IHCTPYKIIA

OIS METHYIHOT O 3dCTOCYBaHHA HiKapCBKOI‘O 3a006y

JTazonBan’ nus indysii

(LASOLVAN? for infusions)

Cknao:
ditoua pevosuHa: amOpokcony rigpoxnopup (ambroxol hydrochloride);
1 ammyna MicTuTh aMOPOKCOIy Tigpoxnopuny 15 mr;

donomidicHi peyosuHu: KUCIOTa nTuMoHHa, MoHoriapaT (E 330); HaTpito rimpodocdar, gurimpar;
HaTpil0 XJIOPUM; Bofa A/ iH eKIIil.

Jlikapcbka ¢opma. Po3uun ms indys3ii.

OcHOBHI (i3uK0-xiMiuHi BTaCTUBOCTI: Mpo30pui, 6e30apBHUI PO3UYMH, TPAKTUYHO BiIBHUM Bif
YJacCToOK.

dapMakoTepaneBTHYHA rpyna. 3acobu, 1110 3aCTOCOBYIOTHCS IIPH KAIIITI0 Ta 3aCTyIHUX
3axBopioBaHHAX. MykonitTuyHi 3acobu. Kog ATX R0O5C B06.

dPapmakono2iuHi e1acmueocmi.
®apmakoduHamika.

AMOPOKCOIy Tigpoxyiopus, 3amilnenust 6eH3uaMit, € MetTaboniToM 6poMrekcuHy. BiH BigpidHsEeThCS
Bifi OPOMTeKCHHY BiJCyTHICTIO METUJIbHOI TPy Ta HaSABHICTIO TiPOKCHUIBHOI I'PYIIX Y ITapa-TpaHC-
II0JIOZKEeHHI IIMKJIOTeKCHUJIOBOT'O KiIbIIA.

AMOPOKCOJI YNHUTH CEKPETONITUYHY i CEKPEeTOMOTOPHY [Iit0 y OPOHXiaTbHOMY TPAKTI.

YV mokmiHiYHUX JOCTIIXKEHHSIX BiH 30i7bIIyBaB 4acTKYy CEPO3HOT0 KOMIIOHEHTA OpPOHXiaIbHOI CeKperii.
AMOPOKCOJIT CITpHUsi€ BUAAIEHHIO CITU3Y IIJITXOM 3HUKEHHS B'SI3KOCTI Ta aKTHBAIlil IUITiapHOTO
emiTemio.

AMOpOKCOIT aKTUBY€E CUCTeMY CyphaKTaHTa 3a PaXyHOK 6e3mocepeHbOro BIJTUBY Ha ITHEBMOUUTH 11
TUIY B ajibBeOJIaX Ta KIIiTuHU Kapa B miNMgHI Manux OuXaabHUX IIAXiB. BiH mocumioe yTBOpEHHS Ta
BUBEJEHHS TIOBEPXHEBO-aKTUBHOTO MaTepiasy B aiibBeosiax Ta OpoHXianbHOMY OepeBi Iioda Ta



nopocinoro oprasi3my. Li epekTu 6ynu mpogeMOHCTPOBaHI y pisHUX 0i0IOTiYHMX BUOIB Ha KyNIbTypax
KJIITUH Ta in vivo.

Kpim Toro, B pisHUX MOKJIHIYHUX HOCTIIXKEHHSIX OYJI0 IPONEeMOHCTPOBAHO aHTHOKCHIAHTHI e(peKTH
aMOpPOKCOIy.

dapmakokiHemuka.

[Tpu BHYTPIIHEOBEHHOMY 3aCTOCYBaHHi 0i0IOCTYIIHICTh IpenapaTy 3a BU3HAUeHHIM CTaHOBUTH 100
%. Tlicns BHyTPIlIHEOBEHHOT'O BBEIEHHS KiHETHKa aMOPOKCOJy V TepalleBTUYHOMY [iala30Hi
3aCTOCYBaHHSA CTAHOBUTH 15 - 90 Mr 3 NiHINHOIO 3aJIeXKHICTIO Bif 03U, IPU LIbOMY HaBiTh IPU
BHYTPIIIHEOBEHHOMY BBefleHHi 1,0 I He criocTepiraeThCs BifUyTHUX BiOXUJIE€HD Bifl JTIHIMHOCTI AO3M.

