IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

AMEBPOKCOJI

(AMBROXOL)

Cknao:
ditoua pevosuHa: aMOPOKCOIY TiIpOXIOPHUL;
5 MJI CHpOILY MiCcTSIThb aMOpPOKCOy Timpoxnopuny 15 Mr;

0ONnoMmidcHi peyosuHU: TIPOIiNIEHTTiKOIb, MeTuaparimpokcuden3oat (E 218),
nporminmnaparigpokcubensoar (E 216), eranon 96 %, copbit (E 420), apomaTtusaTop «IlomyHuti
apomat» (mictuth E 124), Boga ouuileHa.

JlikapcbKka ¢popma. Cupor.

OcHosHi (¢i3uko-xiMiyHi 81acmusocmi: TPO30pa CHPOIIONONiOHA piguHa POKEBOT0 KOIbOPY, 3
XapakKTepHUM 3allaxOM, COJIOfIKa Ha CMakK.

dapMakoTepaneBTHYHA rpyna. 3acobu, 1[0 3aCTOCOBYIOTLCS IIPH Kalllyli i 3aCTyAHUX
3axBopioBaHHAX. MykonitTuyHi 3acobu. Kog ATX R0O5C B06.

dPapmakon02iuHi e1acmusocmi.
dapmakoOuHamika.

[litoya peyoBrHa - aMOPOKCOJTY TiIpOXJIOPUN - 30iNbIIy€E CEKPELii0 32103 AUXaIbHUX LIIAXIB.
AMOPOKCOJT TOCUITIOE BUMIJIEHHS JIETEHEBOT0 CyphakTaHTa i CTUMYIIIOE IUTiapHy aKTUBHICTB,
BHACJIIJOK YOT0 MOJIETIIYETHCS BifiIeHHS CIM3Y Ta MOT0 BUBEOEeHHS (MyKOLMIiapHUM KITipeHC).

AKTHUBalis cekpellii piguHu i 30iNTbIIEHHS MYKOIMIiapHOTO KITipeHCY MONErmy0Th BUBEIEHHS CIIU3Y

Ta 3MEHIIYIOTH KallleJIb.

MicueBuii anecTe3yuyui epeKT aMOPOKCOIY TiIpOXIOPUAY CIIOCTEPIrany Ha MOfelli KPoJIisdoro OKa,

IITO MO2Ke€ IIOsICHIOBATHCA BJIIaCTUBOCTAMH 6J'IOKy'BaHH5{ HanIGBI/IX KaHaiB. HOCHIH}KGHHH in

vitro moka3anu, 110 aMOpOKCOIy Timpoxnopup 6I0Kye HeHpOHHI HaTpieBi KaHaNu; 3B'I3yBaHHS OyI10

000pPOTHUM i 3aJI€KHUM Bif] KOHIIEHTPAIlil.

YV mocnimKeHHSX in vitro BUSIBUIH, 1110 aMOPOKCOJTY TiIpoXIopuy 3HaYHO 3MEHIIY€e BUBITbHEHHS
IIUTOKIHY 3 KPOBi Ta TKAHWHHE 3B’SI3yBaHHS MOHOHYKJIEApHUX i MOIiMOPGHOHYKIEaPHUX KITITHUH.



dapmakoKiHemuxka.

A6copbuisi aMOpOKCOIy TiApoXIopUay UIBUAKA i JOCUTD ITOBHA, 3 JIHINHOIO 3a/IeXKHICTIO ¥
TepalleBTUYHOMY fiana3oHi. MakcuMasbHi piBHI y m1a3Mi KpoBi JocsAranThCs 4epe3 1-2,5 rogunu
IIPY IIepopajIbHOMY IPUUOMI TIKapChKUX (POPM IMTBUAKOTO BUBITbHEHHS.

[Tpu nepopanbHOMY IPUHOMI PO3MOiT aMOPOKCOIY TiIpOXI0pUAY 3 KPOBi 0 TKAHWH IBUAKUY i
Pi3K0 BUpaxKeHUH, 3 HaWBUILOI KOHIIEHTPAIli€I0 aKTUBHOI peYoBUHHU Y nereHsx. 06’eM po3nominy
IIPY IIepopajbHOMY IpuiioMi 6y10 Bu3Ha4yeHo sIK 552 j1. Y mi1a3Mi KpoBi y TepaneBTUYHOMY Oiara3oHi
npubnusno 90 % npenapaty 3B’A3y€ETHCS 3 MPOTEIHAMH.

