IHCTPYKIIA
JJIS1 METUYHOT0 32CTOCYBAHHA JiKapChKOro 3aco0y

PECIIMKC® CIIPEA

Cknao:

oiroua peuosuna: solution ambroxoli hydrochloridi;

1 M1 po34MHY MICTHTH aMOpoKcoITy Tiapoxsopuay S0 Mmr;

1 ctpyminb po3zunny (0,2 M1 po34nHy) MiCTUTh aMOpoKcoiy Trifpoxyiopuay 10 mr;
OONOMIJICHI ~pevosuHu. TPOMETAMOJI, MAaKpOTOoJy TIIPOKCUCTeapar, TIIEPHH, Kaliio
anecynbgam, KCUIIT, HaTpiro 6enszoar (E 211), neBoMeHTON, aMOHIIO TIIUpU3aT, eTaHon 96 %,
HATPIIO T1APOKCH]I, BOJIa OUUIIICHA.

Jlikapcbka ¢popma. Po3unH opasibHUH.
OcnosHi @izuxo-ximiuni enacmusocmi: 6e30apBHUN a0 KOBTYBATUI MYTHYBaTUll po3uuH. I3
c1abKuM 3armaxoM MEHTOITY.

dapmakorepanesTuuyHa rpyna. Myxomituku. Kog ATX R0O5C B06.

DapmakKono2iuni eracmueocmi.

Dapmaxoournamixa

AMOpoKco, 3amitieHnit OeH3uIaMiH, € METaboIITOM OPOMIEeKCHHY.

BinpisHserbess Bix OpOMI€KCHHY BIZCYTHICTIO METHUJIBHOI TpynmH Ta JOAATKOBOIO
TIIPOKCIIIBHOIO TPYIO Yy 4 (TPaHC)-MOJI0KEHHI MUKJIOTEKCHIIBHOTO KUTbIS. X0o4Ya TOYHUUN
MeXaHi3M [lii MOBHICTIO HE BCTAHOBJICHUH, Y PI3HUX JOCIIPKEHHIX IMOKa3aH1 CeKPEeTONIITHYHI
Ta CEKPETOMOTOPHI e(hEeKTH.

[Ticns mepopanbHOTO 3acTOCyBaHHsS e(eKT MPOSIBISETHCS y cepenHboMy depe3 30 xB Ta
TPHUBAE 3aJICKHO BiJ] 3aCTOCOBAHOI 103U 6—12 roauH.

VY MOKIIHIYHUX JOCHIHKEHHSIX aMOpOKCON 301IbIIyBaB KUIBKICTh CEpO3HOI OpOHXialbHOI
cekpenii. BcraHoBieHo, 1m0 aMOPOKCOJ TMiJBHINYE MYKOIMJIIAPHUN TPAHCIOPT IUISIXOM
CTHMYJIIOBaHHS PYXJIMBOCTI Biif OpOHX1aJbHOTO EMITENiI0 Ta 3HUKEHHS B SI3KOCTI CIIM3Y.
AMOpPOKCOJI BHUKJIMKA€ aKTHBAII0 CYyppaKTaHTHOI CHCTEMHU IIJISXOM HPSIMOrO BIIUBY Ha
nyabMOIUTH TUITy 11 anbpBeosn Ta ceKpeTOpHi KIITUHU OpoHXiou (KiHIeBa AUISHKA JUXAIbHUX
IIUTSIXIB).

AMOpOKCOJI CTUMYJIIOE YTBOPEHHSI Ta BHIUICHHS IOBEPXHEBUX AaKTUBHUX pEUYOBHH B
ATBBEOJSIPHUX Ta OpOHXIAMBHUX JUISTHKAX JIETeHB TUIOJA Ta TOPOCTUX MMAIlIEHTIB.
Dapmaxokinemuka

[Ticns mepopanbHOTO 3aCTOCYBaHHS aMOPOKCOJI Maike TTOBHICTIO BCMOKTYETHCS, TOCSATAIOYN
MaKCHUMAaJbHUX KOHILIEHTpaliil y 1uiasmi yepe3 1-3 romuuu. AOcomoTHa O010AOCTYMHICTH
MICTIsT IEPOPATBHOTO 3aCTOCYBAHHS 3HIKYETHCS Ha TPETHUHY MpHU TepHriil ¢asi MeTadomi3Mmy.
Jo  wmerabomiTiB, 10 MUIATaIOTh  HHUPKOBIM  Cekpelii, HajleXaTb  CIOJYKH
TUOPOMAHTPAHIIOBOT Ta TITFOKYPOHOBOI KHCIIOT.

