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1. AIME HA JIEKAPCTBEHUS ITPOAYKT

ERDOMED 300 mg capsules, hard

EPJIOME]I 300 mg karncyyiu, TBbp/u

2. KOJIMYECTBEH U KAYECTBEH CbCTAB

| karcyJja cbhabpiKa: aKTHBHOTO BellecTBO — epaocterH (erdosteine) 300 mg
3a criMchbKa Ha MOMOIIHUATE BelecTBa BUK T. 6.1,

3. JEKAPCTBEHA ®OPMA

Karicyiu, TBbpJiu
Onucanve Ha npojaykra: TBbpAM KEJAaTUHOBU KarlCyJiM, OLBETCHHU B XKBJITO B JI0JIHATA
4acT U ThMHO 3€JIEHO B rOpHATa, ChIbPXKallHM [1pax ¢ MOYTH OsiI LBAT.

4. KIMHUYHU JJAHHU

4.1. TepanieBTHYHH MMOKA3aHUS
MyKOJIMTUK, BTEYHsBA CEKPETUTE IIpU OCTPU M XPOHUYHM 3a0o0sisiBAHUSA Ha
pecliyparopHaTa CucTeMa.

4.2. Jlo3MpoOBKa M HAYHUH HA NPHJIOKECHHE

Bv3pacmnu u hayuenmu 6 cmapyeckd 8b3pacm

OrnrrumarniHaTa jgHeBHa jo3a e 1o 300 mg erdosteine jiBa bTH JHEBHO.

MakcumaniHara jaHeBHa jio3a ¢ 900 mg pasnpe/iejieHd Ha JiBa JIO TPU IIpHeMa JIHEBHO .
e | kancyna 2-3 1bTH JIHEBHO.

IIpoovadcumennocm na nrevyenuemo

3Ha4YMUTEJICH TEpaNneBTUYCH €(PEKT HACTBIIBA CJIC/ 3 JIHU JICYCHMUE.

Cpe/IHUAT Mepro/1 Ha JIeUeHHUE 3a MOCTUraHe Ha ITbJICH eEKT € 7 JIHM.

[Ipu xponrunu 3abonsBanus erdosteine Moxe Jia ce U3I10J13Ba M0-/IbJIr0 BpeMe.

Crneyuannu nonyiayuu

[TareHTH € TEXKa YyepHOApoOHA HEAOCTAaTHLYHOCT TPAOBA Jla IPpUEMAT I0JIOBHH J103a.

He ce namara KopekiMs Ha JI0O3MpOBKara MpH MAUMEHTH, CTpajaiiu ot ObOpeuHa
HEJIOCTATBYHOCT C KPEaTUHUHOB KJIMPBHC > 25 ml/min.

4.3. IlporHBONIOKA3aHUS




CBpbX4YyBCTBUTEJIHOCT KBM HAKOS OT CBbCTABKUTE Ha MPOJyKTa HMIHM CYOCTaHLMH,
chaAbpAaauid SH rpynu.
Epromen € NMpoTHMBOMOKAa3aH NpH IAIMEHTH, CTpajauld OT 4YepHoApoOHA LMpo3a M
HEOOCTUI HAa €H3WMa LHMCTaTHOHWH CHHTETa3a, Tbhd KATO € BBH3MOXKHO HErOBHTE
MeTa00JIUTH J1a OKaXaT BIHAHHUE BbPXY MeTa00IM3Ma HA MCTHOHHUHA.
[Ipy XOMOIIMCTHHYPHSA, Tbil KaTo MPOAYKTHT € M3TOYHMK Ha XOMOLMCTHH W HAMA
HaNHYHH JaHHHU OTHOCHO TMpHJIOXKEeHHE Ha erdosteine B ciiyyail Ha BPOJICHY aHOMAJIMH B
meTabo/IN3Ma Ha aMMHOKHCENMHHUTE, ocobeHo npH Te3u MallMeHTH, KOUTO TpsadBa Ja
Cra3BaT XpaHUTENIEH PeXHUM W3KIIOYBALl METHOHUH,
OcBeH TOBa JICKapCTBOTO He TpsAOGRA Aa ce M3non3sa:

- TpH Aeua ¢ TENECHO Tero noja 135 kr;

- IIpH TeXKKa ObOpeuHa HeloCcTaTbYHOCT (KPEaTHHUHOB KJIMPBHC <25 ml/ min).

