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IHCTPYKUIA

ANSi MeANYHOro 3aCToCyBaHHSA J1iIKapCbKOro 3acob6y

ABPON®

(ABROL®)

Cknap:
Airo4ya pedyoBuHa: ambpokcony rigpoxnopug (ambroxol hydrochloride);
1 TabneTtka MicTuTb ambpokcony rigpoxnopuay 30 mr;

AOMOMIXKHI  peYOBMHM: KPEMHIIO AioKcua KonoigHun 6e3BoAHUN, HaTpito
KpOCKapMesio3a, uesntnno3a MikpokpucTaniyHa, MarHito creapar.

NMikapcbka popma. Tabnetku.

OCHOBHI i3nKO-XiMiYHi B/1aCTMBOCTI: KpyrAai Tabnetkn 6inoro Konbopy 3
pO3MoAiSIbY4OK PUCKOK 3 O4HOIo H6OKY.

dapmMmakoTepaneBTUUYHa rpyna. 3acobu, Wo 3acCTOCOBYKTbCS Npu Kawni i
3aCTYAHMX 3axXBOpoBaHHAX. MykoniTnyHi 3acobu. Kog ATX RO5C B06.

dapMaKo/IoOriyHi B/1aCcTUBOCTI.
®apmakognHamika.

AMbpokcony rigpoxnopua € 3amiweHuMm 6eH3mnaMmiHoOM Ta MeTabonitom
6poMrekcuHy. [loBeaeHo, wWo ambpokcony rigpoxnopua 36inblwye cekpeuito
3a5103 AMXANIbHUX LWAAXIB Ta NOCWUIIIOE BUAINEHHS flereHeBoro cypdakraHTa
LWIAXOM NpAMOro BranBy Ha nHesmouuT Tun II y anbBeosax ta knitnHax Knapa
y 6poHxionax. Takox ambpokcony rigpoxnopug CTUMYOE UuiapHy
aKTUBHICTb, BHACNIAOK 4YOro nONerwyerbCca BUAINEHHS CnNM3y Ta WOro
BUBeAeHHs (MykouuniapHun  KnipeHc). AKTuMBauis cekpeudii  pignHu i
36iNblEHHA MYKOUWNIAQpHOro KAipeHCy nonerwyTb BUBEAEHHS Cn3y Ta
NnoNerwyroTb Kawenb.
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AMbpoKcony rigpoxnopui Ma€E MiCLUEeBUN aHeCcTe3y4uuin edekT 3a paxyHoK
060pOTHOrO i 3a/1eXXHOro Big KOHUEHTpauii 6/10KyBaHHS HENPOHHUX HATPIEBUX
KaHanie. TakKoX iCHylOTb pgdaHi, wo ambpokcony rigpoxnopuag Mae€
npoTusanasabHU BMJIMB (3@ PaxXyHOK 3HAYHOrO 3MEHWEHHS BUBISIbHEHHS
LMTOKIHY 3 KpOBi Ta TKaHWHHOrMo 3B'A3yBaHHS MOHOHYK/I€apHUX i
NoNiMOpHOHYKNIEapHUX KNITUH).

Y nauieHTiB 3 dapuHritom 3actocyBaHHA aMbpokcony rigpoxnopuay
NpuU3BOAMIO A0 3HAYHOIO 3MEHLWEHHS 6010 | NOYEPBOHIHHA Yy Fopni.

3acTtocyBaHHa  ambpokcony  rigpoxnopuay  NiABULYE  KOHUEHTpauito
aHTMBIOTKKIB (@aMOKCMUMAIHY, LedypOKCMMY, EPUTPOMILMUHY Ta AOKCULMKITIHY)
y 6poHxonereHeBOMYy CeKpeTi Ta Y MOKpPOTiI.

®apMaKoKiHeTHKa.

