IHCTPYKIIA

IJIsI MEIHYHOT 0 3aCTOCYBaHHsI JIIKapCHLKOT0 3aC0o0y

JIazonBan®

(LASOLVAN®)

Cknao:
ditoua pevyosuHa: am6pokcony rimpoxnopun (ambroxol hydrochloride);
1 ammyna MicTuTh aMOPOKCOy rigpoxmopuny 15 mr;

0onoMidcHi peyosuHu: KucaoTa nuMoHHa, MoHoriapaT (E 330); Hatpito rimpodocdar, gurigpart;
HaTpil0 XJIOPHUI; Bofa OIS iH eKIIil.

JlikapcbKka popma. Po3uun nms indysii.

OcHOBHi (i3uK0-XiMiuHi BTaCTUBOCTI: TPO30pu#, 6e36apBHUi PO3YNH, TPAKTAUYHO BiTbHUM Bif
YaCTOK.

dapMakoTepaneBTHYHA rpyna. 3acobu, 1[0 3aCTOCOBYIOTLCS IIPH KAIIlJII0 Ta 3aCTyIHUX
3axBopioBaHHAX. MykoniTuyHi 3acobu. Kog ATX R0O5C B06.

®Papmako.102iuHi 8 1acmueocmi.
®apmakoOuHamika.

AMOPOKCOIy TigpoxJIopup, 3aMilneHuli 6eH3uIaMil, € MeTabo0miToM 6poMrekcrHy. BiH Bigpi3HA€THCA
Bil GPOMT'€KCHHY BiICYyTHICTIO METUITLHOI I'PYIIU Ta HASIBHICTIO TiHPOKCHUIIBHOI TPYIIH Y MTapa-TPaHC-
IOJIOKEHHI ITUKJIOT€KCHUIIOBOT'O KiJTbIIS.

AMODOKCOJI YUHUTH CEKPETONITUYHY i CEKPEeTOMOTOPHY [if0 y OPOHXiaTbHOMY TPaKTi.

YV mokmniHiYHUX [OCTiIXKEeHHSIX BiH 30i7bIIyBaB 4aCTKYy CEPO3HOT0 KOMIIOHEHTA OPOHXiaIbHOI CeKpelril.
AMOPOKCOJI CIIpUsi€ BUAIEHHIO CIIU3Y LIISXOM 3HUXKEHHS B’SI3KOCTi Ta aKTHBAllil IUTiapHOTO
eliTenizo.

AMOPOKCOJT aKTUBYE CUCTEMY cypdaKTaHTa 3a PaXyHOK 6e310CcepeqHboro BIIJIUBY Ha MTHEBMOUUTH 11
TUIY B ajibBeoJiax Ta KIiTuHU Kilapa B OiIgHLI MaJuxX OUXaJIbHUX HUIAXIB. BiH [TOCUII0E YTBOPEHHS Ta
BUBE[IeHHS TI0BEPXHEBO-aKTUBHOTO MaTepiay B albBeojiax Ta OPOHXiaTbHOMY [EepeBi Iyiofia Ta
mopocinoro oprasi3my. Li epekTu 6yiu TpogeMOHCTPOBaHI y pisHUX 0i0IOTiYHNX BUOIB Ha KyNIbTypax



KJIITHH Ta in Vivo.

Kpim Toro, B pi3HUX [OKITiHIYHUX [OCTIAXKEHHSIX 0YJI0 IPOAEMOHCTPOBAHO aHTHOKCHUIAHTHI eeKTr
amMOpOKCOy.

dapmakoKiHemuxka.

[Tpu BHYTPILIHEOBEHHOMY 3aCTOCYBaHHi 0i0[IOCTYIIHICTh IpenapaTy 3a BU3HAUeHHSIM CTaHOBUTH 100
%. Ilicns BHYTPITHHOBEHHOTO BBEEHHS KiHEeTHKA aMOPOKCOJy Y TepaleBTUYHOMY fiana30Hi
3aCTOCYBaHHS CTAHOBUTH 15 - 90 Mr 3 NiHINHOIO 3aJIeXKHICTIO Biff 03U, IPU LIbOMY HaBiTh IPU
BHYTPIITHEOBEHHOMY BBefleHHi 1,0 T He cioCcTepiraeTbCs BiIUYTHUX BiAXUJIEHD Bif] JIIHIMHOCTI HO3MU.

Poznopin

[Tpu6nusuao 85 % (80 - 90 %) npenapaTy 3B’93y€eThCs 3 OiKaMu Ia3Mu KpoBi. Y nereHeBilt TKaHUHI
aMOpoKCoJI Jocsirae OiNbII BUCOKOI KOHIIEHTPAllii, HiXK y M1a3Mi KpOBi, Ipy mapeHTepaIbHOMY
BBefleHHi. AMOPOKCOI MOXKe ITPOHUKATH Y lepeOpociHanbHy PifuHy, Yepes MialeHTapHu 6ap'ep Ta
BUTINIIETHCS Y TPYAHE MOJIOKO.

