Ckian

Oitova peuyosuHa: ambroxol;
1 M1 po34YuHy MiCTUTH aMOpPOKCony rigpoxnopuny 50 Mr;
1 cTpymins po3uuny (0,2 M po34uHy) MiCTUTE aMOpoKcoy rigpoxmopuny 10 mr;

OONOMIJICHI pe4oB8UHU: TPOMETaMOJI, MaKpOTOJIy TifpOKCcHUCTeapar, TIillepruH, KaJliio
anecynbdam, Kcumit, HaTpito 6eH3oat (E 211), 1eBOMEHTOJI, aMOHil0 TTilIupHU3ar,
eTaHoJ 96 %, HaTpPil rigpPOKCUM, BOOa OYHUIIEHA.

JIikapcbKa ¢popmMa

Po3uuH opasbHUU.

OcHOBHI ¢i3uko-ximiuHi 81acmueocmi: 6e30apBHUM a00 KOBTYBaTUN MyTHYBaTUU
po34uH. [3 cnabkuM 3amtaxoM MEHTOIY.

®dapMaKoTepalneBTHYHA Irpymna
Myxkomnituku. Kog ATX RO5C B06.
dapMakogHHaMiKa

AmOpoKcoi, 3aMillieHn 6eH3uIaMiH, € MeTab0IiTOM OPOMTEKCUHY.

BigpisHseThCcs Bim OpOMIeKCHUHY BiCYTHICTIO METHUJIBHOIL TPYIIX Ta OJOOAATKOBOIO
TiAPOKCHUJIBHOIO I'PYIIOK Y 4 (TpaHC)-II0JI0KEeHHI IUKJIOT€KCUIBHOT 0 Kilbllg. X04a
TOYHMM MeXaHi3M [il TOBHICTIO He BCTAHOBJIEHUH, Y PI3HUX OOCITIAXKEHHAX IOKa3aHi
CEKPEeTOJIITUYHI Ta CEKPETOMOTOPHI e(peKTH.

[Ticrnss mepopanlbHOr0 3aCTOCYBaHHA e(PEeKT NPOSABISAEThCSA ¥ cepenHboMy depe3 30 xB
Ta TPHUBAE 3aJIeXKHO Bil 3aCTOCOBaHOI 103U 6-12 roguH.

Y mokJmiHIYHUX OOCHiAXKEeHHsIX aMOpPOKCOJI 30i/IbIIlyBaB KiIbKiCTh CEPO3HO1L
OponxianbHOI cekpellii. BctaHoBnIeHO, 1110 aMOPOKCOJI ITiABUIITyE MyKOIUTiapHUHN
TPaAHCIOPT IIJITXOM CTUMYJIIOBaHHS PYXJIMBOCTI Bili OPOHXiaJIbHOTO eIliTesiio Ta
3HUXKEHHS B'SI3KOCT1 CIIU3Yy.

AMOpPOKCOI BUKJIMKAE aKTUBAIliI0 CyppaKTaHTHOI CUCTEMHU IIJITXOM IIPSIMOTO BILJIUBY
Ha OyJIbMOLMTHU TUILy II anbBeos Ta CEKPETOPHI KIIITHHYU OPOHXioN (KiHIleBa OilsgHKa
OVXaJIbHUX IIISAXIB).



AMOPOKCOJI CTUMYJIIOE YTBOPEHHS Ta BUAIJIEHHS IIOBEPXHEBUX aKTUBHUX PEYOBUH B
aJIbBEOJIIPHUX Ta OPOHXiaIbHUX OiISHKAX JIereHb IIJIOfAa Ta MOPOCIIMX MalliEHTiB.

MicueBuit aHecTe3youni epekKT aMOPOKCOIy TimpOoXJIOpUay CIIOCTEPIraau Ha Momaelti
KPOJISTYOT0 OKa, III0 MOXKe MOSICHIOBATUCS BIAaCTUBOCTSIMU OJIOKYBaHHS HaTPi€BUX
KaHaumiB. [locnimKeHH in vitro mokasanu, 1110 aMOPOKCOIy Timpoxiopum OI0KyeE
HEeWPOHHI HaTpi€eBi KaHamu; 3B’ si3yBaHHs 0yJI0 000POTHUM i 3aJIe?KHUM Bif
KOHIIeHTpallil.

