IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

AMBPOKCOJI-TIYBHU®APM

(AMBROXOL-LUBNYPHARM)

Cxman:
miroda pedoBuHa: aMOpoKcony rigpoxyopup (ambroxol hydrochloride);
1 M7 po3uuny s iHGY3iit MiCTUTE aMOPOKCOITY TiTpOXJIOPUAY 7,5 MT;

OOTIOMiXKHi peYOBUHHU: TMMOHHA KMCJIOTa MOHOTIOpaT, UHATPiio GocdaT ourigpaT, HaTPilo XJIOPHU]I,
BOMA IJIS iH’E€KITiH.

JIikapcbka ¢opma. Po3uun s indys3ii.

OcHoBHi (i3nKO-XiMiuHi BITaCTUBOCTI: mpo3opuii 6e30apBHUYN PO3YHH, MPAKTUYHO BiTbHUM Bifl
YaCTHUHOK.

®apmakoTepaneBTHYHaA rpyna. 3aco0H, 10 3aCTOCOBYIOTHCS IIPU KAIIJIIO0 Ta 3aCTyTHUX
3axBopoBaHHsAX. MykoniTuuHi 3acobu. Kog ATX RO5C B06.

Papmakono2iuHi e1acmuesocmi
dapmakoguHaMiKa

AMOPOKCOIy TiZpoxJIopu, 3aMilneHuit 6eH3unaMil, € MetTabomiTom OpoMrekcruHy. BiH Bigpi3HAE€ThCS
Bifl GPOMTeKCHHY BiICyTHICTIO METUJIbHOI TPYIIHU Ta HASBHICTIO TiIPOKCHUIBHOI I'PYIIX Y ITapa-TPaHC-
II0JIOZKEeHHI IIMKJIOTeKCHUJIOBOI'O KiIbIIs.

AMOPOKCOJT YUHUTH CEKPETOITUYHY i CEKPEeTOMOTOPHY [Iit0 y OPOHXiaTbHOMY TPAKTI.

YV mokmiHiYHUX JOCTiAXKEeHHSX BiH 30i/1blIyBaB 4aCTKy CEPO3HOT0 KOMIIOHEHTa OpPOHXiaabHOI CeKpelril.
AMOPOKCOJI CIIpUsi€ BUAIEHHIO CIIU3Y LMIISXOM 3HUXKEHHS B’SI3KOCTi Ta aKTHBAllil IUITiapHOTO
emniTesnito.

AMOPOKCOJT aKTUBYE CUCTEMY CypdaKTaHTa 3a PaXyHOK 6e310CepeqHboro BIIJIUBY Ha MHEBMOUUTH 11
TUILY B ajibBeoJiax Ta KIIiTUHU Kiiapa B OiIgHII Manux OUXaJbHUX LMUIAXiB. BiH [TOCUIIOE YTBOPEHHS 1
BUBe[IeHHS TI0BEPXHEBO-aKTUBHOTO MaTepiay B alibBeojiax Ta OPOHXiaTbHOMY [EepeBi Iyiofia Ta
nopocinoro oprasi3my. Lli epekTu 6yiau mpogeMOHCTPOBaHI y pisHUX 0i0JIOTiYHMX BUOIB Ha KyNIbTypax
KJIITHH Ta in vivo.

Kpim Toro, B pi3HUX JOKTiHIYHUX JOCTIAXKEHHSIX 0yJI0 IPOAEMOHCTPOBAHO aHTHOKCUIAHTHI eeKTH



amMOpOKCOy.
®apMakoKiHeTHKa
[Tpu BHYTPILIHEOBEHHOMY 3aCTOCYBaHHi 0i0[IOCTYIIHICTh IpenapaTy 3a BU3HAUEHHSIM CTAaHOBUTH

100 %. ITicnsg BHYTPIlTHLOBEHHOTO BBeJIeHHS KiHeTHKa aMOpPOKCOY y TepareBTUYHOMY Oiarna3oHi
3aCTOCYBaHHS CTAHOBUTH 15-90 Mr 3 NMiHINHOIO 3a/IeKHICTIO Bifl JO3H, IIPX LIbOMY HaBiTh IIpU
BHYTPIIIHEOBEHHOMY BBefleHHi 1,0 I He crioCcTepiraeThCs BiMUYTHUX BiIXUIIEHD Bifl TiHIMHOCTI OO3H.