[Tpubnu3no 30 % mo3u Micis mepopaabHOT0 3aCTOCYBaHHS BUBOOUTLCS Yepe3 MPecUuCcTeMHUN
MeTabomi3M.

AMOPOKCOIy TigpoxJIopua MeTabo1i3yeThCs, TOJIOBHUM YHHOM, V TIEUiHIIi IIITXOM TTIOKypOoHi3arii i
pO3IIeneHHs 0o auOpoMaHTPaHinoBol KucmoTu (mpubnau3Ho 10 % mo3u), OKpiM JesKuX He3HAaYHUX
MeTa0oIiTiB.

3a 3 {mHi mepopanbHOTO MpuioMy 0M13bK0 6 % mo3u nepedyBaioTh y BinmbHiN GhopMmi, Tomi K
npubnu3Ho 26 % 0o3u - y KOH'I0TOBaHil GopMi y ceui.

[Tepion HamiBBUBEIEeHHS 3 IIJTa3MU KPOBi CTaHOBUTH 0/113bK0 10 roguH. 3aranbHUMN KIipeHC
3HaAXOOUTHCA ¥ Mexkax 660 MJI/XB pa3oM i3 HUPKOBUM KJIipEHCOM, III0 CTaHOBUTHL NPUOIKU3HO 8 % Bif
3arajabHOTO KJIipeHCy.

Y matieHTiB i3 mopymeHHIM (yHKIII Te4iHKY BUBEOEeHHS aMOPOKCOJTy TifpOXIOpUAy 3MeHIIeHe, 110
3yMOBJIIO€E B 1,3-2 pa3u BULIKY PiBeHb y IIJ1a3Mi KPOBI.

OcCKinbKyu TepaneBTUYHUM fiara3oH aMOPOKCOY TiZpOXJIOPUAY AOCTAaTHRO IIMPOKUN, 3MiHIOBATH
I03yBaHHS He MOTPiOHO.

Bik Ta cTaTh He MalOTh KJTIiHIYHO 3HAYYIIOr0 BIJIMBY Ha (hapMaKOKiHETHKY aMOpPOKCOIIY
rimpoxmopumy, ToMy OyOb-siKa KOPEKIIis 103U He MoTpibHa.

[TpuitoM iXxi He BIIKMBa€ Ha OI0MOCTYIHICTh aMOPOKCOITY TiTPOXIOPULAY.

Kniniuni xapakKTepuCTHKH.
Iloka3aHHA.

CekpeToniTHyHa Teparlis Py TOCTPUX i XPOHIYHUX OPOHXOITYJIbMOHAIbHUX 3aXBOPIOBAHHSX,
TIOB’SI3aHUX i3 mMOpyIIeHHAMYU OpoHXianbHOI ceKpelii Ta ocabIeHHSIM IPOCYBaHHS CIIHU3Y.

IIpomunoka3aHHs.

[TigBuIeHa YyTNUBICTL MO aMOPOKCOIY Timpoxiaopuny abo mo iHIIKUX KOMIIOHEHTIB mpemnapary. [Ipu
PIOKICHUX CIIaAKOBUX CTaHaX, yepe3 sgKi MOXKJIMBa HECYMICHICTS i3 JOIIOMIKHOI0 PEYOBHUHOIO
npernapary (ouB. po3nin «OcobIuBOCTI 3aCTOCYBaHHA»), IPUIOM IIpenapaTy MPOTUIIOKa3aHUM.



B3aemodina 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemodiii.

OpHOYacHe 3aCTOCYBaHHS JiKapChKOTro 3aco0y Ta 3acobiB, 110 MPUTHIYYIOTH Kallle/lb, MOXKe
IIPHU3BECTH 10 HaAMIPHOTO HAaKOMMYEHHS CJIM3Y BHACIIAOK MPUTHIYeHHS KallJIbOBOTO PedeKcy.
Tomy Taka KoMOiHalliss MOXK/IMBA TiJTbKY IIiCJIs PeTEIbHOI OI[iHKY JTiIKapeM CITiBBiHOIIEHHS
O4iKyBaHOI KOPHUCTi Ta MOXKJIUBOTO PU3HUKY.

Oco06/1MBOCTi 3aCTOCYBaHHS.