4.4. CnienMaJIHy NpeayrpeAxIeHHsa H NpeAna3sHi MEpKH npu ynorpeoda
Hsma

4.5. B3zaumopeiicTBHe ¢ Jpyrn JieKapCTBeHH INPOAYKTH M JApPYrH ¢OopMH Ha
B3AUMOACHCTBHE

Hama choOlleHHMa 3a B3aUMOACHCTBHA C JApPYrHM JICKApPCTBEHH [IPOAYKTH, UECTO
NpUIaraHy npu pecnuparopun uHdekuu v XObb, kato TeodHIIMH, OPOHXOAHIATATOPH,
ampicillin, amoxicillin, bacampicillin, ciprofloxacin wiu cotrimoxazol.

Erdosteine notenuupa edexra Ha HAKOM aHTUO6HOTHLM (Hanp. ampicillin, amoxicillin ) 1
TOBA MOXE Ja C€ U3MNOJI3BA 3a TEPANICBTHYHH LEJH.

Cunepriuununar edekT ¢ budesonide u salbutamol e nokasan.

EMHOBpPEMEHHOTO NPUNIOAKEHHE C AHTUTYCHMBHM € UPALMOHANIHO U MOXE Ja NpeJu3BUKa
HaTPyIIBaHE Ha CeKpeT B OPOHXHANHOTO JbPBO € YBEIMYEHHUE HA PUCKA OT AOMBJIHUTENHA
MH(PEKUUA UK OPOHXOCNIA3bM,

4.6. bpeMEeHHOCT H KLpMeEHe

Hsama gocTaThuHO JaHHH oT ynoTpebara Ha erdosteine npy OpeMeHHH KEHM.
[TpoyuBaHHATA TIPH KMBOTHU €A HEJOCTATHYHHU MO OTHOIWIEHUE HA BJHAHHETO BBPXY
OpeMeHHOCTTa W/WJIH eMOpPHOHANHOTO/GETANHOTO pPa3BUTHE WM/MIIM PaXKIAAHETO H/HAMH
[IOCTHATAIHOTO pa3BUTHE. [ [oOTeHIUATHHAT PHCK 3a XOpaTa € HEHU3BECTEH.

Cneposarento Epaomen He TpabBa aa ce M3no3Ba Mo BpeMe Ha OPeMEHHOCT 1 KBPMEHE.

4.7. EdexT BBpXY cnnocobHocTTa 32 mopupane u paboTa ¢ MallIHHH.
EpiioMe HAMA UK MMa TIpeHeOpe:KUMO BIUAHHUE BLPXY cnocofHOCTTA 3a wodHpaHe
paboTa ¢ MaliMHM.

4.8. HexxestanH JIeKapCTBEHHN peaKkliH
HapylieHus Ha HepBHaTa CUCTEMA

Muoro peaku (<1/10 000): rnasobonue
PeciiuparopHu, rPbAHK U MEIMACTHHAITHH

Mmuoro peaku (<1/10 000): cryaenu Tpbiku, 3agyx
CToMalLHO-YpPEBHH




Muoro penku (<1/10 000): npomeHn BBB BKYCa, rajeHe, NMOBpbBIIAHE, AHAPHA,
O0JIKK B enUracTpuyMa

HapyleHns Ha Koxarta
Muoro peakn (<1/10 000): ypruxapus, eputemMa, ek3eMa

CpobuiaBaHe Ha NMOJO3APAHHU HEKENAHHU peaKILIUH

Cho6LIaBaHETO HA NTOAO3HPAHH HEXENAHH peaKkUMH cile]] pa3peiiasaHe 3a yrnorpeda Ha
IeKapCTBEHUA TIPOAYKT € BaxKHO. T0Ba NO3BOJIABA Ja NPOABLIKU HADIIOEHHETO Ha
CLOTHOLIEHHUETO NON3a/pUCK 38 JIEKapCTBEHHA NPOAYKT. OT MEAULUMHCKUTE CNCLHAJIUCTH
ce U3UCKBA jla CHoOI11aBaT BCAKA MOAO03UPAHA HEXKENIaHa peakLUs ype3 HallMOHATHA
cucTeMa 3a choblasane: ManbnnuTenHa areHUus o fekapeTeara, yi. ,.Jlamss ['pyes”
Ne 8, 1303 Codus, Ten.: +359 2 8903417, yebeaiT: www.bda.bg.

