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IHCTPYKUIA
AN191 MeANYHOr0 3aCTOCYBaHHSA JTiIKapCbKOro 3acoby

ABPO/I®SR
(ABROL®SR)

Cknap:

Aitoya pevosmHa: ambpokcony rigpoxnopug (ambroxol hydrochloride);

1 TabneTka MiCTUTb aMOPOKCOY rigpoxnopuay 75 Mr;

[OMOMIDKHI PEYOBUHU: KPEMHIIO AIOKCMA KOMOTAHWIA 6e3BOAHWIA, TiAPOKCMNPONINIMETULENON03], LeNtoo3a
MIKPOKpUCTa/liYHa, MarHito cteapar.

Nikapcbka hopma. TabneTky NPoIOHroBaHoT Aii.
OCHOBHI (pi3nKO-XiMiYHi BNacTWUBOCTI: KPYrni 4BOONYK/i TabneTku 6inoro Konbopy, rnageHski 3 060X 60KiB.

dapmaKkoTepaneBTUYHa rpyna.
3acobw, LLL0 3aCTOCOBYHOTLCA MPY KaLLIi i 3aCTYAHMX 3aXBOPIOBaHHAX. MYKONITUYHI 3aC006U.
Kog ATX RO5C BOG6.

dapmakosoriyHi B1acTmBOCTI.

dapmakogyHamika.

[litoya peyoBMHa TabNeToK NPONOHroBaHO! AiT A6pon®SR — ambpokcony rigpoxnopug — MifBULLYE YacTKy
CEepO3HOro KOMMOHEeHTa BPOHXia/IbHOro cekpeTy. AMOPOKCO/ MOCWUNIOE BUAINEHHS NIEreHEBOro CypiakTaHTa
LU/ISXOM MPAMOro BM/MBY Ha NHeBMouuTW Tuny Il B anbBeonax T1a KAitmHax Knapa y 6poHxionax, a Takox
CTUMY/IHOE aKTMBHICTb BIMOK UWIIapHOro eniTenito, BHACNIJOK Y0ro 3HMXYETbCS B'A3KICTb MOKPOTMHHA Ta
MOKpaLLy€eTbCA MOro BMBEAEHHS (MyKOLMIiapHWUA KnipeHc). MokKpalleHHs MyKOUMniapHOro KiipeHcy 6yno
[0BeAeHO Mif, vac KNiHiKo-(hapMaKonoriyHuX 4OCNiIKeHb.

MocuneHHs BMPOOIEHHSA Ta 3HVKEHHS B’A3KOCTI CEKPETY i MOKpaLLeHHs MYKOLMIIapHOTO K/ipeHCy CNpusioTb
BiIXapKyBaHHIO Ta MOJErLLYOTb BifKaLL/HOBaHHA MOKPOTHU.

[oBrotpusane 3actocyBaHHA (6 MicsuiB) ambpokcony rigpoxnopuay (y nepopanbHiii ¢Gopmi NoBiNbHOro
BMBINIbHEHHA MO 75 Mr) y xsopux XO3/1 npu13Beno 4O iCTOTHOr0 3MeHLUEHHS 3aroCTpeHb MiciA ABOMICAYHOr0o
nepiogy NikyBaHHA. Y NauieHTIB, fKi OTpUMyBasM ambpOKCONy TigpoXnopua, TPUBANIICTL 3aXBOPHOBaHHS Ta
Tepanii aHTM6ioTMKaMK 6yna 3HaYHO MeHLLOHD. MOopIBHAHO 3 Nnaue6o, NikyBaHHA aMOPOKCONY rifApoXn0puaoMm,
y nepopasbHii (opmi MOBINILHOrO BMBISIbHEHHS, MOKa3aio CTATUCTUYHO 3HAYHE MOKpPALLEHHS CUMMNTOMIB,
MoB’A3aHUX 3 NPO6/ieMaMu BigXapKyBaHHS, KallieM, 33ULLIKOK Ta ayCKy/TbTaTUBHUMM O3HAKaMW.