Ycboro KinbKa MOBiIOMJIeHb HAIMIIIIO IIPO TAXKKI ypaXKeHHS WKipu: cuHapoM CTiBeHca-[[:KO0HCOHA Ta
cuHpapoM Jla#enna, 1o 36iraucs y 4aci i3 3acTocyBaHHSIM aMOpPOKCOIy. 31e0iNbiIoro ix MoXHa
TIOSICHUTH TSXKKICTIO Iepebiry 0CHOBHOT'O 3aXBOPIOBAHHS Ta/a00 OMHOYACHUM 3aCTOCYBaHHSM iHIIIOTO
npernapary. ToMy IIpu MOsBi HOBUX ypaxKeHb IMIKipu a00 CIu30BUX 000JIOHOK CJIifl HEraHO
3BEPHYTHUCS 3a MEIUYHOIO JOITOMOTOIO Ta MPUIUHUTY TiKyBaHHS aMOPOKCOTY TiIpOoXIOpUI0OM.

TakoX Ha I04aTKOBi# cTapnii cuaapomy CriBeHca-[IxKoHCOHA abo cuHOpoMy Jlalenia y nalieHTiB
MOXKYTbh OyTH Hecrenudiuni, mogibHi 4o 03HAK MOYATKY IPUITY CUMIITOMHM, TaKi SIK ITPOIaCHULIS,
JIOMOTAa, PUHIT, Kaiesnb i 6iib y ropii. [IToMUIKOBO TP TaKuxX HecneluPiuHmX, IOTIOHUX 0 03HAK
II0YaTKy I'PUIY CUMIITOMaX MOXHa 3aCTOCOBYBaTH CUMIITOMATUYHE JIiKyBaHHS IIpenapaTaMu IIPOTH
KalllJIio 1 3aCTyau.

[Tpu nopymieHHi OpoHXiaTbHOI MOTOPUKHU Ta IIOCUJIEHIN CeKpellil Cu3y (HalnpuKiaf, IpU TaKOMy
pifKicHOMy 3aXBOpIOBaHHI K ITepPBUHHA LKJIiapHa OUCKiHe3is) nmpemapaT AMOGPOKCOJI, CUPOI, CITif
3aCTOCOBYBaTHU 3 00€PEXKHICTIO, OCKiTbKY aMOPOKCOJI MOXKe ITOCUIIOBATH CEKPEIiio CIIU3Y.

[MamienTaM i3 mopymeHHsAM QyHKIII HUPOK ab0 TSKKUM CTYIIEHEeM Ie4YiHKOBOI HEJOCTAaTHOCTI CITif
IpUAMaTH IIpelapaT TiIbKY Iic/Is KOHCY bTalii 3 mikapeM. I[Ipu 3acTocyBaHHI aMOPOKCOTy, SIK i
Oynmb-sKOI [if040i pe4OBUHH, sSIKa MeTab0Ii3yETLCS ¥ MEYiHIli, a II0TiM BUBOTUTHCS HUPKAMHU,
BimOyBa€eThCS HaKOMUYeHHs MeTaboliTiB, SIKi yTBOPIOIOTHCS Y IEUiHIli y TAIliEHTIB 3 TIKKOIO
HUPKOBOIO HEOCTATHICTIO.

1 M npemnapaty MicTuTh Bif 2 % [0 3 % eTaHOIy, TOMY AJis giTel BiKOM [0 6 POKiB [0O3y IpenapaTy
CJIil PO3BOIUTH TEIJIO KU TUEHOI0 BOLOIO.

[TpemapaTt Mictuth 10,5 T copbiTy ¥ KOXKHIN MakKCUMalbHO peKOMEeHI0BaHii 0060Bil mo3i (30 Mi).
[NTauieHTaM i3 PifKiCHOIO CTIAgKOBOIO HETIEPEHOCUMICTIO (PPYKTO3U He CIIif IpuiMaTH 1iel Ipenapar.
Bin TakoX Mae He3HAUHUYI IPOHOCHUU e(eKT.

[Tpemapar He MiCTUTD I[YKPY, TAKKM YHHOM, HOTO MOXKHA 3aCTOCOBYBATH XBOPHM Ha ITYKPOBHH
niaber.

[TpemapaT MiCTATh HEBEIUKY KiIbKiCTh €TaHONYy (ankoromib), MeHie 100 Mr/mosy.

HasiBHiCTH y CKJlafii IpenapaTy mpominmnaparigpokcuben3oarty (E 216) Ta
MeTunnaparigpokcuben3soaty (E 218) Moxke CIpUYMHUTY ajleprivHi peakiil (MOXKINBO, YIOBIIbHEH]).

ApomartusaTop «IlomyHuti apoMaT» MicTuTh E 124, 1110 MOXKe CIpUYMHSATH alepridfi peakiiil.