4.9. Ilpeaozupane

He ca joknaaBaHy ciiyyad Ha npeao3upaHe.

[Ipu go3m, No-BUCOKM oT npenopbuanute /1200 mg aHeBHO/, ce HaDOIIOAaBAT NPOABH Ha
M3MO0TABAHE, CBETOBBPTEXK M 3aUCPBABAHE HA JIMIIETO.

CHUMIITOMAaTUYHO JieueHHe W OoOILM MoAabpKallM MEpKH TpAOBa Ja ce npuiarar BbB

BCHYKH CJIYHAH Ha ITPCAO3IHPAHC,
5. DPAPMAKOJIOTHYHH JJAHHMU:

5.1. PapMakoJHHAMHYHH CBOHCTBA
DapmaromepanesmuyHa 2pyna: MYKOIMTHLUM, €KCMEKTOpaHTH, OpPOHXOMpPOTCKTHBHH

JIeKapcTBa
ATC xon: RO5SCBI15

Mexanuzom na oedicmeue /hapmakoounHamuynu epexmu/
Erdosteine, akTuBHaTa chcTaBKa Ha Epaome]1, BTeuHsBa OpoHXHaTHUA MYKYC H yJIeCHsIBa
OTXpayBaHeTO, NOTHcka oOpasysaHeTo “in loco” Ha ¢BODOAHM paaMKany, KOHTO

HHXHOUpaT eH3uMa enacrasa.
dapMakoJIOrHUHUTE H3CIIEIBaHUA MOKA3BaT, Y€ CaMUAT erdosteine HE NpHUTEXKaBa TaKHBa

CBOMCTBa, a Ca aKTHBHM caMO HeroBuTe metabonuru. BebuwiHocT SH rpynure, KoMTO
MpUTEKAaBaT Ta3sH aKTMBHOCT €a XUMHUYECKH CBBP3aHH M C€ OCBOOOXKJaBaT Clea
MeTaboliM3MpaHe UM B ajlkanHa cpejfa. ToBa CBOWCTBO rapaHTHpa aobpata MM
CTOMAlLIHA [MOHOCUMOCT, 0€3 JIoLl MUPHUC HAa MEpPKAIITaHU [IPH YPHI'BaHE.

5.2. PapMaKOKHHETHYHH CBOHCTBA

Abcopbyus u memaboauzoM
Erdosteine ce abcopbupa 6bp30 cnej nepopaiHO npuioxeHne U 0bp30 ce TpachopMmHpa
ype3 MeTaboNW3IbM Ha MBbPBOTO MpPEMHMHABaHE A0 HEroBHA OWOJOrMYHO AKTHBEH
metabonut N-thiodiglycolyl-homocysteine (M1). Cnex npunoxenue nHa 300 mg
erdosteine, nHKoBaTa niasMeHa KoHueHTpalHs Ha erdosteine (Cmax) — 1.26+0.23pug/ml -
ce goctura cien 1.18+0.26 yaca (Tmax), nokato M1 nokasza Cmax 3 |




[InasMenuTe koHueHTpauuu Ha MI cBIO ce mNoOBMIIABAT € J03ara, HO HE Taka
[PONOPLIMOHANIHO, KaKTO B ciydas ¢ HernpoMeHeH erdosteine. Ilpuem Ha XxpaHa neko
3a0aBq abcopOLMATA, HO HE NPOMEHX MAaKCHMAJIHHTE KOHLICHTPalIMH.

Cebp3BaHeTo Ha erdosteine ¢ nnasmeHuTe npoTerHu € 64,5% (ooxsar: 50 -86%).

Paznpedenenue

XXuBoTHHCKHM MOJenIH nokasaxa, uc erdosteine ce pasnpeaens npeadMHo B 6LOpeuuTe,
KOCTHTE, FPbOHAYHKA MO3bK M YEpHHS Apo0.

