¥ Hapopna anTeka

IHCTPYKUIA

ANA MeAUYHOro 3aCTOCyBaHHSA JIiKapCbKOro 3acoby

AMb6pokcon-TeBa

(Ambroxol-Teva)

Cknap:
Airo4ya peyoBuHa: ambpokcony rigpoxnopuva;
5 Mn cnpony MicTaTb aMbpokcony rigpoxnopuay 15 mr;

AOMOMIXKHI ~ peqdoBuHN: copbiTy pPO34KnH, o He KpUCTanisyerbcs,
NponiNeHrnikonb, apoMaTnsaTop MaJlMHOBUI, CaxapuH, BOA4A O4YULLEHA.

Jlikapcbka cpopma. Cupon.

OCHOBHI @i3nKO-XiMiYHi BJ1IaCTMBOCTI: npo3opuin, 6e3bapBHnin abo KOBTyBaTOro
KON1bOPY PO34YMH 3 MAJIMHOBMM apOMaTOM.

dapMmakoTepaneBTUMYHa rpyna. 3acobun, WO 3acCTOCOBYIOTbCS NpU Kawi Ta
3aCTyAHMX 3aXBOpoBaHHAX. MykoniTuyHi 3acobu. Kog ATX RO5C BO6.

dapMaKoONOriyHi B/1aCTUBOCTI.
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dapmakognHaMika.

AMb6pokcony rigpoxnopupa 36inblwye cekpeuilo 3as03 AMXasIbHUX
wnaxis. AMBpPOKCON MOCUNIOE BUAINNIEHHA JlereHeBoro cypdakraHTa
WISIXOM MPSAMOro BnavBy Ha nHesMmouutn tuny II y anbBeosiax Ta
knitTmHax Knapa vy 6poHxiosiax, a TaKO)>X CTUMYJIIOE UuaiapHY
aKTUBHICTb. Lle npu3sBoanTb A0 36inblueHHA cekpeuil Ta BUAiIZIeHHSA
CNN3Y i NOKpaLWeHH MYKOUMJTiapHOro KJipeHcy.

AKTMBaUifa cekpeudii pianHM i 36iNnblIeHHA MyKOUWJIiapHOro KJipeHcy
noJsierwyroTb BUBEAEHHS C/IN3Yy Ta 3SMEHLIYIOTb Kaluesb.

Mosigomnsanocs nNpo  MicueBUMM  aHecTesytoumnm  edekTt  ambpokcony
rigpoxsopuay, WO MOXe MNOSACHBATUCA 34aTHICTIO 6/10KyBaTM  HaTpieBI
KaHanu. JocnigXeHHs in vitro nokasanu, wo ambpokcony rigpoxnopug 610Kye
HEeMPOHHI HaTpieBi KaHanu; 3B’a3yBaHHs 6yno 060pOTHMM i 3anexano Big
KOHUEeHTpauil.

AMbpokcony rigapoxsopua npoaeMOHCTPYBaB NpoTu3ananbHUW BNAKB in Vitro.
[locnigxxeHHs in vitro Bnasunan, Wwo aMmbpokcony rigpoxnopug 3Ha4yHO 3MEeHLUYE
BUBIJIbHEHHSA UMUTOKIHY 3 KpPOBi Ta TKaHMHHE 3B'Si3yBaHHS MOHOHYKJ/I€apHUX i
NONIMOPMHOHYKIEAaPHUX KNITUH.

3adikcoBaHO 3HaYHe 3MeHLWeHHs 60110 | NOYEPBOHIHHA B ropfi y NaLUIEHTIB i3
dapuHriTOM npu 3acTOCyBaHHI npenapary.

Micnga 3acTtocyBaHHA aMbpoKCony rigpoxnopuay niaBULLYETLCA KOHUeHTpauis
aHTMBIOTHKKIB (amoKkcmuunniny, uedypokcumy, €pPUTPOMILIMHY) y
bpoHxonereHeBOMY CeKpeTi Ta Y MOKPOTUHHI.

DapMaKOKIHEeTHUKa.

A6copbuis. Abcopbuia ambpokcony rigpoxnopuay 3 nepopasibHUX
¢opM HenpoJsIOHroBaHoOiI Aii wBuAKAa i AOCUTb NMOBHA, 3 NiHIWHOKW
3aNeXXHICTIO Y TepaneBTUYHOMY Aiana3oHi. MakcMMasibHMK piBeHb Yy
nna3sMi KpoBi AOCAraerbcs uyepes 1-2,5 roaMHu npu nepopasibHOMY
npMMUoOMi nikapcbknx (popM WIBMAKOro BUBiIJIbHEHHA | B cepeAHbOMY
nicnsa 6,5 roamH npm 3acrocyBaHHi (POPM NOBIJSIBHOIoO BUBIJIbHEHHSA.