Abcopbuis. Abcopbuis ambpokcony rigpoxnopuay 3 nepopanbHUX ¢opMm
HEenpoJsIOHroBaHoOI Aii WBMAKa i NOBHA, 3 NiHIMHOK 3aNexHIiCcTio Big 403U Y
TepaneBTUYHOMY  Aiana3oHi. MakCuManbHWN piBeHb Yy  MJa3Mi  KPOBI
AOoCAraeTbCcs yepes 1-2,5 rogMHm npu nepopanbHOMY MNPUNOMI NiKapCbKUX
¢dopM WBMAKOro BUBINbHEHHSA | B cepeAHbOMYy nicng 6,5 roanHu npwm
3aCTOCYBaHHi (POpPM NOBINILHOIO BUBISIbHEHHA.

Po3sriogin. MNMpw nepopanibHOMY NMpuUrUOMi po3noain ambpokcony rigpoxnopuay 3
KpOBi A0 TKaHWH LWBUAKUMA | BUPaXeHun, 3 HaAMBULLOK KOHUEHTPAUIE
aKTUBHOI peyoBUMHM y nereHsax. OdikyBaHun o06°eM posnoginy npwu
nepopasbHOMYy MPUMUOMI CTaHOBUTb 552 n. Y nnasMi KpoBi y TepaneBTUYHOMY
Aiana3oHi Ao3 npnbnnsHo 90 % npenapaTy 3B'A3yeTbcA 3 Hilkamu.

Metabonizm Ta BuBegeHHSs. NMpnbnnsaHo 30 % p[o3m nicns nepopasnbHOro
3aCTOCYBaHHSA BUBOAMTbLCSA LUASAXOM MpecucTeMHoro metaboniamy. AMbpokcony
rigpoxsaopua MeTabonizyeTbCAd rOAOBHMM  UYMHOM Yy  MediHUi  WIsaxoM
FOKYpPOHi3auii i po3wenneHHs 4o AMbpoMaHTpaHinoBoi KMCcnoTn (NpnbnamsHo
10 % po3n). Metaboniam ambpokcony rigpoxnopuay 00 AM6pPOMaHTpaHifNoBoi
Knucnotu Bigbysaetbcsa 3 yyacTtio CYP3A4. Yepes 3 aHi nepopanbHOro npnmomMy
6nn3bko 6 % [03M BMBOASATLCS pPa3OM i3 ceyerw Yy He3MiHeHin gopMi,
npnbansHo 26 % 031 — Yy KOH'IOroBaHin gopMmi.

MNMepiog HaniBBMBEAEHHA 3 MNa3MuM KPOBi CTaHOBUTb 6nm3bko 10 roauH.
3aranbHUMN KNipeHC 3HaxoAuTbCA Yy Mexax 660 mn/xB. HMpKOBMIN KhipeHC
CTaHoBUTb NpubnnsHo 83 % Big 3aranbHOro.

GapMakoKiHeTUKa B 0COb6/IMBUX rpyrnax xBopux. Y NaUIEHTIB i3 NMOpPYLUEHHAM
dyHKUIT nedviHkKn BuMBeaeHHA aMbpokcony rigpoxnopuay 3MeHLWeHe, LWo
3ymMoBnOe B 1,3-2 pa3n BUWKWA piBeHb Y nMnasMmi Kposi. OCKiNbKK
TepaneBTUYHUN Aiana3oH ambpokcony riapoxnopuay AOCTaTHbO LWMPOKUMN,
3MiHIOBATM A03YBaHHSA He NoTpibHO.
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Bik Ta cTaTb He MalTb KJIHIYHO 3HAYywWoro BNAMBY Ha (apMaKOKiHETUKY
ambpokcony rigpoxnopuay, Tomy 6yab-sika Kopekuis 03 He NOoTpibHa.

MpuiomM ixXi He BNAMBaE Ha 6ioA40CTYNHICTb aMbpokcony rigpoxaopuay.

KniHiuyHi XapaKTepuCcTuKku.
lMMoka3aHHsA.

