IHCTPYKIIA
JJISI MEAUYHOT0 32CTOCYBAHHSA JiKapPCHhKOro 3aco0y

PECIIUKC® CIIPEA

Cknao:

Oitoua peuosuna: ambroxol,

1 MJ1 pO34MHY MICTHTH aMOpOKcoITy Tiapoxiopuay S0 mr;

1 ctpyminb po3zunny (0,2 M po34nHy) MICTUTh aMOpoKcoay Tinpoxyiopuay 10 mr;

O0ONOMIJHCHI peyouHU: TPOMETAMOJI, MaKpOTOJy TiAPOKCUCTeapar, IIIIEepHH, Kajito anecyab(am, KCUJIT,
Hatpito 6ensoart (E 211), neBoMeHTON, aMOHIFO TTIIPHU3AT, €TaHoi 96 %, HaTPitO TAPOKCH]T, BOJIa OUHINCHA.

Jlikapcbka gopma. Po3unH opanbHUA.
OcHosHi ¢hizuxo-ximiuni enacmueocmi:. 6e30apBHUI a00 KOBTYBaTHl MyTHYBaTHH po3uuH. [3 ciraOkum
3armaxoM MEHTOITY.

®apmakorepanesTuyHa rpyna. Mykounituku. Koqg ATX RO5C B06.

Dapmakonoziuni eracmusocmi.

Dapmarxoounamixa

AMOpoKcoI, 3aMilieHn#t OeH3MIaMiH, € METa0O0IITOM OPOMIEKCHHY.

BinpizusieTscs Big OpOMIEKCHHY BiICYTHICTIO METHIIBHOI TPYIH Ta JOJIaTKOBOIO T1IPOKCUIILHOIO TPYIIO0
y 4 (TpaHC)-TIOJOXEHHI IMKJIOTeKCUJIBHOTO KUIbIA. Xoua TOYHUM MeXaHI3M Jii MOBHICTIO He
BCTAHOBJICHUM, Y PI3HUX JTOCITIPKEHHSIX MTOKa3aH1 CEKPETOJIITHYHI Ta CEKPETOMOTOPHI €(DEeKTH.

[Ticna mepopa’abHOTO 3aCTOCYBAaHHS €EKT MPOSBISETHCS y cepeiHboMy depe3 30 XB Ta TpUBA€E 3aJICKHO
BIJI 3aCTOCOBaHOI 103U 6—12 roauH.

VY IOKIIHIYHHUX JOCTIIKEHHSAX aMOpOKCOJN 30UIbIIYyBaB KiJBKICTh CEpPO3HOI OpOHXIabHOI CeKpeLii.
BcranosiieHo, 1o aMmOpoKCoII MiABUIIYE MYKOIMJIIAPHUNA TPAHCTIOPT IIISIXOM CTUMYJTIOBAaHHS PYXJIMBOCTI
Bilf OpOHXIaJILHOTO EMITENII0 Ta 3HUKEHHS B SI3KOCTI CIIN3Y.

AMOpPOKCOJI BUKJIMKAE aKTUBAIID Cyp(haKTaHTHOI CHCTEMH IUISIXOM NPSMOTO BIUIMBY Ha ITYJIbMOIMTH
tuny Il anpBeos Ta ceKpeTopHi KITHUHU OpOHX10J (KiHIEBa TUISHKA JUXAIBHUX HUIAXIB).

AMOpPOKCOJI CTUMYJTIOE YTBOPEHHS Ta BUAUICHHS MOBEPXHEBUX AKTUBHUX PEYOBUH B aJTbBEOJSIPHUX Ta
OpoHXiaTbHUX JUISTHKAX JIETE€Hb TUIOAA Ta JOPOCIHX MAIliE€HTIB.

