Ckian

Oitova peuyosuHa: ambroxol;

1 TabreTka MicTUTL aMOPOKCOINy Tigpoxiopuny y nepepaxyBaHHi Ha 100 % pedoBuHY
- 30 wmr;

OONOMIJNCHI peuoB8uHU: KPpOXMaJlb KapTOIUITHUM; JJaKT03a, MOHOTiApaT; KaJbIlilo
cTeapar.

JIikapcbKa ¢opMma

TabneTku.

OcHoBHI (pi3uko-ximiuHi 81acmusocmi: TabneTku 6isoro abo 6is1oro i3 :K0BTaBUM
BIATIHKOM KOJILOPY, KPYyTJ101l (pOpMU 3 IIJIOCKOK MOBEPXHEIO, 3 (haCKOI0.

®dapMaKoTepalneBTHYHA rpymna

3acobwu, 110 3aCTOCOBYIOTHCS IIPU Kalllfli i 3aCTyTHUX 3aXBOPIOBaHHAX. MyKOIITUYHI
3aco6u. AMOPOKCOJI.

Kog ATX R0O5C BO06.
®dapMaKoTepaneBTHYHA rpymna

dapmakoduHamika.

IOKJIiHIiYHO mOBeneHo, 110 aMOPOKCOIIy TiIpOXJIOPUL MiABUIITyE YTBOPEHHS CEPO3HOT0
KOMIIOHeHTa OpPOHXiaJIbHOT'O CeKpeTy. AMOPOKCOJI IIOCUJIIOE BUOITIEHHS JIET€HEBOTO
cypdakTaHTa HUISIXOM IPSAMOTO BOJIMBY Ha mHeBMouuT (Tun II) y anbpBeosnax Ta
KiiTuHax Knapa y 6poHxionax, a TaKoXK CTUMYJIIOE LIUIiapHy aKTUBHICThH, BHACJIiJOK
YOro 3HUKYETHCS B'SI3KICTh MOKPOTUHHSA Ta OKPAIIYETHCSA UOT0 BUBENEHHS
(Mmykomumiapauil KiipeHc). [lokpalieHHsS MyKOIIUJIiapHOT 0 KJTipeHCy 0yJi0 HoBegeHO
i Yac KIiHiKO-papMaKOJIOTiYHUX AOCITiOKEHb.

[TocuneHe IPOOYKyBaHHS CEPO3HOTO CEKPETY Ta IMOCUJIEHHS MYKOIM/IiapHOTO
KJIipeHCYy NOJIETUIYIOTh BifXapKyBaHHS Ta 3MEHIIYIOThH KallleJlb.

Y nauieHTiB 3 XpOHIiYHUM OOCTPYKBTUHUM 3aXBOPIOBAHHSM JIeT€Hb, IKi OTPUMYyBaju
aMOPOKCOITy TiIpOXJIOpHU/ KaIlCy/Iu IPOJIOHTOBAHO] [il 10 75 MI MPOTATroM 6 MiCSIIiB,
CIIocTepiranocsi 3HauHe 3HUKEHHS KiJIbKOCTi 3aroCTpeHb, MOPIBHSIHO 3 Ij1a1iebo,
HAMPUKIHII 2 Micsls niKyBaHHS. Y Ialli€HTIB, SKi IiKyBaauch aMOPOKCOTY



rigpoxmopumoM, XxBopoOa TpHUBaJjia 3HaYHO MeHIIe OHiB, i IM 3HamoOuI0CsI MEeHIIIe THiB
aHTubOioTUKOTEpamii. Y HUX TaKOXK CIIOCTepPirajocs CTaTUCTUYHO OOCTOBipHE
3MEHIIIEHHs CUMIITOMIB, TaKUX K YTPYOHEHHS IIPU BioxXxapKyBaHHI, Kallle/lb, 3aJUllIKa
Ta ayCKy/IbTaTUBHi 3ByKH, MMOPiBHSIHO 3 Ij1aiebo.