CekpeToniTMyHa Tepanis Npu roCTpuX i XPOHIYHUX BPOHXO-MYyNbMOHANbHUX
3aXBOPIOBAHHSAX, MNOB’A3aHMX i3 NOpyleHHAMU 6poHXianbHOI cekpeuii Ta
ocnabneHHAM rNpocyBaHHSA ClIn3y.

lNpornnoka3saHHSA.

A6pon® He MOXHa 3acToOCOBYBaTU MaLli€EHTaM 3 BiAOMOIO rinepyyTaAUBICTIO A0
ambpokcony rigpoxnopuay abo 00 iHWKMX KOMMOHEHTIB npenapaTy.

Abpon®, Tabnetku 30 Mr, He NPU3HAYEHUN ANA 3aCTOCYBaHHSA AiTSM BiKOM A0
6 pokiB y 3B'A3Ky 3 cunoto aii. [iTam BiKkOM A0 6 poKiB peKOMeHAYETbCA ANA
3aCTOCOBYBaHHSA aMbpoOKCO y BiAMOBIAHOMY A03YBaHHI.

B3aemogin 3 iHWnMH nikapcbknMm 3acobamm 1a iHWI BUAN B3a€EMOZIMN.

OpHoyacHe 3acTtocyBaHHA npenaparty Abpon®, Tabnetkum Ta 3acobiB, WO
MPUrHiYYOTb Kallesb, MOXe MNpU3BeCcTU A0 HAAMIPHOro HaKOMWYEHHS CNu3y
BHACNIAOK TMPUrHideHHs KawnboBoro pednekcy. ToMy Taka KoMbiHauida
MOXNIMBA TiNIbKW NiCNA peTesibHOI OUiHKW NiKapeM CniBBiAHOLWEHHSA O4iKyBaHOI
KOPWUCTI Ta MOXJ/IMBOIO PU3UNKY Bif 3aCTOCYBaHHA.

0Oco06/,1MBOCTi 3aCTOCYBaHHS.

Haaoxoomnu noBiAOMAEHHS Npo TSXKi ypaXKeHHS WKipn: MynbTUHOPMHA
eputeMa, cnHapoM CTtiBeHca->XOHCOHA, TOKCUYHUN enigepManbHUN HEKPONI3
Ta roCTpuUM reHepanizoBaHUM e€eK3aHTEMATO3HUW MNyCTy/bO3, MNOB'A3aHi i3
3aCToCyBaHHAM aMbpokcony rigpoxnaopuay. AKWo NpucyTHi cuMmnToMm abo
03HaKW MporpecyBaHHsA BUCUMAHHA Ha wWKipi (iHoAi noB s3aHi 3 MNosABOWO
nyxmpuie abo ypaxeHHsAM cnu30BOi 0H60NOHKMK), CNig HeramHo MPUNUHUTU
NiKyBaHHs aMbpoKcony rigpoxsopnaoM Ta 3BEPHYTUCS 3a MeaUYHOR
A0MOMOroto.
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Mpn nopyweHHi O6poHXianbHOI MOTOPUKM Ta MOCUNEHIN cekpeuii cnuay
(Hanpuknag, Npu TakoMy piAKICHOMY 3axBOPKOBaAHHI AK MepBUMHHA UuiapHa
ANCKiHe3ia) npenapaT A6pon® cnia 3acTocoByBaTM 3 06EPEXHICTIO, OCKiNbKMK
aMbpoKCon MOXe NOCUIIBATK CEKpeLito Cn3y.

MauieHTaM i3 nopyweHo PYHKLIEID HUPOK abo TSXKMM CTyneHeM NeYiHKOBOI
HeanoCTaTHOCTI cnig npuiMaTu npenapaTt A6pon®, Tabnetku, TinbkuM nicns
KOHCynbTauii 3 nikapem. lNpu 3actocyBaHHi ambpokcony rigpoxnopuay, K i
6yab-aKOi Aitlo4yoi peyoBMHWU, siIKka MeTabonizyeTbCsi B MediHui, a noTiM
BMBOAUTLCS  HUpPKaMK, BiabyBa€ETbCA HaKOMW4YeHHsa MeTabonitie, sKi
YTBOPIOKOTBLCA Y MeYiHUi Y MNaLiEHTIB 3 TAXKOK HUPKOBOK HEAOCTATHICTHO.