DapMakoJIOTMYHO aKTUBHH KOHUEHTpauuu Ha erdosteine 1 M1 ca HamepeHH B OpPOHXO-
ajnBeoJiapHa NPOMKBKA; KOHUEHTpAallMMTE Ha aKTUBHUA MeTabonut M1 baxa aopu MHOTO

no-BUCOKU OT Te3U Ha erdosteine.

Enumunupare
Cnen enHokpatHa nepopanHa jgo3a oT 900 mg TepMHUHAIHUAT CIMMMHHaLWOHEH
nostyxxuBot T2 e 1,46 = 0,60 uaca u 1,62 + 0,59 uaca, choTBeTHO 32 erdosteine u M1.

B ypuHata ca oTKpuTH caM0O M1 ¥ cyadary, ¢pekanHaTa enMMHHALINA € HE3HAYUTETHA,

He ¢ nalimojaBaHo aKkyMyjlIupaHe HAM NMpoMsHa B MeTabonuima, WM erdosteine u M1
caeq nepopaneH nmpueM Ha 600 1o 900 mg aHEBHO B NMPOABIKEHUE HA 8 1HM.

Bu3pactra He npomeHs apMakoKMHETUKATa Ha erdosteine.

BpoxxuanHuure 3abonsaBanus He NpoMeHAT dapmMakoKMHETHKaTa Ha erdosteine.

5.3. lIpeAKAMHHYIHHA JaHHH 32 0€30IIACHOCT

[MpenxnMHUYHUTE NaHHU 3a 6€30NacHOCT HE NOKa3BaT oco0eH PUCK 3a Xopara Ha Oa3a Ha
KOHBEHLIMOHANHUTE (PapMaKoNOrMyHy W3C/eABaHHUA 32 0€30MacHOCT, TOKCUYHOCT I1pH
MHOTOKPAaTHO MPHJIOKEHHE, TEHOTOKCUYHOCT ¥ PENPOAYKTHUBHE TOKCHUYHOCT.

Erdosteine HMa MHOTO HUCBHK MOTEHLIMAN HAa TOKCHYHOCT,

Karo peakuus Ha IIHC e 6uno nabmonasaHo ycnokoeHHe Ipyl U3KIIIOYUTEIHO BHMCOKH
no3u (4000 mg/kg).

6. DPAPMALIEBTUYHU JAHHH

6.1. CnuchbK HA MOMOILHHTE BeHIeCTRA

Kancynu 300 mg:

NOBUIAOH, MUKPOKPHUCTAIHA LIENYyJI03a, MArHE3WEB CTEapar.

ChcTaBKH Ha KancynaHara oOBUBKa:

xenaruH, TUTaHoB AUoKcH (E 171), xnaT xenezen okeun (E 172), unaurotun (E 132).

6.2. HecbBMECTHMOCTH
Hsama 1aHHM.

6.3. Cpok Ha roHoCT
5 roguHuU




6.4. Criea/,THH YCJIOBMS HA ChXpPaHEHHeE
Jla ce cbXpaHaBa npu Temeparypa noj 25°C B opyurusaiHara oflakoBKa.

6.5. Bua B cpabpxaHie HA ONAKOBKATA
PVC/PVDC-AL 6ancrepu, KapTOHEHA KyTHA.
["'onemnHa Ha omaxoBkara: 10 unu 20 kancynm.

6.6. CenuaiHu nNpeana3Hi MepPKH NpH H3XBLp./isiHe H paboTa
Hsama cnienanHu npenopbsKy

7. IPUTEXXATEJI HA PASPEIHIEHHETO 3A YIIOTPEBA
AHpxenuau Qapma boarapus EOO/]]

yi. "Hukona Tecna" Ne 3,

6a. Busnec Lleutsp BCP Codws 1, er. 4, oduc 401,

Codusn 1574, bunrapus

Ten.: +35929751395

8. HOMEP HA PABPEIHIEHHUETO 3A YIIOTPEBA
Per. Ne 20011041

9. IATA HA II'bPBO PA3PEHIABAHE/MNIOJHOBABAHE HA PA3ZPELIEHHMETO 3A
YIIOTPEBA

Jlara Ha nnpBo paspeiuasane: 31/10/2001]
JlaTa Ha nocneaHo noaHosaBaHe: 16/07/2012

10. JATA HA AKTYAJIN3UPAHE HA TEKCTA

10/2024




