IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

AMBPOKCOJI-TIYBHU®APM

(AMBROXOL-LUBNYPHARM)

Cknao:
Oitoua pevosuHa: ambroxol hydrochloride;
1 M7 po3uuny s iHGY3iit MiCTUTE aMOPOKCOITY TiTpOXJIOPUAY 7,5 MT;

00ONoOMIdiCHI peyosuHU: TUMOHHA KHCJI0Ta, MOHOTIApaT; OUHATPiio docdaT, ourigpaT; HaTPilo XJIIOPU;
BOMA IJIS iH’E€KITiH.

JlikapcbKa popma. Po3uuH nns iHdysii.

OcHogHi ¢izuko-ximiyHi 81acmueocmi: mpo3opuii, 6e36apBHUM PO3YKH, TPAKTUYHO BiTbHUIM Bif
JaCTOK.

dapMakoTepaneBTHYHA rpyna. 3acobu, 1110 3aCTOCOBYIOTLCS IIPH KAIIJTI0 Ta 3aCTyIHUX
3axBopioBaHHAX. MykonitTuyHi 3acobu. Kog ATX R0O5C B06.

®Papmako102iuHi 8 1acmueocmi.
®apmakoOuHamika.

AMOPOKCOIy Tigpoxyiopus, 3amilneHuit 6eH3unaMil, € MeTabomiToM 6poMrekcuHy. BiH BigpidHsAeThCA
Bifi OPOMTeKCHUHY BiCyTHICTIO METUJIbHOI TPYIY Ta HasABHICTIO TiIPOKCHUIBHOI I'PYIIX y Tapa-TpaHC-
II0JIOKEHH] IIUKJIOT€KCUIIOBOTO KiJIbIA.

AMOPOKCOJI YUHUTH CEKPETOITUYHY i CEKPEeTOMOTOPHY [Iif0 y OPOHXiaTbHOMY TPaKTi.

Y mokniHIYHUX [OCHTiXKEHHSIX BiH 30i7bIIyBaB 4aCTKYy CEPO3HOT0 KOMIIOHEHTa OpOoHXialbHOI CeKpetiii.
AMODOKCOJI CTIpUsi€ BUalIeHHIO CIM3Y IIISXOM 3HUXKEHHS B’SI3KOCTi Ta aKTHBallil IUTiapHOTO
eIiTenio.

AMODOKCOJI aKTUBYE CUCTEMY cypdaKTaHTa 3a PaXyHOK 6e310cepegHbOr0 BIJIMBY Ha MHEBMOUUTH I
THUIIYy B a/ibBeOjIax Ta KiIiTuHU Kiapa B OigHLI MaluX OUXaJTbHUX NUIAXIB. BiH OCUIIIOE YTBOPEHHS U
BUBEJEHHS TIOBEPXHEBO-aKTUBHOTO MaTepiasy B ajlbBeoiax Ta OpoHXialbHOMY AepeBi mioaa i
nopocioro opranismy. Li epekTu 6yiau TpogeMOHCTPOBaHI y pisHUX 6i0OriYHUX BUOIB HA KYNIbTypax
KJIITHH Ta in vivo.

Kpim Toro, B pi3HUX [OKJTiHIYHUX HOCTIIXKEHHSIX 0YJI0 TPOAEMOHCTPOBAHO aHTHOKCHUIAHTHI ePeKTH



amMOpOKCOy.
dapmakoKiHemuxka.

[Tpu BHYTPILIHEOBEHHOMY 3aCTOCYBaHHi 0i0[IOCTYIIHICTh IIpenapaTy 3a BU3HAUeHHSIM CTaHOBUTH 100
%. Ilicns BHYTPITHHOBEHHOTO BBEEHHS KiHEeTHKA aMOPOKCOJIy Y TepaleBTUYHOMY fiana30Hi
3aCTOCYBaHHS CTAHOBUTH 15-90 Mr 3 NMiHINHOIO 3a/IeKHICTIO Bifl 03H, IIPX LILOMY HaBiTh IIpU
BHYTPIIIHEOBEHHOMY BBefieHHi 1,0 T He CIloCcTepiraeThCs BiAUyTHUX BigXUIEHbD Bif TIHIMHOCTI AO3M.