Po3momin

[Tpubnusno 85 % (80 - 90 %) mpenapaTy 3B’I3y€ThCst 3 OinKaMu maa3Mu KPOBi. Y nereHeBilt TKAHUHI
aMOpoKCoJ Jocsirae OiNbII BUCOKOI KOHIIEHTPAllii, HiXK y IJ1a3Mi KpOBi, IpX TapeHTepaIbHOMY
BBefleHHi. AMOPOKCO MOXKe TPOHUKATH Y llepeOpocTiHanbHy pifuHy, Yepes MmialeHTapHui 6ap'ep Ta
BUMINSAETHCS V¥ TPYAHE MOJIOKO.

BioTpancdopmariris

®opmyBaHHS MeTabO0JIiTiB, 3MAaTHUX MPOHUKATH B HUPKHU (HAMpPUKIIad, AMOpoMaHTpPaHioBa KUCIIOTA,
TJIIOKYPOHiN), BimOyBa€eThCSA Y MEUiHIIi.

BuBepneHHs

Maiixe 90% mpenapaTty BUBOOUTHCS HUPKaM# y popMi MeTaboIIiTiB, 110 YTBOPIOIOTLCS B TEYiHIIL.
Menmie 10% aMOpOKCOIy BUBOOUTHLCS HUPKAMU Y He3MiHeHOMY BUTJISAAL. Yepe3 BUCOKUM CTYIiHb
3B'sI3yBaHHA 3 Oinkamu, BeJIUKUM 00’€M PO3IOMiNY Ta MOBiIIbHUYN ITePEePO3IOAis IIpernaparTy 3 TKaHUH
B KPOB IIpH Aiani3i abo popcoBaHOMY Aiypesi CyTTEBe BUBEAEHHS aMOPOKCOITy MaJloWMOBipHe.

KinmeBuii nepioa HamiBBUBEIEHHS 3 I1JIa3MU KPOBi CTaHOBUTH 7-12 rogus. [Iepion HamiBBUBEOEeHHS 3
na3Mu aMOPOKCOJTy Ta M0T0 MeTaboIiTiB CTAaHOBUTH MPUOIN3HO 22 TOOUHH.

[NaieHTH 3 MOPYILIEHHSAM (QYHKIIII MeYiHKU Ta HUPOK

Y nmarieHTiB 3 TSXKKUMM po37agaMu 3 00Ky MediHKu KilipeHc aMOpoKcony 3HUKYyeTbCS Ha 20- 40 %. ¥
TIALiEHTIB i3 TSAXKKUM IOPYIIEHHSM QYHKIII HIPOK HeOOXimHO BpaXxOBYBaTH KyMYJISlil0 MeTabOJIiTiB
aMOpOKCOIy.

Iitu

Y HOBOHApPOMXKEHUX, IKAM ITOBTOPHO BHYTPIIIHLOBEHHO BBOAUIIM aMOPOKCOJI, IIepiofl HalliBBUBEEeHHS
npubIKU3HO MOIBOIOBABCS, 1[0 BKa3ye Ha 3HUKEHUH KITipeHc.

KniniuyHi xapaKTepHCTHKH.
Iloxa3aHHA.

Ins mimcuneHHs BUPOOJIEHHS JIeETeHeBOro CypdaKkTaHTa Y HEJOHOIIEHUX IiTell Ta HOBOHAPOIKEHUX 3
CHHIIPOMOM AWXaIbHOI HEJOCTATHOCTI.



IIpomunoka3aHnus.

Bigoma rimepuyTnuBicTh K0 aMOPOKCOIY Tigpoxaopuay abo iHIIMX KOMIIOHEHTIB ITpemnapary.

B3aemodia 3 inwumu nikapcbkumu 3acoéamu ma iHwi eudu e3aemodiii.

[0 bOro Yacy He BCTaHOBJIEHO K/IIHIYHO 3HAYYIIKUX B3a€EMO[iN IIpenapaTy 3 iHIIUMU JIIKapCbKUMU
3acobami.

OpHOYacCHe 3aCTOCYBaHHS IIpenapaTty JTazonBau® ons iHQy3iit Ta 3aco0iB, 1110 TPUTHIUYIOTh KallleJb,
MOXKe IIPU3BECTH [0 HaAMIPHOTO HaKOMMYEHHS CJIM3Y BHACIIIAOK NPUTHIYEeHHS KaIllIb0BOT0O
pednekcy; Taka KoMmOiHallisT MOXK/IMBA TilMbKY IIiCJIS PETEIbHOI OIIIHKY JIiKapeM CITiBBiIHOIIEHHS
O4iKyBaHOI KOPUCTi Ta MOXKJIMBOT'0 PU3UKY Bifl 3aCTOCyBaHHS.