3rigHo 3 pe3yabTaTaMU KIIIHIYHOTO OOCIIIOXKEHHS, IPU 3aCTOCyBaHHI Pecriukc®
Cnopelo BUSIBIIEHO 3MEHIIEHHS iIHTEHCUBHOCTI O0JII0 B TOPJIi y HaIli€HTiB i3
HeyCKJIafHEHUMHU PeCHipaTOPHUMU 3aXBOPIOBaHHSIMU.

dapMaKOKiHEeTHKa

[Ticnst mepopaIbHOTO 3aCTOCYyBaHHSA aMOPOKCOJI MalixkKe ITOBHICTIO BCMOKTYETBCS,
oocsAaralo4yu MaKCUMaJIbHUX KOHIIEHTpallil y nna3mi yepe3 1-3 roguau. AGCOJIOTHA
0i0OCTYIIHICTh MiC/IsS ITepopPaIbHOT0 3aCTOCYBaHHS 3HUXKYETHCS Ha TPETUHY MIPHU
nepii pasi metabomnidamy. [1o MeTabOIiTIB, IO MiAISATal0Th HUPKOBiNM CEKpeTtril,
HajeXxkaTh CIIOTyKU OTuOPOMaHTPaHiI0BO1 Ta IIIOKYPOHOBOI KUCIIOT.

AMOpOKcCoI nerko 3B’s13yeThbecs 3 Oinkamu nna3mu (80-90 %). I[Nepion HammiBBUBEeOeHHS
3 yjla3Mu CTaHOBUTE Bifl 7 no 12 rogun. CymapHUY nepioq HalliBBUBEOEHHS
aMOpOKCOITy Ta ¥oro MeTaboJIiTiB i3 IM1a3MU CTAHOBUTh NPUOIM3HO 22 TOOUHU.

AMOPOKCOJI IPOHUKAE Y JIIKBOP IIEHTPaIbHOI HEPBOBOI CUCTEMHU. BiH ITPOXOOUTH
IJlalleHTapHuM 0ap’ep 1 TaKOXK IMIPOHUKAE Y TPYAHE MOJIOKO.

IMTpubnusuo 90 % mo3u aMOPOKCOJTY BUBOOUTLCS HUPKaMU y opMi MeTaboIiTiB, 1110
YTBOPIOIOTHCA y nedinii. MeH1e 10 % aMOpPOKCOJIy BUBOAUTHCS Y HE3MiHEHOMY
BUTJIA].

Yepes BUCOKY 3[aTHICTh IO 3B’sA3yBaHHA 3 OiJIkaMM CUPOBATKU KPOBi, BEITUKUUN 00’ €M
PO3MO/ilIeHHS Ta IIOBiJIbHE BUBIIbHEHHS 3 TKAHUH i3 IIOBEPHEHHSIM y KPOB Aiaii3 abo
¢bopcoBanut giype3 He BOIMBAIOTh Ha PiBeHb BUBEIEHHSI aMOPOKCOITY.

TsixkKe nmopyiieHHs GYHKIN ITeYiHKY MOKe 3MeHIITyBaTu MeTabo0s1i3M aMOpPOKCOoTy Ha
20-40 %. Taxxki nopyueHHES PyHKIl1 HUPOK MOXKYTh IPU3BOOUTH OO0 KyMYJISIIil
MeTabOoIiTiB, III0 YTBOPIOIOTHCS Y ITEYiHIIi.

IToxa3aHHSA

JIiKyBaHHS TOCTPUX Ta XPOHIYHUX OPOHXO0JIETEHEBUX 3aXBOPIOBAHb, 10
CYTIIPOBOAXKYIOTHCS IIOPYLIEHHSM YTBOPEHHS Ta BUBENEHHS CIIU3Y.



[TomeriieHHsT BUPaXXeHOT0 O0JII0 y TOPJIi IPpU HEeYCKIagHEHUX PEeCIlipaTOPHUX
3aXBOPIOBAHHSX Y HOPOCIIUX.

IIporunnoka3aHHs

[ligBuileHa YyTAMBICTh O aKTUBHOI cyOCTaHIIil ab0 A0 OyOb-IKOl 3 HOIIOMiXKHUX
pedoBuH y ckiafi Pecnukc® Crpetro.

[utsadiit Bik 7o 12 POKiB - Yepe3 BUCOKUY BMICT [if040l PEYOBUHU Y PO3YHNHI.
B3aeMogisi 3 iHIIHMH JTiKapCLKHMH 3aCO00aMH Ta iHIII BHIHM B3a€EMOIiH

ITpomukawvoei 3acobu. OmHOYacHe 3acTocyBaHHS Pecnukc® Cmpero i3
MMPOTUKANIILOBUMHU 3aco00aMy MOKe IIPU3BECTU OO0 KyMYJIALlil BeJIMKUX KiTbKOCTEeHN
OpOoHXiaTbHOTO CEKPETY Yepe3 3HUIKEHHS KallJIboBoro pedrekcy. Taki mikapchbKi
KoMOiHalril cif 3acTOCOBYBaTH 3 00€pEeKHICTIO.

