Ckian

Oitoua peuosuHa: ambroxol hydrochloride;
1 TabreTka MicTUTh aMOpoKcony rigpoxnopuny 30 Mr;

OONOMIJCHI peuoB8uHU: JTaKTO3a, MOHOTIApaT; KpOoXMalb KyKyPyA3sSHUU; KPEMHIIO
OiOKCU KOJIOimMHUYM O0e3BOOHUIM; MarHiio cTeapar.

JIikapcbKa ¢dpopMma

TabneTku.

OcHoBHI (i3uKko-xiMmiuHi 81acmueocmi: TabyieTku 0istoro abo 6isIoro 3 KPeEMOBUM
BiOTIHKOM KOJILOPY, IJIOCKOIUTIHAPUYHOI (opMH, Kpal MOBEPXOHb CKOIIIEHi, 3 OQHOTO
OOKy - pHuCKa.

®dapMaKoTepalneBTHYHA rpymna

3acobwu, 110 3aCTOCOBYIOTHCS IIPU Kalllfli i 3aCTyTHUX 3aXBOPIOBaHHAX. MyKOIITUYHI
3aco0u.

Kog ATX R0O5C BO06.
®apMaKoOJIOridyHi BJIaCTHUBOCTI

dapmakoduHamika.

IokiHiyHO mOBemeHo, 110 IifoYa pedyoBHUHa ImpemnapaTty AMOpokcos ExcTpa, TabeToxK,
- aMOPOKCOIY TimpOoXJIOPU - IIiIBUIIYE YTBOPEHHS CEPO3HOT0 KOMIIOHEHTA
OpoHXiaTbHOTO CeKpeTy. AMOPOKCOJI TIOCUJTIOE BUMIIJIEHHS JIeTeHEeBOTro cypdaKkTaHTa
IIJIAXOM IIPAMOI0 BIJIMBY Ha mHeBMouuT TUM Il B anbBeosiax Ta KiniTuHax Kiapa y
OpoHXioJlaxX, a TAKOXK CTUMYJIIOE IIUJTiapHY aKTUBHICTh, BHACIIAOK YOT0 3HUXKYETHCS
B’SI3KICTh MOKPOTUHHS Ta MOKpPAIyETHCA MOTO BUBEAEHHS (MyKOLUJIIapHUU KJIIPEHC).
[TokpallleHHsT MYKOITMJTiapHOT0 KJTipeHcy OyJI0 MOBedeHo ITi Yac KITiHiKo-
(bapmakonmOTiYHUX OOCHIOXKEHb.

[TocuneHe NpPOOyKyBaHHS CEPO3HOT'0 CEKPETY Ta IIOCUJIEHHS MyKOLIMIiapHOT O
KJIipeHCY IOJIETIIYIOTh BifXapKyBaHHS Ta 3MEHIIYIOTh KallleJIhb.

Y nanienTiB 3 XO3JI, gKi oTpuMyBaIu aMOPOKCOJIY TiHPOXJIOPUI, KAIICYyIx
IIPOJIOHTOBAHOI [il 110 75 MT IPOTATOM 6 MiCSIIiB, CIIOCTEpIranocs 3HaYyHe 3HUKEHHS
KiZTbKOCTi 3aroCTpeHb, IMOPIiBHAHO 3 IyTalle00, HaIPUKIHII 2 Micsls JTiKyBaHHS. Y



MalieHTiB, sIKi NiKyBanmuch aMOPOKCOJY TiIpOXJIOpUA0OM, XBopoOa TpuBala 3HAYHO
MeHIIIe OHiB, i IM 3HagoOMJIOCS MeHIIIe OHiB aHTHOIOTUKOTepaIlrii. Y HuX TakKokK
CIIOCTepirasaocs CTaTUCTUYHO NOCTOBIpHE 3MEHIIEHHS CUMIITOMIB, TaKUX SIK
YTPYOHEHHS IIPU BiaxapKyBaHHI, Kalllejlb, 3aUIlIKa Ta ayCKyJIbTaTUBHI

3ByKH, IIOPIBHSHO 3 mj1a1edo.

MiciueBuii aHecTe3yunui epeKT aMOPOKCOITy TimpOXJIOPUAy CIIOCTEepiraay Ha Momaelti
KPOJISTYOTO OKa, III0 MOXKe MOSICHIOBATHUCS BIIaCTUBOCTSIMU OJIOKYBaHHS HaTPi€eBUX
KaHasiB. [JocmimXeHHs in vitro mokasanu, 1110 aMOPOKCOIIy Timpoxiopun OJ10Kye
HEeWPOHHI HaTpi€eBi KaHaIu; 3B’s13yBaHHs 0yJI0 0OOPOTHUM i 3aJIe’KHUM Bif
KOHIIeHTpallil.

