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Cknag
Airoya peyoBuHa: ambpokcony rigpoxnopua (ambroxol hydrochloride);
1 amnyna mictutb ambpokcony rigpoxnopuay 15 mr;

AOMOMIXKHI pedoBUHU: KNCNOoTa NMMOHHA, MoHorigpaT (E 330); HaTpito rigpodocdar,
avrigpaTt; HaTpito xnopua; Boaa Ans iH'ekuin.

Jlikapcbka dopma
Po3uunH ang iHdy3in.

OCHOBHI (i3MKO-XiMiYHi BTAaCTUBOCTI: Npo3opuii, 6e36apBHUA PO3UYMH, MPAKTUYHO BiNlbHWUI
BiJ 4acToOK.

dapMakoTepaneBTMYHa rpyna

3acobu, WO 3aCTOCOBYHOTLCA MpM KawI Ta 3acCTyAHMX 3aXBOPHOBAHHAX. MyKOMAITUYHI
3acobun. Kog ATX RO5C BO6.

dapMaKonoriyHi B1aCTUBOCTI
QapmakoanHamika.

AMbpokcony rigpoxnopua, 3amiweHun 6eH3mnamiH, € metabonitom 6poMrekcumHy. BiH
BiApi3HSETLCS Big 6pPOMIreKCMHY BiACYTHICTIO METUITBHOI FPYNK Ta HASIBHICTIO MiAPOKCUABHOI
rpynu y napa-TpaHC-nosIOXeHHI LMKNOreKCUI0BOro Kinbus.

AMBPOKCON YMHUTb CEKPETONITUYHY | CEKPETOMOTOPHY Aito Y 6poHXianbHOMY TpaKTi.

Y [OOKNIHIYHMX  AOChigXeHHsX BiH 36inbwyBaB  4YacTKy CEpO3HOro0 KOMIMOHEHTa
6poHXxianbHOI cekpeuii. AMBpPOKCON CNpUSE BWUAANEHHID CAU3Y LWASAXOM 3HUXEHHS
B'A3KOCTI Ta aKTUBALii uMniapHOro enitenito.

AMBpPOKCON aKTUBYE CUCTEMY CypdakTaHTa 3a paxyHok 6e3nocepeaHboro BMAMBY Ha
nHesMoumnTn II TUNY B anbBeosiax Ta KNiTMHU Knapa B AiNSHUI Manmx AnXanbHUX WAAXIB.
BiH mocunoe yTBOpeHHsS Ta BUMBEeAEHHS NMOBEPXHEBO-aKTUBHOMO MaTepiany B anbBeonax
Ta OpoHxianbHOMY pAepeBi nnoda Ta Aopocnoro opraniamy. Ui edektn 6ynu
NPOAEMOHCTPOBaHI Y pi3HMX 6ioNoriYyHMX BUAIB Ha KynbTypax KAiTWUH Ta in vivo.

KpiM TOro, B pi3HUX AOKIHIYHMX AOCNIAXEHHAX 6Y10 NPOAEMOHCTPOBAHO aHTUOKCUAAHTHI
edekTn ambpokcony.

QapMaKoKiHETUKA.

Mpy BHYTPIWHBOBEHHOMY 3acCTOCyBaHHi 6i040CTYNHICTb npenapaTy 3a BU3HAYEHHAM
ctaHoBuUTb 100 %. [licna BHYTPIWHbOBEHHOro BBeAEeHHS KiHeTUKa aMbpokcony vy
TepaneBTUYHOMY Aiana30oHi 3aCTOCyBaHHSA CTaHOBUTb 15 — 90 Mr 3 NiHIMHOK 3aneXxHicTio
BiJ 403U, NPpU LUbOMY HaBiTb Mpu BHYTPIilLHbLOBEHHOMY BBeAeHHi 1,0 r He cnocTepiraerbcs
BiAYYTHMX BiAXWNEHb Big NiHINHOCTI A03MU.

