IIPHJIOXEHHE I

KPATKA XAPAKTEPHUCTHKA HA ITPOXYKTA




1. HME HA JIEKAPCTBEHUSA ITPOAYKT

Am6ponuTuH 30 mg Tabnerku
Ambrolytin 30 mg tablets

2. KAYECTBEH H KOJIHMECTBEH CBHCTAB

Bcaxa Tabnerka csabpxka 30 mg amOpokconos xuapoxaopua (ambroxol hydrochloride).

[ToMOIIHH BEUIECTBA C M3BECTHO JACHCTBHE: TakTO3a MOHOXMApAT. Beska Tabnerka cbabpka 171 mg nakrosza
MOHOXHIpAT.

3a MbAHHAA CIIMCBK HA MOMOLIHUTE BELISCCTBA BHOKTE Touka 6.1.

3. JIEKAPCTBEHA ®OPMA

Tabnerka
benu a0 nourn Oenu, TUIOCKK, KpbIiK TaOIETKH, C ABYCTpaHHa gaceTa U JeAUTETHA YepTa, AMaMeTsp 9 mm.
Tabnerkara Moxe Ja Obe pa3fe/ieHa Ha JIBe PaBHH JI03H.

4, K/IHMHHYHH JAHHHA
4.1 TepaneBrayunH DOKA3AHHL

AMOponUTHH TabieTKH CE Mpuiara 3a CEKPETONMTHYHA TEPANHs NPU OCTPH U XPOHHW4HHHU OPOHX0-
MyJIMOHANHH 3a00nABaHuA, CBBp3aHH ¢ aOHOpPMHA MYKYCHA CEKPELIMA M HapYUIEH MYKYCEH TPaHCnopT.
AMOponuTHH 1abeTKH € npeHa3Ha4veH 3a yrotpeda npu aeua Haa 6 rogHHH, KOHOUIH W BL3PACTHH.

4.2 Jlo3ApOBKA H HAMHH HA NPHJIGKEHAE

EOBH POBKA

Heya om 6 0o 12 zoounu
[IpenoppuBanaTa ao3a € 15 mg amOpokconor xuapoxnopua (V2 Tabnerka) 2-3-IrsTH JHEBHO.

FOnowu nao 12 zo0unu
[IpenopbuBaHata ao3a € o 30 mg ambpokcosnop xuapoxuopug (1 tabaerka) 3 NbTH THEBHO B MbPBHTE 2-3
AHH, cnen koeto no 30 mg ambpoxconor xuapoxnopua (1 Tabnetka) 2 mbTH AHEBHO.

Be3pacmnu

[IpenopbuBanaTa 03a e no 30 mg ambpokconos xuapoxnopua (1 Tabnerxa) 3 muTH IHEBHO B MbpBUTE 2-3
IOHH, cnen Koeto no 30 mg ambpoxconoB xuapoxyopud (1 tabnerxka) 2 nbTH JHEBHO.

JHeBHaTa f03a MoXe 1a Obae yBenuueHa g0 60 mg amOpokconos XHApoXJopHA {2 TabneTku) 2 bTH
IHEBHO.

Ieduampuuna nonyaayus
AmGponntnl 30 mg TabneTku He ca NOAXOAAWM 3a Acua nog 6 roAWHH NOopajJu BHCOKOTO ChAbP)KaHHE Ha
AKTHBHO BELICCTRBO.

Ilayueumu c veprodpobuo unu 6vbpeuno yspescoane
[ManueHTHTE C YepHOAPOOHO MK OBOpEeUHO yBpexKaaHe TpsOBa 4a NOTHPCAT MEAULIMHCKS
[PHEMAT TOBA J1€KapCTBO (BXK. Touka 4.4).




Ta3u 103MpOBKa € NOAXO0AAINA 32 JIEYCHHE Ha OCTPH 3a00/IABaHUA HA PEeCNIKPATOPHUA TPAKT U 3a HAYaJIHa
TEpanua Ha XpOHHUYHH CbCTOAHUA 10 14 AHM.

[TpoABDKUTENHOCTTaA HA JIeHEHUETO He TpsAOBa na HanBUWaBa 4- 5 AHU 6€3 KOHCYJITALMA C JIeKap.