AmMOpokcon nerko 3B’si3yeThest 3 Ounkamu mnasmu (8090 %). Ilepion HamiBBUBENEHHS 3
M1a3MU CTaHOBUTH Bi 7 10 12 rogud. CyMapHHUii mepio1 HaliBBUBEIEHHS aMOPOKCOJTY Ta HOTO
MeTaboJIITIB 13 TUIa3MHU CTAHOBUTH MPUOIU3HO 22 TOJMHU.

AMOpOKCOJI TIPOHHMKAE Yy JIKBOP LEHTPaJIbHOI HEPBOBOI cHUCTeMH. BiH TIPOXOIUTh
TUTAlEHTapHUNA Oap’ep 1 TAKOXK MPOHUKAE Y TPYAHE MOJIOKO.

[Tpubamzno 90 % mno3u aMOpOKCONy BHUBOAMTHCS HHUpPKaMU y ¢opMi MeTabodiTIiB, IO
YTBOPIOIOThCA y nedinii. Menmie 10 % aMOpoKcoIy BUBOJUTHCS Y HE3MIHEHOMY BUTJISII.



Yepe3 BHUCOKY 3IaTHICTh JO 3B’S3yBaHHSA 3 OUIKaMU CHPOBATKH KPOBI, BEIUKUNA 00’ €M
PO3MOJIUIEHHST Ta TOBUIbHE BHUBUIBHEHHS 3 TKAaHMH 13 TOBEPHEHHSM Yy KpOB jiami3 abo
dbopcoBaHMii 1iype3 HE BILTUBAIOTH HA PIBEHb BUBEJICHHS aMOPOKCOITY.

Tspxkke mopyiieHHs: (QyHKIIT MEYiHKM MOKE 3MEHIITYBaTH MeTadoi3mM amOpokcoiy Ha 20-40
%. Tsxki mopymieHHs] GYHKIIT HUPOK MOXYTh MPU3BOJIUTH JO KyMYJIALil MeTaboMiTiB, 1110
YTBOPIOIOTHCA Y MEHiHIII.

KuiniuHi XapakTepucTHKH.

Ilokazanns.

JIikyBaHHSI TOCTPUX Ta XPOHIYHUX OPOHXOJIET€HEBUX 3aXBOPIOBAHb, IO CYMPOBOIKYIOTHCS
HOPYULIEHHSIM YTBOPEHHsI Ta BUBE/ICHHS CIIU3Y.

Ilpomunoxazannus.

[TigBuIeHa 9yTIMBICTh JO aKTUBHOI CyOCTaHIIT a00 10 OyIb-SKOi 3 JOMOMIXKHUX PEYOBHH Y
cknagi Pecrinkc® Cripeto.

JuTsdiii Bik 10 12 pokiB — yepe3 BUCOKHI BMICT J[1F0401 pEYOBUHHU y PO3UHHI.

B3aemooia 3 inwumu aikapcokumu 3acooamu mi inuwii 6uou 63a€mooiil.

Ipomuxawnvosi 3acobu. OnHodacHe 3actocyBanHs Pecrukc® CIpero i3 MPOTHUKANLTEOBUMH
3aco0aMu MOXK€ TMPHU3BECTU JI0 KyMYJISIIl BEIUKUX KUTBKOCTeH OpOHXIAILHOTO CEKPETy depes
3HIDKEHHSI KanuiboBoro peduekcy. Taki mikapcbki KOMOIHAIi CJTiJi 3acTOCOBYBaTH 3
00epexKHICTIO.