AMOpOKCOy TiTpoXJI0puA IPOOEMOHCTPYBaB MpOoTHU3analbHUM BOIUB in vitro. Takum
YUHOM, aMOPOKCOJTy TiZpOXI0pua 3HaYHO 3MEHIITY€E BUBITbHEHHS I[IUTOKIHY 3
MOHOHYKJIEapHUX i TOIiMOP(MHOHYKIeapHUX KITITUH KPOBi Ta TKaHUH.

Y pe3ynbTaTi KiIiHiYHUX BUITPOOYBaHb i3 3a/ly4eHHSIM MNallieHTiB 3 (papuHTiTOM
OOBEIeHO 3HAUHEe 3MeHIIeHHs 000 i MOYEePBOHIHHS B TOPJIi IPU 3aCTOCYBaHHI
npemnapary.

3aBOsiky GapMaKOJIOTiYHUM BJIACTUBOCTSIM aMOPOKCOJIy IIBUOKO ITOJIETIITyBaBCs Oinb
[if Yyac IiKyBaHHS 3aXBOPIOBaHb BEPXHIX BiOAiIiB AUXalbHUX ILIJISIXIB, 1110
CIIOCTEepPIrasaoch y XOAi OOCIiAXKeHb KITiHIi9YHOl e(DeKTUBHOCTI IHTaNSaIiMHUX GOopPM
aMOpOKCOITy.

3acTocyBaHHS aMOPOKCOJTy TiZpOXJIOPUAY ITiABUIIYy€E€ KOHIIEHTpPAIlil0 aHTHOiOTUKIB
(amokcunuIiny, nedypokKCUMy, EpUTPOMIIIUHY Ta JOKCULHUKIIIHY) Y OPOHXOIEreHEBOMY
cekpeTi Ta y MOKpoTi. Ha chorogHi He OyJ10 BUSIBII€HO HisSIKOl KJTiHiYHOI 3HAYyIIOCTi
IILOTO (pakKTy.

dapmakoKiHemuKa.

Abcopbuis. AbcopOiriss aMOPOKCOITy TiAPOXIOPHUAY 3 HepopalbHUX GOpM HEeraHoro
BUBIJIbHEHHS IIBUAKA i IOBHA, 3 JIIHIMHOIO 3aJIe’KHICTIO Bifl JO3U y TEPAlleBTUYHOMY
Oiama3oHi. MakcuManbHUY PiBEHB Y IJ1a3Mi KPOBi mocaraeTtbecs yepel 1-2,5 roguuu
[IpY IIepopaJbHOMY IPUNOMI JTiKapChKUX (hOPM IIIBUOKOTO BUBIJIbHEHHS i B
cepemoHbLOMY ITiCJIA 6,5 TOQUHU IPU 3aCTOCYBaHHI POPM MOBITBHOTO BUBLIIbHEHHS.
AGcomoTHa 6iomoCcTynHICTh micns npurioMy Tabmetku 30 Mr ctaHOBUTE 79%.

Po3nooia. Tlpu nepopalbHOMY IPUMOMi PO3IOAisT aMOPOKCONY TiIpoXIopuay 3 KPOBi
00 TKaHUH MIBUOKMWY i BUpaXkKeHU!, 3 HABUIIIOI0 KOHIIEHTPAIli€I0 aKTUBHOI PEYOBUHU Y
nereHsax. OduikyBaHuY 00’€M pPO3MOAiNTy IPHU II€pPOPaIbHOMY IPUHMOMi CTaHOBUTDH 552 II.
Y nna3Mi KpoBi y TepaneBTUYHOMY fiarna3oHi go3 npubiausuao 90 % mnpenapaty
3B’sI3y€EThCS 3 OiTKaMmu.



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 % Big 3aranbHOTO. Yepe3 5 gHiB nmpubn3H0 83% 3aranabHOl H031 BUBOAUTHLCS 3
ceuern.

dapmakoKiHemuKa 8 ocobausux 2pynax xeopux. Y Ialli€HTiB i3 mopyLeHHSIM QYHKIIII
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 Tepalis IIPpU TOCTPUX i XPOHIYHUX OPOHXOITYIbMOHAIbHUX
3aXBOPIOBAHHAX, OB’ sI3aHUX i3 MOPYIIeHHSIMM OPOHXialTbHOI ceKpellii Ta ocnabieHHIM
MIPOCYBaHHS CIIU3Y.