Po3noain

MpubnmusHo 85 % (80 - 90 %) npenapaTy 3B'A3yeTbca 3 6inkamMu nnasmm KpoBi. Y
NereHeBin TKaHWHi aMbpoKcon Aocsra€ 6inbll BUCOKOT KOHLEHTpaLUIi, HiXX Yy nna3Mi Kposi,
npu napeHTepasbHOMY BBeAeHHi. AMBPOKCON MoOXe MNpOoHMKATU Yy uepebpocniHanbHy
pianHy, yepe3 nnaueHTapHui 6ap'ep Ta BUAINAETLCS Y rPyAHE MOMOKO.

BioTpaHcdopmauis
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dopMyBaHHSA MeTaboniTiB, 34aTHMX NPOHUKATK B HUPKK (Hanpuknaa, ambpoMaHTpaHinosa
KWUCNoTa, rMIKYypoHia), BiabyBaeTbCa y NediHui.

BuBeapeHHsA

Maixe 90% npenapaTy BUMBOAUTBLCA HUPKaAMK y popMi MeTaboniTie, WO YTBOPIOOTLCHA B
neviHui. MeHwe 10% ambpokcony BMBOAUTLCA HUPKaMU y HE3MIHEHOMY BuUrnaai. Yepes
BMCOKMW CTyniHb 3B'A3yBaHHA 3 6inkamu, Benukun o06°eM po3noginly Ta NOBiINbHUNA
nepeposnoain npenapaTy 3 TKaHWH B KPOB Npw Aianisi abo ¢gopcoBaHOMY Aiypesi CyTTEBE
BMBeAEHHS aMbpoKCOo/y MasoMMOBipHe.

KiHueBM nepiog HaniBBMBEAEHHS 3 MNa3MM KpoOBi CTaHOBUTb 7-12 roauvH. [epion
HaniBBMBeAEHHS 3 MJla3aMM aMbpoKcony Ta Moro mMeTtaboniTiB CTaHOBUTb NpUGNN3HO 22
roAMHMN.

MauieHTn 3 NopyweHHSIM dYHKUIT NeYiHKKU Ta HUPOK

Y nauieHTiB 3 TAXKNUMK po3nagaMn 3 60Ky NeydiHKK KnipeHC aMbpOoKCoy 3HMXYETbCSA Ha
20- 40 %. Y nauieHTIiB i3 THXKKMM NOPYLUEHHAM (YHKLUIi HUPOK HeobXiAHO BpaxoByBaTH
Kymynauito metabonitis ambpokcony.

aitn

Y HOBOHApOAXXEHMX, AKMM MOBTOPHO BHYTPIWHbOBEHHO BBOAWMM aMbpokcon, nepios
HaniBBUBeAEHHS I'IpVI6J'IVI3HO noaBoOOBaBCA, WO BKA3yeE Ha 3HUXEHUN KJ'IipeHC.

KniHiYHI XapakTepucTukm

lMoka3aHHSA.

Ons nigcuneHHs BUPoObGMeHHsT NnereHeBOoro cypdakTaHTa y HeAOHOWeHWX aiten Ta
HOBOHApPOAXEHUX 3 CUHAPOMOM AMXasibHOI HEAOCTAaTHOCTI.

MpoTunokasaHHS

Bigoma rinepuyTnueicte Ao ambpokcony rigpoxnopuay abo iHWWUX KOMMOHEHTIB
npenapary.

B3aemogia 3 iHWMMN NikapCbKMMKN 3acobamum Ta iHWI BMAWM B3AEMOAIN

Jo ubOro yacy He BCT@HOBJ/IEHO KJ/IHIYHO 3HA4YyLWIKMX B3AEMOAIN npenapaTty 3 iHWWUMK
Nnikapcbknmm 3acobamu.

OaHo4acHe 3acTocyBaHHS npenapaTy JlazonBaH®Ta 3acobiB, WO MPUrHiYYOTb Kallenb,
MOXE MPU3BECTU A0 HAAMIPHOIM0 HAKOMUUYEHHSA CNN3Y BHACNIAOK NPUrHiYeHHSA KalllbOBOro
pednekcy; Taka KoMbiHauUia MoOXIuBa TiNbKM MiCNS peTenbHOI OUIHKW  NiKapeMm
CMiBBiIAHOLWEHHS O4YiKyBaHOI KOPUCTI Ta MOXJ/IMBOIO PU3NKY BiJ 3aCTOCYBaHHA.