Po3nodin

[Tpubnusno 85 % (80-90 %) mpemapaTy 3B’s13yeThCs 3 OiTKaMu IJ1a3MK KPOBi. Y jlereHeBil TKaHUHI
aMOpOKCOJI locsATa€ GiNbI BUCOKOI KOHIIEHTPAIlil, HiX Y IIJIla3Mi KPOBi, Ipu MapeHTepaabHOMY
BBeJEHHi. AMOPOKCOJI MOXKe ITPOHUKATH Y 11epeOpociHaibHy pPiguHy, Yepes mialeHTapHui 6ap’ep Ta
IIPOHUKAE Y I'PYAHE MOJIOKO.

biompaHcgpopmauis

®opmyBaHHS MeTaboIiTiB, 3MaTHUX IPOHUKATH B HUPKHU (HaNpuKiaj, AubpoMaHTpaHilioBa KUCIIOTa,
TJIIOKYPOHiL), BinOyBa€eThCA Y MEUiHIIi.

BusedeHHs

Maiixe 90 % npemnapaTy BUBOOUTLCS HUPKaMU y ¢GopMi MeTaboJIiTiB, 110 YTBOPIOIOTLCS B IEUiHIIL.
Mesnie 10 % aMOpoOKCOy BUBOAUTHCS HUPKaMU ¥ He3MiHEHOMY BUTTISAAI. Yepe3 BUCOKUM CTYIIiHb
3B’3yBaHH4A 3 OiTKaM{ KPOBi, BeIMKUM 00’€M PO3IOAiNy Ta MOBiIbHUM IIEPEPO3MOi Ipenapary 3
TKAHUH Y KPOB IIpu Aiani3i abo popcoBaHoMy miype3si cyTTEBe BUBEOEHHS aMOPOKCOIY MaJloXMOBipHe.

KinmeBuii nepioq HaliBBUBEOEHHS 3 1JIa3MU KPOBi CTaHOBUTH 7-12 rogus. [lepion HamiBBUBEOEeHHS 3
m1a3Mu aMOPOKCOJTy Ta MO0Tr0 MeTaboIiTiB CTAHOBUTH MPUOIN3HO 22 TOOUHH.

[Ticrisg BHYTPIIIHEOBEHHOTO BBEEHHS 3NOPOBUM MallieHTaM 3arajbHUM KJIipeHC CTaHOBUB 660 MI1/XB,
IIPY LIbOMY HUPKOBUH KJTipeHC CTaHOBUB NpUOMU3HO 4,5 % Bif 3arajbHOIO KITipEHCY.

ITauienmu 3 nopyweHHAM pYyHKUil neviHKu ma HUPOK

Y nmalieHTiB 3 TIXKUMU po37agaMu 3 00Ky IMediHKM KIlipeHC aMOpoKcoiy 3HUKYeThCa Ha 20-40 %. ¥
NAli€HTIB i3 TAXKKUM MOPYIIEeHHSAM (QYHKII1 HIPOK HeOOXiqHO Bpax0OByBaTH KyMYyJISLil0 MeTabOJIiTiB
aMOpoKCcoy. Y mopociaux NalieHTiB i3 mopymeHHsIM GYHKINI eYiHKY BUBEIEeHHS aMOPOKCOIy
TigpOXJIOpUAYy 3MEHILEHe, 110 3yMOBIIIOE B 1,3-2 pa3u BUILY UOr0 KOHLIEHTPALII0 Y I1a3Mi KPOBI.
OCKinbKY TepaneBTUYHUM [lianla30H aMOPOKCOIIY TiipOXI0pUAY OOCTAaTHLO IIUPOKUIA, 3MiHIOBATH
IOo3yBaHHS He MOTPi6HO.

