ATC xon: RO5CBO6

Ambroxol e MykoMoaynaTop, KOMTO MNpUHagNexXun KeM rpynata Ha cybCcTUTYMpann
BeH3MnaHuHN; Tol e hapMaKoorMuHoO aKTUBHUAT MeTabonuT Ha BpoMXeKcuHa.
Ambroxol BuaousMmeHsi obpasyBaHeTo W MYKOUWIMEPHOTO OTAerNsiHe Ha
BpoHxmanHuTe cekpeTu.

Ambroxol yBennuyasa KONMYECTBOTO Ha OpoHXuanHaTa cekpeums, Kato HaMmansasa
BMCKO3UTETA Ha MyKyca. [lokasaHo e, ye Ambroxo! yBenuuyaBa MyKOLWIMapHOTO
oThensiHe Ha CNy3Ta uJpes  CTUMYAuMpaHe FfOABUMXXHOCTTa Ha efuUTesNIHUTE
BpoHxnanHu BnacuHkW. ToBa cTuMynupa nyaMouuTute Tun II npu cuHTesa u
oTAensiHeTo Ha benogpober CLpP@LKTEHT.

lNocneaHuTe npoy4yBaHWg rMokasaxa, ye Ambroxol nputexaBa aHTUOKCUAAHTHU
cBolicTBa. [okasaHa e crnocobHOCT 3a 3awuTa nunuaute Ha kil. MembpaHu Ha
benusa Apob OT yBpexaauwoTo AeHACTBUE H3 BOZROPOJHWS [PEKUC NPpY MULLKK, ¥
npoynucTsBalyy CBOVCTBA CrpSMO OKCUAATUBHK areHTy, KaTo XWUTOXJIOpUCTa
KucenmMHa U MoHoxnopaMuH. CbLUO Taka TOW MHXMBWpa pecrnupaTopHust B3pUB Ha
HeyTpodunn “nH suTpo”. Ambroxol edekTMBHO MHXMBUpa ocBObOXAABAHETO Ha
XUCTaMUH OT MECTHUTE KIEeTKN, W JIEBKOTPUHUTE U UNTOKUHUTE OT NEBKOLUTUTE.
Berukun Tesu Bb3ASNCTBUS MoraTt A@ MMaT KAIMHWYHO MPUIoXeHWe 3a 3aliuTa Ha
6enoapobHaTta ThKaH 0T OKCUAGHT-TNIPEeAN3BUKAHY NMOPaXeHunst.

5.2 ®apMaKOKMHETNYHM CBOICTBEA

Cnen nepopanHo npunoxenue, Ambroxol noutn msuano ce abcopbupa, Karto
JocTvra MakcuMasiHa nfnasMeHa KoHueHTpauus cnepg 1-3 vaca., AbconioTHarta
buoHanuuyHOCT cnep opanHoTo MpuoXKeHWe Hamangasa Ao 1/3 cnes MbpBOTO
npeMyHaBaHe fpe3 yepHus apob, ¢ nocnegsawo obpasysaHe Ha MetabonuTu
(4ubpomaHTpaHnnoBa KUCEAUHAE, IIIOKOPoHKAN) B 6b0peunTe.

Ambroxol ce cBbp3Ba necHo ¢ nnasmennTe npoteuHu (80-90%). TepMMHanHmlT
f1a3MeH NoayXuWBOT Ha Ambroxo! e mexay 7 v 12 yaca. MnasMeHUaT NoayXnBoT
Ha Ambroxol v HerosuTe MetTabonuTn e oKono 22 Jaca. et

Cnen napeHTepanHo NPUITOXKEHWe, KOoHUeHTpauuaTa Ha akfusHata CbC.TaBKa B
benvTe apoboBe € rMo-BUCOKa OTKOMKOTO B fiflasMara. /fﬂmbroxol npeMMHaBa B
CNS TteuHocTTa; TOW MpeMWHaBa NnaueHTapHaTa 6apv1épa,v1, Moxe Chllio’ Aa ce
OTKpUE B Mal4MHOTO MASIKO. g i ' i
Okono 90% oT npuvetute fo3u Ambroxof ce OT,qen‘T'%hp c 6b6peum'e nog
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Ambroxol ce oTgenss HerpoMmeHeH. bubpeuHuaT KAMpBHC Bb3/IM3a  Ha
npuénusutento 53 ml/min.