Po3nogain. MNpu nepopanbHOMY NpUNOMI po3mnoain aMbpokcony rigpoxnopuay 3
KPOBi A0 TKAHWH LWBUAKUN i Pi3KO BUPAXEHUN, 3 HAaMBULLOK KOHLEHTpAUIE
aKTMBHOI pe4yoBUHU Yy nereHsax. O6’eM posnoginy npu nepopanbHOMY MPUNOMI
CTaHOBUTb 552 n. Y nnasmi KpoBi y TepaneBTUYHOMY Aiana3oHi npnbnnsHo 90
% npenapaTy 3B'A3YETbCA 3 HinkaMu.

Metabonism Ta BuBeaeHHs. NMpubnnsHo 30 % p[03M nicnsg nepopanbHOro
3aCTOCYBaHHA  BMBOAMTLCS  BHACNIAOK  MpecucTtemMHoro  MeTtabonismy.
AMbpokcony rigpoxsopua MeTaboniszyeTbCs, rosI0OBHMM UYMHOM, Yy MediHui
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LWASXOM [IIOKYPOHi3auii i po3wenneHHa A0 AMOpPOMaHTPaHifIoBOi KUCIOTU
(npnbnusHo 10 % po3n). doseneHo, wo CYP3A4 Bignosiga€e 3a mMetabonism
ambpokcony rigpoxnopuay 4o AM6poMaHTpaHiNoBOi KUCIOTK.

Bnnsbko 6 % [03M BUBOASATLCH Y HE3MIHEHIN dopMi, Toai 9K npubnansHo 26 %
0031 = y KOH'toroBaHin ¢opmi i3 ceveto.

Mepiog HaniBBMBeAEHHS 3 Mjia3Mu KpoBi CTaHOBUTb npubnansHo 10 roguH.
3arasibHUM KNipeHC 3HaxoauTbCs y Mexax 660 M/i/XB pa3oM i3 HUPKOBUM
KMipeHCOoM, WO CTaHOBUTb NpmnbnnsHo 83 % Bia 3arasibHOro KNipeHcy.

dapmMakokiHeTMKa B 0CO6MBMX rpynax XBOPMX. Y MaUIi€EHTIB i3 NOpPYLUEHHSAMMU
dyHKUIT nedviHkn BuBeAeHHs aMbpokcony rigpoxaopuay 3MeHLUeHe, Lo
3ymoBntwe B 1,3-2 pasm BUWMK piBeHb Yy nasMi KpoBi. OCKiNbKK
TepaneBTUYHMW Aiana3oH aMbpokcony riapoxsopuay AOCTaTHbO LUMPOKUN,
3MiHIOBATM A03YBaHHSA He NoTpibHO.

Bik Ta cTaTb He MalwTb KIHIYHO 3HAYywWoro BNAMBY Ha (apMaKOKiHETUKY
ambpokcony rigpoxnopuay, Tomy 6yab-sika Kopekuis A03M He NOoTpibHa.

B>xnBaHHSA Xi He BNAMBAE Ha 6iogoCcTynHiCTb aMbpokcony rigpoxnopuay.

KniHiuyHi XapaKTepuCcTuKku.
lMoka3aHHs.

CekpeTtoniTMyHa Tepanis nNpM rocTpux i XPOHIYHMX 6GpOHXO-
NyZIbMOHAaJIbHUX 3axXBOPIOBaHHSAX, MOB'AI3aHMX i3 MNOPYLUEHHAMM
6poHXxiasibHOI cekpelil Ta ocsabsieHHAM NpoCyBaHHA C/N3Yy.

lNMpornnoka3saHHS.

MigBuwenHa 4JyTnueicTb A0 ambpokcony Ta/abo A0 IHWWX KOMMOHEHTIB
npenapary.

PiokicHi cnagkoBi CTaHW, 4yepe3 AKi MOX/IMBA HECYMICHICTb i3 AOMOMIXKHOLO
pe4yoBMHO npenapaTty (ams. po3ain «OcobnMBOCTI 3aCTOCYBaHHS»).

