IHCTPYKIIA

IJIsI MEJUYHOT 0 3aCTOCYBaHHsI IiIKapChbKOI'0 3aC0o0y

JIa3onBan’

(LASOLVAN?)

Cknao:
ditoua pevyosuHa: ambpokcony rigpoxnopup (ambroxol hydrochloride);
1 ammyna MicTuTh aMOPOKCOIy Timpoxiopuny 15 mr;

donomidcHi peyoguHuU: KUCIIOoTa nTuMoHHa, MoHorigpaT (E 330); HaTpito rinpodocdat, gurigpar;
HaTpil0 XJIOPUI; Bofa OIS iH eKITil.

Jlikapcbka ¢dopma. Po3uns mist ingys3ii.

OcHOBHi (i3nKO-XiMiuHi BITaCTUBOCTI: mpo30puii, 6e30apBHUYN PO3YHH, IPAKTUYHO BiTbHUM Bifl
YacCTOK.

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

dapmakonoeiuHi e1acmueocmi.
®apmakoduHamika.

AMOPOKCOIy Tigpoxyiopus, 3amilnenust 6eH3unamin, € MetaboniToM 6poMrekcuHy. BiH BigpidHsAE€THCS
Bifi OPOMTeKCHUHY BiCyTHICTIO METUJIbHOI TPYIH Ta HasSABHICTIO TiIPOKCHUIBHOI I'PYIIX Y ITapa-TpaHC-
I10JIOZKEeHHI IIMKJIOTeKCHUJIOBOT'O KiIbIIA.

AMOPOKCOJI YUHUTH CEKPETOITUYHY i CEKPEeTOMOTOPHY [Iif0 y OPOHXiaTbHOMY TPAKTI.

YV mokniHiYHUX JOCTiIXKEHHSIX BiH 30i7bIIyBaB 4aCTKY CEPO3HOT0 KOMIIOHEHTa OpoHXialbHOI CeKpetiii.
AMOPOKCOJI CIIpUsie BUMalIeHHIO CIU3Y LIISXOM 3HUXKEHHS B’SI3KOCTi Ta aKTHBallil IUITiapHOTO
eliTestizo.

AMOPOKCOJI aKTUBYE CUCTEMY cypdaKTaHTa 3a PaXyHOK 6e3110CepeqHbOr0 BIIJIUBY Ha MHEBMOUUTH I
TUILY B ajlbBeoJiax Ta KIiTHHYU Kiapa B OiIHLI MaJuxX OUXaJIbHUX HMUIAXIB. BiH ITOCUIIIOE YTBOPEHHSA Ta
BUBEIEHHS IIOBEPXHEBO-aKTHBHOTO MaTepiany B albBeosiaX Ta OpOHXiaJbHOMY JIEPEBi IIofa Ta
nopocyoro opraniamy. Li edbextu 6ynu mpogeMOHCTPOBaHI y pi3HUX 6i0oOTiYHUX BUMAIB Ha KYJIbTypax
KJITHH Ta in vivo.



KpiMm Toro, B pi3HUX MOKJTIHIYHUX HOCTIIXKEHHSIX OYJI0 IPONEeMOHCTPOBAHO aHTHOKCUIAHTHI e(peKTH
aMOpOoKCOIy.

dapmakokiHemuxka.

[Tpu BHYTPIIHEOBEHHOMY 3aCTOCYBaHHi 0i0JOCTYIIHICTh IpenapaTy 3a BU3HAUeHHIM CTaHOBUTH 100
%. Tlicnst BHyTPIlIHEOBEHHOT'O BBEIEHHS KiHETHKa aMOPOKCOJTy V TepalleBTUYHOMY [iama30Hi
3aCTOCYBaHHSA CTAHOBUTH 15 - 90 Mr 3 NiHINHOIO 3aJIeXKHICTIO Bifl 03U, IPU LIbOMY HaBIiTh IPU
BHYTPIITHEOBEHHOMY BBefleHHi 1,0 T He criocTepiraeThCs BiIUYTHUX BiAXUJIEHSD Bif JIIHIMHOCTI HO3M.

Po3momin

[Tpubnusno 85 % (80 - 90 %) mpenapaTy 3B’I3y€ThCs 3 OiKaMu maa3Mu KPOBi. Y nereHeBidt TKaHUHI
aMOpoKCo Jocsirae OiNbII BUCOKOI KOHIIEHTPAllii, HiXK y Iy1a3Mi KpOBi, Ipy apeHTepaIbHOMY
BBefleHHi. AMOPOKCO/I MOXKe ITPOHUKATH Y llepeOpocTiHanbHy pifuHy, Yepes MialeHTapHui 6ap'ep Ta
BUMINSAETHCS V¥ TPYAHE MOJIOKO.