Ha4yuH Ha npUIOKEHHE

3a nepopanHoO NPHIOKECHHE,

TabnetkuTe ce mpueMar clie XpaHeHe, ¢ AOCTATbYHO KOJIMUECTBO TEUHOCT (Hamnp. BOAA, Hai WM U008
COK).

4.3 IIporuBomoKa3zanHA

- CBpBbXUYBCTBHTEJHOCT KbM aKTHBHOTO BELIECTBO WIH KbM HAKOE OT NIOMOIIHHTE BELIECTBA,
u3bpoeHu B T.6.1.
- Heua noa 6 roAMHK NOpaaHd BUCOKOTO ChAbPXKAHHE Ha AKTUBHO BEILECTBO.

44 CoeundHaiHy npeaynpexjIeHHs H Npeina3HR MEePKH NPH yroTpeda

KoXxHH J1e3uv

Hma choOLueHH 33 TEXKH KOXKHM PeaklMi KaTo epuremMa Myrrudopme, CHHAPoM Ha CTHBBLHC-KOHCHH
/TOKCHYHA eNyIepMaliHa HEKPOJIH3a ¥ OCTpa reHepaiM3MpaHa €K3aHTEMHA NyCTYy103a, CBBP3aHH ¢
NPHIOKEHHETO Ha aMOPOKCOJIOB XHAPOXIIOPUT. AKO MMa CHMITTOMH WIM NPU3HALM HA NPOTPECUPAlI] KOXKEH
oOpHB (MOHAKOra CBbP3aHH C MEXYPH WU JIC3HH Ha AUraBHULINTE), JIEYEHHETO ¢ aMOPOKCONIOB XHAPOXJIOpHA
TpsOBa 1a Obae He3abaBHO NPEYCTAHOBEHO H A3 C€ NOTHPCH MEAULIKHCKA MTOMOLL,

Yepuoapobuu w/unu 60peuHn HapyLIeHUs

[Ipy HanvuMe Ha HapyueHa 6bOpeuHa QyHKUHMA WU TEXKKO UEePHOAPOOHO 3abonaBane AMOPOITUTHH MOXKE
I Ce U3MO3BA CAMO Cle/| KOHCYNTalMA ¢ Jiekap. KakTo npH BCAKo JIeYeHHE C MEHKAMEHTH, KOUTO Ce
meTaboausnpar B uepHUs Apobd U ce enumuuupar npes 6xOpeuuTe, B ciyuai Ha Texka ObOpeuHa
HEAOCTATBYHOCT MOXE A4 C€ 04aKBa HATPYIBaHE HA aMOPOKCON0BU MeTaboIuTH B YepHUA ApOD.

[Topagy BE3IMOXHO HATPYIIBaHE HA CEKpELIMA, aMOPOKCON XHAPOXJIOpHA TPAOBa Aa ¢e U3MON3Ba C NOBHIICHO
BHHMAHHWE NPH HapyllieHa OpOHXOMOTOPHA PYHKLIMA U FOJIEMH KOJIHYECTBA ceKpeluus (Hanp. npy paiKa
IbPBUYHA LIKTHAPHA NUCKHUHE3HA ).
Toii KaTO MYKORUTHLIMTE MOTAT Aa HAPYyLIAT CTOMALIHATA JIMraBHLa, aMbpokcon TpabBa aa ce H3N0J3Ba
BHUMATEJTHO NPH [1aLIHEHTH C aHAMHE3a 3a MENTHYHA A3BeHa DoJiecT.

[IloMOILIIHH BelIECTBA
To3u nexapcTBeH NMPOAYKT CHABPKA JAKTO38 MOHOXHAPAT. [lallMeHTH ¢ peIKK HaC/Ie/ICTBEHHU NpobiieMH Ha

HEMOHOCHMOCT KbM rajIakTo3a, IbJICH JIAKTa3eH NeQHUMT WM [NII0K030-TalakTo3Ha ManabcopOLua He
TpsbBa na NpHeMaT TOBa JIEKapCTRO.