MicueBuii aHecTe3younil epeKT aMOpPOKCOITy TiHpOXJIOPUAY CIIOCTEPIraau Ha MOAeJTi
KPOJISTYOT0 OKa, 110 MOXKHAa ITOSCHUTH BIaCTUBOCTSIMU OJIOKyBaHHSI HaTPi€eBUX KaHaliB.
HocmigzkeHHs in vitro mokasanu, 1110 aMOPOKCOJy TimpoxJiopun 6710Kye HEUPOHHI
HaTpPi€eBi KaHanmu; 3B’13yBaHHs 0ys10 0OOPOTHUM i 3a/Ie3KHUM BiJl KOHIIEHTpPAIIil.

AMOpPOKCOTy TimpoXyI0pug IPOOEeMOHCTPYBaB MPOTHU3analbHUM BOIUB in vitro. Takum
YUHOM, aMOpPOKCOIy TimpOoXJIOpu/ 3HaYHO 3MEHIIYE BUBIMTbHEHHS ITUTOKIHIB 3
MOHOHYKJIEapHUX i omiMOpPHOHYKIeapHUX KITITUH KPOBi Ta TKaHUH.

Y pe3ynbTaTi KJTiHiYHUX BUTIPOOYBaHb i3 3aJly4eHHSAM MNalli€eHTiB i3 ¢hapHUHTITOM
OOBedeHO 3HaYHe 3MEeHIIIeHHs 00JII0 i TOYEePBOHIHHSA B IOPJIi IIPU 3aCTOCyBaHHi
mpernapary.

3aBOsiku (papMaKOJIOTiYHMM BJIaCTUBOCTSIM aMOPOKCOJIY IIBUAKO ITOJIETIIIyBaBCs Oilb
i Yac JIiKyBaHHSA 3aXBOPIOBAHb BEPXHIX BIAAIIIB OUXaJIbHUX IIJIAXIB, 1110
CIIOCTEpIrasoch y IPOoIeCi AOCITiAXKeHb KITiHiYHOl e(peKTUBHOCTI iHTaNAiiHuX GopM
aMOpPOKCOITY.

3acTocyBaHHSI aMOPOKCOJTy TigpOXJIOPUAY ITiIBUIITy€E KOHIIEHTPAIlil0 aHTHOiOTUKIB
(amMokcuLUIiHy, 11ePyPOKCUMY, EPUTPOMIIIMHY Ta JOKCULIMKIIIHY) ¥ OPOHXO0JIETE€HEBOMY
cekpeTi Ta y MOKpoTUHHIi. Ha choropmHi He 6yJi0 BUSBJIEHO HisIKOI KJIiHiYHOI
3HAYYMIOCTi ILOTO (aKTy.

dapmakoKiHemukKa.

Abcopbuis. AbcopObiliss aMOPOKCOIy TimpoxIopuay 3 nepopanbHUX (GopM HEraHoOro
BUBIUJIbHEHHS IIBUKA 1 IOBHA, 3 JIIHIMHOIO 3aJIeXKHICTIO Bifl JO3U V TepaleBTUYHOMY
miama3oHi. MakcuManbHUM PiBEHB Y MJ1a3Mi KPOBi mocaraetbcs yepel 1-2,5 roguemn
[IpU HepopaJbHOMY IPUKOMI JIIKAPChKUX (POPM IIBUAKOTO BUBIJIbPHEHHS 1 B
cepemHbOMY ITicJig 6,5 TOOUHU NPU 3aCTOCYBaHHI GOpPM MOBITBHOTO BUBITbHEHHS.

Po3nodia. Tlpu mepopaabHOMY IIPUMOMIi PO3MOIi aMOPOKCOIY TiTPOXJIOPUAY 3 KPOBi
00 TKAHWH IIBUOKUU i BUPaKeHU!, 3 HaBUILOI0 KOHIIEHTPAIIi€l0 aKTUBHOL PEYOBUHU Y
nereHsx. OuikyBaHUM 00’€M PO3MOMOiNy NPHU ITePOPaTbHOMY IPUMOMi CTAHOBUTDL 552 II.
Y nna3mi KpoBi y TepalleBTUYHOMY fiana30Hi o3 npubnusno 90 % mpemapaty
3B’s13yeThCA 3 Oimkamu. AGcomoTHa 6i0JOCTYIHICTS ITicyisa npuiioMy Tabnetku 30 Mr
CTaHOBUTH 79 %.