Biorpancdopmaris

®opMyBaHHS MeTa0O0iTiB, 30aTHUX IPOHUKATH B HUPKHY (HaIpPHUKIIaf, fuOpoMaHTpaHiIoBa KUCIIOTa,
TJIIOKYPOHiT), BinOyBa€eThCS y MEUiHIIi.

BuBenmenHs

Maiixe 90% npenapaTy BUBOOUTHCS HUPKaMu ¥ GopMi MeTaloJIiTiB, 1[0 yTBOPIOIOTHCS B MEYiHIII.
Menmie 10% aMOpOKCOITy BUBOOUTHCS HUPKAMU Y HE3MiHEHOMY BUTJISAAL. Yepe3 BUCOKUI CTYIIiHb
3B'sI3yBaHHA 3 OinKamu, BeJTUKUM 00’€M PO3IMOMiNY Ta MOBiIIbHUM [TePEepPOo3IOis ITpernaparTy 3 TKaHUH
B KPOB IIpH Aiani3i abo popcoBaHOMY Hiypesi cyTTEBe BUBEAEHHS aMOPOKCOJTy MaJloWMOBipHe.

KinneBuy nepion HalliBBUBEIEHHS 3 IIJTa3MHU KPOBi CTaHOBUTE 7-12 rogus. Ilepiom HaliBBUBEOEHHSA 3
n71a3Mu aMOPOKCOJTy Ta MOoTr0 MeTaboIiTiB CTAaHOBUTH MPUOIU3HO 22 TOOUHH.

[TamienTy 3 mopymeHHSAM QYHKIIII TEYiHKY Ta HUPOK

Y manieHTiB 3 TSXKUMM po37agaMu 3 00Ky MediHKu KilipeHc aMOpoKCcony 3HUKYeThCS Ha 20- 40 %. ¥
TIAIiEHTIB i3 TSAXKKUM MOPYIIEHHSM QYHKIII HIPOK He0OXimTHO BpaXOBYBaTH KyMYJIiil0 MeTabOoJIiTiB
aMOpOKCOIy.

Iitu

Y HOBOHAPOMXKEHUX, TKUM ITOBTOPHO BHYTPIIIHLOBEHHO BBOAUIIM aMOPOKCOJI, IIepiofl HalliBBUBENEHHS
npuOIU3HO MOIBOIOBABCS, 110 BKa3ye Ha 3HUKEHUH KIlipeHc.

KrinigHi xapaKTepHCTHKH.

INoka3aHHA.

s nigcuneHHs BUPOOIeHHS JIeTeHEeBOro cypdaKTaHTa Y HEeIOHOIIEHUX [IiTell Ta HOBOHAPOMXKEHUX 3
CHHIPOMOM AUXaIbHOI 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 JTazonBar® Ta 3aco6iB, 110 [IPUTHIYYIOTH KallleJlb, MOXKe
IIPU3BECTH [0 HAAMipHOTO HAaKOMMYEHHS CIIM3Y BHACIIJOK IPUTHIYeHHS KallJIboBOT0 pedieKCcy; Taka
KOMOiHalliss MOXK/IMBA TiJIbKY IIiCJIA PETEeIbHOI OLiHKY JIiKapeM CIiBBiIHOIIEHHS 04iKyBaHOI KOPUCTI
Ta MOXKJIMBOI'0 PU3UKY Bifl 3aCTOCYBaHHS.

JlaGopaTopHi aHami3u

OpHoOYacHe 3aCTOCYyBaHHS aMOpPOKCOIY i aHTUOIOTHKIB (aMOKCUILIUTIIHY, Ie(YPOKCUMY, TOKCUIIUKITIHY
i epUTPOMIIIMHY) TPU3BOOUTD OO MigBUINEHHS KOHIIEHTpPAllii aHTHOIOTUKIB ¥ OPOHXO0JIereHeBUX
CeKpeTax i MOKpPOTUHHI.

Oco6 1ueocmi 3acmocy8aHHs1.

Hapxogunu noBigoMaeHHS PO TAXKKI ypaXKeHHS WIKIPH, Taki SK: MyJIbTU(OPMHA epuTeMa, CUHIPOM
CriBeHca - [I?2KOHCOHA/TOKCUYHUY ellifjlepMaIbHUM HEKPOJIi3 Ta TOCTPUM TeHepali3oBaHuu
eK3aHTeMaTO3HUU NyCTy/1b03, II0B’s13aHi i3 3aCTOCyBaHHAM aMOPOKCOIIy TifpoxXIopuay. fAKIo
TIPUCYTHI CUMIITOMY ITPOT'PECYBaHHST BUCUIIAHHS Ha IIKipi (iHOi OB 'sI3aHi 3 MOSBOIO MyXUPIliB a6o
ypaXKeHHSM CJIM30B01 000JIOHKH), CJIifi HETaHO MPUIIMHUTH JTIKyBaHHS aMOPOKCOIOM TiIpOXIOPUIOM
Ta 3BEPHYTUCS 38 MEOUYHOIO JOIIOMOI00.