4.5 BiaumoaelcTBHE ¢ APYrH JIeKAPCTBEHH NMPOAYKTH H APYTH QOPMHA Ha B3IAHMOACHCTBHE
He ce npenopbuBa egHoBpeMeHHaTa ynorpeda Ha aMOpOKCON0oB XHAPOXIIOPH € NIEKAPCTBEHU NIPOJYKTH,
MOTUCKALLM KallU1MLAaTa.

He ca goknaaBaHu KIMHHYHO 3HAYHMMH HelKeJlaHU B3auMOAEHCTBUA C APYTd JJEKapCTBEHH IIPOAYKTH.

4.6 DepTHIHTET, OPpEeMEHHOCT H KbpPMeEHe

bpemennocm
AMOpOKCONTOB XHAPOXJIOPU NPEMUHABA Npe3 IUTaueHTapHaTa Oapuepa. JlaHHuTe O 7
MPOYYRAHHKA 32 TEPATONCHHOCT U NPOIB/DKHTEIIHUTE KIMHUYHY HabnoneHus npu nga
Mo BpemMe Ha HpemeHHOCT cnen 28-Ta reCTalMOHHA CEMMLIA HE NTOKA3BaT YBpexaa
Ha aMOpPOKCONIOB XHAPOXIOpU, 0COOEHO B ITbPBHUTE TPU Mecela oT OpeMeHHOCTTA,




Kvpmene

AMOpPOKCOIOB XMAPOXJIOPHA NpeMHUHABA B MAHYHWHOTO MITAKO.

B1npeku, ye He ce ouakBar HebnaronpuaTHHU ePEKTH BbPXY KbpPMAUeTo, He Ce Npernopbyba ynorpebara Ha
aMOPOKCOJIOB XHAPOXJIOPHU] 110 BpeMe Ha KbpMEHE.

Depmunumem
[TpeaAKTHHUYHATE NPOYYBAHHA HE TIOKA3BAT JUPEKTHH WIH HHAHPEKTHH YBPEXIalM €(PEKTH MO OTHOUICHHE

Ha QepTIKTETa (BX. TOYKA 5.3).

4.7 EdexTr 8pxy cnocobHocTTa 3a modpupane u pabora ¢ MAIAHA

Hsama noxasarenctsa 3a edexra Ha aMOpOKCONOB XHAPOXJIOPHA BBPXY CIOCOOHOCTTA 3a WogHpaHe u padoTa
C MaLHHH OT NMOCTMAPKEeTHHIOBUTE AaHHKU. He ca npoBexxaanu H3cneaBaHus 3a edpekTuTre Ha aMOpOKCONOB
XHAPOXJOpHA TabneTku BEpXY cnocobHOCTTa 33 wodupaHe H paboTa ¢ MaLLMHM.

4.8 HexelaHnH JJeKAPCTBEHN peaKnun

HesxxenaHuTte JeKapCTBEHH PEaKLMH ¢a K1acHDUUMpaHH Mo CUCTEMAa OpraH-Kiac U 1no yecrora. Yecrorara
no MedDRA otrosapsa Ha: MHoro dectH (= 1/10), yectu (= 1/100 1 <1/10), neyectn (= 1/1 000 u <1/100),
peaxu (= 1/10 000 u <1/1 000), mdoro peaxu (<1/10 000), ¢ Hen3aBecTHA YecTOTA (OT HATUMHUTE JaHHH HE
MOXe Aa ObJc HanpaBeHa OLEHKA).

Hapyienus Ha UMyHHaTa cMCTeMa
PeOdxu.: peakuuy Ha CBPbXYYBCTBHATETHOCT

C neuzeecmmna wecmoma. EHﬂCbl'UIHI{TH'-IHH pCaKklivl, BKJIIOMHTC/IHO aHanHJ]E.KTH‘{eH IHOK, aH'HOCCM,
ApypHTYyC.

CromManiHo-YpeBHH HapYLICHUA
Hecmu: ragexne
Hevecmu: nospblnane, nuapus, THCIETNCHS, CTOMALLHA 0oska.

HapyiiieHns Ha K0OXaTa ¥ IOAKOXKHATA ThKaH

Peoxu: obpusH, ypTukapus

C HeuszgecmHa Yecmoma. TEXKH KOXKHH HeXXeTaHH peakLUHH (BKI1. epuTeMa MyJITHGOpME, CHHAPOM Ha
CtuBbHC- [ KOHCBHH/TOKCHYHA €ENMUACPMA/IHA HEKPOJTH3a H OCTpa FreHepanu3HpaHa eK3aHTEMHA IMYCTYII03a).