IIporunnoka3aHHs

[TigBuileHa YyTJIMBICTh 0O aMOPOKCOY Timpoxyjopuay abo mo iHIIUuX KOMIIOHEHTIB
npemnapary.

IuTsa4um BiK 00 6 POKIB y 3B’A3KY 3 HO3yYBaHHSIM.
B3aemonisi 3 iHONIHMH JTiKapChbKHMH 3aCo00aMHu

OmHOYacHe 3aCTOCyBaHHS aMOpPOKCOIy Ta 3aco0iB, 110 IPUTHIYYIOTh KallleIb, MOXKe
IPU3BECTU OO0 HAOAMIPHOTO HAKOMMUYEHHS CJIM3y BHACIIIOOK IMIPUTHIYEHHS KalllJIbOBOTO
pednekcy. Tomy Taka KoMOiHalIlisi MOXKJIMBA TiIbKU MiCJIsI PETEIbHOI OIliHKY JIiKapeM



CITiBBiTHOIIIEHHS OYiKyBaHOl KOPHUCTI Ta MOXKJIMBOTO PU3UKY Bifl 3aCTOCYBaHHSI.
Oco006/1MBOCTi 111010 3aCTOCYBaHHSI

Hapxonunu moBigOMII€HHSA IPO TAXKKI ypaXKeHHSA MIKipU: MyJIbTU(HOPMHA epUTEMA,
cuHapoMm CriBeHca-IIkKoHcoHa (CCII), TokcuuyHuM enigepManbHuu HeKponi3 (TEH) ta
TOCTpUM reHepali3oBaHUM eK3aHTeMaTo3Hu nyctynbo3 (I'TEII), moB’si3aHi i3
3aCTOCYBaHHSIM aMOPOKCOIY Timpoxiopum. fKII0o IPUCYTHI 03HAKM IIPOTPEeCYBaHHS
BUCHUIIAHHSA Ha WIKipi (iHOAl MOB’s13aHi 3 MOSABOI0 NyXUPLiB ab0 ypaxkKeHHAM CJIN30BO1
000IOHKM), CJIig HETAWHO MPUIITMHUTHU JIiKyBaHHSA aMOPOKCOJIy TigpOXJIOPUIOOM Ta
3BEPHYTUCS 3a MEOUYHOI JOIIOMOIO0.

Tabnetku AMOpokcosn EkcTpa MicTsiTh makTo3y. IlaltieHTam i3 pimkicHuMn
CIIaJIKOBMMM CTaHaMM HEIIePeHOCUMOCTi ranakto3u, gedinury nakrasu Jlamnma a6o
OPYIIEeHHSM BCMOKTYBaHHS T'JIIOKO3M Ta raJIakKTO3HU He CJIif mpuuMaTH Lieu mpenapar.

[IpemapaTt AMOpokcon EkcTpa, TabneTKH, Cilif 3aCTOCOBYBaTH 3 00ePEeKHICTIO IpHU
MMOopYyIlIeHHI OpOHXiaTbHOI MOTOPUKM Ta IIOCUJIEHIN ceKpellil cnu3y (Halpukiaf, Ipu
TAaKOMY PigKiCHOMY 3aXBOPIOBaHHI SK IIepBUHHA LUJliapHa QUCKiHEe3is1) yepe3 pu3uk
CIIPUSTHHST HAaKOITMYEHHIO CEKPETY.

[NamienTaM i3 nmopyieHo0 GyHKITEI0O HUPOK ab0 TIXKUM CTyIIeHeM MedYiHKOBOI
HeIOOCTaTHOCTI ciim nmpuiiMmatu AMOpokcon EkcTpa, TabneTKH, TibKU ITics
KOHCYyJbTallil 3 mikapeM. [Ipu 3acTocyBaHHiI aMOPOKCOIyY, K i OyOb-KO1 Ail040l
PEeYoBUHHU, siKa MeTab0JIi3yEThCA y MEYiHIli, a TOTiM BUBOOUTHLCSA HUPKaAMHU,
BimOyBa€eThCSI HAKONUYEHHS MeTaOOoJIiTiB, IKi yTBOPIOIOTHCS Yy MEUiHIIi y Malli€eHTiB 3
TAXKKOI HUPKOBOIO HEIOCTATHICTIO.

3acmocysaHHA y nepiod sazimHocmi abo 200y8aHHs 2py0010.

BazimHicmb. AMOPOKCOJTY TifpOoXJIOpUA IPOHUKAE Yepel3 MmalleHTapHuu 6ap’ep.
HocniaKeHH Ha TBapHHaX He BUSABUIIMN NPAMUX YW HENPAMUX IIKIAJIUBUX BIIJIMBIB HA
nepeObir BariTHOCTi, PO3BUTOK eMOpioHa/IIjIoga, MoJIoTu abo IToCTHATAIbHUM PO3BUTOK.