Himu

Y HOBOHAPOMXKEHUX, TKUM ITOBTOPHO BHYTPIIIHLOBEHHO BBOAUIIM aMOPOKCOJI, IIepiofl HalliBBUBEIEeHHS
npuOIU3HO MOJIBOIOBABCS, 1[0 BKa3ye Ha 3HUKEHUH KITipeHcC.

KniniuHi xapakKTepucTuKH



IToka3aHHs

Ins mocuneHHs BUpOOIEeHHS JIeTeHEBOTO CypdaKTaHTa y HEIOHOIIEHUX [IiTeil Ta HOBOHAPOAXKEHUX 3
CUHIPOMOM [IMXa/IbHOI HEIOCTATHOCTI.

IIpomunoka3aHHs

Bimoma rimepuyTnuBicTh o aMOGpOKCOIy rimpoxaopuny abo iHIIKMX KOMIOHEHTIB JIiKapChKOro 3acoby.

B3aemodisa 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu e3aemoditi

[lo 11bOTO Yacy He BCTAHOBJIEHO KIiHIYHO 3HAUYYIIKUX B3A€EMOfiN IIpenapaTy 3 iHIIUMU JIiIKapChbKUMU
3aco0aMu.

OpHoYacHe 3aCTOCYyBaHHS JIikapchKoro 3aco0y AMOpokcon-JIyoHudapMi 3acobiB, 1110 MPUTHIYYIOTH
KallleJIb, MOXKe IIPHU3BECTH A0 HafIMipHOTO HAaKONMYEHHS CIM3Y BHACIIOK IPUTHIYeHHS KallJIbOBOTO
pedrekcy; Taka KoMOiHaIlisT MOXKJIMBA TiJIbKY IiCJIs PeTeIbHOI OI[iHKY JTiIKapeM CITiBBiTHOIIEHHS
O4iKyBaHOI KOPHCTi Ta MOXKJIMBOTO PU3UKY 3aCTOCYyBaHHS.

JlabopamopHi aHani3u

OpHOYacHe 3aCTOCyBaHHS aMOpPOKCOIY i aHTUOIOTHKIB (aMOKCUIIUTIIHY, Ie(YPOKCUMY, TOKCUIIUKITIHY
1 epUTPOMIIIMHY) TPU3BOAUTD [0 MiIBUIEHHS KOHIIEHTPAllii aHTUOI0TUKIB ¥ OPOHX0IereHeBUX
CeKpeTax i MOKpOTHUHHI.

Oco6 1ueocmi 3acmocyeaHHsi

Hapxogunu noBigoMaeHHS IPO TAXKKI ypaXKeHHS WIKIPH, Taki SK: MyJIbTU(OPMHA epuTeMa, CUHIPOM
CriBeHca — [I>)KOHCOHa / TOKCUYHUM ellilepMabHUK HEKPOJIi3 Ta TOCTPUY reHepasli30BaHuu
€K3aHTeMaTO3HUY IYCTYJIb03, ITOB’sI3aHi i3 3aCTOCYyBaHHIM aMOPOKCOIIY TigpoxIopuny. AKio
IPUCYTHI CUMIITOMY IPOTPECyBaHHS BUCUIIaHHS Ha LIKipi (iHOMI 3 OSBOI0 MyXUPIIiB a00 ypaxKkeHHsIM
CIU30BOi 000JIOHKH), CJTifi HETAiHO MPUIIUHUTH JTiIKyBaHHS aMOPOKCOIY TiIpOXI0OpHUIOM Ta
3BEPHYTUCA 3a MEIUYHOI0 LOIIOMOTO0I0.

SAKII0 BHYTPIIIHEOBEHHE BBENEHHSA 3[IMCHIOETHCS HAATO LIBUAKO, B AyXKe PIAKICHUX BUIIagKax
MOXKYTh BUHUKATH T'OJIOBHUY OiNb, MigBHINIEHa BTOMJIIOBAHICTh, BUCHAXKEHHS 1 BiIUyTTs BaXKKOCTi B
HOTax.