CrobinapaHe Ha NO03UPAHK HEXKEIAHH PeaKi[HH.
C1o01aBaHeTo Ha NOA03HPAHH HEXKEIAHU PEaKLUMH cJie] pa3peluaBaHe 3a ynorpefa Ha JJeKapcTBeHUA

NPOAYKT € BXXHO. ToBa NO3BONABA Aa NPOABLIDKY HAOMKOACHHETO Ha CHOTHOIUCHHUETO NOJI3a/PUCK 34
NeKapcTBEHMA NPOAYKT. OT MEIMUMHCKUTE CICLMATHCTH C€ M3UCKBA /14 CHOOIIaBaT BCAKA MOJO3HpaHa
HeXxenaHa peakuua 4pe3 UanwanuTenHa areHuus no Jjiekapereara, yia. Jlamau 'pyes Ne 8, 1303 Codms, Ten:

+359 28903417, yebcaiiT: www.bda.bg

4.9 Iipexosznpane
Hama ¢cpobiienns 3a cneyudpuyuHrn CUMITTOMM Ha NIPEAO3NpaHe MpU Xopa ¢ aMOPOKCOIOB XHAPOXJIOPH]
aocera. HabnopaBanure npu cay4aiHO Npeao3HpaHe Wik HENpaBuIHA yrtoTpeda Ha JIeKapCTBOTO

CUMITTOMM CBOTBETCTBAT HA MO3HATHTE HEXEIAHU PEAaKUMH B NPENOPbhYBAHHTE A03H M MOXKE /12 e
HEOOXOAMMO NPOBEKAAHETO HA CHMITTOMATHYHO JICUEHHUE.

5. GOAPMAKOJIOI'HYHH CBOHCTBA

5.1 ®dapmMakoAHHAMHUYHH CBOHCTBA




d’ﬂpMﬂKOTEpaHEBTH‘IHﬂ rpyra. EKCHGKTDP&HTH, C M3KNIOYEeHHe Ha KOMOHHALIMH ChC CYINPCCOPH Ha

KallUTHIa, MYKOJIMTHLIA.
ATC xoa: RO5C B06

MexaHu3bM Ha ACHCTBUE

AMOpokcon - 3aMecTeH OeH3WIaMHH - € MeTaboHT Ha OpOMXEKCHH. 3a pa3iiuka oT OpOMXEKCHH, TOM HAMa
METHNOBA rpyIa, a Ma XWAPOKCWIHA Ipynd B Mapa-TPaHC NO3MLMATA HA LIMKIIOXEKCHIHUSA HPbCTEH.
Bnnpekn, ye HErOBUSA MEXaHU3IBM Ha ASHCTBUE BCE OMLIE HE € HAITBJIHO M3ACHEH, Pa3/IHYHH NPOYYBAHMA
pa3sKpHBAT CEKPETOJIUTHYHHK U CEKPETOMOTOPHU €(eKTH.

[Ipn npeAKNHHUYHY NPOYYBAHUS € YCTAHOBEHO, Y€ aMOPOKCOIOB XUAPOXNOPHI MPEIU3BUKBA YBEIIHUCHHE
Ha cepo3HaTa OpOHXHaNHA CeKpelus. AMOPOKCONIOBR XHAPOXJIOPHA YBEIMYaBa NpoAyKLMATa Ha benoapoben
cbpdakTaHT B CTUMY¥pA WHJIMapHaTa aKTUBHOCT. B pesynrar Ha TOBa C¢ HAMAIAIBa MYKO3HHA BUCKO3HTET
M C€ YBEMYABAa MYKYCHUSA MOTOK U TPAHCTIOPT (MYKOLMIHAPEH KJIHPBHC).

dapmaxoaHaMuuHU edexTH/ KnnHnyHa epHKacHOCT ¥ 0€30NacHOCT
CeKkpeTOMTHYHHAT areHT aMOpOoKCOoIT 3aCH/IBa MYKYCHHA KIHPBHC, YIECHABA OTXpayBaHETo M obliekyapa

NPOAYKTHBHATA KALIUTHLIA Bb3 OCHOBA Ha CEKPETOrOHHATa AKTUBHOCT, CTHMYJIMPaHE Ha MPOU3BOACTBOTO Ha
GenoapobeH CHPHAKTAHT U CTUMYJIHPAHE HA MYKOIIAIHAaPHHA TPAHCIIOPT.