MicueBuit aHecTe3yrounii epexT aMOpPOKCOITy TiIPOXIIOPUTY CIIOCTEPITaIM Ha MOJIE1 KPOJITYOTO OKa, 10
MOXE MOSICHIOBATUCS BJIACTUBOCTSIMU OJIOKYBaHHS HAaTpieBUX KaHaiiB. JlocmimkeHHs IN VItro mokasanu,
0 aMOPOKCOJy TiAPOXJIOpHA OJIOKYEe HEHMpOHHI HATpi€Bl KaHAIM, 3B’SI3yBaHHS OyJl0 OOOPOTHUM i
3aJIe)KHUM BiJI KOHIIEHTpAIII].

3rimHo 3 pe3ynbTaTaMM KIHIYHOTO JOCHi/KEHHs, TpH 3acTocyBaHHi Pecrmkc® Crpero BHSBIICHO
3MEHIIEHHS! I1HTEHCUBHOCTI OOJI0 B TOpJi Yy TALI€HTIB 13 HEYCKIaJHEHUMHU PEeCHipaTOPHUMHU
3aXBOPIOBAHHSIMHU.

Dapmaxokinemuka

[Ticms mepopalbHOTO 3acTOCYBaHHsS aMOpOKCON MaiKe TIIOBHICTIO BCMOKTYETHCS, JOCSTAIOYH
MaKCUMaJbHUX KOHIEHTpamii y 1uiasmi uvepe3 1-3 roaumnu. AOcomoTHa O10JOCTYHHICTH Micis
MepOPaILHOTO 3aCTOCYBAHHS 3HMKYETHCS HA TPETUHY TIPH Tiepiii ¢aszi meTadbomizmy. J[o MeTabomiTiB, 110
HiJIATal0Th HUPKOBIM CEKpellii, HalexaTb CIOIYKH AUOPOMAHTPAHITIOBOT Ta TIIOKYPOHOBOI KHCIIOT.
AMOpoKcoI J1eTKo 3B’s13yeThes 3 Ouikamu miazmu (80-90 %). Ilepion HamiBBUBEACHHS 3 TUIa3MU CTAHOBUTD
Bim 7 no 12 romun. CymapHHii mepiol HamiBBUBEACHHS aMOpOKCONY Ta HOro MeTalojiTiB i3 IUIa3MU
CTaHOBUTH PHUOIN3HO 22 TOIUHHU.

AMOPOKCOJI IPOHUKAE y JIKBOP HEHTPAIbHOI HEPBOBOI cucTeMH. BiH MpoXoauTh mianeHTapHuil 0ap’ep i
TaKOX POHHUKAE y TPYTHE MOJIOKO.



[Tpubnauzno 90 % no3um aMOpOKCONy BUBOAUTHCA HUpKamMu y GopMi MeTaboMiITIB, IO YTBOPIOIOTHCS Y
nedinui. Menme 10 % aMOpoKCOITy BUBOJUTHCSA Y HE3MIHEHOMY BUTIISIL.

UYepes BUCOKY 3/1aTHICTH JI0 3B’SI3yBaHHS 3 OLIKAMH CHPOBATKH KpPOBI, BEJMKHA 00’€M PO3MOIICHHS Ta
MOBIJIbHE BUBUIBHEHHS 3 TKAHUH 13 IOBEPHEHHSIM y KpOB Jialiiz abo (hopcoBaHMi Jiiype3 HE BIUIMBAIOTh HA
piBEeHb BUBEJICHHS aMOPOKCOIY.

Tspxkke mopymeHHsT QYHKIIT MEYiHKK MOXE 3MEHIITYBaTH MeTabomizM amOpokcory Ha 20-40 %. Tsokki
nopymieHHs QYHKIIT HUPOK MOKYTh MTPU3BOJIUTH A0 KYMYJISIIiT METa0OJITIB, IO YTBOPIOIOTHCS Y MIEHIHII.

KuiniuHi XapaKkTepucTHKH.

Hloka3zanns.