B3aemogin 3 iHWNMH nnikapcbknMm 3acobamm 1a iHWI BUAN B3a€EMOAIN.
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OaHo4vacHe 3actocyBaHHSA aMbpokcony Ta 3acobiB, WO MNPUrHiYYOTb Kallenb,
MOXe MpuU3BeCTU A0 HAAMIPHOrO0 HaKOMMUYEeHHS CN3Yy BHACMIAOK MPUrHIYEeHHS
KalnboBoro pednekcy. ToMy Taka KoMbiHaLuis MOXMBA TiNIbKK Nicns peTenbHOoi
OUIHKM NiKapeM CniBBiAHOLWEHHS O4YiKyBaHOI KOPUCTI Ta MOXJ/IMBOIro PU3NKY Bij
3aCTOCYBaHH4.

OCco6/1MBOCTi 3aCTOCYBaHHSI.

MoBigOMNSANM NpPO PO3BUTOK TSXKKMX LWKIPHUX peakuin (MynbTudopMHa
eputema, cuHapoM CriBeHca-[>XOHCOHA, TOKCMYHUI enigepManbHU HEKPONi3
(cvuHapoMm  Jlanenna) Ta roCTpMM  reHepanisoBaHUM  eK3aHTeEMaTO3HWUMN
NyCTy/1b03), NOB’A3aHMUX i3 3acTocyBaHHAM aMmbpokcony. Npu BUHUKHEHHI abo
nporpecyBaHHi LWKipHUX BucunaHb (iHOAI acouinoBaHMX i3 nyxupsmum abo
YPaXXeHHSAM CcAn30BMX O060MOHOK) CNig HeramHo MpPUMNUHUTM 3aCTOCYBaAHHS
aMbpoKcony Ta 3BepHYTUCA A0 Nikaps.

Ambpokcon-Tesa, cmpon, cfif 3acTocoByBaTu 3 OO6EPEXHICTIO NMpU MNOPYLUEHHI
6poHXianbHOI MOTOPUKKW Ta NOCUNEHIN cekpeuii cnudy (Hanpukniag, npym TakomMy
pPiAKICHOMY 3aXBOpPIOBaHHI SIK NepBMHHA UW/iapHa AWCKIHE3id) 4yepe3 pusunk
CMPUSHHS HaKOMUUYEHHIO CeKpeTy.

Y XBOpPUX i3 TAXKOK HUPKOBOK HEAOCTATHICTIO NpU 3acTOCyBaHHI ambpokcony,
K | 6yab-gKOi Aito4oi peyvyoBUHM, sika MeTaboni3yeTbCcsa B NediHui, a MnoTiM
BUBOAUTBLCS HUPKaMU, MOXJ/IMBE HaAKOMMYeHHA MeTaboniTiB ambpokcony, AKi
YTBOPHOKOTLCSA Yy nediHui. [lauieHTaM i3 nopyweHHAaMN  dYHKLUIT HUPOK
Ta TSXKKMMU 3aXBOPHOBAHHAMU MeYiHKW CNig 3acTocoByBaTU aMbpoKCoN TiNbKu
nicna KOHCyNbTauil 3 slikapeM.

AMmb6pokcon-Tea, cnmpon, MicTuTb copbiT. 5 Mn cupony Mictatb 2,1 r copbity (Wwo
Bignosigae 0,18 XO). EHepretuyHa UuiHHicTb 1 r copbity - 2,6 kkan. CopbiT
MOXe YMHUTKU M'aKy nocnabnwtudy aito. MNauieHTaM i3 pigKiCHMMM CnagKoBUMU
dopMamMm HenepeHOCUMOCTI PPYKTO3M He cnig npumnMaTh uen npenapar.

3acrocyBaHHs y riepioq BaritHoCTi abo rogyBaHHSs rpyaato.
BaritHicTb

AMbpokcony rigpoxnopua NpoHUKAE yepes nnaueHTapHui 6ap’ep. locnigkeHHS
Ha TBapuHax He BUSABWAW MpsAMOro abo HenpsaMoOro WKIiAIMBOro BMJIMBY Ha
nepebir BariTHOCTI, po3BUTOK eMmbpioHa/nnoaa, nonoru abo nocTHaTasbHUN
pPO3BUTOK.
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Y pe3ynbTaTi KAIHIYHUX [O0CNiAXeHb 3aCTOCyBaHHA npenapaTy nicng 28-ro
TUXXHSA BariTHOCTI He BWABNEHO >XOAHOMOo LWKIiAAMBOIro BMNAMBY Ha nnia.
He3BaXkatouun Ha ue, Cnig A0TPUMYBATUCHA 3BUYHUX 3aCTEPEXHMX 3aX0A4iB Woao0
npunoMy nikapcbkux 3acobiB y nepioa BariTHocTi. Ocobnmueo y I TpumecTpi
BariTHOCTIi HE peKOMeHAYETbCA 3aCTOCOBYBATU Npenapar.

