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IRVTESIHA ATEHLNS MO NEKAPCT!
i \DAMKA XaPaKMePUCMUKa Ha Npogykma  Touromenue
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2. KAYECTBEH U KOJIMYECTBEH CbCTAB

I TabsieTka cpabpxka 30 mg amOpokconoB xuapoxaopua (ambroxol hydrochloride).

[ loMOLIIHU BellecTBa C U3BECTHO JIEUCTBHUE:
| Tabnetka cbabpxka 40 mg nakTo3a MOHOXM/IpaT.
3a MbJIHUA CIIUCHK HA NMOMOLLIHUTE BELIECTBA, BUXKTE TOUKA 6.1.

3. JEKAPCTBEHA ®OPMA

Tabnerka
bsana, kpbria, njocka tabnerka ¢bC CKOCEHHW KpaHllia H JIeJIMTe/IHa yepTa OT €JHaTa CTpaHa.

Tabnerkara Mmoxce na Obae pazaesieHa Ha ABE PaBHH JI03H.

4. KJIIMHUYHHU JAHHHA

4.1 TepaneBTHYHH NOKA3aAHHUA

MyKOJMTHYHA Tepanusl MPH OCTPH U XPOHUYHH OPOHXOMYJIMOHAJIHU 3a0019BaHUA, CHIIPOBOJIEHH C

HapyueHo o0pa3yBaHe U OT/Ie/ITHE Ha MyKYyca.
(bnapamen TabsieTKH NPOTHB KallJiMLa ca MOKa3aHH 3a Jeua Haja 6 roAMHMU, IOHOLLW U Bb3PACTHH.

4.2  Jlo3MpoBKa M HAYHH HA NPHJIOKEHHE

Jlo3upoBka
OcBeH ako He € NpenucaHo Ipyro, ce npenopbysa cieaHaTa 103upoBka 3a MnaBaMes1 TabAETKN NPOTHB

KalllJIhnLa.

Jleua 10 6 roauHU
(DnaBamen TabiieTKH NPOTHUB KalllMLA € MPOTHBOINOKA3aH 3a Jelia 10 6 roauuu (BuxTe Touka 4.3).

Jleua ot 6 1o 12 ronuuu
[1o npuHumn, no 2 Tabnerka Mnapame TabieTKH MPOTHB KallIKLA c€ TPpHEMa 2-3 MbTH JHEBHO

(EKBMBAJICHTHO Ha 15 mg amMOpoKCcoN0B XUAPOXIOPU 2-3 IIbTH JHEBHO).

Bb3pacTHU W toHowu Haa 12 ronuHU
[lo mpunumn ce npuema no 1 tabnetka Mnaamen TabNeTKH NPOTHB KalIMLA 3 ITBTH JHEBHO
2-3 nHM (exBUBasieHTHO Ha 30 mg aMOPOKCOI0OB XHAPOXJIOPH 3 MbTH JIHEBHO); cliel TD
TabneTka PnaBames TabjIeTKU NPOTUB KalLIJIMLA JIBA ITbTH JHEBHO (EKBUBAJIEHTHO Ha 3/TadD
XHPOXJIOPH/1 1BA ITbTH IHEBHO). '

3abesnexka
[Ipy Bb3pacTHH n03aTa Moxke J1a ce yBesuuu 10 60 mg 1Ba NbTH JAHEBHO (€KBUBAJIEH
aMOPOKCOJIOB XHJIPOXJIOPHJ1 HA JIEH) aKO € HEOOXOAUMO.
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Heouampumina nony s
Bux Touka 4.3 3a ynotpedsa npu Aeua noa 6 rofiMHM.

Hauud Ha nprnnoxeHue
Onasames TabNETKM NPOTUB KaALLTMLA € 32 NEPOPATHO MPHIIOKEHHE.
Hait-nobpe € tabneTkute aa ce nornsar 06e3 1a ce AbLBYAT Cllejl XpaHeHe, ¢ OOMIIHO KOJTMUECTBO TEUHOCT.