JlabopaTopHi aHami3u

OpHoYacHe 3aCTOCYyBaHHS aMOpPOKCOY i aHTUOIOTHKIB (aMOKCHUILIUIIIHY, Ie(YPOKCUMY, TOKCUIIUKITIHY
i epuUTPOMIIIHY) TPU3BOOUTD IO MigBUINEHHS KOHIIEHTpPAllii aHTHOIOTUKIB ¥ OPOHXO0/IereHeBUX
CeKpeTax i MOKpPOTUHHI.

Oco06.1ueocmi 3acmocye8aHHs1.

Hapxogunu noBigoMeHHS PO TAXKKI ypaXKeHHS WIKIPH, Taki SK: MyJIbTU(OPMHA epuTeMa, CUHIPOM
CriBeHca - [I?)KOHCOHA/TOKCUYHUY ellifjlepMabHUN HEKPOJIi3 Ta TOCTPUM TeHepali3oBaHuu
€K3aHTeMaTO3HUH MyCTYIb03, TIOB’sI3aHi i3 3aCTOCYyBaHHIM aMOPOKCOIY Tigpoxnopuny. fAKIo
IPUCYTHi CUMIITOMM ITPOT'PECYBaHHST BUCUIIAHHS Ha IIKipi (iHOi OB sI3aHi 3 MOSBOIO MyXUpIliB a6o
ypaXKeHHSIM CJIM30BO1 000JIOHKM), CJIifi HEraHO MPUIIMHUTH JTIKyBaHHS aMOPOKCOIOM TiIpOXIOPUIOM
Ta 3BEPHYTUCS 3a MEOUYHOIO JOTIOMOTOI0.

AKI10 BHYTPIIIHBOBEHHE BBEeHHS 3[1MCHIOETHCS HAATO MIBUAKO, B IyKe PiIKICHUX BUIafKax
MOXKYTh BUHUKATH T'OJIOBHUY 0iNlb, MigBHIIIEHa BTOMJIIOBAHICTh, BUCHAXKEHHS 1 BiIUyTTS BaXKKOCTi B
HOTaX.

OckKinbKy aMOPOKCOJI MOXKe ITOCHIIIOBATH CeKpellilo Clu3y, npenapat Jlazonsan® mist iHQy3il, po3uun
niist ingys3iH, ciig 3acToCoBYBaTH 3 00€peXkKHICTIO ITPY MOPYINeHHI OPoHXiaTbHOI MOTOPHKY Ta
TIOCUJIEHIN CeKpellil U3y (HanpHuKIIaf IpyU TaKOMY PifiKiCHOMY 3aXBOpIOBaHHI, SIK TepBUHHA
IIAITiapHa OUCKiHe3is).

JlazonBan® mist iHdy3ii, po3unH [ iHGy3il, MICTUTL MeHII Hik 1 MMoJIb (23 Mr) HATpilO Ha aMIyiy,
TOOTO MalKe He MiCTUThL HaTpilo.

Jlazonsar® o iHdy3iit, po3unH s iHQY3ii, CIIif 3aCTOCOBYBATH 3 06€PEXKHICTIO HallieHTaM 3
TOPYIIEeHHSIMU QYHKIII HUPOK ab0 TIKKHUM 3aXBOPIOBAHHSAM IediHKU. [Ipu 3aCTOCyBaHHi
aMOpOKCOIy, K i Oymb-sIKOI [if040l PEYOBHHH, sTKa METa00/Ii3y€eThCs B MEYiHII, a ITOTIM
BHBOOUTHLCS HAPKAMM, HAKOTUYEeHHS MeTaboJIiTiB, SKi YyTBOPIOIOTLCS Y MEYiHIli, MOXKe
OYiKyBATUCS Y MALIEHTIB 3 TAXKKOI HUPKOBOI HENOCTATHICTIO.



3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py001o.

[laHi BiiCyTHI yepe3 BiACYTHICTb TI0Ka3aHb.

30amuicmb eniueamu Ha weudKicmb peakuyii npu KepysaHHi asmompaHcnopmom abo
MexXaHisMamu.