BioTpancdopmariris

®opmyBaHHS MeTaboIiTiB, 3MaTHUX MPOHUKATH B HUPKHU (HAMPUKIIa, AMOpoMaHTpaHilIoBa KUCIIOTA,
TJIIOKYPOHiH), BimOyBa€ThCSA Y MEUiHIIi.

BuBepneHus

Maiixe 90% mpenapaTty BUBOOUTHCS HUPKaM# y ¢popMi MeTaboIiTiB, 110 YTBOPIOIOTLCSA B TEYiHIIL.
Menmie 10% aMOpOKCOIy BUBOOUTHLCS HUPKAMU Y He3MiHEHOMY BUTJISAAL. Yepe3 BUCOKUM CTYIiHb
3B'si3yBaHHA 3 OinKamu, BeJUKUM 00’€M PO3IOMAiNY Ta MOBiIIbHUYN ITePEePO3IOAis ITpernapary 3 TKaHUH
B KPOB IIpH Aiani3i abo popcoBaHOMY Aiypesi CyTTEBe BUBEOEHHS aMOPOKCOITy MaJloWMOBipHe.

KinneBuii nepioa HamiBBUBEIEHHS 3 I1JIa3MHU KPOBi CTaHOBUTH 7-12 roguH. [Iepion HamiBBUBEOEHHS 3
n1a3Mu aMOPOKCOJTy Ta M0T0 MeTaboIiTiB CTAaHOBUTH MPUOIN3HO 22 TOOUHH.

[NaiieHTH 3 MOPYILIEHHSAM (QYHKIIII TeYiHKU Ta HUPOK

Y nmarnieHTiB 3 TSXKKUMM po3jagaMu 3 00Ky MediHKu KilipeHc aMOpoKCcoy 3HUKYeThCS Ha 20- 40 %. ¥
TIAIiEHTIB i3 TSAXKKUM IMOPYIIEHHSM QYHKIII HIPOK HEeOOXiIHO BpaXxOBYBaTH KyMYJISAllil0 MeTabOJIiTiB
aMOpOKCOIy.

IIitu

Y HOBOHAPOMXKEHUX, IKUM ITOBTOPHO BHYTPIIIHHOBEHHO BBOAUIIM aMOPOKCOJI, IIepiofl HalliBBUBEIEHHS
npuOIKU3HO OJIBOIOBABCS, 1[0 BKa3ye Ha 3HUKEHUH KIlipeHc.

KrinigHi XxapaKTepHCTHKH.
Iloka3aHhs.

[nsa nigcuneHHs BUPOOJIEHHS JIeTeHEBOro cypdaKTaHTa Y HEIOHOIIEHUX IiTell Ta HOBOHAPOMXKEHUX 3
CHHIPOMOM AMXaIbHOI HEJOCTATHOCTI.



IIpomunoka3aHHs.

Bigoma rimepuyTnuBicTh 10 aMOPOKCOIY Tinpoxaopuay abo iHIIMX KOMIIOHEHTIB Ipenapary.

B3aemodia 3 iHwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemodili.

[0 bOro Yacy He BCTaHOBJIEHO K/IIHIYHO 3HAUYIIKUX B3a€EMO[iN IpenaparTy 3 iHIIUMY JIIKapCbKUMU
3acobamu.

OnHoOdYacHe 3aCTOCYBaHHs mpernapary Jlazonsan® Ta 3aC00iB, 110 IPUTHIYYIOTh KAleNb, MOXKE
IIPU3BECTH [0 HAAMipDHOTO HAaKOMWYEHHS CIIM3Y BHACIIOOK IPUTHIYEHHS KallTbOoBOT0 pedIeKCcy; Taka
KoMOiHallis MOXKJIMBA TiJIbKY IiCJIT PeTeIbHOI OLiHKY JIiKapeM CIiBBiIHOIIEHHS 0YiKyBaHOI KOPUCTI
Ta MOXKJIMBOI'0 PU3UKY Bifl 3aCTOCYBaHHS.

JlaGopaTopHi aHami3u

OnHoyacHe 3aCTOCYBaHHS aMOPOKCOINY i aHTHGIOTUKIB (aMOKCHUIUITIHY, 11eyPOKCUMY, JOKCUIIUKITIHY
i epuTPOMIIIMHY) TPU3BOOUTD IO MigBUINEHHS KOHIIEHTpPallii aHTHOIOTUKIB ¥ OpOHXO0/IereHeBUX
CeKpeTax i MOKPOTHHHI.

Oco06.1ueocmi 3acmocyeaHHsi.