Aumubiomuxu. OgHOYACHE 3aCTOCYBAHHS aMOPOKCOJY 3 JNEIKHMH aHTHOIOTMKaMH, TaKUMH
SIK aMOKCHUIWIIIH, He(QYypOKCUM, EpPUTPOMIIUH, AOKCHUIUKIIH MPU3BOAUTH 10 IIiJABHUIICHHS
KOHIIEHTpAIlli aHTHO10THKIB Y OPOHXO0JIETEHEBOMY CEKPETI Ta Y MOKPOTI.

Llicmamin. AMOpPOKCOJI BIJTMBa€ Ha METa0OJi3M TiCTaMiHy, TOMY CIiJi YHUKAaTH TPHBAJIOTrO
3actocyBaHHsa Pecrmkc® Cripero y MaIieHTiB 3i BCTAHOBIEHOO ITi/IBUINEHO0 UYTIHBICTIO JO
ricraminy.

Emunosuii cnupm. Pectimkc® Cripei MiCTHTB HEBEMKY KiJIbKiCTh €TAHOIY (€THIIOBOTO CITHPTY)
Men1ie 100 Mr Ha OUHUYHY J103Y.

Ocobueocmi 3acmocysanns.

[Tpu 3acTocyBaHH1 aMOPOKCOTY OyJIM JTy>Ke PIIKI MOBIIOMIICHHS PO CEpHO3HI MIKIPHI PeaKiiii,
nofioHi 1o cuaapomiB CriBeHca — J[xoHcona Ta Jlaitenna. V pasi BUHHKHEHHS 3MiH 3 OOKY
HIKIpH 200 CIIM30BOT OOOJIOHKK HEOOXITHO HEraiiHO MPUITUHUTH 3aCTOCYBaHHS aMOPOKCOJTY Ta
3BEpHYTHUCS JI0 JTiKapsl.

[TartieHTamM 31 BCTAaHOBJIEHUM TPUTHIYCHHSIM OpPOHXOMOTOPHUX (YHKIM Ci  YHUKATH
3aCTOCYBaHHS MYKOJIITUYHMX 3ac00iB, SIKIIO TUIBKM BOHM HE MepeOyBaloTh MiJ HArJISAOM
JKapsi, Yepe3 PU3HK MOMIIMBOTO HAKOITMYCHHS BEJIMKHX KUTBKOCTEH CITU3Y.

VY mariieHTiB i3 nopymeHHsIMU (QyHKIIi HUPOK/MEUYIHKH BiJ MOMIPHOTO A0 TSHKKOTO CTYIIEHS,
VIOBUIbHEHHS IIBHAKOCTI BUAUICHHS MOXKE MPHU3BOIUTH 0 KyMYJIAlii amMOpOKCoiy Ta/abo
#10ro MeTaGoiTIB, 10 YTBOPIOIOThCA y MeviHmi. Y Takux Bunagkax Pecrukc® Crpeit MosxkHa
MPUIUMATH JIMIIE 3 OCOOIMBOIO 00EPEKHICTIO, TMOJOBXKYIOUH 1HTEPBAIM MK BBEJACHHIMH a00
3MEHILYIOYH JI03Y.

3acmocysanus y nepioo eazimnocmi abo 200y8aHHsA 2pyO0I0.

AMOpOKCOJT TIPOHUKAE Yepe3 TaneHTapHuit 6ap’ep. JlocaipkeHHsT Ha TBapUHAX HE BUSBHIIN
OpsSMOTO 4YM HENPSIMOTO UIKIAJMBOTO BIUIMBY Ha Tepedir BariTHOCTI, pPO3BUTOK
eMOpioHa/TuIofa, TOJOTH YW TOCTHATaIbHHWK mepioa. Y [ TpumecTpi BariTHOCTI He
pexoMmeHayeTbes oro 3acrocyBanHs. Y Il ta III TpumecTpax BariTHOCTI mpenapaT MOKHA
3aCTOCOBYBATH 32 YMOBH PETEIHHOT OIIHKA MOXJIMBOT KOPHUCTI BiJl JTIKYBaHHS Ta IOB’A3aHOTO



3 UM PU3UKY. AMOPOKCOJ MPOHUKAE y TPYAHE MOJIOKO, TOMY HOTO 3aCTOCYBaHHS y HEpPiof
roJlyBaHHs IPYAJI0 HE PEKOMEHIY€EThCA.