Y pe3ynbTaTi OOCIIAXKEHb 3aCTOCYBaHHS IIpelapary IIiciasa 28-ro TUXKHS BariTHOCTL He
BUSIBJIEHO XKOOHOI'O WIKIJINBOTO BIJIUBY Ha MJIif,.

OnHak NOoTPiOHO JOTPUMYBATHUCS 3BUYHUX 3aCTEPEXKHUX 3aX0[iB CTOCOBHO IPUHOMY
JIiKkapchbKUX 3aco0iB y mepion BariTHocTi. 30KpeMa, y I TpuMecTpi BariTHOCTI He
PEKOMEHYETHCS 3aCTOCOBYBaTHU npernapaT AMOpokcosn Excrpa.

I'ooyeaHHsA 2py00t0. AMOPOKCOIY TiIpOXJIOPUL IPOHUKAE Y TPYAHE MOJIOKO, TOMY
IperapaTr He peKOMEeHYEThCS 3aCTOCOBYBATH y IIE€Pion rogyBaHHS TPYOOIO.



@epmusbHicmy. [JOKIiHIYHI OOCTiAXKEHHS He BKa3yIOTh Ha NIpAMuii abo HenpsIMui
IIKiOJTMBUY BIIJIUB Ha PEPTUIBHICTb.

30amHicmb 8enausamu Ha weuoKicMb pedkuii npu kepysaHHi asmompaHcnopmom abo
[HWUMU MexaHi3mMamu.

HeMmae maHux 1000 BOJIMBY Ha MIBUAKICTH peakliii mpu KepyBaHHI aBTOTPAaHCIIOPTOM
a6o0 po6oTi 3 iHmKUMH MexaHi3MaMu. BifmmoBigHi mocmimXeHHS He ITPOBOIUIINCE.

Cmoci6 3acTocyBaHHS Ta I03H

SIKIIIO He MPOIMCAHOo iHaKIle, pEKOMEHIOBaHa [03a ImpernapaTy Taka:

Oimu g8ikom 8i0 6 0o 12 pokis: IK IPaBUJIO, M03a CTAaHOBUTh 1/2 TabseTku 2-3 pa3u Ha
no0y (ekBiBanmeHTHO 30-45 Mr aMOpPOKCOITy Trigpoxmopuay/mooy);

oopocai ma dimu eikom 8i0 12 pokia: sSIK IIpaBuUJIo, J03a CTAaHOBUTHL 1 TabneTKy 3 pa3u
Ha moO0y mpoTsrom mnepmux 2-3 gHiB (ekBiBanmeHTHO 90 M aMOpPOKCOITy
rigpoxnopuny/no0y). JIikyBaHHS IIPONOBXKYBaTHU 3aCTOCyBaHHAM 1 TabjieTKu 2 pa3u Ha
noOy (ekBiBaseHTHO 60 MI aMOpPOKCOIy Timpoxinopuny/nooy).

Y pa3zi HeoOXimHOCTI TepaneBTUYHMNY ePEKT 151 MOPOCIIUX Ta OiTel BiKoM Bim 12 pokis
MOZKHa MiICUJINTHA 3aCTOCYBaHHSIM 2 TabJieTOK 2 pa3u Ha go0y (ekBiBameHTHO 120 Mr
aMOpoKcoy Timpoxnopuny/nooy).

TabeTku ciIif KOBTATH IIIJIMMH 3 TOCTATHBLOIO KiJIbKICTIO PimuHYN (HanopuKiiamd 3 BOOOIO,
4yaeM ab0 PPYKTOBUM COKOM) TIiC/ISI ITPUMOMY 1XKi.

3arasoM HeMa€e 0oOMeXKeHb 100 TPUBAJIOCTi 3aCTOCYBaHHS, ajle JOBrOTPUBAILY
Teparliro CJIif IPOBOOUTH I MEOUYHUM HaTJIIOOM.

[TpenapaT He CJIig 3aCTOCOBYBaTH MOBIIIE 4-5 OHIB 0€3 KOHCYJIbTAllil 3 JTiKapeM.
Iimu.

IIiTssM BiKOM 110 6 POKiB PEKOMEHOYETHCS [JI 3aCTOCOBYBaHHSA aMOPOKCOJI B iHITiH
JIiKapchKiM opMi - cupon abo po3YunH [OJIA iHTassdIii Ta IIepopalbHOT0 3aCTOCYyBaHHS.