Memab6oaizm ma sugedeHHs. [Tpubnusuo 30 % mo3u Iicis mepopaabHOTO
3aCTOCYBAHHSI BUBOUTLCS IIIJISIXOM ITPECUCTEMHOr0 MeTabonizmMy. AMOPOKCOITy
rigpoxmopun MeTabos1i3y€eThCs TOJIOBHUM YMHOM Y IIEYiHIll IIIJISIXOM T'JIIOKYPOHi3artrii i
PO3IleIIeHHs 00 TuOpoMaHTPaHiIoBol KucoTu (mpubnausHo 10 % mo3wn).
HocrmigKeHHS Ha MiKpocoMaXx IIe4iHKHU TIOuHY moka3anu, 1m0 CYP3A4 BinmoBigae 3a
MeTab0I1i3M aMOPOKCOJTY TiAPOXJIOPUAY A0 AUOPOMAaHTPAHIIOBOI KUCJIOTH.

Yepes 3 mHi mepopanbHOTO MpUuitoMy G/IM3bK0 6 % MO3U BUBOIASATHCS Pa3oM i3 cedyero y
He3MiHeHi# ¢popmi, npubnu3Ho 26 % mo3u - y KOH'1oroBaHiu ¢popmi.

[lepion HamiBBUBEOEHHS 3 IJIa3MU KPOBi CTaHOBUTH 0/113bK0 10 roguH. 3araabHUU
KJIipeHC CTaHOBUTH NPUOIMU3H0 660 Mi1/xB. HUPKOBUY KIipeHC CTAHOBUTH ITPUOIIM3HO
8 % Bim 3aranbHOTO. Yepe3 5 gHiB nmpubinu3Ho 83 % 3aranbHOI M03U BUBOOUTHCS i3
ceuern.

dapmakoKiHemuka y ocobiugux 2pyn xeopux. Y MallieHTiB i3 mopyimeHHIMHU QYHKITi
MMeYiHKY BUBEIEeHHS aMOpPOKCOIy TimpoxIopuay 3MeHIlleHe, 1110 3yMOBITIOE B 1,3-2 pa3u
BUIIIMU piBeHb Y Ma3Mi KpoBi. OCKiITbKM TepaleBTUYHUN [iana30H aMOPOKCOITy
TigpOXJIOPUOY AOCTATHBLO IIMPOKWH, 3MiHIOBAaTH NO3yBaHHS He MOTPiOHO.

Bik Ta cTaTh He MalOTh KJIIHIYHO 3HAYYyIIOT0 BIIJIMBY Ha (papMaKOKiHETUKY
aMOpOKCOJIy TiIpOXJIOpUAy, TOMy OyOb-IKa KOPEKIIis I03Ku He IOoTpibHa.

[MTpuiioMm iXki He BOuBa€ Ha 6IOMOCTYMHICTL aMOPOKCOY TiIpoXIopuay.
Iloka3aHHs

CekpeToJliTUYHa Tepallisi IIpU TOCTPUX Ta XPOHIYHUX OPOHXOITYTbMOHATbHUX
3aXBOPIOBAHHAX, OB’ sI3aHUX i3 MOPYIIeHHSIMM OPOHXialTbHOI ceKpellii Ta ocnabieHHIM
MIPOCYBaHHS CIIU3Y.

IIporunnoka3aHHs

[IpenmapaT He MOXHa 3aCTOCOBYBaTH Malli€eHTaM 13 BiJOMOIO IiIepyYyTJIUBICTIO L0
aMOpoKcoy rigpoxnopuay abo [o iHIIMX KOMIIOHEHTIB ITpenapary.

B3aemoaisi 3 iHITMMH JTiKapChKUMH 3aco00aMH Ta iHIIi BHIH B3a€EMoOIil

OmHOYacHe 3aCTOCyBaHHS aMOpPOKCOIy Ta 3aco0iB, 110 IPUTHIYYIOTh Kalllelb, MOXKe
IIPU3BECTU OO0 HAOMIPHOT0 HAKOIIMYEHHS CJIM3y BHACJIIOOK IIPUTHIYEHHS KalllJIbOBOTO
pednekcy. Tomy Taka KoMOiHaIlisi MOXKJIMBA TiJIBKY MiCJIsI PETEIbHOI OIliHKH JIiKapeM
CITiBBIIHOIIIEHHS OYiKyBaHOl KOPHUCTI Ta MOXKJIMBOTO PU3UKY Bifl 3aCTOCYBaHHSI.