AHmubiomuxu. OgHOYacHe 3aCTOCyBaHHS aMOPOKCOJTY 3 MeIKUMU aHTUOIOTUKaMH,
TaKUMU K aMOKCHUIIUJIH, 1ePypOKCUM, epPUTPOMIIIUH, HOKCULIUKITIH TPU3BOAUTH [0
IMiIBUIIIEHHSI KOHIIeHTpaIlil aHTHOioTUKIB y OPOHXO0JIereHeBOMY CEKPeTi Ta y MOKPOTi.

I'icmamiH. AMOPOKCOJI BILZTMBA€ Ha MeTab0J1i3M rictamMilny, TOMY CJIii yHUKATH
TPUBAJIOro 3acTocyBaHHA Pecnukc® Crpero y Hmali€eHTiB 31 BCTAHOBJIEHOO
MiOBUINEHOI0 YYTJIUBICTIO OO riCTaMiHy.

Emuasnoguti cnupm. Pecniukc® Crpel MiCTUTh HEBEIUKY KiJIbKICTh €TaHOJIy
(eTunoBoro cnupty) MeHile 100 Mr Ha OODUHUYHY O03Y.

Oco06;1MBOCTi 3aCcTOCYBaHHA

[Tpu 3acTocyBaHHi aMOpoKkcony Oynu OyzKe pPifKi MoBimoOMJIEHHS PO CEPMO3HI MIKipHi
peaxkiiii, momioHi mo curHapoMmiB CTiBeHca - [I:KOHCOHa Ta Jlalienmna. Y pa3i BUHUKHEHHS
3MiH 3 00Ky mKipu abo c1ru30B01 000JTOHKU HEOOXigHO HETAWHO IIPUITUHUTHA
3aCTOCYBaHHSI aMOPOKCOJIYy Ta 3BEPHYTHUCS [0 JIiKaps.

[TamieHTaM 3i BCTAaHOBIEHUM IIPUTHiIYeHHSAM OPOHXOMOTOPHUX (GYHKIIIM CIliff yHUKATH
3aCTOCYBaHHSI MYKOJITUYHUX 3aC00iB, SKIIO TiIbKM BOHU He MepeOyBaloTh ITif
Harasg00M JIiKaps, 4yepe3 PU3UK MOXKJIMBOTO HAKOIIUYEHHS BEJIUKUX KiJTbKOCTEU CIIU3Y.

Y nauieHTiB i3 nopyleHHAMU (YHKII1 HUPOK/TIEUYiHKY Biff TOMipHOTO A0 TSAXKKOTO
CTYIIEHS, YIIOBiIbHEHHS IIBUOKOCTI BUAIIEHHS MOXKe IMMPU3BOOUTU [0 KyMYyJISIIil
aMOpoKkcoiy Ta/abo 1oro MeTaboJIiTiB, 1110 YTBOPIOIOTHCS YV MEYiHIli. Y TaKuX BUMIAIKaX
Pecnukc® Crpel MOXKHa IIpUUMAaTH JIUIIE 3 0COOJIMBOI0 00EPEXKHICTIO, TOOOBXKYIOYHU



iHTepBaIu MiX BBeIeHHSIMU ab0 3MEHIIIYI0YH O03Y.

3maTHiCTH BIUIMBATH Ha HIBHAKICTHh peaklil mpu KepyBaHHiI aBTOTPaHCIOPTOM
a0o0 iHmMIMMHu MexaHi3ZMaMu

Pecnukc® Crpel iHofi y 4yTIUBUX 0Ci0 MOXKe BUSIBISATA HE3HAUHMUM BIIJIUB Ha
3[aTHICTh MO0 KepyBaHHS aBTOTPAHCIIOPTOM Ta po0OOTYy 3 TEXHIYHMMH 3acobaMu.
[IpemapaT MicTuTh eTaHoi 96 %, 1ie ciif BpaXxoByBaTH BOOiSIM TPAHCIOPTHUX 3acO0iB.