Ilepego3yBaHHA

Ha maHu# 4yac HeMae€ MOBigOMJIEHb OO0 BUIIAOKIB Iepego3yBaHH y JIIOOEN.
CuMnTOMHM, BimoMi 3 MOOAUHOKUX ITOBiHOMIIEHD IIPO IIepefo3yBaHHs Ta/ab0 BUIIaOKHU
ITOMUJIKOBOT'O 3aCTOCYBaHHS JIiKapChKUX 3ac00iB, BiITIOBigal0Th BimOMUM ITOOIYHUM
OissM aMOpPOKCOJIy B peKOMEeHAOBaHUX 03aX i HOTpeOyITh CUMIITOMATUYHOTO
JIIKYBaHHSI.



IToGiuni epexTn

II7151 OIIHKY YaCTOTHU IMOOIYHMX SIBUII OyJI0 BUKOPUCTAHO TaKy Kiacudikariliio:

OyzKe 4aCTo >10 %;

49aCTo >1 %i<10 %;

HedacTo >0,1 % i<1 %;

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

OyXe pigKo <0,01 %;

4YacTOoTa HeBiZOMa /HEMOXKJIMBO OLIIHUTY Ha OCHOBI HassBHUX OaHUX.

3 60Ky iMyHHOI cucmemu:
PiOKO - peaxilil rinepyYyTIUBOCTI;

4acToTa HeBimoMa - aHadinakTU4YHI peakilil, BKII0oYalouu aHaiTaKTUYHUH ITIOK,
QHTiIOHEBPOTUYHUMN HAOPSK i cBepOixK.

3 60Ky wKipu ma niowKipHOI KAIMKOBUHU:
PimKoO - BUCHI, KPOIIUB STHKA;

JacToTa HeBioMa - cepio3Hi MIKipHi mob6iuHi peakiiil (y ToMy 4ucii MyIbTUdOPMHA
eputeMa, cuHapom CriBeHca-[[?)KOHCOHa/ TOKCUYHUU emiflepMaJlbHUN HEKPOJIi3
i rocTpuil reHepani3oBaHUM €K3aHTEMaTO3HUU IIyCTYyJIb03).

3 60Ky WAYHKOBO-KUWKOB020 MPAKMY:

4acCTo - Hy[OO0Ta;

HedacTo - O6/II0BaHHs, Jiapes, OUCIeICcis, O6inb y KUBOTI;
OyXKe piIKo - CIMHOTeYa.

3 60Ky OuxanvHOI cucmemu, op2aHie 2pyOHOI KAIMmKU ma cepedoCmiHHS:



4yacTOoTa HeBijoMa - OUCITHOE (SIK peakllis Timep4YyTInuBOCTI).
3azanvHi po3aadu:
HedacCTo - TUXOMaHKa, peakilil 3 00Ky CIM30BUX 000JIOHOK.

IToBigoOMIEHHS IIPO HigO3PIOBaHi NOOiYHI peakiril

IMToBigoMyIeHHS PO Mimo3pIoBaHi IMOOIUHI peakilil micias peecTpaliil TiKapChKOTo
3aco0y € BaxKJIUBOIO IIpoleaypolo. Lle mae 3Mory mpogoB:KyBaTH KOHTPOJIIOBATU
CHiBBiIHOIIEHHS KOPUCTh/PU3UK [JISI IIOTO JIiKapChKOro 3aco0y. MenuuHux
ITPAIliBHUKIB MIPOCSATH ITOBIIOMJISITH IIPO yCi Migo3pioBaHi MobiuHi peakirii y
IepxxaBHUM ekcriepTHUM 1eHTp MO3 YKpaiHu.

TepMmin npuagaTHOCTI

5 pOKiB.

VYMoBH 30epiranus

30epiraTtu B OpuTriHanbHil yIaKOBIIi ITpu TeMIepaTypi He Buile 25 °C.

30epiraTtu y HeQOCTYIIHOMY [JIsI OiTeM Miclii.

YnakoBka

ITo 10 TabneTok y 6ricTepi; mo 2 6/1icTepu y KAapTOHHIN yIIaKOBIIi.
Karteropis Bignycky

Bes perenta.

BupoOHUK

TOB «<ACTPA®APM», YkpaiHa.

Miciie3Haxo/dKeHHsI BHPOOHHKA Ta aJpeca MiCIisi IPOBaIXKeHHsI HOTr o
IisITBLHOCTI.

08132, KuiBcbka 0071., KueBo-CBATOIMHCHKUY paiioH, M. Buiinese, Bys. KuiBcbka, 6.