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHA 2py0010.



AMODOKCOIy TigpOXJIOPUJ IPOHUKAE Yyepe3 IyalleHTapHui 0ap’ep. [JocmifKeHHS Ha TBApUHAX He
BUSIBIJIM NIPSIMUX UM HEPSIMUX IIKiAJIMBUX BIIJIUBIB aMOPOKCOJTY TiZpoXIopuay Ha nepeoir
BariTHOCTi, PO3BUTOK eMOpioHa/m10aa, moaoru abo MoCTHATATbHUM PO3BUTOK.

Y pe3ynbTaTi KMiHIYHUX JOCTiAXKEHb 3aCTOCYBAHHS aMOPOKCOJIY TigpoXIopuay micnis 28-ro TUXKHS
BariTHOCTI He BUSBJIEHO KOMHOT0 LIKIJIMBOr0 BIIJIUBY Ha ILIif,.

Y I TpuMecTpi BariTHOCTI He PEKOMEHIYEThCS 3aCTOCOBYBATH IIpenapar.

AMOPOKCOIy TiZpOXJIOPHU MPOHUKAE Y TPYIHE MOJIOKO. X04a He O4iKyeThCst He0aKaHOTO BIIJIUBY Ha
HEMOBJIST, IIpelapaT He PeKOMEHIYETLCS 3aCTOCOBYBATH Y ITePiof TOMYBAHHS TPYIOIO.

30amuicmb 8niusamu Ha weudKicmb peakyii npu kepyeaHHi aamompaHcnopmom abo iHwumu
MexaHi3mamu.

Hemae maHuX mIO[O BIIMBY Ha MIBUIKICTh pPeakllil Mpy KepyBaHHiI aBTOTPaHCIOPTOM abo poboTi 3
iHImMMY MexaHi3Mamu. [10CTigKeHb BIJIUBY aMOPOKCOJTY TiZpOXJIOPUAY Ha IMBUAKICTh peakIlil mpu
KepyBaHHi aBTOTpaHCIIOPTOM ab0 po6oTi 3 iHIKMMY MeXaHi3MaMu He ITPOBOOUIIH.

Cnoci6 3acmocyeaHHsi ma do3u.
FKI1I0 He PONKCaHO iHIlle, peKOMEeHA0BaHa f03a IIpelapaTy Taka:

dimsam sikom 0o 2 pokia: o 2,5 M7 2 pa3u Ha 700y (ekBiBasieHTHO 15 MI aMOPOKCOIIY TigpOXIOpUIy
Ha 100Y);

dimsm eikom 8i0 2 0o 6 pokis: o 2,5 mn 3 pa3u Ha Ho0y (eKBiBameHTHO 22,5 M aMOPOKCOITy
rimpoxnopuny Ha mo6y);

dimsm eikom 8i0 6 do 12 pokis: o 5 min 2-3 pa3u Ha fo0y (ekBiBameHTHO 30-45 M aMOpPOKCOTY
rimpoxnopuny Ha mo6y);

dopocaum ma dimsm sikom 8i0 12 pokie: mo 10 mn 3 pa3u Ha go0y (ekBiBaseHTHO 90 MI aMOPOKCOIY
rimpoxnopuny Ha mo0y) MpoTsAroM mepurux 2-3 gHiB i motiMm 10 M 2 pa3u Ha no0y (ekBiBameHTHO 60
MI aMOpPOKCOIy Timpoxiopuny Ha mo6y).

Y pazi HeobOximHOCTI TepaneBTUUYHUM e(DeKT [ HOPOCIHX Ta [iTel BikoM Bix 12 pokiB Moxke O6yTu
nocuneHui 30inpieHHsAM 1034 [0 20 M1 2 pa3u Ha o6y (ekBiBameHTHO 120 Mr aMOpoKCOITy
rigpoxopupny Ha mo6y).

[TpemapaT MOXkKHa 3aCTOCOBYBaTH He3a/leKHO Bifl BAKHUBaHHS 1XKi.

3arasoM HeMae o0OMeKeHb III00 TPHUBAJIOCTi 3aCTOCYBAHHS, ajle TPUBAJLY TepaIliio CIIiJ MPOBOOUTH
I MeOUYHUM HarasagoM.

Awm0pokcor, cupon 15 Mr/5 M1, He CIlif 3aCTOCOBYBaTH AOBIIeE 4-5 MHiB 663 KOHCYJIbTalil 3 JIiKapeM.