Poznmopin

[Tpu6nusuo 85 % (80-90 %) npemapaTy 3B’s13yeThCs 3 OiTKaMu IIJ1a3MU KPOBi. Y jlereHeBil TKaHUHI
aMOpOKCOoJI Jocsirae OiybII BUCOKOI KOHIIEHTPAIlii, HiXK y 11a3Mi KpOBi, Ipy apeHTepaIbHOMY
BBe[leHHi. AMOPOKCO/I MOXKe ITPOHUKATH Y llepeOpocCITiHanibHy pifuHy, Yepes IlaleHTapHui 6ap’ep Ta
BUTINIIETHCS Y TPYAHE MOJIOKO.

BiorpaHcdopmartiis

®opmyBaHHS MeTabOJIITiB, 3TaTHUX IPOHUKATH B HUPKYU (Hanpukiaf, AuOpoMaHTpaHilioBa KUCIIOTa,
TJIIOKYPOHif), BinOyBa€eThCS y MEUiHIIi.

BuBeneHHdA

Maiixe 90 % npemnapaTy BUBOOUTLCS HAUPKaMU y (GopMi MeTaboJIiTiB, 10 YTBOPIOIOTLCS B IEUiHIIL.
Menie 10 % aMOpOKCOIy BUBOIUTHCS HUPKaMU Y He3MiHEHOMY BUTTIAAL. Yepe3 BUCOKUM CTYIiHb
3B’s13yBaHH4A 3 0iNIKaMu, BeJTUKUI 06’€M PO3MOiny Ta MOBIIbHUY EPEPO3IOAiN IpenaparTy 3 TKAHUH
B KPOB ITpH mianisi abo popcoBaHoOMy miypesi cyTTEBe BUBEOEHHS aMOPOKCOJTy MaJloWMOBipHe.

Kinnesu# nepioq HaliBBUBEOEHHS 3 IIJITa3MU KPOBi CTaHOBUTH 7-12 rogus. [lepion HamiBBUBEOEHHS 3
n1a3Mu aMOPOKCOJTy Ta M0oro MeTaboIiTiB CTAaHOBUTH MPUOIN3HO 22 TOOUHH.

[lamieHTH 3 HOPVIIeHHIM QVHKIINI IIeYiHKN Ta HUPOK

V marieHTiB 3 TSXKUMM po37agaMu 3 00Ky MMediHKHU KIJTipeHC aMOpPOKCOoIy 3HUKYEThCS Ha 20-40 %. Y
TALEHTIB i3 TSIKKUM IOPYIIEeHHAM (QYHKIII HUPOK HEe0OXiIHO BpaXoByBaTH KyMyJIsLilo MeTa0oIiTiB
aMOpOKCOIy.

ity 3 mopymieHHAM GYHKITI HIPOK

Y HOBOHAPOAXKEHUX i3 MOPYIIEHHSAM (QYHKI1 HUPOK, IKUM IIOBTOPHO BHYTPIllTHOBEHHO BBOAUIIN
aMOpOKCOJI, TIepio HaMiBBUBEOEeHHS MPUOIN3HO TOABOIOBABCS, 10 BKa3y€e Ha 3HUXKEHUM KITipeHC.

Kniniuni xapakKTepuCTHKH.
Iloka3aHHA.

s nigcuneHHs BUPOOIEHHS JIeTeHEeBOro cypdaKTaHTa Y HEIOHOIIEHUX MIiTell Ta HOBOHAPOMXKEHUX 3
CHHIPOMOM OUMXATbHOI HEJOCTATHOCTI.



IIpomunoka3aHHs.

linepuyTnuBicTs {0 aMOPOKCONY Timpoxyiopuny abo iHIMX KOMIIOHEHTIB JTiKapCchKoro 3acoly.

B3aemodia 3 iHwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemodili.

IJo 1bOTO Yacy He BCTAaHOBJIEHO KJTIHIYHO 3HAYYIIMX B3aEMOMIN aMOPOKCOIY 3 iHITMMHU JTiIKapChKUMU
3acobamu.

OpHovacHe 3aCTOCYBaHHS JTiKapcbKoro 3acoby AMOpokcon-JIyouudapmi 3acobis, 1110 TPUTHIYYIOTH
KallleJlb, MOXKe IIPU3BECTU 00 HaIMIpHOI'0 HAKOIUYEHHS CJIU3Yy BHACIIIIOK IIPUTHIYEHHS KallJIbOBOT'O
pedrekcy; Taka KoMOiHallisg MOXK/IMBA TiJIbKY IIiC/s PeTeIbHOI OI[iHKY JTiIKapeM CITiBBiTHOIIeHHS
O4iKyBaHOI KOPHUCTi i MOXKJIMBOTO PU3UKY 3aCTOCYyBaHHS.