Oc006/1MBOCTi 11010 3aCTOCYBaHHSI

Iy>ke pimko Ha TJIi JIiKyBaHHS aMOPOKCOJIOM PO3BUBAJIMCS TSAXKKI IIKipHI peakilii, Taki
K cuagpoMm CTiBeHca-[I2KOHCOHA, TOKCUYHUU ellijepMabHIUN HEKPOJIi3 (CHHOIPOM
Jlavienmna) Ta TOCTpUU TeHepali30BaHUU eK3aHTeMaTo3Huu nyctyneo3 (I'TEII),
IOB’sI3aHi i3 3aCTOCYyBaHHSAM BifxapKyBaJIbHUX 3aC00iB, TaKUX IK aMOpPOKCOIy
rigpoxsopum.

Takozk Ha MO4YaTKOBiM cTamii cuuapomMy CtiBeHca-II:kKoHCOHa abo cuHOpoMy Jlaiesnna
y malieHTiB MOXKYyTh OyTH HecnenudidHi, mogidHi 40 03HAK ITOYaTKy I'PUITY CUMIITOMHU,
TaKi K IPOIIaCHUIIS, JIOMOTa, PUHIT, Kalllenb i 0inb y ropii. Tomy, 1100 YHUKHYTHU
PU3UKY ITOMUJIKOBOTO IPUMOMY IpelapaTiB CUMIITOMATUYHOI Teparlil Kaliio i
3aCTyau, IIPY II0sSIBi HOBUX ypakKeHb IMKipu ab0 cIM30BUX 000JIOHOK CIIiJi HeraliHo
3BEPHYTHUCS 3a MEOQUUYHOIO JOIIOMOI0I0 Ta IPUIINHUTH JIIKyBaHHS aMOPOKCOILY
TiapOXJIOPUOOM.

TabneTkyu AMOPOKCOJI MicTATh 176 MT JTaKTO3W ¥ MaKCUMaJIbHO PeKOMEHI0OBaHi#
no60Biu 0o3i (120 mr).

[ManieHTaM i3 HEMEepPEeHOCUMICTIO rajlakKTo3u, gedinuTom nakTa3u Jlanmna abo
MOPYLIEHHSM BCMOKTYBaHHS I'JIFOKO3HY Ta rajJlakKTO3HU He CIIif IpuiMaTH Liey npemnapar.

OcKinbKH aMOpPOKCOJI MOZKe IOCHUJTIOBATU CEKpPEIlilo CIu3y, Ipenapar Cif
3aCTOCOBYBATHU 3 00EPEKHICTIO ITPU ITOPYIIeHHI OpOHXiaTbHOI MOTOPUKHU Ta ITOCUJIEHIHN
cekpellil cnu3y (Hampukiag Ipy TaKOMY PiAKiCHOMY 3aXBOPIOBaHHI, IK II€ePBUHHA
[IMIiapHa OUCKiHe3is), 4yepe3 PU3UK COPUSHHS HaKOIIMYEHHIO CEKPETY.

[NamieHTaM i3 mopylieHHAMU GYHKIII HUPOK ab0 TAKKHUM CTyIIeHeM ITe4iHKOBO1
HeIOOCTaTHOCTI CJIi mpuiiMaTHu npemnapart (TableTKN) TiIbKY ITics KOHCYIbTallil 3
JIiKapeM. Y MallieHTIiB 3 TAXKKO0I0 HUPKOBOIO HEOCTATHICTIO IIPU 3aCTOCYBaHHI
aMOpPOKCOIy, K i OyIOb-IKOT0 iHIIIOTO ITpemapary, 1110 MeTabo0Ii3yeThCs B IIeYiHII, a
IMOTiM BUBOOUTHCS HUPKAMHU, BimOyBa€ThCsI HAKOMIMYEHHST MeTaboIiTiB, saKi
YTBOPIOIOTHCS B IIEYiHII].

3acmocysaHHsA y nepiod sazimHocmi abo 200y8aHHs 2py0010.