JNlabopaTtopHi aHanisn

OaHo4acHe 3acTocyBaHHs aMbpokcony i aHTMbioTUKIB (aMOKCUMUMAiHY, LedypoKCUMY,
OOKCULMKIIHY | epUTPOMILMHY) NPM3BOANTL A0 NiABULLEHHSA KOHUEHTpauii aHTUbioTuKIiB y
6poHXxonereHeBUX cekpeTax i MOKPOTUHHI.

OcobnmBOCTi 3aCTOCYBaHHS

Haaxoannu noBiaoMEHHS NMPOo TAXKI YpaXKeHHS LWKipW, Taki aK: MynbTU(POpPMHa eputema,
cuHapoMm CriBeHca - [XXOHCOHA/TOKCUYHMA eniaepMmasnbHUA  HEKpOni3 Ta roCcTpun
reHepasnizoBaHUM eK3aHTEMATO3HUMN MYCTY/1b03, NOB'A3aHi i3 3aCTOCYBaHHAM aMbpokcony
rigpoxnopuay. AKWo NpUCYTHIi CUMMNTOMW MpPOrpecyBaHHS BUCUMaHHA Ha wWKipi (iHoAi
MoB "si3aHi 3 MOsIBOIO MyxuMpuUiB abo ypaXeHHAM CNM30BOi 060MO0HKK), Cnig HeramHo
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NPUMNUHUTN NiKyBaHHS aMbBpOKCO/IOM riapoXNopuaoM Ta 3BEpPHYTUCS 3@ MeAMYHOH
ZL0MOMOroto.

AKWO BHYTPilUHbOBEHHE BBEAEHHS 3AINCHIOETLCA HAATO LWBWAKO, B AYXEe PiAKICHUX
BMMNaAKaxX MOXYTb BUHMKATU FOMOBHUI 6inb, nigBULLIEHA BTOMJIOBAHICTb, BUCHAXEHHS i
BifUYTTS BaXXKOCTi B HOrax.

Ockinbkn aMbpoKCO MOXE MOCUIIOBATU CEKpPELito cnuiy, npenapat JlazonBaH®, po34unH
Ans iHdy3in, cnig 3acTocoByBaTu 3 06€peXHICTIO NPy NOPYLLUEHHI 6pOHXiafbHOI MOTOPUKU
Ta NocwumeHin cekpeuii cnusy (Hanpuknaz npu TakoMy PiAKICHOMY 3axBOPIOBaHHI, K
nepBUHHA UmMniapHa aUCKiHe3is).

JlazonBaH®, po3ymnH Ans iHdy3in, MiCTUTb MeHW HiXXK 1 MMonb (23 Mr) HaTpito Ha amnyny,
TO6TO MaiKe He MICTUTb HaTpilo.

JlazoneaH®, po3uMH Ang iHdYy3in, cnig 3acrtocoByBaTM 3 0OEpPEXHICTIO MauieHTam 3
NOPYLWEHHAMN (QYHKLIT HUPOK abo TSXKMM 3axXBOPHOBAHHAM nediHkK. MNpu 3acToCyBaHHI
ambpokcony, sk i 6yab-sIKOi Aito4yoi pedoBunHK, Aka MeTabonisyeTbCcsd B NediHui, a noTiM
BMBOAMTBLCS HUPKAMM, HaKoNM4YeHHs MeTaboniTiB, sKi YTBOPKOKWTLCA Yy MediHui, Moxe
O4iKyBaTMUCS Yy MNALIEHTIB 3 TAXKOK HUPKOBOK HEAOCTATHICTIO.

3acrocyBaHHSs y rniepiog BaritHoCTi abo rogyBaHHS rpyAaaio.
[aHi BiACYTHI yepes BiACYTHICTb NOKa3aHb.