JlabopamopHi aHani3u

OnHoyacHe 3aCTOCYBaHHS aMOPOKCOIY i aHTUOIOTUKIB (aMOKCUIIUITIHY, 11eyPOKCUMY, JOKCUIUKITIHY
1 epUTPOMIIINHY) IPU3BOAUTD [0 MiABUIIIEHHS KOHIIEHTpallii aHTUOI0TUKIB ¥ OpOHX0IereHeBUX
CeKpeTax i MOKPOTHHHI.

Oco6 1ueocmi 3acmocyeaHHsi.

Hapgxonunu moBimOMIIeHHS PO TAXKKI ypaXkKeHHS MIKipH, Taki 9K MyJIbTA(DOPMHA epUTEMa, CHHAPOM
CriBeHCca — [I2KOHCOHA / TOKCUYHUY elliflepMajibHUY HEKPOJIi3 Ta TOCTPUY reHepaii30BaHum
€K3aHTeMaTO3HUM MyCTy/Ih03, II0B’sI3aHi i3 3aCTOCyBaHHIM aMOPOKCOIY Tifpoxnopuny. AKIno
IIPUCYTHI CUMIITOMH IIPOTPECYBAaHHS BUCUIIAHHS Ha IIKipi (iHOAL 3 MOsABOI0 MyXUPIliB a00 ypaKeHHAM
CIM30BOi 000JIOHKM), CJIifi HETallHO MPUIIUHUTH JTiKyBaHHS aMOpPOKCOJY TiIpOXJI0pHUOOM Ta
3BEPHYTHUCA 3a MEJUUYHOK JOIIOMOTOIO.

K110 BHYTPIIIHBOBEHHE BBEEHHS 3[1MCHIOEThCSA HAATO IIBUAKO, B yKe PiAKICHUX BUIaAKax
MOXKYTh BUHUKATH T'OJIOBHUY OiNlb, MigBUIIIEHA BTOMJTIOBAHICTh, BUCHAXKEHHS i BiIUyTTS BaXKKOCTi B
HOTax.

Ockinbku aMOPOKCOJI MOKe TTOCUTIOBATH CEKPeIlito CIu3y, MiKapchKui 3aci6 AmM6pokcon-JIlyouudapm,
po3uuH A iHQy3il, i 3acTocoByBaTU 3 00E€PEKHICTIO IIPYU MOPYIIeHHI OPOHXiabHOI MOTOPUKHY Ta
IIOCHUJIEHIN CeKpellil cu3y (HampuKiag IpYU TaKOMY PigKICHOMY 3aXBOPIOBaHHI, SIK IEPBUHHA
IIMITiapHa OUCKiHe3is).

Am0pokcorn-JIy6uudapm, po3uuH s iHPy3ii, MiCTUTh MeHII HiX 1 MMoib (23 Mr) HaTpilo Ha
aMmIyny, To0To MaliKe He MiCTUTh HaTpilo.

Awm0pokcorn-JIyouudapm, po3uuH s iHPy3iH, ciif 3acTocoByBaTu 3 00€peKHICTIO NallieHTaM 3
NOpyIlIeHHAMH GYHKIIII HUPOK ab0 TSXKKUM 3aXBOPIOBAHHSM NediHKu. [Ipu 3acToCyBaHHi
aMOpoOKCoIy, 5K i OyAb-5KO]1 [Iil040]l peYOBUHHY, IKa MeTab0/Mi3yEThCA B MEUiHIli, a TTOTiM BUBOOUTHCS
HUPKaM{, HaKOMKU4YeHHs MeTabo0IiTiB, SIKi yTBOPIOIOTLCS Y MEYiHIli, MOXKe O4iKyBaTHCS Yy MAlli€HTIB 3
TS2KKOI0 HUPKOBOI HEIOCTATHICTIO.



3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py00io.

He cTocyeThcs, OCKiNbKY JTiKapChbKuM 3acib 3aCTOCOBYIOTh HEOHOIIEHUM [IiTSIM Ta HOBOHAPOAKEHUM.

30amuicmb 8niusamu Ha weudKicme peakyii npu KkepysaHHi aamompaHcnopmom abo
MexdaHismamu.

[laHi BiiCyTHI yepe3 BiACYTHICTb TOKa3aHb.