FoayBaHHs rpyanto

AMb6poKcony rigpoxaopua NpoHMKAaE y rpyaHe MOJIOKO. Xova He OYiKYETbCS
HebaXkaHOro BMAMBY Ha  HEMOBAAT, aMbpoKcos He  pPeKOMEHAYETLCS
3aCTOCOBYBaTW Yy Nnepioa roayBaHHS rpyaato.

QepTU/IbHICTb

[OKNiHIYHI AoCnigXeHHs He BKasylTb Ha NpsMui abo HenpsiMuin WKIiaInBuin
BMAMB Ha PepTUbHICTb.

34aTHICTb BM/INBaTHU Ha LUBUAKICTb peakLii npyn KepyBaHHI aBTOTpaHCropTom abo
IHWUMN MexaHIi3mMamu.

HeMae gaHux WoAOo BNAMBY MNpenapaTy Ha LWBUAKICTb peakuii Mpu KepyBaHHI
aBTOTpaHCNopToM abo poboTi 3 iHWKMMKM MexaHi3MaMu. JoCniaXeHHS BN/INMBY Ha
WBMAKICTb peakuii npu KepyBaHHi aBToTpaHcnopToM abo poboTi 3 iHWMMK
MeXaHi3MaMun He NMpoBOAMIINCA.

Crniocib 3acrocyBaHHSsI Ta JO3M.

AMbpokcon-TeBa, cMpon, NpUMMalKTb BHYTPIWHbLO nicng iau. MNicnga npunomy
PEKOMEHAYETbCA BUMUTU 1 CKIAAHKY BOAU. MYKONITUYHUN edeKT amMbpokcony
MOCUTIOETLCA NPU BXMBAHHI BEJIMKOI KiNIbKOCTI pianHMU.

dopocni ta aitn Bikom Big 12 pokiB: y nepuwi 2-3 gobu - no 10 mn 3 pa3u Ha
noby (eksiBaneHTHO 90 Mr ambpokcony rigpoxnopuay Ha noby), aani — no 10
M/ 2 pa3u Ha foby (eksiBaneHTHO 60 Mr ambpokcony rigpoxsaopuay Ha aoby). ¥
pa3i HeobXiAHOCTI TepaneBTUYHUN edeKT ANs AOPOC/nX Ta AiTen BikOM Big 12
poKiB Moxe 6yTn nigcuneHnn 36inbweHHAM go3m go 20 Mn 2 pasu Ha
noby (eksiBaneHTHo 120 Mr ambpokcony rigpoxnopuay Ha noby).

JopocnnM Ta AiTAM BIiKOM Big 12 pokKiB AOLUiISIbHO 3aCTOCOBYBaTW NiKapCbKy
dopMy, WO MICTUTb BUWY KOHUEHTpauito ambpokcony rigpoxnaopuay
(Hanpuknag, AMbpokcon-TeBa, po3uunH, 37,5 mr/5 mn).
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Hitn:

— BiKOM A0 2 poKiB (KpiM HOBOHapoOAXeHUX i HegoHoWweHnX) — no 2,5 mn 2 pasu
Ha foby (ekBiBaneHTHO 15 Mr ambpokcony rigpoxnopuay Ha noby);

- BIKOM Big 2 no 5 pokie — no 2,5 mn 3 pa3u Ha noby (ekBiBaneHTHO 22,5 Mr
ambpokcony riapoxnopuay Ha noby);

- BIiKOM Big 6 o 12 pokiB — no 5 mn 2-3 pa3un Ha noby (eksiBaneHTHo 30-45 mr
ambpokcony rigpoxnopuay Ha noby).

TpuBanicTb NiKkyBaHHSA 3aneXuTb Big ocobnmBocTen nepebiry 3axBOproBaHHS.

AMbpokcon-TeBa, cmpon, He cnig 3acrocoByBaTu pgoswe 4-5 paHiB 6e3
KOHCybTauil 3 nikapem.

itn.

lMpenapaT MOXHa 3aCTOCOBYBATU AiTAM. 3aCTOCYBaHHA AITAM BIiKOM A0 2 POKIB
MOXJ/IMBE /e 3a NpU3HaAYeHHAM Nikap4.

lNMepepno3yBaHHS.