Himu.



[IpenapaT MOXXHa 3aCTOCOBYBATH B IlefiaTpUUHIN IpakTUll. [JiTAM BiKOM [0 2-X POKiB 3aCTOCOBYBaTHU
3a IpPU3HaYEeHHAM JIiKaps.

Ilepedo3yeanns.

Iloci HeMa€ MOBiHOMIIEHD IIOAO CIEeUU(PIYHUX CUMITOMIB IIepefo3yBaHHsa. CUMITOMH, BifoMi 3
IIOOAMHOKHUX TTOBiOMJIEHb IIPO ITepefo3yBaHHs Ta/ab0 BUIMIaiKX TOMUIKOBOTO 3aCTOCYBaHHS
npernapary, BiilOBiAalOTh BifoOMUM MOOIYHUM AisiM JTiKapChKOTo 3aco00y B pEKOMEH0BaHUX A03ax i
OTPeOyIOTh CUMIITOMATHYHOTO JTIKyBaHHS.

ITo6iuni peakuii.

I OLiHKY YacTOTU MOOIYHUX SBUIL BUKOPUCTAHO TaKy Kilacudikailio:
noyxe 4dacto: = 1/10;

yacro: =21/100 - <1/10;

HevacTo: =1/1000 - <1/100;

pigko: =21/10000 - <1/1000;

nyxe pigko: <1/10000;

HEeBiIoMO: HEMOKJIMBO OILIIHUTH Ha OCHOBI HasIBHUX HaHUX.

3 6oky imyHHOI cucmemu, wkipu i niOWKipHOT KAIMKOBUHU:

PiOKO - MIKIpHUYU BUCUII, KPOIIUB IHKA;

HEBIZIOMO - aHTiOHEBPOTUYHMI HabpsK, cBepOixK, aHadinaKTUYHI peaklii (BKIIOUaI04YH
aHa(inakTUYHUY 1IOK), iHIII peakMil TimepuyTINBOCTI; TAXKKI ypaxkeHHd MKipu: cuHgpoM CTiBeHca-
II>KOHCOHA Ta TOKCUYHUM elliflepMalibHUK HEKPOJIi3 (cuHapoM Jlalienna), epuTeMa;

3 60Ky Hepeosoi cucmemu:

4acCTo - AUCTeB3is (po3nag CMaky);

3 60Ky WAYHK0BO-KUWKOB020 MPAKMY:

4acTo - Hy[0Ta, 3HNUKEeHHS YyTJIUBOCTI ¥ POTOBiM TOPOXKHUHI;

HedacTo - O/ioBaHHS, fiapes, MUCIEICis, 6i/ib y KUBOTI, CYyXiCTh y POTi;
OyZe PiaKo - 3alop, CIMHOTEeYa;

HEeBIIOMO - CYXICTb y TOpJIi.

3 60Ky duxanbHOI cucmemu, opaaHie 2py0HOi Kaimku ma cepedoCmiHHA:

YaCTO - 3HU2KEHHA ‘-IYTJ'II/IBOCTi y I"JIOTLIi,'



OyXke pigKo - puHOpes;

HEBiIOMO - IUCIIHOE (K CUMIITOM peakliii rinepyyTIuBOCTi).
3 boky ceuosudinbHOi cucmemu:

Oye PioKo - QU3ypid.

3azanvHi po3aadu:

HEeJacTo - rapsiyka, peakiii 3 60Ky CIM30BUX 000JIOHOK.

Tepmin npudamuocmi. 4 Poxu.

[licng mepIiioro po3KpUTTS YIIAaKOBKY IIpeliapaT IPUAATHUU IPOTATOM 6 MICSIIB.

YMoBH 30epiranHsi.

36epiratu mpu TeMiepaTypi He Buile 25 °C y HeOCTYITHOMY IJIS DiTeH MicIIi.

YnakoBka.

[To 100 mn y ¢pnakoni abo H6aHIl 3 [03YI0UO0I0 CKIITHOYKOIO B MAYIIi.

Kateropisi Bignmycky. be3s pellenra.

BupoOHHK.

TOB «JIKII «®apmareBTuyHa hadpuka».

Micue3HaxoaKeHHsI BHPOOHHKA Ta afjpeca MicCIsi IPOBaIXKeHHs MOro Jis/IbHOCTI.

Vkpaina, 12430, 2Kutomupcrka 0611., 2KutoMmupcbkuit p-H, ¢. CTanuiska, Bysn. Koponbosa, 6. 4.