B npeakIMHHYHHTE TECTOBE € YCTAHOBEHO, Ue TOH yBE/IMYaBa Ae/la Ha cepo3HaTa OpoOHXHANTHA CEeKPELIMAL.
HamaneHUAT BHCKO3WTET W AKTHBHPAHETO Ha OCLIWIMPALLKA CIIUTEN IOATIOMAraT TPAHCIOPTa HA XPadKH.

AMOpOKCO MHHAYUHPA AKTHBHPAHETO HAa MOBBPXHOCTHO-AKTHBHATA CHCTEMA Ype3 AMPEKTHO Bh3AEHCTBHE
BLPXY NMHeBMOLMTH THII II B anBeonure U kneTkure Ha Kitapa B MaJIKWTe JUXATENTHH MBTHULIA.

Toit nonnomara oGpa3yBaHeTO H €KCKPELUMATA Ha CLpdakTaHT B anBeonuTe U OpoHxuTe Ha moaa u Genure
apobose Ha Bb3pacTHH. To3K e(eKT € ACMOHCTPHPAH B KJICThYHHU KYNTYPH U in Vivo NIPU Pa3THYHH BHIORE.

HauanoTto Ha ZeHCTBHETO MY ClIER NEPOPATHO MPHIOKEHHE HACTHNBA CpeAHO cyien 30 MHHYTH M
nNpoab/biKaBa 6-12 Jaca, B 3aBUCHMMOCT OT CAMHHYHATA J034.

Cnen npyieM Ha aMOpPOKCOJIOB XHAPOXJIOPHI C€ MOBHILABA KOHLICHTPALMATA HA HAKOH aHTHOMOTHLIM
(AMOKCHULIWITHH, UePYPOKCHM, EPUTPOMHLIMH) B OPOHXHUATHUS CEKPET M CIITOHKATA.

5.2 @dapmMakoKHHETHYHH CBOHCTBA

Abcopbuius

AMbpokcos ce abcopbupa NoYTH HATBJIHO CJIEA NEPOPANTHO NMPUNOKEHHE. MakCUMaNTHUTE M1a3MEHHM HHBA
ce JOCTUraT B paMKHUTE Ha 1 g0 3 uaca cnell nprIOKEeHHETO.

A6conoTHaTa OHOHANHYHOCT cael NMPHIoKeHHE Ha efHa TabneTka ot 30 mg BB3M3a Ha 79%.

PasnpeneneHue

PaznpeaeneHHeTo Ha aMOPOKCONOB XHAPOXNOPHA OT KPbBTA KbM ThKaHUTe € OBP30, KATO MAKCHUMAIHATA
KOHLICHTPALIMA HA aKTHBHOTO BELUECTBO € YCTaHOBEHA B benute apobose.

CBBP3BaHETO C ILUIA3IMEHHUTE NMPOTEHHM € OKONO 85% (80-90%).

buorpancdopmaius
Oxkono 30 % oT npuickKeHaTa NEPOPATHO A03a Ce pa3rpaxkaa upe3 first- pass MeTabonu3bLM.
AMOpPOKCONOB XUIPOXJIOpHI ce MeTabonn3rpa rMaBHO B YEpHUA Apod 4pe3 rMOKOpYHHpaHe KU pasuensate

0o AnbpomMaHTpaHuioBa KHceHHa (Mpuban3zuTenHo 10 % ot go3ara).