MicueBnin aHecTesytounii etheKT aMOpPOKCONy TriApoXnopuay, WO MOXe MOACHIBATUCS BNACTUBOCTSAMM
G10KyBaHHA HaTPiEBNX KaHaniB, CrocTepirasn Ha Mofeni Kponsyoro oka.

JocnifpkeHHs in vitro nokasanu, Lo aMbpoKcony rigpoxnopua 6110Kye HEMPOHHI HAaTPIEBI KaHa/W; 3B’ 13yBaHHS
6Yy/10 060POTHUM | 3a/1IEXHUM BifJ, KOHLEHTpaLil.

AMBpoKcony rigpoxnopua npoAeMOHCTPYBaB NPOoTM3ananbHUA BNAMB in vitro. [LoCNifKeHHs in vitro BUsSBuu,
Wo ambpokcony rigpoxnopug 3Ha4YHO 3MeHLWYE BUBISIbHEHHS LUMTOKIHIB 3 MOHOHYK/apHUX i
MoMIIMOP(HOHYKIEAPHNX KMITUH KPOBI Ta TKaHWH.

Y pe3ynbTaTi KNiHIYHUX BMNPOOYBaHb i3 3a/ly4YeHHAM NauieHTIB 3 (PapuHriTOM NPOAEMOHCTPOBAHO 3HAaYyHe
3MEHLLEHHS BO/H0 | MOYEPBOHIHHA Y O/ MPW 3aCTOCYBaHHI aMBPOKCONY rifpoxnopuay.

3aBAAKM (hapMaKo/soriyHMM BIACTUBOCTAM aMOpOKCONy LWBWAKO nonerwysascs 6ifb Nif yac NiKyBaHHS
3aXBOPKOBaHb BEPXHIX BIAA4INMIB AMXaNIbHUX LWAAXIB, WO CMHOCTepiranocb Yy XOAl AOCNIMKEHb KAIHIYHOT


mailto:

eeKTUBHOCTI iHranALiiH1ux opm ambpoKcosny.

[Micna 3acTocyBaHHS aMBPOKCONy rigpoxnopuay NiABULLYOTLCS KOHUEHTpaUT aHTMOIOTUKIB (aMOKCULNTIHY,
LethypoKCMMY, eEpUTPOMILUHY Ta AOKCULIMKNIHY) Y 6pOHXO0EreHeBOMY CeKpeTi Ta 'y MOKpOTi. Ha gaHuii yac He
OYy/10 BUAB/IEHO HISAKOT KNiHIYHOT 3HAYYLLLOCTI LibOro akTy.

PapmakoKiHe TuKa.

Abcopbuis. Abcopbuis ambpoKcony rigpoxnopuay 3 nepopaibHUX (HOPM HeraHoOro BMBINIbHEHHS LUBUAKA i
AOCUTb MOBHA, 3 NIHIAHOK 3aneXHICTIO Bif 403K Yy TepaneBTUYHOMY fAiana3oHi. MakcuManbHWUIA piBeHb Y
nnasmi KpoBi fJocsAracTbcs 4epe3 1-2,5 rogvHn npu nepopasibHOMY MPUIAOMI NiKapCbKUX (HOpPM LUBUAKOMO
BMBI/IbHEHHSA | B CEPeHbOMY Yepes 6,5 roguHM Npu 3aCToCyBaHHI (POPM MOBI/IbHOTO BUBIIbHEHHS.

Posnogin. Mpu nepopaibHOMY NPUIAOMI PO3MOAiN aMbpoKCOoNy rigpoxnopuay 3 KpoBi A0 TKaHWH LUBUAKWN i
PI3KO BUP@XKEHWA, 3 HAVBULLOK KOHLEHTPALiEt0 aKTUBHOI peyoBUHM Yy nereHax. O6’eM posnoginy npw
nepopasibHOMY MpUiAOMi CTaHOBMTb 552 N1. Y nna3mi KpoBi y TepaneBTUUYHOMY AianasoHi npn6ansHo 90 %
npenapary 38’A3yeTbCA 3 HiKkamu.