OckinbKy aMOPOKCOJI MOKe TIOCUTIOBAaTH CEeKpellilo cnu3y, niKapchkuii 3aci6 AMOpokcon-JIyoHudapm,
po3uuH A4 iHGy3iii, cItig 3acTOCOBYBaTH 3 00€peXKHICTIO IIPHU MOPYIIeHHI OpoHXialbHOI MOTOPUKH Ta
IIOCUJIEHIU CeKpellil CNu3y (HanpuKiIaf NpU TaKOMY PifKiCHOMY 3aXBOpIOBaHHI, SIK TepBUHHA
IusIiapHa JUCKiHe3is).

Awmbpokcon-JIyorudap™, po3uuH s iHQPy3ii, MICTUTh MeHII HiX 1 MMoJb (23 Mr) HaTpiio Ha
aMmIyJny, To6TO MpakTUYHO BiIbHUH Bifl HATpIlO.

AmOpokcon-JIy6uudapm, po3uuH ojis iHy3iH, Ciim 3acToCOByBaTH 3 00€PEKHICTIO MallieHTaM 3
TIOPYILIEHHAMY QYHKIIi HUPOK ab0 TSXKKKMM 3aXBOPIOBaHHAM NediHKU. [Ipu 3acTocyBaHHI



aMOpOKCOIy, 5K i OyAb-IKO]1 10401l pe4OBUHHY, SKa MeTab0/Ii3yEThCA B MEUiHIli, a TOTiM BUBOOUTHCS
HUPKaMM, HaKOTMYeHHs MeTa0oJIiTiB, sIKi yTBOPIOIOTHCS Y MEUiHIli, MOXKe 04YiKyBaTUCS Y NALEHTIB 3
TS2KKOI0 HUPKOBOIO HEJOCTATHICTIO.

3acmocyeanns y nepiod eazimHocmi abo 200yeaHHs1 2pydoio

[laHi BiICyTHI yepe3 BiACYTHICTh [TI0Ka3aHb.

30amuicmsb eniueamu Ha weudKicmob peakuii npu KkepyeaHHi asmompaHcnopmom a6o
MexaHizmamu

He cTocyeThcst, OCKinbKY JTiKapChKui 3acib CiIifm 3aCTOCOBYBATH HENOHOIIEHUM HiTSAM Ta
HOBOHAPOIKEHUM.

Cnoci6 3acmocyeaHHs1 ma 0o3u
[ BHyTPIIHLOBEHHOI iHPY3il.

ﬂ03yBaHHH

30 Mr Ha 1 Kr Macu Tina Ha 0o0y, po3fineHi Ha 4 OOUHOYHI JO3H.
[lo3yeaHHA npu HUpKosill i/abo neviHkoaill HedocmamHocmi

[Tpu TSXKKiM HUPKOBiM HEIOCTATHOCTI ab0 TAXKKilM IMeYiHKOBIM HEJOCTATHOCTI MiATPUMYBaIbHY HO3Y
OTPiOHO BiAMOBITHO 3MEHIUTH a00 30iIBINTH iHTEPBaI MiX BBEIEHHSIM [03.

Po34yyH moTpiOHO BBOOUTH 3a LOIOMOTOIO0 IIOMIIOBOTO IIPUCTPOIO A1l iHDY3id MIITXOM KOPOTKOI
inQys3ii mpoTsArom moxakMeHmIe 5 XBunuH. AMOpokcon-JIyoHudapM, po3uuH as iHQY3ii, TaK0K
MOXKHa BBOOUTH y BUTTISAI KpamneabHol iHQy3il. [71g Iboro migXoasaTh TakKi po3uuHu: ¢isionorivaui
po34uH, po3uuH Pirrepa.

TpusasicTe JIiKyBaHHI — O [OHIB.