JlikyBaHHS TOCTPHUX Ta XPOHIYHUX OPOHXOJIET€HEBUX 3aXBOPIOBAHb, IO CYNPOBOIKYIOTHCS MOPYIICHHIM
YTBOPCHHS Ta BUBCACHHSA CIIU3Y.

[Tonermenus BupakeHOro OOJO y TOPJl MNpPU HEYCKIAJAHEHHUX PECHIpaTOPHUX 3aXBOPIOBAHHAX Y
JOPOCIHX.

IIpomunokasanna.

[linBuieHa 4yTJIMBICTH MO0 aKTUBHOI cyOcTaHIlii abo 10 Oyab-sSKOi 3 JOMOMDKHHUX PEYOBHH Yy CKIIai
Pecriuxc® Cripeto.

JuTsgiit Bik 10 12 pokiB — yepe3 BUCOKUI BMICT JIIFOY0i PEYOBHHH Y PO3UHHI.

B3aemodia 3 inmumu aikapcoKumu 3acovamu ma inuwii 6uou 83acmooiil.

Ipomuxawnvosi 3acobu. OmHouacHe 3acTocyBanHs Pecrmkc® Cripero i3 MPOTHKAIILOBHUMH 3ac00aMu
MOJK€ MPU3BECTH JI0 KYMYJIALIT BEIMKUX KUTBKOCTEH OPOHX1aTBHOTO CEKPETY Yepe3 3HUKCHHS KaIllTbOBOTO
peduexcy. Taki mikapcbki KOMOIHAIIIT CITiT 3aCTOCOBYBATH 3 00EPEXKHICTIO.

Anmubiomuxu. OpHOYaCHE 3aCTOCYBaHHS aMOpOKCONY 3 JEIKHMHU aHTHOIOTHMKaMH, TaKUMHU SIK
AMOKCHUIIWIIIH, UEPYPOKCHM, EPUTPOMIINH, TOKCHIMKIIH TPU3BOAUTH O TIJBUIICHHS KOHIEHTpAIii
aHTUOI0THKIB Y OpOHXOJIETEHEBOMY CEKPETi Ta Y MOKPOTI.

Ticmamin. AMOpPOKCON BIUIMBAE Ha METabOJI3M TicTaMiHy, TOMY CJiJi YHUKAaTH TPUBAIOTO 3aCTOCYBAaHHS
Pecrimkc® Cripero y ManieHTiB 31 BCTAHOBIIEHOO MiABHIIEHOO YyTIIHBICTIO JI0 TiCTAMIHY.

Emunoeuii cnupm. Pectinkc® Cripeii MicTUTD HEBEIUKY KiTbKICTh €TaHONy (€TUI0Boro cnupty) Menme 100
MT Ha OIUHUYHY J103Y.

Ocoodnueocmi 3acmocy8amnnsi.

ITpu 3acTocyBaHHI aMOpOKcOTy OyiM JTyXe piaKi MOBIIOMIICHHS PO Cepiio3Hi MIKipHI peakii, moai0H1 10
cuapomiB CriBeHca — JIkoHcona Ta Jlaitemma. Y pa3i BUHMKHEHHS 3MiH 3 OOKYy HIKIpH ab0 CIM30BOi
00O0JIOHKHM HEOOX1/THO HeTaifHO MPUIIMHUTH 3aCTOCYBaHHS aMOPOKCOITY Ta 3BEPHYTHUCS JI0 JIIKapSL.
[TartierTamM 31 BCTAaHOBJICHUM TMPHUTHIYEHHSM OpPOHXOMOTOPHUX (DYHKINHM CIiJI YHMKATH 3aCTOCYBAaHHS
MYKOJIITHYHHX 32c00iB, SKIIO TIIBKK BOHU HE TIepeOyBatOTh i/l HATJIAAOM JIKaps, Yepe3 PU3HK MOMKIUBOTO
HAKOIMYEHHS BEJIMKUX KUIBKOCTEH Cin3y.