Gpapamen TabneTKH NPOTHB KaulivLa He TpsaOBa Aa ce npyema noeede ot 4-5 anu 6e3 KoHcynTauus ot
aexap.

3a no3upoBKa npu OLOPEUHHU M HepHOAPOOHM 3a00/19BaHNS, BHIKTE Touka 4.4,

4.3 IlporuBonokazanns

CBpbXUYBCTBUTEIHOCT KbM aKTHBHOTO BELECTBO MM KbM HSKOE OT MOMOLLIHHTE BELUECTRA U30poeHH B
Touka 0.].

ﬂﬂpﬂ,[[ll BHCOKOTO CHALPAKAHHC HA AKTHBHO BEUIECTBO, (DJIHBHME,[I TADJAETKH IIPOTHB KAalLIHIA HE €
NOAX0ZHU 3a HPH/TOKEHHE TIDH LA 1101 6 NMIHIHAZ BL3pPACT,.

4.4 Cnenuajiny npeaynpexxjenus H NpeaAnasHi MEPKH NpH ynorpeda

MMa cbobLueHms 3a TeXKKH KOXKHH peaklMd KaTo epuTeMa Myntudopme, cuHapoMm Ha Stevens-Johnson
(SJS)/TokcnuHa enuaepmanta Hekpoausa (TEN) u octpa reHepanin3zupana ek3aHTemHa nycrysiosza { AGEP),
CBbP3aHHU € MMPHIIOKEHHETO HA aMOPOKCOT. AKO MMA CHMNITOMKM WM NPU3HALIM Ha NPOrpecupalll KOKeH
OOpHB (TIOHAKOra CBLP3aHH C MEXYPH WM JIEBHH HA JTIUFABULIMTE), JieueHHETO ¢ aMOpokcos Tpabea na 6bae

He3aDaBHO NPEYCTAaHOREHO W J1a C€ MOTBPCH MEAUIIMHCKA NOMOLL.

[lopanun puck oT HaTpynBaHe Ha cekpeTuTe, Pnagamen TabNeTKHU NPOTUB Kalunuua Tpabea na ce npuiiara ¢
BHUMAHHE NPH HapylIeHa OPOHXOMOTOPHA (PYHKUMS M NP FONAMO KOJIMUECTBO CeKpeTH (Hanp. npu peakus
CHHAPOM Ha HETMOABMXKHHTE PECHUYKH ).

[Ipy Hannuue Ha HapyleHa 610peuHa GyHKUMA K TEXKKO YepHOAPOOHO 3abonsasane, Mnasamen TabneTku
NPOTHUB Kalmuua Tpg0Ba Na ce npuiara caMo cjie]y KOHCYATallks ¢ lexap.

KakTo Mpu BCEKM JEKAPCTBEH NPOAYKT € YepHOAPOOEeH MeTadoNN3IbM, NocNeBaH 0T 6LOpeUHo
€JIMMHHUpAHE, NPH HATTHYKUE HA TexKa ObOpeyHa HeA0CTaTBHYHOCT MOXKE Aa C€ OYAaKBA HATPYIBAHE HA

MeTabONIUTHUTE Ha aMOpoOKCON, obpa3zyBaHMW B UepHUa Apo0..

ToH KaTO MYKONMTHLIMTE MOTAT la YBPEaAT CTOMAlllHaTa MyKO3Ha Gapuepa, aMOpoKcoa Tpabea na ce
npWjara ¢ BHUMaHHe NPU NalMEHTY ¢ aHaMHe3a 3a NenTUYHa s3BeHa Donecr.

To3n nexapcTseH NpoaAYKT CbAbpIKa akTo3a. [TalMenT ¢ paaka Hache ACTBEHA HEMOHOCUMOCT KbM
rajlakrosa, NbjeH A1e@UUNT Ha J1aKkTa3a WIH [NI0K030-raJlakTo3Ha manabcopOLM8 WK HENMOHOCHMOCT KbM

(ppyxTO3a HE TpAOBA a NpUeMaT TORa JIEKAPCTBO.