Cnoci6 3acmocyeaHHss ma do3u.
[In1g BHYTDPIITHEOBEHHOI 1HQY3il.

O3YBAHHA

30 mr Ha 1 KT Macu Tinna Ha m00y, po3[ineHi Ha 4 OQUHOYHI I03H.
Ilo3ysaHHA npu Hupkosill i/abo neviHkosill HeOocmamHocmi

[Tpu TAXKKiM HUPKOBiY HEOCTATHOCTI ab0 TAXKKil IeYiHKOBiM HeJOCTAaTHOCTI MiATPUMYBaIbHY HO3Y
mOTPiOHO BiAMOBIMHO 3HU3UTH ab0 30iMBIINTY iHTEPBAN MiXK BBEIEHHSIM H03.

Po3uuH noTpibHO BBOOUTH 3a JOIIOMOI0I0 IIOMIIOBOTO IIPUCTPOIO A iH(DYy3ik MIIgX0oM KOPOTKOI
iHQys3il mpoTATOM IOHaMeHIIIe 5 XBUJIKH.

TpuBasicTe JIiKyBaHHA — O [OHIB.

BwmicT 1-6 ammyn cnip po3Bectu y 250-500 My ¢izionorignoro po3uuny a6o po3uuny Pinrepa.
Po3uuH, po3BepeHu 3a JOOMOrolo ¢isionorignoro po3uuHy abo po3ununy Pinrepa, ctabinbuui 3
(Gi3uKo-XiMi4HOI TOYKM 30pY NMPOTATOM 24 ropuH npu TeMepatypi 15-25 °C. 3 mikpobiomoriynol
TOYKY 30Dy, SKIIO BiIKPUTTS aMIyJl i pO3BE[IeHHS II0B’sI3aHe 3 PU3UKOM MikpoOionoriunoi
KOHTaMiHallil, pO34YXH CJIii BAKOPUCTATH Ofpa3y IiC/Is MPUTOTyBaHHS. fKIIO I[bOTO HE CTaloCh,
BiAITIOBiga/NbHICTh 3@ YMOBU Ta TepMiHu 30epiraHHs Hece KOPUCTyBay. AKIIO XKOOEH 3 IIUX
PO3UMHHUKIB HEJOCTYIIHUM, PO3YMH TII0OK03H 5 % MoxkKe OyTH 3aCTOCOBAaHUY SK aJbTePHATUBHUM.
[Tpu 3acToCyBaHHI PO3UMHY I'JIIOKO3U 5 % BMICT aMITyJI CJTifi pO3BOAUTY 6e3n0CcepeqHbo nepex
BUKOPUCTAHHSAM. fKII0 PO3YKH He OYyI0 BUKOPUCTAHO HETalHO MiC/sl MPUTOTyBaHHS, HOTO MOTPi6GHO
yTUIi3yBaTH.

Himu.

3aCTOCOBYIOTI:> HEJOHOIIEHUM [iTSIM Ta HOBOHAPOI2KE€HUM 3a ITOKa3aHHIMHU.

ITepedo3yeanHus.

Hapasi HeMae noBigoMIeHb OO0 Clenu(piYHUX CUMITOMIB Iepeno3yBaHHsa. CUMITOMY, 110
CIIOCTEPIralThCs y pa3i BUIIAAKOBOT0 ITepefno3yBaHHSI ab0 MEeOUYHOI TOMHUJIKY, aHaIOTiYHi BitoMuM



mo0iYHUM peaKui;{M IIpu 3aCTOCYBaHHi B PEKOMEHOOBAaHUX N03aX i MOXYTb HOTpe6YBaTI/I
CHMIITOMATHU4YHOT'O J'IiKy'BaHHﬂ.

ITo6iuni peakuii.

II71s1 OLiHKY YacTOTH MOOIYHUX SBUIL 0YJI0 BAKOPUCTAHO TAaKy Kilacudikallifo:

nyxe gacto =1/10;

4acTo = 1/100 — < 1/10;
HeyYacTo = 1/1000 — < 1/100;
pigko = 1/10 000 — < 1/1000;

nyxke pimko < 1/10 000;
HeBimomo HEeMOZKJIMBO OI[iIHMTH Ha OCHOBi HAsIBHUX MAHUX.