MeTabonism Ta smeaeHHSA. MprnbamsHo 30 % [03M nicns NepopasibHOro 3aCTOCYBaHHA BUBOAMTLCA BHACNILOK
npecucTeMHOro Metabosniamy. AMOPOKCONY TiApoX/aopug MeTaboni3yeTbCAa rOIOBHUM YMHOM Y MediHui
LUNSAXOM T/IIOKYPOHI3aLiil i po3LWenneHHs A0 AMO6pOMaHTpaHinoBoi Kucnotun (npubnusHo 10 % [osn).
JocnifpkeHHs Ha MiKpocoMax neyviHKW MAnHY nokasanu, wo CY P3A4 Bignosigae 3a MeTaboniam ambpokcony
rigpoxnopuay 4o AM6poMaHTPaHifNIoBOT KUCOTW.

Uepe3 3 AHI nepopasibHOro npuinomy 6113bko 6 % 03U BUBOAATHCA Pa3oM i3 Ceyeto Yy He3MiHeHin opmi,
npuéAn3HO 26 % [03M — Y KOH’HOroBaHii opmi.

Mepiof HaniBBMBEAEHHS 3 NJa3MU KPOBI CTAHOBUTb 6/1M3bK0 10 roguH. 3aralbHWin KipeHC 3Haxo4uTbCs Y
Mexxax 660 mn/xs. HUPKOBMIA KNipeHC CTaHOBUTL Npuban3Ho 8 % Big 3aransHoro. Yepes 5 aHiB npnbansHo 83
% 3ara/ibHOT 4031 BUBOAUTLCA 3 CEYElO.

dapmakoKiHeTVKa B 0COOMMBMX TPyn XBOPUX. Y NaUieHTIB i3 MOpyLUeHHAM (YHKLIT MeYiHKN BUBEAEHHS
ambpoKcoy rigpoxnopuay 3MeHLLEHe, WO 3yMOB/MOE B 1,3-2 pas3n BULLMIA piBeHb Y NiasMi KpoBi. OCKifbKu
TepaneBTUYHWUIA [iana3oH amMbpoKcony rigpoxnopuay [AOCTaTHbO LUMPOKMWIA, 3MIHIOBATU [03yBaHHS He
noTpiGHo.

Bik Ta cTaTb He MalOTb K/iHIYHO 3HAYYLLOro Br/MBY Ha (hapMakOKiHETUKY aMBpOKCONy rigpoxnopuay, Tomy
Oy ab-siKa KopeKLisi 403K He NoTpi6Ha.

Mpwnitom Xi He BMIMBAE Ha 6I0A0CTYMHICTL aMBPOKCONY TifpOXI10puray.

KniHIYHI XapaKTEPUCTUKWN.

lNoka3aHHA.

CekpeToniTMyHa Tepanis Npy rocTpux i XPOHIYHUX BPOHXOMY/IbMOHA/ILHUX 3aXBOPHOBAHHSAX, MOB’A3aHNX i3
nopyLUeHHsAMM GPOHXiaNbHOT CeKpeLlil Ta ocnabneHHAM NPoCyBaHHS CNN3Y.

MpoTurnokasaHHs.

A6pon®SR He MO)KHa 3aCTOCOBYBATY NaljieHTaM 3 BifJOMOIO TinepuyT/MBICTIO 40 aMBGPOKCONY Figpoxnopuay
ab0 [10 iHWMX KOMMOHEHTIB Npenapary.

A6pon®SR, TabieTKM NPONOHIOBaHOT Aii N0 75 Mr, He MPU3HAYEHUI /19 3aCTOCYBaHHS AiTAM A0 12 poKiB Y
3B’A3KY 3 Ki/IbKICTIO [it04OT PEYOBUHW, L0 MICTUTLCA Y TabneTui.