BwmicT 1-6 ammyn cniipg po3Bectu y 250-500 My ¢izionorignoro po3uuny a6o po3unny Pinrepa.
Po3uuH, po3BepeHu 3a J0onoMoroio ¢isionorivnoro po3uuHy abo po3unny Pinrepa, ctabinbuui 3
¢Gi3uKo-XiMi4HOI TOYKM 30pY NPOTATOM 24 ropuH npu TeMepatypi 15-25 °C. CtabiibHICTh TOTOBOTO
po3umHy Oyna migTBepaXKeHa s mianma3oHy KoHueHTpanin Big 0,03 mr/mn go 0,34 mr/mit. 3
MiKp00ioJIOTigyHOI TOUKHU 30pY, SKIIO BiIKPUTTS aMIIys i pO3BeleHHS MOB’si3aHe 3 pU3UKOM
MikpoOiooriyHol KOHTaMiHallil, PO3YKH CJIi BUKOPHUCTATH Ofpa3y IIiC/s MPUTOTYyBaHHS. AKIIO I[LOTO
He CTaJoCh, BiIIOBiaIbHICTL 3a YMOBHU Ta TepMiHU 30epiraHHs Hece KOPUCTYyBad. fAKIIO XKOMeH 3 IUX
PO3UMHHUKIB HEJOCTYIIHKM, PO3YMH TJII0OK03H 5 % MoxkKe OyTH 3aCTOCOBAaHUY SK ajbTePHATUBHUM.
[Tpu 3acToCyBaHHI PO3UMHY I'JIIOKO3U 5 % BMICT aMITyJI CJTiff pO3BOAUTY 6e3n0CepegHbo nepex
BUKOPUCTAHHSAM. fKII0 PO3YUH He OyI0 BUKOPUCTAHO HETalHO IiC/sl MPUTOTyBaHHS, HOTO MOTPi6GHO
YTUIi3yBaTH.



Himu

3aCTOCOBYBaTI/I HEJOHOIIEHUM [iTSIM Ta HOBOHAPOIZKEHUM 3a ITOKa3aHHIMHU.

Ilepedo3yeanus

Hapasi HeMae noBigoMIeHb OO0 ClIenu(piYHUX CUMITOMIB TIepeno3yBaHHsa. CUMITOMY, 110
CIIOCTEPIralThCs y pa3i BUIIAJKOBOI0 ITepefno3yBaHHSI ab0 MeOUYHOI TOMHUJIKY, aHaIOTiYHi BitoMuM
no0iYHMM peakIlisiM IpU 3aCTOCYBaHHI B pEKOMEHI0BaHUX N03aX i MOXKYTh MOTPeOyBaTH
CHMIITOMATUYHOTO JIiKyBaHHS.

ITo6iyHi peakuii

I OLiHKY YacTOTU NMOOIYHUX peaklii 0ysI0 BUKOPUCTAHO TaKy Kilacudikarllio:

nyxe yacto = 10 %;

YaCTOo =1-<10%;

He4YacTo =>0,1-<1%;

pimKo =>0,01-<0,1%;

nyke pigko < 0,01 %;

HeBizoMO HEMOZKJIMBO OIIHUTU Ha OCHOBI HAIBHUX MaHUX.

3 6oky imyHHOI cucmemu:
PiIKO — peaxiiii rinepyyTInBOCTi;

HeBioMO — aHa(ilaKTUYHI peakiiil, BK/II04al04yy aHadiTaKTUUHUH 110K, aHTI0HeBPOTUYHUM HAOPSK i
cBepOixK.

3 60Ky wkipu ma nidwKipHOi KAiMKOBUHU:

HEYacTO — epUTEMA;

PiIKO — BUCHII, KPOIIUB' THKA;

HEeBiTOMO — cepio3Hi mKipHi mobiuHi peakiril (y ToMy uncii MynbTudOPMHaA epUTEMa, CUHIPOM
CriBeHca — [I2KOHCOHA / TOKCUYHUY elliflepMalbHUM HEKPOJIi3 i TOCTPUlM TeHepani30BaHuM
€K3aHTeMaTO3HUY MyCTYy/Ib03).