3acTocyBaHHSA y nepioa BariTHocCTi a00 rogmyBaHHs Ipyaaio

AMOpPOKCOI IPOHUKAE Yepes IalleHTapHui Oap’ep. [ocmiaKeHHs Ha TBapUHax He
BUSIBUJIN IIPSIMOTO UM HEIMTPSIMOT0 HIKiAJIMBOTO BIJIMBY Ha Mepelbir BariTHOCTI,
PO3BUTOK eMOpioHa/TIjiofa, IOJIOTH YU IOCTHATaJIbHUM nepion. ¥ I TpumecTpi
BariTHOCTI He PeKOMEeHAY€eThCA Moro 3acrtocyBanHsd. Y Il Tta III TpuMecTpax BariTHOCTI
ImperapaT MOKHa 3aCTOCOBYBaTH 3a YMOBU PETEJIbHOI OLIIHKM MOKJIMBOI KOPHUCTI Bif
JIIKYBaHHS Ta MOB’SI3aHOT0 3 IIUM PU3UKY. AMOPOKCOJI MPOHUKAE YV TPYOHE MOJIOKO,
TOMY MOT'0 3aCTOCYBaHHS y II€pPion roayBaHHS I'PYOOI0 HE PEKOMEHOYEThCH.

Cmocid 3acTocyBaHHs Ta I03H

HiKYBaHHﬂ T'OCTPpHUX Ta XpOHi‘-IHI/IX 6pOHXOJ'Iel"eHeBI/IX 3aXBOPIOBaAHB, II10
CYIIPOBOOXYIOTECSA ITOPYIIEHHIM YTBOPEHHS Td BUBEJEHHA CIIN3Y.

Pesicum do3ysaHHs y dopocaux ma dimeu cmapwe 12 pokia

CraHOapTHa [03a CTAHOBUTH IO 3 CTPYMeHi cupeto 3 pa3u Ha fmo0y, 1o Binnmosigae 90
MI" aMOpPOKCOIy rimpoxopunay Ha mo0y. 1 cTpyMiHb cripelo ekBiBajmeHTHuUM 0,2 M1
po34mHy Ta MicTUTh 10 M aMOPOKCOJIy TiZpOXJIOPULIY.

[TomermieHHsT BUPaxKeHoTo 000 y TOPJIi IPY HEeYCKIagHEHUX PEeCIlipaTOPHUX
3aXBOPIOBAHHAX Y MOPOCIINX

ITo 3 ctpyMmeHi cupero 4 pa3u Ha 0o0y, mo gopiBHIOE 120 Mr aMOpoOKCOITy
rigpoxiopuny Ha mooy.

[MamienTu BikoM Bifg 60 pokiB. [I71s moJieTIIeHH BUPaXKeHoro 0010 y TOPJIi ITpu
HeYCKJIafHEHUX PeCIlipaTOPHUX 3aXBOPIOBAHHSIX y Malli€HTiB BiKOM Bifg 60 pokKiB
JIiKapCchKUM 3acib He 3aCTOCOBYETHLCS Yepe3 BifCYTHICTh KIiHIYHUX JaHUX.

[NamieHTH i3 HUPKOBOIO Ta MEYiHKOBOIO HegocTaTHICTIO. [Tpu nopymeHHaX QyHKITIL
HUPOK/IIEYiHKHU Bifl IOMIPHOTO 00 TAXKKOI'0 CTYIEHS CJIi IPOKOHCYJIbTyBaTUCS 3
JIiKapeM LIoA0 peryiaroBaHHA 003U Pecnukc® Crpero.



itk

II71s miKyBaHHS TOCTPUX Ta XPOHIYHUX OPOHXOJIEreHEeBUX 3aXBOPIOBAHB, ITI0
CYHPOBOIXKYIOThCS MOPYIIEHHSAM YTBOPEHHS Ta BUBEOEHHS CJIK3Yy, 3aCTOCOBYIOTH
oiTam ctapie 12 pokis.

II71 TIoeriie s BUpaxKeHoro 00J1i0 y TOPJIi IIpU HEeYCKIaJHEeHUX PeCHipaTOPHUX
3axXBOPIOBaHHAX Yy OiTel A0 18 pokiB miKapchKuii 3acib He 3aCTOCOBYETHLCS Yepe3
BIICYTHICTH KJIIHIYHUX OaHUX.

Ilepeno3yBaHHsA

Cumnmomu nepedo3y8aHHA

Hemae maHuX IO TSAXKKY iHTOKCHKAIIiIO ITic/as Imepego3yBaHHsa aMOpokconoMm. [TposBy,
IIPO SIKi ITOBiMOMIISITIOCS - KOPOTKOTPHBase 30yIKeHHS Ta Oiapes.