BazimHicmb. AMOPOKCOJTy TifpOXJIOpUA IIPOHUKAE Yepel3 mialleHTapHuu 6ap’ep.
IocmigKeHHS Ha TBapWHaX He BUSBUIU NMPSIMUX a00 HETIPSIMUX IIKiOIWBUX BIIJIUBIB Ha
nepeObir BariTHOCTi, pO3BUTOK eMOpioHa/mioga, IMOJIOTH YU MOCTHATaJIbHUM PO3BUTOK.

Y peaynbTaTi KIIiHIYHUX OOCIIAXKEeHb 3aCTOCYyBaHHs IIpernaparTy Iiciasa 28-ro TUXKHA
BariTHOCTI He BUSBJIEHO XKOJHOTO IIKIJIMBOI'O BIIJIMBY Ha IIJIif.



OpHak nmoTpiOHO HOTPUMYBATHUCS 3BUYHUX 3aCTEPEKHUX 3aXOMiB OO0 IPUNOMY JTiKiB
Iig 4yac BaritHocTi. 30KpeMa, v I TpuMecTpi BariTHOCTI He pEKOMEHOYEThCH
3aCTOCOBYBaTH IIpernapar.

Y nepioo 2o0ysaHHA 2pyd0r0. AMOPOKCOY TimpoX/I0puA IPOHUKAE y TPyAHE MOJIOKO.
[IpemapaT He PEKOMEHOYETHCSA 3aCTOCOBYBaTH y epiof rogyBaHHS IPyOIIo.

@epmusabHicmy. [JOKIiHIYHI OCTiAXKEHHS HE BKAa3yIOTh Ha NIpAMuii abo HenpsIMui
IIKIiIJIUBUY BIIUB Ha QEPTUITHLHICTS.

30amHicmb 8nausamu Ha weudKicmb peakuii npu KepysaHHi aemompaHcnopmom abo
[HWUMU MexaHi3mamu.

Hemae maHuXx 1100 BOJIMBY IIpelapaTy Ha IIBUAKICTb peakliil IIpu KepyBaHHi
TPAHCIIOPTOM ab0 PoOOTi 3 iHIMMMU MexaHidMaMu. BinmoBigHi mocmimKeHHs He
IIPOBOOUIIUCE.

Cmocid 3acTocyBaHHsI Ta I03H

SIKIIO He MPOIMCAHO iHaKIIe, peKOMEHIOBaHa [03a IpernapaTy Taka:

odopocai ma dimu 8ikom 8i0 12 pokig: 3a3BUYal, f03a CTaHOBUTH 1 TabneTKy 3 pa3u Ha
noOy mpoTsATroM mepiuux 2-3 gHiB (ekBiBaseHTHO 90 Mr aMOpPOKCOITy
rigpoxnopuny/no0y). JIikyBaHHS IPONOBXKYBaTHU 3aCTOCyBaHHSIM 1 TabeTKu 2 pa3u Ha
no0Oy (ekBiBasieHTHO 60 Mr aMOpPOKCOy Timpoxnopuny/nooy).

Y pa3zi HeoOXigmHOCTI TepaneBTUYHMNMN ePeKT s MOPOCIIUX Ta OiTel BiKoM Bim 12 pokis
MOZKHa ITiICUJIUTH, 3aCTOCOBYIOYHU 10 2 TabimeTKU 2 pa3u Ha Ao0y (ekBiBaimeHTHO 120
MI" aMOpPOKCOIy TimpoxIopuny/mooy).

TabneTku ciig KOBTATH IIIMMHU 3 HOCTATHLOIO KilTbKIiCTIO pimuHu (HAITpUKiIam, 3
BOMIOI0, YaeEM ab0 GPyKTOBUM COKOM) ITifl yac iki abo He3aslexkHO Bif npuiioMy ixi .

3arasoM HeMa€e oOMeKeHb 1010 TPUBAJIOCTi 3aCTOCYBaHHS, ajle JOBrOTPUBAILY
Tepariito CJIig IPOBOOUTH IIig MEOUYHUM HaTrJISIOOM.

He crig 3acTocoByBaTu Ipemnapart AoBiie 4-5 qHiB 6e3 KOHCYIbTallil 3 JIiKkapeM.
Hitu.

AMOPOKCOI Yy maHil miKapchKii ¢hopMi MpoTUNOKA3aHUM OJIsI 3aCTOCYBAHHS OiTIM
BikOM 1o 12 pOKiB.