34aTHICTb  BrAuBaTn Ha LWBMAKICTb  peakuil rnpun KepyBaHHi  aBTOTPaHCriopToM
abo mexaHiamamu.

He CTOCYETbCH, OCKiNbKU npenapart 3aCTOCOBYHOTb HEAOHOLWEHUM OiTaM Ta
HOBOHApPOA>XXEHUM.

Cnocib 3acTtocyBaHHS Ta A03M

0N BHYTPILWHBbOBEHHOI iHY3ii.

Jo3yBaHHA

30 mMr Ha 1 kr Macu Tina i Ha fgoby, posaineHi Ha 4 OAMHOYHI A03MW.
[lo3yBaHHSA Npu HUPKOBIN i/abo NediHKOoBIlA HEAOCTATHOCTI

Mpu TAXKIA HUPKOBIN HeaoCTAaTHOCTI abo  TAXKiA  NeYiHKOBIM  HeAOCTaTHOCTI
nNigTpMMyBasbHy 03y MOTPi6HO BiANOBIAHO 3HU3UTKM abo 36iNbWKWTU HTEepBan MiX
BBEAEHHSAM [03.

PO3unMH nNoTpibHO BBOAWMTM 3a AOMOMOMOK MOMMOBOro MNPUCTPOK ANS iHGY3iM WNaxXoMm
KOPOTKOI iH(Y3ii NpOTArom wWoHaMeHLwe 5 XBUNH.

TpuBanicTtb flikyBaHHA — 5 AHIB.

BmicTt 1 - 6 amnyn cnia po3eectu y 250 — 500 mn @i3ionoriyHOro po3ynmHy abo po3umHy
PiHrepa. Po3uuH, po3BeAeHMi 3a A0MNOMOrok @is3ionoriyHoro po3umHy abo po3UuHYy
PiHrepa, ctabinbHunit 3 isanMKoO-XiMiYHOI TOUKM 30pYy MPOTAroM 24 rogmMH Npu TemnepaTtypi
15 - 25°C. 3 wmikpob6ionoriyHoi TOUYKM 30py, SAKWO BIAKPUTTS aMmnyn i po3BeAEeHHS
noB’si3aHe 3 pU3MKOM MiKpo6ioNoriYHOI KOHTaMiHauii, po34ynH cnig BMKOpUCTaTU oApasy
nicng npuroTyBaHHsA. AKWO LbOro He CTaNloCb, BiAMOBiAANIbHICTb 3@ YMOBW Ta TepPMiHMU
36epiraHHA Hece KOpUCTyBau. SKLO XOAEH 3 LUX PO3YMHHWUKIB HEAOCTYMHUR, PO34UMH
rnoKo3n 5 % Moxe 6yTh 3aCTOCOBaHUI, IK anbTeEPHATMBHUN. NpU 3aCTOCYBaHHI PO3UYNHY
rnoko3n 5 % BMICT amnyn cnig po3soanTtn 6e3nocepeHbo nepen BUKOPUCTaHHAM. AKLWO
PO34MH He 6YN0 BUKOPUCTAHO HeramHo Nicna NpuroTyBaHHS, MOro NOTpibHO yTunizysaTw.

Oitn
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3aCTOCOBy}OTb HeJOHOoWeHM ,CI,iTFIM Ta HOBOHapoOaAXXeHUM 3a NMOKa3aHHAMMU.
[MepenosyBaHHA

Hapasi HeMae noBiaoMMeHb WOAO creundiyHnxX CMMNTOMIB nepeaosyBaHHsA. CMMMOTOMM,
O crnocTepiratoTbCa y pasi BUMNAAKOBOro nepenosyBaHHs abo MeandHOi MOMWUIIKM,
aHanorivyHi 3 BigOMMMKN NOBIYHMMKN peaKLiSsMKU Npu 3aCTOCYBaHHI B peKOMEeHA0BaHUX A03aX
Ta MOXyTb noTpebyBaT CMMNTOMAaTUYHOIO JliKyBaHHS.