B3aemogis 3 iHLLUMMW NiKapcbKUMM 3ac06aMu Ta iHLWi BUAW B3AEMOSIA.

OfiHo4acHe 3acTocyBaHHS npenapaTy A6pon®SR Ta 3aco6iB, L0 NPUrHIUYOTL Kallle/lb, MOXe MPU3BECTM [0
HagMIpPHOIO0 HAKOMWYEHHS CMWU3Yy BHACMIAOK MPUrHIYEHHS KallnboBOro pedekcy. ToMy Taka KOMOGiHauis
MOXX/IMBA TiNIbKN NICNA PeTenbHOT OLIHKM NliKapeM CniBBigHOLIEHHS O4iKyBaHOI KOPUCTI Ta MOX/IMBOIO PU3NKY
Bif] 3aCTOCYBaHHS.

Oco6MBOCTI 3aCTOCYBaHHSA.

Hagxogunu  NOBIAOMMEHHA NP0 TSKKI  YPOKEHHA  WKIipW:  MynbTUOPMHA  epuTemMa, CUHAPOM
CriBeHca—[koHcoHa (CCL)/ToKcuYHMIA enigepManbHUiA Hekponiz (TEH) Ta roctpuid reHepanizoBaHui
ek3aHTeMaTo3HuUiA nyctynbo3 (FTEMM), noB’a3aHi i3 3acTocyBaHHAM am6pokcony rigpoxnopuay. HAKLWo
MPUCYTHI 03HaKW NPOrpecyBaHHs BUCUMaHHSA Ha LKIpi (iHOAI MOB’A3aHi 3 MOSBOK NyXMpLiB abo ypaXKeHHAM



CNN30BOT 060MIOHKM), CNif HEramHo NPUNUHUTK NiKyBaHHA aMOPOKCOMY TifpoX/0puAOM Ta 3BEPHYTMCA 3a
MeAMYHOI LOMOMOTOH.

Mpy NopyLUeHHi 6pOoHXiabHOT MOTOPUKIN Ta NOCUNIEHIW ceKpewil cnnu3y (Hanpuknag, Npu TakoMy pifKiCHOMY
3aXBOPIOBaHHI AIK NepBUHHA LuniapHa AuckiHesis) npenapaT A6pon®SR cnif 3aCTOCOBYBATU 3 06EPEXKHICTIO
yepes pU3MK CNPUAHHA HAKOMUYEHHIO CEKPETY.

MauieHTam i3 MOpYyLUEHO (DYHKLIE HAPOK ab0 TAXKKUM CTYMeHeM MeviHKOBOI HeOCTaTHOCTI CAij npuimaTu
A6pon®SR, TabneTkn NPONMOHroBaHoO! Ail, TiNbKU MiCN KOHCY/bTalil 3 Nikapem. Y NallieHTiB i3 TAXKOH
HVPKOBOK HEAOCTaTHICTIO MpW 3acTOCyBaHHI ambpokcony, fAK 1 OyAb-AKOl [Ai0YOI pPeyvyoBUMHM, fKa
MeTaboni3yeTbCa Yy rMediHyi, a noTiM BMBOAUTLCA HUPKaMW, MOX/IMBE HAKOMWYeHHS MeTaboniTiB, SKi
YTBOPIOKOTLCA Y MeYiHU,.

3acTocyBaHHs y nepiog BariTHOCTI abo rofyBaHHs rpyagto.

BariTHiCTb.

AMOGpOKcoNy rigpoxnopua NPOHUKae Yepe3 nnaueHTapHWin 6ap’ep. [OCNIMKEHHA Ha TBapuMHaxX HE BUSBWIN
npsiMnxX abo HenpsiMUX LUKIAAMBUX BAMBIB Ha Mepebir BariTHOCTI, PO3BUTOK embpioHa/nnofa, Noforn ym
MOCTHaTa/IbHUIA PO3BUTOK.