To3zun nekapcrBeH NPOAYKT CbABpxka No-Maniko oT | mmol HaTpuit (23 mg) na tabaeTKa, T.e. Ha NpaKTHKa He
ChABPXKA HATPUH.

4.6 Peprunnrter, OpeMeHHOCT H KBPMEHE




bpeMeHHOCT

AMDPOKCONOB XHPOXNOPUI NpeMIMHABaA TUlalleHTapHaTta Oapuepa. IIpoyuBaHUaTa NPU JKUBOTHM He
MOKa3BaT HPEKU MK KOCBCHK BPEIHHU e(PEKTH BbpXY OpeMeHHOCTTa, eMOPHOHANHOTO/heTanHOTO pa3BUTHE,
PAXAAHETO WK NMOCTHATATHOTO Pa3BHTHE.

OOLIMPHUAT KNKHWYEH ONKUT cael 28-Ta ceaMMUa Ha OpPeMEHHOCTTa He NPe/ICTaBA OKA3aTe/ICTBA 3a BPeAHH
epekTH BbPXY Nnoaa. Hezasucumo ot rosa, oOMualtHUTE NpeaynpexxneHHs 3a NpHIOKEeHHE Ha JIEKapCTBa 110
Bpeme Ha OpemeHHOCT Tpabea aa ce cnazrat. OcobeHo npes NbpBUA TPUMECTBP, ynoTpebata Ha dnasamen
TabfIeTKK NPOTHMB Kaluiulia He ce NPenopbyBa.

KbpMmeHe
AMOPOKCONOBUAT XHAPOXJIOPUA NPEMHHABA B MAHYHHOTO MIIAKO. BhnpekH ue He ce o4akBaT He)KeNnaHu

€(EKTH NpH €CTECTBEHO XPAaHEHU KbpMadeTa, He ce npenopbyba ynotpebara na Onasamen tabnerku
MPOTHB KaULIMLA OT KbPMELIH MakKH.

Depruiiarer
M3cnensanys npn )KHWBOTHU HE NOKa3BaT yBpexaall eekT Ha aMOpoKcoNn no oTHOLlEHHE Ha depTHanTeTa

(BH>x TOYKaA 5.3).

4.7 Eg¢exTn BbpXy criocodHOCTTa 3a miodupane u padora ¢ MAMIMHK
Hama nokasarencrsa 3a edekra ppxy wodupane u pabora ¢ Matunni. He ca nposesann npoyusarus 3a

epekTUTE BBPXY wodupade ¥ paboTa ¢ MaLLIMHA.
4.8 Hexenanu nekapceTeend peakiinm

ﬂpu OLICHKA HA HCKCJIAHHUTE pCaKILIHK KaTO OCHORA CE€ B3EMA CNEaHATA YeCTOTAa.

MHoro yectu: >1/10

HYectn: >1/100 po <1/10

Heuectu: >1/1 000 go <1/100

Peakn: 21/10 000 ao < 1/1 000

MHoro penkn: <1/10 000

C HEM3BECTHA YECTOTA (HE MOXKE /12 ¢€ ONpeacsIaT OT HATMUHUTE JaHHHU).

CToManiHOUYPEBHUY HAPYLIEHKA
UecTh: rajicHe
Heuecty: cTOMatuHa 6oJika, NOBpPbLUAHE, AWapH, KOpeMHa Donka U AucTierncus

Hapyuienus Ha UMyHHAaTa CUCTEMA

Penxu: peakuyH Ha CBPBXYYBCTBUTETHOCT

C Heun3BecTHA vecToTa: aHAPUIAKTAYHH PEaKUUH, BKIIOUMUTEIIHO aHA(DUNAKTHYEH LIOK, AaHTUOESEM
H IIpYpUTYC

HapyuleHus Ha KOXAaTa U NOAKOKHATA THKAH:

Penkn: OOpHUB, YPTHKapPHS

C HEM3BECTHA YECTOTA: TEXKH KOXHH HEXETAHH PEaKLHMK (BKJIIOUUTENHO epuTeMa MynTHdhopme,

CHHAPOM Ha CTUBBHC-/KOHCBH/TOKCHYHA ENUAEpPMATHA HEKPOAK3a U OCTpa
reHepaanu3npalHa eK3aHTeMHa ycTynosa)

CpoblaBane HA NOJA03MPAHH HEXENAHH peakLMu
Cvobl1aBaHeTo Ha noao3HpaHu HeXeNaHH peakLUKK ciiell paspellaBaHe 3a yrnoTpeba Ha Jekape

HEXKenNaHa peakumra Upe3 HallMoHallHa CUCTEMA 3a ChoOlaBaHE:!
M3nbaHuTenHa areHuMsA No nekapcTeaTa

yi. . Jdaman Ipyes™ Ne 8

1303 Cods

Ten.: +359 28903417



yebcanT: www.bda.bg
4.9 [Ipexosupane

Jlocera He ca qoKNaaBaHW cneUM(PUHHK CHMITOMU HA Npeo3HpaHe Npy xopa. Bb3 ocHoBa na cayuaiino
Npe03upate H/WaK CHODINEHNS 3a JIEKAPCKU TPELKH, HaOK0/IaBAHUTE CUMATOMM Ca B ChOTBETCTBHE C
H3BECTHHTE HEXENAHHW peakuny na dnapaMen TabNETKH NPOTHB KAULTHLA NPU NTPENOPBUUTCIAHUTE 103U H
MO3KE Aa U3MCKBAT CUMITOMATHYHO ICYEHHE.

5. GAPMAKOJOIMYHHA CBOHCTBA
3.1 DapMaKOIHHAMHYHU CBOHCTEA

hapmakoTepanesTHdHa rpyna: Ilpenapatu 3a kalmnyua 1 HACTHHKA, MYKOMUTHLIN
A'TC xoa: ROSCBO6

AMOpokcon, cyOcTUTYHpaH OeH3UNaMuH, € MeTaboNKUT Ha OpOMXeKCHH. Paznnuaea ce o1 6poMXeKCHH Mo
OTCLCTBUE Ha METH/IOBA I'PYNA ¥ HAMTMYUE HA XMAPOKCHIIHA rpyna B Napa-TpaHe MO3HLHUA B LUKIIOXEKCHUTHHUS
MPBCTEH. BbNPeKH ue HErOBUAT MEXAHU3ZBM HA ACHCTBHE HE € HAMTLJIHO H3ACHEH, CEKPETOMUTHYHUTE U
CEKPETOMOTOPHHUTE e(PEeKTH Ca IOKA3aHKW B MHOKECTBO NPOYYBaHMUAL.

JleACcTBHETO NIpH NEpopalHo NpUAcKEHNE 3anoysa npubnuzntenno cnen 30 min ¥ npoabkaBa 6-12 yaca, B
3aBUCUMOCT OT NPUNOMKEHATA eIHOKPaTHa J103a.

B npeAknMHUYHM NPOyHBaHKA TOW yBe/IMUaBa NPONOPLUMUATA Ha cepo3HaTa GpoHxnanna cekpeuusa. Cunra ce,
ye NPUABHXKRBEZHETO HA MYKYCA Ce€ YIIECHABA, KaTO C€ HAMAJIABA BUCKO3UTETA MY H C€ AKTHBHPA LUIHAPHHS
enuTen.

AMOpOKCON MHAYUKpPa aKTHBHUPAHE Ha CUCTEMATa Ha chbpdaKTaHTa, KATO 1€HCTBA AKPEKTHO HA T 2
MHEBMOLIMTHTE HA aN1BEOJIMTE M Ha KJ1apa KJIETKHTE B KpaWHUTE OTACIH Ha AUXaTe/HaTa CHCTEMA.