Mopaan BucokaTa cu crnocobHOCT fa ce CBbp3Ba C NPoOTEUMHUTE B CepyMa,
ronemMusT My obem Ha pasnpegeneHue, M cnabo ocsoboxpaBaHe OT TbKaHUTE
0obpatHo B KpbBTa, AManusa win qopcupaHa agMypesa He 0KasBaT B/UAHWE BbpXy
ckopocTTa 3a enuMuHMpaHe Ha Ambroxol. [MoHwxenaTa yepHogpobHa dyHKUMS
MoXe pa Hamanu ocBoboxgasaHeTo ¢ Ambroxol ao 20-40%. [loHuKeHaTa
6r6peuna (hyHKUMS MOXe Aa ce NposiBM B HaTpynBaHe Ha MeTabonuTu.

5.3 MpeaKnMENYHM AaHHN 3a 6e30nacHoCT

JNlexapctseHoTO BellecTBo Ha Ambrospray 50 mg/g solution e pobpe nosHaTa
CbCTaBKa B feKapCTBEHWUTE NPOAYKTM, UMATO nedebHM kavecTBa ca fobpe
OOKyMenTupatu. PesyntatwTe OT NpefkivHUYHUTE npoyyBaHus He npwubasar
HUILO HOBO BbB BPb3Ka C TEPanesTUHHOTO MY NPUOXeHWe,

6. dapmaueBTUYEN EaHHMN
6.1 Cnmchbk Ha NOMOLLHUTE BEWECTBaA
Soy bean lecithin

Glyceroi

Propylene glycol

Ethanol

Sodium acetate

Sorbito! (E 420)

Acesulfame K (E 950)
Raspberry flavour
Contramarum flavour
Menthol flavour

Peppermint flavour

Cherry flavour

Purified Water

6.2 HeCEEMECTHMMOCTH
Hernpunoxmumo

6.3 Cpox Ha rogHoCT

Oee roamHn. EfHa roguHa cnel MbpBOTO OTBapsaHe.

Mpy Mo-AbArO CbXpaHeHwe Moxe jfa ce obpasyBa yTaWka., ToeBa He OKassa
BAMSIHWE BbPXY KadectBoTo, edekTvBHOCTTa WK He3onacTHoCTTa  Ha
JieKkapcTBeHWS NPOAYKT Ui (DYHKLMOHMPAHETO Ha Ccripen-romMnara.

6.4 CneunasiHM YCNIOBMS 2a CBEXpPaHeHne
To3n nekapcTBeH NPOAYKT HE W3MCKBa CreuuasHi ycrioBUsl Ha CbXpaHedne.
ApbxTe 6yTWNKaTa BbB BbHLUHATa KAPTOHEHA KYTUS.

6.5 B m ceABPIKaHME Ha ONaKoBKaTa

30 ml 6yTmnka amb6bp CTbKAO C Jo3Mpaiua cnpei-riomna, cbibpxa 25 g
Ambrospray 50 mg/g solution, nocraeeHa B KapToHeHa KYTUA.

15 ml 6ytunka ambbp CTbKIO C Jo3upalia cnpei-nomna, cbibpxa 12.5 g
Ambrospray 50 mg/g solution, nocTaBeHa B KapToHEHa KYTUS.

6.6 NHCTPYKLUMN 3a ynOTpeGa

7. MpuTe)xaTen Ha pa3pelleHneTo 3a ynoTpaba:
LCLl dapmactoTuken JiTa-bounrapus EOCAQ
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yn. Acen Mopaaros 10, Codus

8. PerncrpayjuoHeH HoOMep

S. Dara Ha M3KaBaHe Ha pa3pelteHnero 2a ynorpeba/ pata
NMOJHOBSIBAHE Ha paspeileHNETo 3a yroTpeba

10. Aara Ha NocrieAHa pefaKkns Ha TEKCTa
AHyapu 2004 1.
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