Y pe3ynbTarti KNiHIYHKUX AOCNILKEeHb 3aCTOCYBaHHSA aMBpPOKCONY rigpoxiopuay nicns 28-ro TMXXHA BariTHOCTI
He BUAB/IEHO XKOAHOTO LWKIAMBOIO BNAUBY Ha MAij,.

OfHak NoTpibHO fOTPUMYBATUCS 3BUYHUX 3aCTEPEXHMX 3aX0AiB CTOCOBHO NPUIAOMY NiKiB Y Mnepiog BariTHOCTI.
30Kpema, y | TPUMEeCTPi BariTHOCTi HE PEKOMEHAYETLCA 3aCTOCOBYBaTU TabneTkn A6pon®SR.

["ofyBaHHA rpyaato.

3a pe3ynbTaTamm JOKNiHIYHUX AOCNipKEHb aMBPOKCONY FiApoXIopuA NPOHKKAE Y FpyaHe Monoko. A6pon®SR
He PeKOMeH/y€eTbCs 3aCTOCOBYBATW Y Nepiog, rofyBaHHA rpyaato.

PepTULHICT.

LOKNIHIYHI AOCNIDKEHHS He BKa3yOTb Ha NPSIMUIA a60 HEMPAMUIA LUKIANNBUIA BNANB HA PePTUNBHICTb.

34aTHICTb BNAMBATY Ha WBMAKICTb peakLii npy KepyBaHHi aBTOTPaHCNOPTOM abo iHWMMKU MeXaHi3mamu.
Hemae gaHux LLofo BnavMBY ambpoKCOy Ha LWBMAKICTL peakLil Npu KepyBaHHI aBTOTpaHCNOPTOM abo poboTi 3
IHWUMK MexaHi3Mmamn. JocnifXeHb BMAVBY Ha LUBMAKICTb peakuii Npv KepyBaHHI aBTOTPaHCMOPTOM abo
po06OTi 3 IHLWMMKN MexaHi3MaMu He NPOBOAN/IN.

Cniocib 3acTocyBaHHA Ta [03W.

AKLLO He 3a3HAYeHO iHLLIe, PEKOMEHYEThCS Takunid npuiiom npenapaty A6pos®PSR:

Jopocni Ta AiTu Bikom Bif 12 poki: 1 Tabnetka 1 pa3 Ha o6y (ekBiBaleHTHO 75 mr/goby ambpokcony
rigpoxnopuay) BpaHui abo yBeuepi nicna ign. Tabnetku cnif KOBTaTW UMMM, 3anyBatOyM A0CTaTHLOO
KINIbKICTIO BOAMW.

3aralom Hemae 06MeXXeHb LLIOA0 TPMBAIOCTI 3aCTOCYBaHHS, ane AOBroTpuBasly Tepanito noTpibHO NPOBOAUTM
nig MeAUYHUM HarnsagoM.

A6pon®SR He ¢/ 3acTOCOBYBaTM [10BLUE 4-5 HIB 6€3 KOHCY/bTaLLiT3 NiKapem.

aiTn.

MpenapaT He 3aCTOCOBYBATM AITAM BiKOM 0 12 pOKiB Y 3B’A3KY 3 Ki/IbKICTIO Ai04OT PEHOBMHM, L0 MICTUTLCA Y
Tabnetyi. JiTam BikoM A0 12 pokiB peKOMeHAYETLCA 151 3aCTOCYBaHHA aMOpoKcon y opmi cmpony 15 mr/5 mn
a6o 30 mr/5 mn.

Mepeno3yBaHHSA.