3 60Ky WAYHKOBO-KUWKOB020 MpAKmMy:

HevyacTo — CyXIiCTh y POTi, 3a10p, CIMHOTeYa, CyXiCTh Y TOpJIi;

HEeBiOMO — HynoTa, O/II0BaHHS, Hiapest, AUCIeNCis, 0ilb y XKUBOTI.

3 60Ky duxanbHOI cucmemu, opaaHie 2py0HOI KaimKu ma cepedoCmiHHA:

HEYacTO — PUHOPEs, DUCITHOE (K CUMIITOM peakilil MigBUIeHO0l Yy TIUBOCTI).

3 60Ky HUPOK ma ce4osudinbHOI cucmemu:



HEeYacTO — PO3/1ai CeYOBUMYCKaHHS.
ITopyweHHA 3a2an1bHO20 Xapakmepy ma Nnamo/102i4Hi A8UULA Y Micui 88e0eHHA npenapamy:
HeYacCTo — IIiIBUILIEHHSI TEMIIePaTypH Tijla Ta 03HO0, peakilil 3 60Ky C/I1M30BO1 000JIOHKH.

[ToBimoMIIeHHS PO Iimo3pIoBaHi mo6ivHi peakirii

[ToBimomneHnHs mpo mobiuHi peakiril micis peecTpallii Tikapchkoro 3aco0y Ma€ BenruKe 3HaYeHHs. Le
[la€ 3MOT'y IIPOBOAUTYU MOHITOPUHT CIIiBBiIHOLIEHHS KOPUCTh / PU3UK IIPU 3aCTOCYBaHHI [IbOTO
JiKapchbKOro 3aco0y. MeguyHuM Ta ¢apMalleBTUUHUM IIpalliBHUKAM, a TaK0oX IallieHTaMm abo ixHiM
3aKOHHUM IIpefCcTaBHUKAM CJIiJ IOBiJOMJISITH IIPO YCi BUMTAAKHU Mif03PIOBaHUX MOOIYHNX Peakllii Ta
BifiCyTHOCTi e(heKTHUBHOCTI JTiKapchKOTO 3aco0y yepe3 ABTOMaTH30BaHy iHpopMalliiiHy cucteMy 3

(dbapMakoHarnsAmy 3a MocunaHHSAM: https://aisf.dec.gov.ua.

Tepmin nmpugaTHOCTi. 3 POKH.

He 3acTocoByBaTu micins 3aKiHYeHHS TepMiHy IPUAATHOCTI, 3a3HAYE€HOI0 Ha YIIaKOBIIl.

YMmoBH 30epiraHusi

30epiraTu B OpUTiHANbHIN YIIaKOBI Ipu TeMIepaTypi He Buie 25 °C.
30epiraTu y HeIOCTYITHOMY [JISI OiTeH MiCIii.

HecymicHicTb

Awmbpoxkcon-Jly6uudapm, po3unH s iHdy3ii, He Cif 3MiMyBaTH 3 iHIITMMY PO3YMHAMU, OKPiM
(isionoriuHoro po3uuHy i po3uuny PiHrepa.

YnakoBka
[To 2 M B ammynax; mo 5 amnyn y 6mictepi 3 miiBky, o 1 abo 2 6micTepu B naylli 3 KapTOHY.
[To 2 mn B amnynax; o 10 amnyn y 6icTepi 3 mmiBku, mo 1 6micTepy B maylli 3 KapTOHY.

[To 2 mn B amnynax; 1mo 5 abo 10 ammyn y mautli 3 KapTOHY 3 KaQPTOHHUMHU IIePETrOPOIKaMHU.

Kareropis Bigmycky
3a perenTom.
Bupoo6HuK

AT «Jly6Hudapm».



Micue3HaxoaKeHHsI BHPOOHHKA Ta afijpeca MicCusi MpoBaJXKeHHs MOro TisIbHOCTI

Vkpaina, 37500, [TontaBcbka 0611., M. JIyOHH, Byn. BapBinkosa, 16.