Ha paHuMi 4ac HeMae noBigOMAEeHb WoAO0 cneunudiyHnx CUMMTOMIB
nepenosyBaHHsA y nogen. CMMNITOMKU, BiAOMi 3 MOOAMHOKMX MOBIAOMSIEHb MPO
nepenosyBaHHS i/abo BUNaaku NOMUIKOBOIO 3aCTOCYBaHHA MikiB, BigNOBiAal0Tb
BigOMMM nob6iYyHMM edekTaM amMbpokcony Yy peKoMeHAOBaHUX Jo3ax i
noTpebyoTb  CMMNOTOMATUYHOIO  JliKyBaHHA. HaluacTtiwe  crnocTtepiranm
KOPOTKOYACHMW HECroKin Ta aiapeto.

3rigHO 3 AOKJIHIYHUMU OOCNIAXEHHAMMN, NPU 3HAYHOMY Nepeno3yBaHHI MOXYTb
BMHUKATK NigBULLEHE CWMHOBUAINEHHSA, HyaoTa, 6M0BaHHA Ta apTepianbHa
rinoTeHsis.

Mo6iyHi peakuyir.

3a 4acTtoTor nobiyHi peakuii po3nodineHi Ha Taki KaTeropii: AyXe 4acTo
(=2 1/10); vacto (= 1/100, < 1/10); Hevacto (= 1/1000, < 1/100); piaoko
(= 1/10000, < 1/1000); ayxe piako (< 1/10000); yacToTa
HeBigoOMa (HEMOXJ/IMBO OUIHUTM 3@ HAassBHUMWU JAHUMWN).

3 60Ky IMyHHOI cucremu:
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piAKO — peakuil rinep4yyTnmMBOCTI;

yacTtoTa HeBigOMa - aHaddinakTU4Hi peakuii, BKao4Yaum aHadinakTuyHNm
LWOK, aHrOHEBPOTUYHNIN HabpsK, cBepbix.

3 60Ky TpaBHOI cUCTEMU :

4acToO — HYAOTa, 3HMXEHHS YYTNIMBOCTI Y POTOBIA MOPOXHUHI;

He4yacTo - 6/1t0BaHHA, Adiapes, aucnencisa, 6inb y XMBOTI, CyXiCTb Y poOTi;
piAKO — CyXiCTb Yy ropni;

AyXe pigKo — CIMHOoTeva.
3 60Ky HepBOBOI CUCTEMMU !
yacTo — aucressida (po3naj cMaky).

3 60Ky AnXasibHOI CUCTEMU !
4acTO — 3HMXXEHHSA YYT/IMBOCTI Y M10TUi;

yacToTa HeBigOMa — AUCNHOeE (SIK peakuis rinepyyTamMBOCTI).

3 60Ky LUKIipY Ta MigLWKIPHOI K/TITKOBUHN !

piAKO — BUCUMMNAHHS, KPONUB'AHKA;

yacToTa HeBigOMa — TSXKKi ypaXKeHHS wWkKipn (BkNwYarwum cuHapom CriBeHca-
[>KOHCOHa, cuHApoM Jlanenna, MynbTUPOPMHY epuTeMy Ta [OCTpUN
reHepanizoBaHW eK3aHTEMATO3HUMN NMYCTYyNbO3).

3ara/ibHi po3i1agn:

HeyacTo — rapsiyka, peakuii 3 6oky cnnsosmx 060N0HOK.

TepMiH NnpnagaTHOCTI. 5 pokiB..

Micna nepworo BigKkpuTTS diakoHa — 1 pik.

YMoBMu 36epiraHHsa. Jlikapcbkmnit 3aci6b He noTpebye cneudiasbHUX YMOB
36epiraHHa. 36epirati y He4OCTYNHOMY ANs AiTen Micu,i.

YnakoBka.
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Mo 100 mn cupony y dnakoHi; no 1 ¢pakoHy pa3oM i3 MipHUM CTaKaHUYMKOM Y
Kopobui.

Karteropis Bignycky. be3 peuenTa.
Bupo6Huk. Mepkne N'M6X.

Micue3Haxoa)XeHH BMPO6GHMKA Ta agpeca Micusa nNpoBag>XeHHA Moro
ARIANbHOCTI.

Jhoagir-Mepkne-LWTtpacce 3, 89143 bnaybonpeH, HiMmeyunHa.