Y ninomy mo60Bi opanbHi M0o3u g0 25 MI/Kr/mo0y ayxKe modpe ImepeHOoCsThCS.

[Ticnss 3HAYHOTO Iepefo3yBaHHs, BiAIOBIAHO OO pe3yIbTaTiB JOKIIIHIYHUX
OOCIiAXKeHb, CIIOCTEPiraaucs CInHOTeda, HyJoTa, OJII0BaHHS Ta NagiHHS
apTepiajsibHOIO TUCKY.

JIikysaHHAa nepedo3y8aHHA

Y ninomy, HeBimKIamHi 3aX0y, TaKi K BUKJIUK OJIIOBaHHS ab00 MPOMUBAHHS LIITYHKA,
He II0Ka3aHi, 1X MOXKHa 3aCTOCOBYBATH JIUIIIE IPU AyXKe TIKKOMY IIepefo3yBaHHi.
Takum 4YMHOM, y BCiX BUIIafKax lepeabadyBaHOTro Iepefo3yBaHHs CIifl 3aCTOCOBYBaTHU
CHUMIITOMaTUYHY Ta HIATPUMYIHOYY Teparlito.

IToOiuni peakmii

YacToTa BUHUKHEHHS He0axXaHUX e(peKTiB HaBOOUTHCS HACTYITHUM YMHOM: OyXKe
gacTi (= 1/10); gacTti (= 1/100, < 1/10); HeuacTi (= 1/1 000, < 1/100); moomguHOKIi (=
1/10 000, < 1/1 000); pimkicHi (< 1/10 000); HeBimoMi (He MOoxke OyTU BCTaHOBJIEHA Ha
MifcTaBl ICHYIOYUX JaHUX).

3 60Ky mpasHo20 mpakmy: HedacTi - Iedis, HymoTa, O/1i0BaHHS, OiJib y HUIYHKY,
3HUIKEHHS YYTJIUBOCTI y POTOBiM MOPOXKHUHI 1 TJIOTL, CyXiCTh Y POTi Ta TOPJI,
OUCTeB3is.

AsiepeiuHi peaKuii: He4dacTi - peakilil igBUIIEeHOl YyTJIMBOCTI (BUCUIIAHHS Ha MIKipi,
AHTiIOHEBPOTUYHUM HAOPSK, 3aUIlIKa, KPOIIMB'SHKA), TapsAg4Ka, aJleprivHui
KOHTAKTHUM OepMaTHUT; PidKiCHI - TSIXXKi rocTpi aHadilakKTUYHI peakilil, BK/II04Yalo4uu



IIIOK, TSAXKKI ypakKeHHs IIKipH, Taki AK cuHapoM CTiBeHca - [[2KOHCOHa Ta CUHOPOM
Jlaiienna (TOKCUYHUY enigepMalbHUNU HEKPOIIi3).

Y 4uyTnuBUX NaLi€HTIB peaklil MiABUIEHOl YYTINBOCTI (BK/II0UAIOYM 3aJUIIIKYy) MOXKYTh
OyTH CIpUYUHEH] IEBOMEHTOJIOM.

TepMmin npuagaTHOCTI

3 POKU

TepMiH NpPUOATHOCTI IMIiCJIg MEPIIOrO0 BUKOPUCTAHHS - 1 MiCsIlb.
VYMmoBHu 30epiranHs

36epiraTtu B HEAOCTYIHOMY OJisS OiTel Miclli mpu TeMnepaTypi He Buite 25°C. He
OXOJIOAXKYBaTH Ta He 3aMOPOXKYyBaTH.

YoakoBka

[To 13 M1 po34YuHy y PIaKOHi 3 HO3YIOUUM IPUCTPOEM; 110 1 (p1aKOoHY B KapTOHHIH
KOPOOIIi.

KaTeropis Bignycky

be3s penernra.

BupooHHK

®panuia ®apmackroTidi IngycTpia ®apmako bionogxika C.p.i., ITamid.

Micie3Haxo/dKeHHsI BHPOOHHKA Ta HOro agpeca MiCIisi IPOBaaKeHHSI
OistIbHOCTI

Bia IOewt Ilectaranmni, 7 - 20100 Minan (MI), Itamis.
[Ixepeso iHCTPYyKIIil

[HCTPYKIIiio TiKapCchKOro 3aco0y B35ATO 3 odiIliiHOro gxkepena — JepKaBHOIO PEECTPY

JIiKapCchKUX 3aco0iB YKpaiHu.
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