He cTocyeThCs, OCKiNnbKY MpernapaT 3aCTOCOBYIOTh HEIOHOMIEHUM TiTSIM Ta HOBOHAPOMXKEHUM.

Cnocid 3acmocyeaHHsi ma do3u.

Ins BHYTPIIHEOBEHHO] iHQY3ii.

Ho3yBaHHSA

30 Mr Ha 1 Kr Macu Tina i Ha goOy, po3mineHi Ha 4 OMUHOYHI HO3H.
ITo3yBaHHS IIPU HUPKOBIi i/ab0 meYiHKOBiM HEJOCTAaTHOCTI

[Tpu TSXKKiM HUPKOBiM HEOOCTATHOCTI a00 TSAXKKil MMeYiHKOBiM HEAOCTATHOCTI MiATPUMYBaJIbHY D03y
noTpi6HO BiAMOBiAHO 3HM3UTH a0 30iMbIIKUTY iHTEPBAJ MiXK BBE[IEHHSIM [103.

Po3uuH noTpibHO BBOOUTH 3a JOIOMOI00 IIOMIIOBOTO IPUCTPOIO AJIs iH(DY3id MIIIXOM KOPOTKOI
iH(y3il IpOTATOM IIOHAUMEHIIIE 5 XBUJIKH.

TpuBasnicTs JiKyBaHHS - 5 OHIB.

Bwmict 1 - 6 amnyn crig po3sectd y 250 - 500 M ¢izionmoriuHoro po3unHy abo po3uuny Pinrepa.
Po3uwH, po3BeeHui 3a JOOMOro0 (izionorivHoro po3uuHy abo po3unHy Pinrepa, ctabinbHu 3
Gbi3uKo-xiMiuHOI TOYKM 30py IPOTATOM 24 roguH npu TemnepaTypi 15 - 25°C. 3 mikpo6ionoriuuoi
TOYKHU 30DPY, SKIIO BITKPUTTS aMITyJI i pO3BEEHHS OB I3aHe 3 PU3UKOM MiKpobionorignoi
KOHTaMiHallii, pO3UMH CJIiJi BAKOPUCTATH Ofpa3y IIiCJIg IPUTOTyBaHHS. AKIIO I[bOTO HE CTAIOCh,
BifITIOBigasIbHICTh 3a YMOBU Ta TepMiHU 30epiraHHsg Hece KOPUCTyBay. AKIIO XKOOEeH 3 IUX
PO3UMHHUKIB HEJOCTYIIHUN, PO3YMH TJII0K03H 5 % MoXKe OyTH 3aCTOCOBAHUM, IK albTepPHaTUBHUM.
[pu 3acTOCYyBaHHI PO3YMHY I'TIOKO3U 5 % BMICT aMITyJI CJTifi pO3BOAUTU 0€310CEPETHbO Iepef
BUKOPUCTAHHSAM. fKIIO PO34MH He 0yJI0 BUKOPUCTAHO HETAWHO IIiCJIs IPUTOTYBAHHS, HOTO
OTPiOHO yTUITi3yBaTH.

Himu.

3aCTOCOBy'IOT]:> HEJOHOIIEHNM [iTSIM Ta HOBOHapPOO2KEHNM 3a IIOKa3aHHAMHU.

Ilepedo3yeaHHsi.



Hapa3si HeMa€e moBigoMIeHb 100 Crelu(ivHuX CUMIITOMIB Iepeno3yBaHHsa. CHMIITOMH, III0
CIIOCTEPIramThCs y pa3i BUMIAAKOBOT0 Mepeno3yBaHHs ab0 MeOUYHOI IIOMUIIKY, aHAOTiYHi 3
BimoMuMM MOOIYHUMH peaKIisiMU MTPU 3aCTOCYBaHHI B PEKOMEHIOBAaHUX N03aX Ta MOXYTh
noTpebyBaTh CUMITOMATAYHOIO JIiKyBaHHS.

ITo6iuni peakuii.

I7mst OIliHKY 9acTOTH MOOiYHUX SBUIL OYI0 BUKOPUCTAHO TaKy Kiacuikarlito:

nyxe dacto =1/10;

4acTo >1/100 - < 1/10;
HeYacTo > 1/1000 - < 1/100;
pioko = 1/10 000 - < 1/1000;

OyXKe pigKo < 1/10 000;
HeBizoMo HEeMO2KJIMBO OIIHHUTU Ha OCHOBI HABHUX MaHUX.