ENUMUHUPAHE
90% ot exckpeLMATa ce OCBILECTBABA rnpe3 OLOpeLuTe BbB BU HA METADOIUTH, NPOU3BEACHS
apob. Io-manko ot 10% ot 666peunara ekckpeLys € BB BHJ Ha HETPOMEHEH aMOpoKcoiI.
Kpa/iHUAT NONYKUBOT HA ENTUMHHUPAHE HA aMOPOKCONOB XMAPOXJIOpHA € npHOM3uTenHo 1\
AmOpokcon npeMuHaBa 1ulaueHTapHara 6apuepa u MUHaBa B LiepeOpOCTMHATHATA TEYHOCT i\




Dapmaxoxunemuxa npu CReYUAIHU 2pynu nayuenmu

[TpH naluyeHTH ¢ HapyuIeHa YepHoaApobHa GyHKIMA eIMMHUBMPAHETO Ha aMOPOKCOIOB XHAPOXIIOPU €
HaMaJleHo.

[Ipu Texkko OLOpEeHHO YBpEe)KAaHE € Bb3IMOMKHO HATPYIIBAHE HA aMOpPOKCONOBH MeTabonuTH.

pyeu

PapMaKOKHHETHKATAa HAa aMOPOKCOIOB XHAPOXJIOPHU] HE CE TIOBJIMABA OT Bb3pactTa M Nnoja B KIIHHUYHO
3aBUCHMAa cTeneH. [1o Tazu npuyrHa He ce Halara NpoMAHA Ha MpenopbyaHaTa 103a.

XpaHaTa He 0Ka3Ba BIIHAHUE BbPXY OMOHANMYHOCTTA Ha aMOPOKCOIOB XUAPOXIIOPHA.

5.3 IlpeakIuER9HA JaHHH 32 He30macCHOCT

HexnuauuHMTE AaHHW HE NoKasBaT oco0eH pUCK 3a Xopa Ha 6a3ara HA KOHBEHLIHOHAITHHUTE

(bﬂpM&KOIIOFH‘IHH [Ipoy4YBaHHA 3a 6e3onacHoCT y TOKCHYHOCT IIPH MHOIOKPATHO IpAUIAraHe,
Fr’€HOTOKCHYHOCT, KaPLHHHOICHER INOTEHLHAI, PCIPOAYKTUBHA TOKCUYHOCT H TOKCHYHOCT 34 PA3BUTHCTO.

6. ODAPMAIIEBTHYHHA JAHHM
6.1 CuoHcbk HA NIOMOIIHHTE BellleCcTBA
JlakTO3a MOHOXUApPAT

[lapeBHYHO HHILLIECTE

CuaHLMeR JHOKCHA, KONMouaecH 6e3BoaeH
Maruxe3neB creapat

6.2 HechbBMeCTEMOCTH

HenpunoxumMo.

6.3 Cpox na rognoct

2 (nBe) roAMHH.

6.4 CnenuajJJHH YCJIOBHS HA ChXPaHeHHe

Ha ce chxpaHaea nop 25°C.

6.5 lanauu 33 ONAKOBKATA

10 (necer) Ttabnerku B PVC/Al unu PVC/PVAC/Al Gnucrep.
2 (nBa), 3 (Tpu) win 5 (net) 6aucrepa ca NMOCTaseH! B KapTOHEHA KYTH, 3a€AHO C JIMCTOBKA 34 MaLMEHTA.

He BcHukH BUIOBE ONMAKOBKH MOrar aa Obaart mycHaru B npoaakoa.
6.6 ChneusajHH HIpeANA3ZHHE MEPKH IPH HIXBbpJAsHE B pafoTa

HeusmnoszpaHyuaT IMMPpOAYKT WIH OTNIAABRYHHUTC MATCPHAJIN OT HETO TPHSBa Aa CC HIXBBPIAT B CHOTBCTCTBHE C
MCCTHUTC HIHCKBaHHA.

7. NPUTEXATEJ HA PAZPEIIEHHETO 3A YIIOTPEBA

CODAPMA Al
yn. Mnuencko woce 16, 1220 Codus, bbarapus




8. HOMEP(A) HA PASPEILIEHHUETO 3A YIIOTPEBA

Per No 20210126

9. JATA HAIIBPBO PAZPEHNIABAHE/TIOAHOBSBAHE HA PAZPEHIEHHMETO 3A
YIIOTPEBA

Jlata Ha mepBO paspewasane: 25.05.2021r.
10. JATA HA AKTYAJINZUPAHE HA TEKCTA

Mapr, 2025.