FKII0 BHYTPIIIHEOBEHHE BBEEHHS 3[IMCHIOETHCS HAATO LIBUAKO, B AyXKe PIAKICHUX BUIIaAKax
MOXKYTh BUHUKATH T'OJIOBHUY OiNlb, MigBHIIIEHa BTOMJIIOBAHICTh, BUCHAXKEHHS i BiIUyTTS BaXKKOCTi B
HOTax.

OCKinbKM aMOPOKCOJI MOXKe ITOCHIIIOBATH CeKpellilo CIu3y, npenapar Jla3onBaH®, pO34uH A
ingys3iit, crig 3acTocoBYBaTH 3 00€PEXKHICTIO IIPH MOPYIIEeHHI OpOHXialbHOI MOTOPUKY Ta MOCUJIEHIH
cekpetii cu3y (HaIpUKJIIaf IPpY TaKOMY PigKiCHOMY 3aXBOPIOBaHHi, K IepBUHHA IIKJIiapHa
OUCKiHe3is).

JlazonBan®, po3uuH mms iHdy3il, MICTUTL MEHII Hix 1 MMOJIb (23 MI) HATPi Ha aMIyiy, TO6TO
MaliiKe He MICTUTDh HaTpilo.

JlazonBar®, po34uH A4 in¢ya3i#, crmig 3acTocoByBaTH 3 00€pPEKHICTIO MalliEHTaM 3
NOpyIIeHHAME GYHKIII HUPOK ab0 TSIXKKUM 3aXBOPIOBaHHSM IediHku. [Ipu 3acTocyBaHHI
aMOpOKCOIy, SIK i Oy[b-sIKOI [Iif040i pe4OBUHU, SKa MeTab0Ii3yeThCA B MEYiHIIi, a OTiM
BHBOOUTHCS HUPKaMU, HAKOIMYEeHHS MeTa0OoIiTiB, SKi YTBOPIOIOTHCS Y IEUiHIl, MOXKe
OYiKyBaTUCH y NALIEHTIB 3 TAXKKON HUPKOBOI HEIOCTATHICTIO.



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 HEJOCTYIIHKM, PO3YMH TII0K03H 5 % MoKe OyTH 3aCTOCOBaHUM, SIK albTePHATABHUM.
[Tpu 3acTOCyBaHHI PO3YMHY I'JIIOKO3U 5 % BMICT aMIIyJ CiIifl po3BoguTH Oe3MmocepeHbo Iepes
BUKOPUCTAHHIM. ZKIINO po3urH He 0Y710 BUKOPUCTAHO HETAWHO IiCIIs MPUTOTYBAHHS, MO0 MOTPiOHO
YTUJIi3yBaTH.

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 MPOLeaypoIo. Lle mae 3Mory pofgoBKyBaTH
KOHTPOJIIOBATH CIIiBBiTHOIIEHHS KOPHUCTh/PU3UK IJI I[LOTO JIIKApChKOT0 3aco0y.
Meau4YHHX NPaliBHUKIB MPOCSATH MOBiTOMJISITH PO yCi migo3proBaHi modivni
peaxiii y [II1 «[epkaBHuH eKcriepTHUH eHTp MO3 YKpaiuu».

mepmiH npudamHocmi. 3 POKH.

YMoBH 30epiraHHs. 36epiraTu B OpUriHaIbHIA YIAKOBLI Ipy TeMmnepaTypi He Bumie 25 °C y
MICIIi, HeIOCTYIIHOMY [JISl JiTeu.

HecymicHicmo.

JlazonBan®, po3uuH mys iHdy3il, He CIif 3MillyBaTH 3 iHIIKME PO3YMHAMM, OKpiM (iziomoriunoro
po3unHy i po3uuny PiHrepa.

YnakoBka.

[To 2 M7 y CKnAHUX aMiynax; mo 10 aMmyn y KapTOHHi# KOpOO1Ii.

Kareropis Bignycky.

3a pelemnToM.

BupoOHuUK.
Bepinrep Iarensxaiim Ecnana, CA, Icnanis/
Boehringer Ingelheim Espana, SA, Spain.

CAHO®I C.P.JL., Itanisg/ SANOFI S.R.L., Italy.

Micue3HaxoIKeHHsI BAPOOHHUKA Ta HOr'0 aJpeca MiCIsi MPOBaIKeHHS



DisTTBHOCTI.
[Tpat me na Pu6a, 50, 08174 CAHT KYT'AT [EJI BAJIJIEC (Bapcenona), Icnanis/

Prat de la Riba, 50, 08174 SANT CUGAT DEL VALLES (Barcelona), Spain.

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

3asaABHHK.

TOB «Omnenna Xenckea YKpaiHa», YKpaiHa.

Micne3HaxoOXKeHHSI 3asIBHUKA.

Ykpaina, 01033, m. Kuis, Byn. 2Kunsinceka, 48-50A.