Ilepego3yBaHHs



Ha croropHi HeMae NOBimOMIIEHDb OO0 BUIIAAKIB IIepef03yBaHHS Y JIIOIEN.

CumMniToMH, BiloMi 3 MTOOOUHOKUX ITOBiHOMJIEHE ITPO ITepeno3yBaHHs i/abo BUMIaIKU
ITOMUJIKOBOT'O 3aCTOCYBaHHS JIiKiB, BiilIOBialOTh BifOMUM MOOIYHUM IOisM IIpemnapaTy B
pPEeKOMeHIOBaHUX M03axX i MOTpebyIoTh CUMIITOMAaTUYHOIO JIIKYBaHHS.

ITo0iuni edpexTH

[I71s1 OLIiIHKM 4aCTOTU MMOOIYHUX ABUIL OyJI0 BUKOPUCTAHO TaKy Kiacudikaliiio:

OyzKe 4acTo >10 %;

4acTo >1 %i<10 %;

HedacTo >0,1 % i <1 %;

pigKo >0,01 %1 <0,1 %;

OyXe pPigKo <0,01 %;

YaCcTOTa HeBijoMa /HEMOKJIUBO OIIIHHTH Ha OCHOBI HAasiBHUX JaHUX.

3 60Ky iMyHHOI cucmemu:
pimKo - peaxiiii rinep4yTIUBOCTI;

YyacToTa HeBimoMa - aHadilaKTUYHI peakiliil, BK/Il04Yaloul aHaimaKTUYHUH 10K,
aHTiIOHEBPOTUYHNY HAOPSK i cBepOiXK.

3 60Ky wKipu ma niOwWKipHOi KAIMKOBUHU:
PimKo - BUCUTIAaHHS, KPOIUB THKAQ;

YacToTa HeBiloMa - cepio3Hi MIKipHi mobiuHi peakiil (y Tomy uucii MmynbTudopMHa
eputeMa, cuHapoMm CTiBeHca-[[2KOHCOHa/ TOKCUYHUH ellijepMalbHUN HEKPOIIi3 i
TOCTPUM reHepali3oBaHUU €K3aHTEeMaTO3HUU IYCTYJIH03).

3 60Ky WAYHKOBO-KUWKOB020 MPAKMY:

YacTo - Hy[0Ta;



HedacTo - OJII0BaHHS, [iapesi, OUCIIeICisi, 6ilb Y XKUBOTI;

OyKe PigKo - CIMHOTEeYa.

3 60Ky duxasnvHOI cucmemu, op2aHie 2pyOHOI KAiIMmKU ma cepedoCmiHHA:
4yacTOTa HeBijoMa - JUCIHOE (SIK peakilid Tinmep4YyTInuBOCTI).

3azanvHi po3aadu:

He4YacCTO - IPONaCHUIIS, peakiiii 3 00Ky CIIM30BUX 000JIOHOK.

IToBigoMJIEHHS IIPO MifM03PIOBaHi MOOiUHiI peakiril

[ToBimoMiieHHS PO Mimo3proBaHi M0OiYHI peaxiiii miciast peecTpaliii TiKapchKOTo
3aco0y € BaxXJIMBOIO IIpoleAypoio. Lle mae 3Mory npogoBKyBaTy KOHTPOJIIOBATU
CIIiBBigHOIIEHHS KOPUCTh/PU3UK [JIS ILOTO IiKAapChKOT0 3aco0y. MeOouyHux
MIpalliBHUKIB IPOCATH IMOBIHOMJISATH IIPO yCi Mifo3pioBaHi MOOiYHi peakiril y
[epxaBHuil ekcriepTHUU eHTP MO3 YkpaiHu.

TepMiH NpUIATHOCTI

5 POKIiB.

YMmoBHu 30epiranus

B opuriHanbHiM ynakoBli IIpu TeMIiiepaTypi He Buile 25 °C.

30epiraTty y HeIOCTYIIHOMY OJIS OiTeM MicCIii.
VYnakoBka

ITo 10 TabneTok y 6micTepi, 2 6iicTepu y mayiri.
KaTeropis Bignycky

be3s penernra.

BupooHHK

[TAT «KuiBMepgnpenapatT».

TOB «MAPIOAPM».