30amuicmy  enausamu Ha WEUOKICMb peakyii npu KepysawHi A8MOMPAHCHOPMOM abo
[HUWUMU MEXAHIZMAMU.

Pecriukc® Crpeii 1HO1 y 4yTIUBUX OCIO MOKE BUSBIISITH HE3HAYHUU BIUTMB HAa 3[IaTHICTH JO
KepyBaHHsS aBTOTPAHCIIOPTOM Ta PoOOTY 3 TexHIYHMMH 3acobamu. [Ipemapar mictuth 96 %
€TaHOJ, 1I€ CJIil BpaXOBYBATH BOJIISIM TPAHCIIOPTHHX 3acO0iB.

Cnoci6 3acmocysannsa ma 0o3u.

Peoicum 0o3zyeanns y dopocaux ma oimeti cmapue 12 pokie

CranmapTHa 7032 CTaHOBUTH 3 CTPyMEHI crpero Tpuyi Ha 100y, mo BiamoBigae 90 wmr
aMOpoKcoJy Timpoxyiopuay Ha 100y. 1 cTpyMiHb cripero ekBiBageHTHUU (0,2 MJI pO3UMHY Ta
MiCTUTH 10 Mr aMOpOKCOITy T1APOXIOPULY.

Tlayienmu i3 HUPKOBOIO MaA NEUIHKOBOK HEOOCMAMHICIO

[Ipu nopymeHHsx ¢GyHKUIl HUPOK/MEUIHKM BiJl MOMIPHOTO JO TSKKOTO CTYNEHS CIij
TIPOKOHCYIBTYBATHCA 3 TiKapeM MO0 perymoBanHs 1o3u Pecrukc® Cripero.

Cnocib 3acmocysanhs

Pecrimkc® Cripeit npu3HAYeHNMH 1 MEpPOPaTBHOTO 3aCTOCYBAHHSL.

[epen mepimuM BUKOPUCTAHHSIM CIIPEIO HACOC CIIiJI MPOKAYaTH, TPHUYl HATHCHYBIIM Ha HBOTO.
[lepen KO>XKHUM 3aCTOCYBaHHSIM HEOOXITHO 3HIMATH 3aXUCHUN KOBIAYOK.

I3 pnakoHa pekoMeHIOBaHY J03Yy OTPUMYIOTH 32 JOIOMOIOI0 MIpHOTO Hacoca AJs CIPEro,
KOTpU JT0/1a€ThCs, Ipenapar 0e3nocepelHb0 MOTPAIlIIe€ Y POTOBY MOPOXKHUHY, MICIS 40T
IPOKOBTHYTH.

Pecrmkc® Crpeii HeoOXimHO TpuiiMaTH pasoM 3 Dkero abo micns igm. MykomiTHdHA
akTuBHicTh Pecrinkc® Crpero miATpUMyeThCs BAKUBAHHAM BEIUKOT KiTbKOCTI PiIMHH.
Tpusanicme nikysanms

be3 koHcymbTalii gikaps JiKyBaHHs TOBUHHO TPUBATU He Oinbiie 4-5 mHIB.

Iimu.

3aCTOCOBYIOTH JIITSM cTapiie 12 pokis.

Ilepeoo3ysanns.

Cumnmomu nepeoo3y8anHs

He Mae ganux mpo TSKKY 1HTOKCHKAITIO MMICIs Mepeao3yBaHHsT aMOpokcosioMm. [IposiBu, mpo
K1 TOBIZOMIISIIOCS — KOPOTKOTpHBaJie 30yKEHHS Ta Jiapesl.