V narieHTiB i3 mopymeHHsIMU (QYHKIIT HUPOK/TIEUiHKY Bifl IIOMIPHOTO JI0 TSHKKOT'O CTYIIEHS, YIIOBUIbHEHHS
MIBUAKOCTI BHUJIIJICHHS MOXE TPU3BOJIUTH JI0 KyMYJAIii amMOpoKcoily Ta/abo HOoro metabosiTiB, IO
YTBOPIOIOTHCS Y Tedinmi. Y Takux Bumaakax Pecrukc® Cripeif MoskHa mpuifMaTu juIe 3 0COGIMBOIO
00epEeKHICTIO, TIOJIOBKYIOUH 1HTEPBAIN MK BBEICHHSAMHU a00 3MEHITYIOUH JI03Y.

3acmocyeanns y nepioo eazimuocmi abo 200y8aHHsL 2pyO0r0.

AMOpOKCOJI IPOHUKAE Yyepe3 IUIaleHTapHuid 6ap’ep. JlocaikeHHs Ha TBapuHaX HE BUSBWIM MPSIMOTO YU
HETPSIMOTO IIKIJUIMBOTO BIUIMBY Ha TMepelir BariTHOCTI, PO3BUTOK eMOpiOHA/TIONA, TOJOTH YH
nocTHaTaabHUN nepioA. ¥ | TpumecTpi BariTHOCTI HE peKOMEHIyeThcs Horo 3actocyBanHsa. Y II ta III
TpUMECTpax BariTHOCTI MpemnapaT MOXHa 3aCTOCOBYBATH 32 YMOBH PETEIIHHOI OI[IHKA MOXKJIMBOI KOPHUCTI
BiJl JIIKyBaHHS Ta MOB’S3aHOTO 3 LUM PH3UKY. AMOpPOKCOJI MPOHMUKAE Yy TPyJHE MOJIOKO, TOMY HOro
3aCTOCYBaHHS y NIEPioJl TOAYBAHHS IPYIII0 HE PEKOMEHIYEThCS.



30amuicms  enaueamu Ha WBUOKICMb peaxyii npu KepysaHHi A8MOMPAHCNOPMOM abO  [HUUMU
Mexanizmamu.

Pecrimkc® Crpeii iHOZi y YyTIMBHX OCi6 MOXKE BHABJIATH HE3HAYHMH BIUTHB Ha 3aTHICTh IO KEPYBaHHS
aBTOTPAHCIOPTOM Ta poOOTY 3 TeXHIYHUMHU 3acobamu. [Ipenapar mictuth eranon 96 %, 1e cii BpaxoByBaTu
BOJIISIM TPAHCTIOPTHHX 3aCO0IB.

Cnocio 3acmocysannusa ma 003u.

Jlikysannsa cocmpux ma XpoHiuHUX OPOHXO0Ie2eHe8UX 3aX60PI08AHD, WO CYNPOBOONHCYIOMbC NOPYUEHHAM
VMBOPEHHA MA 8UBCOEHHS CIIU3Y

Pesicum 0ozyeanusn y dopociux ma oimeu cmapue 12 poxis

CranmapTHa 7032 CTAaHOBHUTH O 3 CTpYMEHI crpero 3 pa3u Ha 100y, mo BiamoBigae 90 Mr amOpokcomy
rizpoxyiopuay Ha 100y. 1 cTpymib cripero ekBiBasieHTHUH 0,2 M1 po3urHy Ta MicTuTh 10 Mr aMOpoxcory
T1APOXJIOPHITY.