3 6oky imyHHOI cucmemu:
PiAKO - peaxiiil rinepuyTINBOCTI;

HeBiIoMO - aHadinaKTUYHI peakilii, BKI04Yadl aHa(piTaKTUYHUY 10K, aHTIOHEBPOTUYHUYN HaOpAK i
cBepOixK.

3 60Ky wkipu ma nidwKipHOi KAimKo8UHU:

HeYyacTo - epUTeMa;

PiOKO - BUCHII, KPOTIMB' THKQ;

HEeBiOMO - Cepio3Hi MmKipHi mobiuHi peakilii (y ToMy 4ucii MynbTH(QOPMHA epuTeMa, CUHIPOM
CriBeHca - [I?2KOHCOHA/ TOKCUYHUY ellifjlepMaslbHUM HEKPOJIi3 i TOCTpul reHepaii3oBaHUI
€K3aHTEMaTO3HUU MIyCTYyIb03).

3 60Ky WAYHKOBO-KUWKOB020 MpaKmy:

HeyYacTo - CyXiCTh y POTi, 3aIll0p, CIMHOTEYa, CYXiCThb y TOPJI;

HEeBiloMO - Hy#oTa, 6/1t0BaHHS, fiapesi, AUCIeNCis, 6ifb y XKUBOTI.

3 boky OuxanvbHOi cucmemu, opa2aHie 2pyOHOI KAimKu ma cepedoCmiHHA:

HEeYacTO - PUHOpes, JUCIHOE (IK CUMIITOM peakiil MiABUIIEHO0]l Yy TIUBOCTI).

3 60ky HUPOK ma ceyosudinbHOI cucmemu:

HeyYacTo - PO3JIafy CEYOBUIIYCKaHHS.

ITopyweHHsA 3a2a1bHO20 XapdKkmepy ma namo102iYHi ssuu,a y Micui ese0eHHs npenapamy:

HedyacTo - MiABUIIEHHS TeMIIepaTypH Tijla Ta 03HOO0, peaxiiili 3 60Ky cI1u30B0i 000JIOHKH.



IToBigoMIeHHs npo migo3proBaHi MoOiuHi peakii

IToBimoMyIeHHs1 Mpo migo3pIoBaHi MOOiUHi peakii mics peecrpanii
JIIKapChKOro 3aco0y € BaKJIMBOIO MPOLEeAyPOIO0. Lle mae 3MOry IIPOOBXKYBATH
KOHTPOJIIOBATH CI'IiBBiJZ[HOHIeHHH KOpI/ICTb/pI/I3I/IK OJid ObOoro HiKapCbKOFO 3ac06y. MeI[H‘IHI/IX
NMpaliBHUKIB MPOCATH MOBiTOMJ/ISITH PO yci mimo3proBaHi mobiuHi peakrii y [II1
«[lepxkaBHui eKcnepTHUM 1eHTP MO3 YKpaiHu».

mepmiH npudamHocmi. 3 POKH.

YMoBH 30epiranHus. 30epiraté B OpuUriHaibHIN YIAKOBII pU TeMepaTypi He Buie 25 °C y Micti,
HEe[OCTYIIHOMY [JISl AiTeMu.

HecymicHicme.

JlazonBan® guist iHQy3ii, po3uuH A iHQY3iii, He Cif 3MilIyBaTH 3 iHIIMMY PO3YMHAMH, OKPIM
¢bizionoriunoro po3uuHy i po3uuny Pinrepa.

YnakoBka.

[To 2 M7 y cKngHUX aMmynax; mo 10 aMmyn y KapTOHHi# KOpoO1Ii.

Kareropis Bigmycky.

3a perenTom.

BupoOHUK.

CAHO®I C.P.JI., Itamisi/f SANOFI S.R.L., Italy.

Micne3HaxoaKeHHsi BHAPOOHHUKA Ta HOT0 aJgpeca MicCIisi MPOBaIKeHHsI Tis/TbHOCTI.

Bia Bampkanenno, 4 - 03012 AHAHHI (®P), Itanis/ Via Valcanello, 4 - 03012 ANAGNI (FR), Italy.

3asiBHHK.



TOB «Omnenmna Xenckea YkpaiHa», YKpaiHa.

Micne3HaxoaKeHHs 3asiBHHUKA.

Ykpaina, 01033, m. Kuis, Byn. ZKunsianceka, 48-50A.