MobiyvHi peakuii
Ansa ouiHKM Y4acTtoTn nobiyHmMx aBuLy 6yno BUKOPUCTAHO TaKy Kiacudikauito:

ayxe vyacto =1/10;

yacTto > 1/100 - < 1/10;
HeyacTo > 1/1000 - < 1/100;
piako > 1/10 000 - < 1/1000;

ayxe pigko < 1/10 000;

HeBIAOMO HEMOXX/IMBO OLHUTU Ha OCHOBI HAaABHUX AaHUX.
3 60Ky IMyHHOI cucTemu:

piAKO — peakuii rinepyyT/nBOCTI;

HeBiAOMO - aHadiNaKTUYHI peakuii, BKJ1lOYaOUMn aHadinakTNYHUM LIOK,
AHriOHEBPOTUYHKN HabpsaK i cBepbix.

3 60Ky LWKipH Ta MiALLKIPHOT K/TITKOBUHN
HeyacTto - epuUTeMa;
piAKO — BUCUMN, KPOMUB'SHKA;

HEeBiAOMO — CepWo3Hi WKipHi NobivHi peakuii (y ToMy 4uucni MynbtudopMHa eputeMa,
cnHapoM CriBeHCa - [KOHCOHA/ TOKCUYHUW enigepManbHUA  HEKponi3 i rocTpumn
reHepani3zoBaHWN eK3aHTeMaTO3HUIN NYCTY1b03).

3 60Ky LWI/TYHKOBO-KULLIKOBOIO TPaKTy':

HeyacTo — CyXiCTb Y pOTi, 3anop, cAInMHoTeYa, CyXiCTb y ropni;

HEeBiAOMO — HyAoTa, 6ntoBaHHSA, aiapes, ancnencis, 6inb y XXMBOTI.

3 60Ky AnxasibHOi CUCTEMU, OpraHiB rpyAHOI KJIITKN Ta CEPEAOCTIHHS !

HeYyacTo — puHopes, AMCNHoe (K CUMMTOM peakuii NiABULWEHOI YyTINBOCTI).

3 60Ky HUPOK Ta CEHOBUAI/IbHOI CUCTEMMU

He4yacTo — po3faAn Ce4oBUMYCKaHHS.

lNopylueHHs 3ara/lbHoOro xapakrepy Ta natosioriyHi 1BuLya y Micli BBeAeHHSs rpernapary:
He4yacTo — NigBULLEHHS TeMNepaTypu Tina Ta 03HO6, peakuii 3 60Ky CnM30B0Oi 06010HKMU.
MoBigoMneHHA Npo nigo3proBaHi NO6iIUHI peakuil

MoBigoMAeHHA Npo Nigo3poBaHi NobiUHI peakuii micna peecTpauii fikapcbkoro 3acoby €
BaXJIMBOKO npoueaypot. Lle gae 3Mory nponoBXyBaTW KOHTPONOBATU CMNiBBiAHOLWEHHS
KOPUCTL/pU3NK AN LUbOro nikapcbkoro 3acoby. MeauyHuMX nNpauiBHMKIB MNpOCATb
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NoBiAOMNATK NMpPO yCi Nigo3ptoBaHi NobiyHi peakuii y AN «[Jep>XaBHUA eKCNepTHUIN LeHTp
MO3 YkpaiHu».

TepMiH NpuAaTHOCTI
5 pokiB.
YMoBU 36epiraHHs

36epiratm B oOpuriHanbHiA ynakoBUi nNpu TemnepaTypi He Buwe 25 °C y wMicui,
HeAOCTYMNMHOMY Ans AiTen.

HecyMicHicTb

NazonBaH®, po34uuMH An4 iHdY3id, He cnig 3MmiwyBaTM 3 iHWWMKW PO3UYMHAMMU, OKPIM
i3ionoriyHOro po3umnHy i po3umHy PiHrepa.

YnakoBKa
Mo 2 Mn y ckngaHmMx amnynax; no 10 amnyn y KapTOHHIN Kopobui.
KaTeropia Bignycky

3a peLenToM.