Tlonezwenns supasicerno2o 6010 y 2opi npu HEYyCKAAOHEHUX PeCRIpAmMOPHUX 3AXE0PIOBAHHAX Y OOPOCIUX
ITo 3 ctpymeni cipero 4 pa3u Ha 100y, 1m0 AopiBHIOE 120 MT aMOPOKCOITY T1IpOXIIOPUTY Ha 100Y.
Iayienmu eikom 6i0 60 poxig. Iy NONETUICHHS BUPAXXEHOTO OOJI0 y TOpIi MPHU HEYCKIATHEHUX
pecripaTOpHHUX 3aXBOPIOBAHHSX y TAIlI€EHTIB BiKOM BiJl 60 pOKiB JIIKapChKH 3aci0 HE 3aCTOCOBYETHCS
4epes BIICYTHICTh KJIIHIYHUX JaHUX.

Tlayienmu i3 Hupkosow ma neuinkosorw Heoocmamuicmio. Ilpu mopymeHHsX QyHKIT HUPOK/TICUIHKHU BiJl
TIOMiPHOTO JI0 TSKKOTO CTYTIEHs CJIijl IPOKOHCYIBTYBATHCA 3 JiKapeM o0 pery/oBanns no3u Pecrimkc®
Cupetro.

Cnocib 3acmocyeanns

Pecrimkc® Cripeii npu3HaUeHMit JUIS IEpOPaTbHOTO 3aCTOCYBAHHS.

[lepen mepmM BUKOPHUCTaHHSM CIPEI0 HACOC CIIJ MPOKAayaTH, TPUUl HATUCHYBIIM Ha HbOro. Ilepen
KOXXHUM 3aCTOCYBaHHSIM HEOOX1THO 3HIMATH 3aXMCHUN KOBITAYOK.

I3 ¢makoHa pexoMeHIOBaHY J03Y OTPUMYIOTH 3a JOIOMOIOI0 MIpPHOTO Hacoca JAJsl CIpero, KOTpUl
nonaetbes. [lpenapar po3nuiioioTs 6€3MocepeIHb0 Y POTOBY MOPOKHUHY, MICIS YOTO HOT0 MPOKOBTYIOTh.
Pecriukc® Crpeit HeoOXifHO MpuitMaTu pa3oM 3 bkero abo micns . MykoniTuyHa akTuBHicTh Pecrmkc®
Crpero miATpUMYETHCS BXKUBAHHSIM BEITUKOI KUTBKOCTI P1IMHH.

Tpueanicms nikyeanus

be3 koHcynbTarii gikaps JJiKyBaHHS [IOBUHHO TPUBATH HE OubIne 4-5 qHIB.

VY pasi 3acTocyBaHHS Ui TIOJIETIICHHS! BUPAXEHOTO OOJI0 y TOpili IPU HEYCKIaJHEHUX PECHipaTOPHHUX
3aXBOPIOBaHHAX 0€3 KOHCYJbTAaIlIi JIiKapsi, 3aCTOCOBYBATH HE OlbIle 3 JTHIB.

Jimu.

Jlns JiKyBaHHS TOCTPUX Ta XPOHIYHMX OpOHXOJEreHEeBHX 3aXBOPIOBAaHb, IO CYMPOBOIKYIOTHCS
MOPYUIEHHSM YTBOPEHHS Ta BUBE/IEHHS CIIU3Y, 3aCTOCOBYIOTh JAITAM cTapiie 12 pokis.

JU71st ToJIeT LeHHS. BUPAXKEHOT0 OOJII0 y TOPJIi TPU HEYCKIIaJHEHUX PECIipaTOPHUX 3aXBOPIOBAHHSX Y AiTEH
10 18 pokiB JiKapChKHii 3aCi0 HE 3aCTOCOBYETHCS Y€pe3 BIICYTHICTh KIIIHIYHUX JaHUX.

Ilepeoo3ysanns.

Cumnmomu nepeoo3ysanus

Hemae nanmx mnpo TSOKKY I1HTOKCHKAIIO TMCIA Tepefao3yBaHHs aMOpokcosoMm. IIposBu, mpo ski
MOB1IOMJISIIOCS] — KOPOTKOTpUBae 30y/PKEHHS Ta Jiapest.