3 boky imyHHOI cucmemu:
PiOKO — peakiiil rinepyyTiIuBOCTi;

HeBimoMOo — aHadimakTUYHI peakilil, BKII0O4Ya0yy aHadiTaKTUYHUH 110K, aHTI0HeBPOTUYHUYM HAOPSK i
cBepOixK.

3 60Ky wkipu ma nidwKipHOi KAIMKOBUHU:

He4yacTO — epUTeMa;

PiAKO — BUCHII, KPOTIUB'THKA;

HEeBiIOMO — CepHo3Hi MIKipHi Mo6iuHi peakiil (y TOMy uncii MynbTu(OPMHA epuTeEMa, CUHAPOM
CriBeHca — [I’KOHCOHa / TOKCUYHUU elliflepMaIbHUY HEKPOJIi3 i TOCTpUll TeHepasi3oBaHu
€K3aHTeMaTO3HUU MyCTYJIb03).

3 60Ky WAYHKOBO-KUWKOB020 MPAKmMy:

HEYaCTO — CYXiCTh y POTi, 3amop, CIMHOTEeYa, CYyXiCTh Y TOPIi;

HEeBiOMO — HynoTa, O/II0BaHHS, fiapesi, AUCIENCis, 0inb y &KUBOTI.

3 6oky OuxaabHOi cucmemu, opa2aHie 2py0HOI KAimKu ma cepedoCMmiHHA:

HeYacTO — PUHOPEes, JUCIHOe (K CUMIITOM peakilil MigBUIIeHOl Yy TIAUBOCTI).

3 60Ky HUPOK ma ce4osudinbHOI cucmemu:

He4yacTO — PO3JIafy CEYOBUIYCKAHHSA.

ITopyweHHs 3a2a1bHO20 XapaKkmepy ma Namo102iYHi ssuu,a y Micuyi ese0eHHs npenapamy:

HevacTo — IiIBUILIEHHS TeMIIepaTypH Tijla Ta 03HO0, peakilil 3 00Ky C/I1M30BO1 000JIOHKH.

[ToBigoMIIeHHS PO Mimo3pioBaHi m0o6ivHi peakirii



[ToBimoMIIEHHS TIPO Mig03pIoBaHi moGiuHi peakii micias peecTpatiii TiKapchKoro 3aco0y € BaXKJIHBOIO
mpoienyporo. Lle mae 3MOTry IPOOBXKYBaTHA KOHTPOIIOBATH CITiBBIHHOIIEHHST KOPUCTL/PU3UK [JIS
ITbOTO JTIKAPCHKOTO 3aco0y. MenuuHi MpalliBHUKY IOBUHHI IOBIIOMIISITH IIPO YCi migo3pioBaHi mobiuHi
peaxkiil y OIT «[IlepxxaBaui ekcnepTHul neHTp MO3 YkpaiHu».

Tepmin npudamHocmi. 3 POKHU.

He 3acTocoByBaTu micnis 3aKiHYe€HHS TEPMIHY IPUOATHOCTI, 3a3HA4YEHOr0 Ha yIIaKOBII.

YMoBu 30epiranHsi.

30epiraTu B OpUriHaNbHIN YIAKOBIIi Ipu TeMIepaTypi He Buite 25 °C.
36epiraté y HEJOCTYIIHOMY OJIST OiTe# MicIi.

HecymicHicmo.

AmOpokcon-JIy6uudapm, po3uuH s iHQy3ii, He cItif 3MillyBaTH 3 iHIIUMK PO3YMHAMMU, OKPiM
(isionoriyHoro po3uuHy i po3uuny PiHrepa.

Ynakoska.
[To 2 M7 B ammyi; mo 5 ammyn y 6mictepi 3 miiBku, 1o 1 a6o 2 6icTepu B maylli 3 KapTOHY.
[To 2 mn B ammymi; mo 10 ammyn y 6mictepi 3 mniBku, 1o 1 GicTepy B maylli 3 KapTOHY.

[To 2 mn B ammymi; mo 5 a6o 10 ammyn y mayili 3 KapTOHY 3 KAPTOHHUMHU IT€PETOPOaKaMHU.

Kareropis Bigmycky.
3a pelenTom.
BupoOHHUK.

AT «Jly6Hupapm».

Micue3HaxoKeHHsI BUPOOHHKA Ta ajipeca MicCIsi MPOBaIXKeHHsI HOro Tis/IbHOCTI.

Vkpaina, 37500, [TontaBcbka 0611., M. JIyOHH, By1. BapBinkosa, 16.