[Joci Hemae MoBIAOM/IEHb WOA0 CNeUnpivYHNX CUMMTOMIB nepeao3yBaHHA. CMMNTOMK, BiOMI 3 NOOAVHOKUX
NoBiAOM/IEHb MPO Mepeao3yBaHHA Ta/abo BMMaAKM MOMWUIKOBOMO 3aCTOCYBaHHSA NiKiB, BiANOBi4al0Thb BiAOMUM
NoGiYHMM peakuisiM MpKU 3acTOCyBaHHI aMOPOKCO/Y TiApOXnopuay y PeKoMeHAoBaHWX fo3ax i noTpebytoTb
CYMNTOMATUYHOT O /TiKYBaHHS.

Mo6iyHI peakuii.

3 BOKy iMyHHOT cuCTeMM: peakuil FinepuyTAMBOCTI, aHaiNakTUYHI peakuii, BKAKOYaKUM aHadinakTUYHWIA
LLIOK, aHTiOHEBPOTUYHWIA HabPSK i CBEPOIX.

3 60Ky LUKIpU Ta NigWKIPHOT KNiTKOBUHU: BUCUMAHHSA, KPONWB’AHKA, CEPMO3HI LUKIPHI Mo6iYHI peakuii (y



TOMY 4YnCNi MyNbTU(OPMHA epuTeMa, CUHAPOM CTiBeHCa—[)KOHCOHa/TOKCMYHWIA enifepManbHNIA HEKPONI3 |
roCTpuiA reHepaniaoBaHuin eK3aHTEMATO3HMIA NYCTYNbO3).

3 60Ky HepBOBOI CUCTEMU: AUCreB3ia (Po3Naf cMaky).

3 60Ky LUMNYHKOBO-KWULLIKOBOTO TPaKTY: HYAOTa, 3HVKEHHSI YyT/AIMBOCTI Yy POTOBIA MOPOXHMHI, GMtOBaHHS,
Aiapest, aucnencis, 6inb y XXMBOTI, CyXiCTb Y POTi, CyXiCTb Y ropAi, CIMHOTeYa.

3 BOKy AuXasbHOT CUCTEMW, OpraHiB rpyAHOI KNITKM Ta CepefoCTIHHA: 3HVXXEHHA YyTAMBOCTI Y TOTL,
AMcnHoe (SIK peakuis rinepyyTiInMBOCTI).

3arasibHi po3nagu: rapsyka, peakuii 3 60Ky C/iM30BMX 060/10HOK.

MoBifOM/IEHHA NPO NiA03PKOBaHI MOGIYHI peakLil

MMoBiAOM/IEHHA MPO Nifo3prtoBaHi MOBGIYHI peakuii nicng peecTpauil NiKapCbKOro 3acoby € Ba/MBOK
npoueaypoto. Lle fae 3mory npofoBXyBaTW KOHTPO/OBATU CriBBIAHOLWEHHS KOPUCTL/PU3NK AN19 LbOro
NiKapcbKoro 3acoby. MefgnyHMX MpauiBHMKIB NPOCATb MOBIAOMAATM NPO YCi Migo3ptoBaHi No6IYHI peakuit
yepes HalioHa/IbHy CUCTEMY MOBILOM/EHD.

TepMiH NpUAaTHOCTI.
3 POKMW.

YMoBW 36epiraHHs.
36epiratv Npu TemnepaTypi He BuLle 25 °C B OpuriHanbHiiA yNakoBLi.
36epiratny HegOCTYNHOMY ANs AiTei Micui.

YnakoBKa.
Mo 10 Tabnetok y 6nicTepi; no 1 a6o 2 6nictepyn B KAPTOHHI yNakoBL,i.

Karteropis Bignycky.
be3 peuenTa.

Bupo6HUK.
TOB «KYCYM ®APM».

Micue3HaxomkeHHS BUPOOHMKaA Ta afgpeca Micusa NPOBaf>KeHHS MOro AisiNIbHOCTI.
40020, YkpaiHa, Cymcbka 06nactb, M. Cymu, Bysn. CkpsibiHa, 54.