Tolt ynecnsga o0pa3yBaHETO U TPAHCIIOPTUPAHETO HA NOBbPXHOCTHO-AKTHBHOTO BELLECTRO B a/IBEOAPHATA
H OponxuanHa obnacT Ha 0an apob Ha peTyc 1 Ha Bb3pacTHHU. Te3u edexTH ca IeMOHCTPUPAHHU B KIETbYHU
KYJATYPKY M in vivo TIpH pa3fiIniuHA BUAOBE.

5.2 PapMAKOKHHETH'IHH CBOHCTBA

AmOpokcon ce pesopOHpa NPakTHUECKH HAMBIIHO cleA NepopaNHo npuiaokeHHe. Thax Clea nepopanHo
npuiiokeHHe e 1-3 yaca. AGconroTHaTa OMOHANTMYHOCT Ha aMOPOKCON Clle/l MEPOPATTHO MPUIOKEHHE €
HaMancHa ¢ okosno 1/3 B pesynrtar ot first-pass edekr, ¢ obpa3yBaHe Ha MeTabONUTH, KOUTO C€ EKCKPETHPAT
upe3 0LOpeunTe (Hanp. AMOPOMO aHTPaHUIOBA KUCEJIHHA, FNIOKOPOHHAH). CBBP3IBAHETO C MIA3MEHHTE
npoTenHu € okono 85% (80-90 %). KpaiinoTto BpeMe Ha rony>xuBoT B nnaszmara e 7-12 yaca. CymapHoTo
BpEME Ha MOJIYKHUBOT B MNJ1a3MaTa Ha aMOpOKCOJ U MeTaDONHTHTE MY € OKOJIo 22 4yaca.

AMOpoKcon npeMHHaga npes nnaileHrapHara Gapvepa U B LEPEOPOCNHHATHATA TEUHOCT U B MaHYUHOTO
MIAKO.

Exckpeumnsta € 90% npes 6uOpeunte, noa popmarta Ha MeTabonutu, 0dpasyBanu B uepHus npob. lo-manko
oT 10% ot 6BOpeynara exckpeursa € HenpoMeHeH aMOpoKco.

cnadoTo npepa3npeacicHIC 0T TeKAHHUTEC K'bM KPBbRTA.

KimpbuesT Ha amOpokcon namansea ¢ 20-40 % npu Texxkn vephoapobyHu 3abonnasa
ObOpevHa HeAOCTATLUYHOCT MOXKE J1a Ce O4aKBa HATPYNBaHe Ha MeTaDONIHTH Ha am0