VY uinomy 1000Bi OpalibHI 1031 10 25 MI/KI/m00y ayxe 100pe mepeHOoCAThCS.

[Ticns 3Ha4HOTO TeEPENO3yBaHHS, BIAMOBITHO 1O PE3yAbTaTiB JOKIIHIYHUX OCIIKCHb,
CIIOCTEpIrajucs CIMHOTEYa, Hy/10Ta, OJIOBaHHS Ta MaiHHS apTepialIbHOTO TUCKY.

JlikyeanHs nepedo3ysanms

VY 1minomy, HEBIOKJIaIHI 3aXOAM, Taki SIK BUKIMK OJIOBaHHS a00 MPOMHMBAHHS NUTyHKa, HE
IIOKa3aHi, iX MOKHA 3aCTOCOBYBATH JIMIIIE TIPH TyKe TSDKKOMY Iepeio3yBaHHi. Takum 4nHOM, y
BCIX BHMAJKax IepeadadyBaHOro IMEpef0o3yBaHHS CIijJ 3aCTOCOBYBAaTH CHUMIITOMAaTHYHY Ta

MIATPUMYIOTY TEeparlito.

Ilo6iuni peakuii.

Yacrora BUHHMKHEHHs HeOakaHUX €(QEKTiB HABOAUTHCS HACTYIIHUM UYMHOM: OY)K€ YacTi
(> 1/10); wacti (>1/100, < 1/10); mewacti (>1/1 000, < 1/100); moommuuoki (> 1/10 000,
< 1/1 000); pinkicui (< 1/10 000); HeBimomi (He MoOke OyTH BCTAaHOBJECHA Ha IIiJCTaBi
ICHYIOUHX JIaHUX).

3 boky mpasHnoeo mpaxkmy. HEYACTI — Tedisl, HyJ0Ta, OJIIOBaHHS, OUTh y IITYHKY, 3HUKEHHS
YYTJIMBOCTI Y POTOBIH MOPOKHUHI 1 TJIOTI, CYXICTh Y pPOTi Ta rOpJIi, AUCTEB3is.
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Anepeiuni peaxyii: He4YacTl — peakiii MIABUIICHOI YYTJIMBOCTI (BHCHMAHHS Ha IIKIpi,
AQHTIOHEBPOTUYHUN HAOpSK, 3aJMIIKA, KPOIMHUB’SIHKA), rapsyka, aJepriyHui KOHTaKTHHN
JIEePMaTUT; PIAKICHI — TSOKKI TOCTpl aHa(UIaKTHYHI peakilii, BKIOYAIOYH IIOK, TSDKKI
ypaXeHHs HIKipH, Taki gk cuHapom CrieHca — JxoHcoHa Ta cunapoM Jlaiienna (ToKkCH4HUI
eniepMaIbHUN HEKPOITI3).

VY 4yTIaMBHX MAIi€HTIB peakiii MiABUIECHOT YyTIMBOCTI (BKJIIOYAIOUX 33UIIKY) MOXKYTh OyTH
CTIIPUYUHEH] JICBOMEHTOJIOM.

Tepmin npuoamnocmi. 3 poku
TepMmiH npUAATHOCTI MicHs MEPIIOTO BUKOPUCTAHHS — | MiCAIb.

YmoBu 30epiranns.
30epiraTu B HEJOCTYITHOMY ISl AITEH MicIll ipu Temneparypi He Buiie 25°C. He
OXOJIOKYBATH Ta HE 3aMOPOKYBATH.

YnakoBka.
ITo 13 M po3unHy y (hJ1aKoOHI 3 T03YIHOUUM MPUCTPOEM; 110 1 ¢1akoHy B KApTOHHIM KOPOOIIi.

Kareropis Biznycky.
bes peuenra.

Bupoonuk.
@panuia @apmacerorivi [naycrpia @apmako bionomxkika C.p.u., Itamis/
Francia Farmaceutici Industria Farmaco Biologica S.r.1., Italy.
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