VY minomy 1000B1 OpalibHI 1031 110 25 MI/KT/n00y myxe 1o0pe MmepeHOCAThCS.

[Ticna 3HA4HOTO TMEepe03yBaHHs, BIAMOBIIHO 10 pe3yabTaTiB AOKIIHIYHUX JOCHIHKEHb, CIIOCTEPIralnucs
CIMHOTEYA, Hy/10Ta, OJIOBaHHS Ta MaAIHHS apTepiaIbHOTO THUCKY.

Jlikysannsa nepedo3yeanHs

VY misoMy, HEBIIKJIAIHI 3aX0/M, TaKl sIK BUKJIMK OJIFOBaHHsS a00 MPOMHBAaHHS NIIyHKA, HE MOKa3aHi, 1X
MOKHA 3aCTOCOBYBATH JIMIIE TPU Jy’KE THKKOMY IMepeno3yBaHHI. TakuM YMHOM, Yy BCIX BHITaJKax
nepenoavyBaHOTO MePEA03yBaHHS CIIiJT 3aCTOCOBYBATH CHMIITOMAaTHYHY Ta MiATPUMYIOUY TEPAITIfo.

Io6iyni peakuit.



YactoTra BUHUKHEHHS HeOakaHMX €()EeKTIB HAaBOAWTHCS HACTYITHUM YHMHOM: Iyke vacTi (> 1/10); gacri
(> 1/100, < 1/10); veuacti (> 1/1 000, < 1/100); moomuuoki (> 1/10 000, < 1/1 000); piakicHi (< 1/10 000);
HEeB110Mi (HE MO)kKe OyTH BCTAaHOBJICHA HA IMICTAaB] ICHYIOUMX JIAHUX ).

3 6oxy mpasnozo mpakmy. He4acTl — Nedis, HyJ0Ta, OJII0BaHH, OUIb y NUTYHKY, 3HI)KEHHS YyTIHBOCTI Y
POTOBI# MOPOXKHUHI 1 TIIOTIII, CYXICTh y POTi Ta TOPJIi, AUCTEB3is.

Anepeiuni peaxyii: He4acTi — peakilii MiABUINEHOT YyTIMBOCTI (BUCUIIAHHS HA IIKipi, aHT10HEBPOTUIHHIA
HaOpsK, 3aJMIIIKa, KPOTIMB’ THKA), TapsiyKa, aJepridyHui KOHTAaKTHUH ACPMATHUT; PIAKICHI — TSXKKI TOCTPi
aHa(imaKTUYHI peakiii, BKIIOYAIOUM IIOK, TSDKKI ypakeHHS ILIKIpH, Taki sk cuHapoMm CriBeHca —
JI>xoHcoHa Ta cuHApoM Jlaitenna (TOKCUYHUN emiiepMaTIbHUI HEKPOJIi3).

VY 4yTIMBHX MAIi€HTIB peaKiii MiABUILEHOI YyTIIMBOCTI (BKIIOUAIOYH 33/IUIIKY) MOXKYTh OYTH CIPUYMHEH1
JICBOMEHTOJIOM.

Tepmin npuoamnocmi. 3 poku
Tepmin npuIaTHOCTI MiCHS MEPIIOT0 BUKOPUCTAHHS — | MicCSIb.

YmoBu 30epiranns.
30epiraTy B HEIOCTYITHOMY JIJIsl AiTEH MicIli ipu Temneparypi He Bule 25°C. He oxonomxkyBaTu Ta He
3aMOPOXKYBATH.

Ynakoska.
[To 13 mut po3unHy y (IakoHi 3 103yIOUUM MIPUCTPOEM; 110 1 (iakoHy B KapTOHHIN KOPOOIT.

Kareropis Bignycky.
bes peuenra.

BupooHuk.
At Ti Ci @apwma C.p.., Itamis/
ITC Farma S.R.L., Italy.
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