3acrocyBaHHSs y nepiog BaritHocTi abo rogyBaHHS rpyAasato.
BaritHicTte. AMBpoKcony rigpoxnopua npoHMKae Yyepes naaueHTapHun 6ap’ep.

Pe3ynbTatn  KNIHIYHUX  OOCAIAXKEHb  WOAO 3acToCyBaHHSA ambpokcony
rigpoxsopuay nicng 28-ro TUXKHSA BariTHOCTI HE BUSIBUJIN XXOAHOMO WKIANMBOIO
BNAMBY Ha nnig. OgHak noTpibHO AOTpMMYBATUCS 3BUUYHUX 3acCTepexHuX
3axo04iB CTOCOBHO NpuimnoMy nikieB y nepiog BaritHocTi. Ocobnueo y I TpumMecTpi
BariTHOCTI HE PEKOMEHAYETbCS 3aCTOCOBYBaTK npenapat Abpon®, Tabnetku.

loayBaHHS rpyaar. AMBpoKcony riapoxnopua nMpoOHUKAE y rpyaHe MOJSIOKO.
MpenapaT A6pon®, TabneTtkm He pPEKOMEHAYETbCA 3acToCOBYBaTU Yy nepioa
roayBaHHA rpyanto.

®epTu/ibHICTb. JOKNIHIYHI  AOCNIAKEHHS He BKa3ywTb Ha npsaMun  abo
HenpsMUN WKIANMBUIM BNINMB aMbpoKkcony rigpoxnopuay Ha hepTUNbHICTb.

34aTHICTb BMN/IMBATU HAa LUBUAKICTb peakuil rnpun KepyBaHHI aBTOTPaHCMOPTOM
abo iHWnuMn mexaHiamMamu.

HeMae pgaHuMx wWoOAO BMMBY Ha LWBUMAKICTb peakuii npu  KepyBaHHI
aBTOTpaHcnopToM abo poboTi 3 IHWMMM MeXxaHi3MaMun. [ocnigXeHHs BNANBY Ha
WBWUAKICTb peakuii Nnpu KepyBaHHi aBToTpaHcnopToM abo poboTi 3 iHWKUMK
MeXaHi3MaMu He NMpoBOAMIINCA.

Crniocib 3acrocyBaHHSsI Ta JO3M.

AKwo He nponucaHo iHaKwWwe, pekoMeHAOBaHa ho3a
npenapaty Abpon®, TabneTtku, Taka:
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AiTv BiKoM Big 6 g0 12 pokiB: no3a CTaHOBUTL 1/ TabneTkun 2-3 pasu Ha aoby
(ekBiBaneHTHO 30-45 mr ambpokcony rigpoxnopuay Ha aoby);

Aopocsi Ta A4itm BIKOM Big 12 pokiB: Ao3a CTaHOBUTb 1 Tabnetky 3 pa3su Ha
nAoby npotdaroMm nepwux 2-3 pgHiB (ekBiBaneHTHO 90 w™Mr ambpokcony
riapoxnopunay Ha aoby). JlikyBaHHS NpOAOBXYBaTW 3aCTOCYBaHHAM 1 TabneTku
2 pa3u Ha noby (eksiBaneHTHO 60 Mr ambpokcony rigpoxnopuay Ha noby).

Y pa3si HeobxigHOCTI TepaneBTUYHUIN edeKT AN A0POCNnX Ta AiTel BIKOM Bij
12 pokiB Moxe 6yTKU NOCUNEHMIN 3aCTOCyBaHHAM 2 TabneTok 2 pa3u Ha Aoby
(ekBiBaneHTHO 120 Mr ambpokcony rigpoxnopuay Ha noby).

Tabnetku cnig KoBTaTu UMMM 3 AOCTATHbOK KiNbKICTO piavHM (Hanpukniag
BoAa, Yan abo PpyKTOBUIM CiK) HE3aNEXHO Big NpUUOMY iXi.