5.3 [IpeaknuHuunu AaHHH 33 Ge3onacnocT

AMOPOKCONIOB XHAPOXJIOPH/L HMA HUCHK MHAEKC HA OCTPa TOKCHYHOCT. B npoyuBanus ¢ MHOTOKPAaTHO
npunoxenue ce nabaronasa NOAEL (HuBo, npu koeTo He ce HabionaBaT HexenaHu peakuum, no-observed
adverse effect level) npu nepopannu no3u ot 150 mg/kg/nen (muuika, 4 ceamuun), 50 mg/kg/nex (nawx, 52
n 78 ceamuun), 40 mg/kg/nen (3aek, 26 cenmuun) v 10 mg/kg/nen (kyue, 52 ceamuun). He ca Ha6monasany
TOKCHKONOrMYHW NPHLETHN OpraHni. HeTHpHCEOIMHYHN NPOYHBAHHUA 32 TOKCHUHOCT MPH BEHOZHO
NPUNOKEHHE HA aMOPOKCONOB XHAPOXNOPKA Npy MIbXoee (4, 16 n 64 mg/kg/nen), npu kyueta (45, 90 u
120 mg/kg/nen (nudysus 3h/nen)) He nokassat TexkKa JI0KaJNHa WM CUCTEMHA TOKCHYHOCT, BKITIOUUTETHO U
TbKaHHa 0aTONOTHA. Benuku Hexxenanu egekTy ca obpatiMi. AMOPOKCOIOB XHAPOXIOPH/ HE € HUTO
€MOPHOTOKCHHEH, HUTO TEPATOrEHEH MPU NPOYYBAHUS ¢ NepopaiHu 103u Ao 3000 mg/kg/neH npu mnsxose
M 1o 200 mg/kg/neH npu 3aitun. epTUIUTETHT NPH MBKKH H XKEHCKH TIbXOBE HE CE TIOBNUABA NPH 03H A0
500 mg/kg/nen. Croiinoctra Ha NOAEL B npoyuBaHus npy 1epu- v NOCTHATATTHO Pa3BUTHE € 50
mg/kg/nen. B no3u 500 mg/kg/nen, am6poKconoB XMAPOXJIOPHA € IEKO TOKCHUEH 3a MaltKUTe |
NOKOJICHUETO, KOETO C€ ACMOHCTPHPA pe3 3a0aBEHO HA/1AaBaHE Ha TEJIECHO TEFJIO U MO-MAJIKO IOTOMCTERO.
[Ipoy4Banna 3a reHOTOKCHYHOCT in Vitro (Amer v TECT 3a XpoMO30MHHM abepaunH) H in vivo
(MUKpOHYKJIeapeH TECT NPH MHLIKA) He Pa3KPHBAT KaKbBTO M Jla € MYTANEHEH NOTEHLHAN 33 aMOPOKCOIIOB
Xuapoxsopu. AMOPOKCONIOB XHAPOXNOPU] HE NMOKa3Ba KAaKbBTO M J1a € TYMOPOTeHEH NOTeHIIMAN B
Npoy4BaHUA 3a KRHUEPOrC€HHOCT rpu MULLIKH (50, 200 1 800 mg/kg/aeH) v nnwxose (65, 250 u 1000
mg/kg/neH) npy fieueHne ¢ IHETHYHA cMec 3a cboTeeTHO 105 u 116 ceamuim.

6. DAPMANEBTHYHU JAHHHU
6.1 CnHebK HA TOMOLIHHUTE BelllecTRA

JlakTo3a MOoHOXHApAT
LlapeBUYHO HULIECTE
Llenynoza na npax
KpockapMmenosa HaTpui
Hosnoon K 30

MarHesues cTeapar
6.2 HecnBMecTHMOCTH

He € NpUNoKUMO

6.3 Cpok Ha rogHoCT
2 TOAMHM.
6.4 Crneuuaanu yciioBHst Ha ChXpaHeHHe

Ha ce cwxpansapa nop 25 °C.
6.5 JlaHHH 32 ONMAKOBKATA

PVC/anymnuues dnucrep
['onemMuHna Ha onakoBkuTe: 10 TabneTkH
20 Tabnetku
50 TabneTky
He BCH4KH BUNOBE ONMAKOBKH MoraT na 6baaT nycHaty B ripoaaxoa.

6.6 CrenHa/INg npeanasHH MepKH TIPH H3XBbPJIsSHE




Heuwsnon3zgaHuar JCRAPCTBCH TPOJAYKT HIH OTIHAABYHHTC MaTepuaii OT HETO TPH'SBH Ad CC U3XBLPJAT B
ChOTBCTCTBEHE € MCCTHHUTC H3IUWCKBAHHA.

7. INPUTEXATEJI HA PAZPEINEHHETO 3A YIIOTPEBA

Berlin-Chemie AG
Glienicker Weg 125
12489 Berlin, ['epmanus

Tenedou: (030) 6707-0
daxkc: (030) 6707-2120
www.berlin-chemie.de

8. HOMEP HA PASPEIHIEHHUETO 3A YIIOTPEBA
20060358

9. HATA HA ITbPBO PASPEIHABAHE/IIOTHOBABAHE HA PASPEIIEHHUETO 3A
YIIOTPEBA

Hara Ha nspBo paspewanade: 30.10.2007 r.
Jlata Ha nocneaHo nogHeoBaBane: 21.06.2011 r.

10. JATA HA AKTYAJIMZUPAHE HA TEKCTA

04/2024