3aranom Hemae obMexeHb WoA0 TPMBAOCTi 3aCTOCYBaHHSA, ane AOBroTpueany
Tepanito cnig NnposoAMTU Nig MEAUYHUM HarnsaoM.

Tabnetkn A6pon® He cnig 3acTocoByBaTh AoBle 4-5 AHiB 6€3 KOHCyAbTaUil 3
nikapem.

Hitn.

3acTocoByBaTH AiTSAM BiKOM Big 6 poKiB, SIKi HE NepeHOoCATb cupony.

lNMepeno3yBaHHs.

Ha gaHni yac HeMae NoBiAOMNEHb WOA0 BUNaaKiB nepenosyBaHHs. CMMnTomMm,
BiAOMi 3 MNOOAMHOKMX MNOBIAOMJSIEHb NpPO nepeno3yBaHHA Ta/abo Bunaaku
NOMUNKOBOIr0 3aCTOCYBaHHSA JiKiB, BigMoBiAalOTb BiAOMMM MOBIYHUM AisgM
ambpokcony rigpoxnopuvay B peKOMeHAOBaHMX pgo3ax i noTpebytoTb
CMMMNTOMATUYHOIO JTiKyBaHHA.

Mob6iyHi peakuir.

3 60Ky IMyHHOI cucTeMu Ta LKIpu i MigLWKIipHoOI KJITKOBUHU: cBepbix, eputema,
WKIPHWA BUCUN, KPOMMB'AHKA, aHriOHEBPOTUYHWUIK HAbpsK, aHadiNnakKTU4HI
peakuii (BKAKOUAOUM aHadiNaKTNYHUN LWIOK), iHLWI peakuii
rinepyyTNMBOCTI, TSXKKI  ypaxKeHHs wkKipn (cmHapom CriBeHca-[>XOHCOHa,
TOKCUYHUW  enigepManbHUM  Hekponiz  (cuHaopoM  Jlamenna), roctpui
reHepanizoBaHMI eK3aHTEMATO3HUN MYCTYyNbO3).

3 60Ky HepBOBOI cuctemu: ancressis (3MiHM CMakoBUX BigYyTTiB).
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3 60Ky LITYHKOBO-KULLIKOBOIro TPakTy: Aiapes, HyaoTa, 6ntoBaHHA, gucnencis,
6inb y XWBOTI, CyXiCTb Yy pOTi, neuyis, 3anop, CAMHOTeYa, CyXiCTb y ropJii.

3 60Ky AuxaslbHOi CUCTeMU, OpraHiB rpyaHOI KiTKM Ta CepeaOCTiHHS:
3HWMXXEHHS YYT/IMBOCTI Yy r10TUi, AUCNHOEe (B TOMY 4YUCi 9K CMMNTOM peakuii
rinepuyyTnmeocTi), 6poHxocna3sMm, puHopes, CyXiCTb ANUXaNbHUX LASAXIB.

3 60Ky ceqyoBUAiNIbHOI CUCTEMU . AN3YPIs.

3arasnbHi po3naan: peakuii 3 60Ky cnn3oBnx 06010HOK, rapsyka.

TepMiH NpnNAaTHOCTI.

3 poKMu.

YMoBM 36epiraHHs.
36epiratv npu TemnepaTypi He Buue 25 °C B opuriHanbHi ynakoBL,.

36epiratv y HeAOCTYNHOMY A1 AiTen Micui.

YnakoBka.

Mo 10 TabneTtok y 6nicTepi; no 2 6bnictepn y KapTOHHIN yNnakoBL,.

Karteropis Bignycky.

bes peuenTa.

Bupo6HuMK.

TOB «KYCYM OAPM>.

Micue3Haxoa)XeHH BUpO6HMKA Ta agpeca Micua npoBaa>XeHHSA WOoro
AiANIbHOCTI.

40020, YkpaiHa, Cymcbka obnactb, M. Cymu, Byn. CkpsibiHa, 54.