Hapgxopmuny mMoBifOMIIeHHS PO TAXKKi ypaxkKeHHS IIKipH, Taki 9K: MyJIbTA(QOPMHA epuTeMa, CUHAPOM
CriBeHca - [I?)KOHCOHA/TOKCUYHUY ellifilepMaIbHUN HEKPOJIi3 Ta TOCTPUM ITeHepali3oBaHuu
€K3aHTeMaTO3HUM NYCTYJIb03, ITOB’sI3aHi i3 3aCTOCYBaHHIM aMOPOKCOIY Tigpoxiaopuny. fAKIo
IPUCYTHI CUMIITOMHU IIPOrPeCyBaHHs BUCHUIIAHHS Ha MIKipi (iHOMi OB "3aHi 3 MOSIBOIO MyXUPIIiB ab0
ypaXXeHHSM CIM30B0i 000JIOHKM), CJIifl HeTalHO IPUIIMHUTH JIiIKyBaHHS aMOPOKCOJIOM TiIpOXJIOPULOM
Ta 3BEPHYTUCHA 3a MEOUYHOIO JOIIOMOT0I0.

SAK110 BHYTPIIIHBOBEHHE BBEEHHS 3[1MCHIOETHCSA HAATO IIBUOKO, B Iy2Ke PiAKICHUX BUIIaAKax
MOXKYTh BUHMKATH T'OJIOBHUY 0iNlb, MigBHIIIEHa BTOMJIIOBAHICTh, BUCHAXKEHHS i BiIUyTTs BaXKKOCTi B
HOTax.

OCKinbKM aMOPOKCOJI MOXKe ITOCHIIIOBATH CeKpeIlii CIX3y, mpenapar Jla3oaBaH®, pO34YrH AJIs
inQys3iit, cnig 3acTocoBYBaTH 3 00€PEXKHICTIO IIPHU MOPYIIEHHI OpOHXialbHOI MOTOPUKY Ta MOCUJIEHIH
cekpetiii cu3y (HaIpuKJIaf IpY TaKOMY PigKiCHOMY 3aXBOPIOBaHHi, K IepBUHHA LIUJIiapHa
OUCKiHe3is).

JlasonBan®, po3umH s iHQY3id, MiICTUTE MEHII HiK 1 MMomb (23 Mr) HaTpio Ha aMIyy, TOOTO
MalxkKe He MiCTUTh HaTpilo.

JlazonBar®, po34uH A7 iHQY3iil, CIIifl 3aCTOCOBYBATH 3 00ePEXKHICTIO IallicHTaM 3
IIOPYIIEHHSIMU QYHKIIil HUPOK ab0 TIKKHMM 3aXBOPIOBAHHSAM IediHKU. [Ipu 3aCTOCyBaHHi
aMOpOKCOIy, SK i Oymb-sIKOI [if040l PeYOBHMHHU, sTKa MeTab0/Ii3y€eThCs B MEYiHIIi, a TTOTIM
BHMBOOUTLCS HAPKaMM, HAKOTMYEeHHS MeTaboJIiTiB, IKi yTBOPIOIOTLCA Y MEYiHIli, MOXKe
OYiKyBaTHCA y HAIIEHTIB 3 TSIKKOI HUPKOBOI HEJOCTATHICTIO.



3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py00io.

IlaHi BiICYTHI 4epe3 BifICYTHICTh ITI0Ka3aHb.

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

He CTOCYETBCHA, OCKIiJTbKH ImpernapaT 3aCTOCOBYIOTE HEJOHOIIEHUM OiTSM Ta HOBOHAPOI2KEHHUM.

Cnoci6 3acmocyeaHHss ma do3u.

[In1g BHYTDPIITHEOBEHHOI 1HQY3il.

Ilo3yBaHHA

30 mr Ha 1 KT Macu Tina i Ha mo0y, po3aineHi Ha 4 OMUHOYHI IO3H.
Io3yBaHHS IIPU HUPKOBi# i/ab0 Me4YiHKOBiM HEJOCTAaTHOCTI

[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.

TpuBaicTe JIiKyBaHHS - 5 OHIB.

Bwmict 1 - 6 ammyn crifg po3ectd y 250 - 500 mn ¢izionmoriuHoro po3unHy abo po3uuny PiHrepa.
Po3uuH, po3BepeHu 3a JOOMOrolo ¢isionorignoro po3uuHy abo po3ununy Pinrepa, ctabinbuui 3
(bi3uKo-XiMigHOI TOYKM 30pY NPOTATOM 24 ropguH npu TeMepatypi 15 - 25°C. 3 mikpobiomoriyHol
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 TJII0K03U 5 % MoxKe OyTH 3aCTOCOBAHUM, K aJbTePHATUBHUM.
[Tpu 3acTocyBaHHI PO3UMHY I'IIOKO3U 5 % BMICT aMIIys CIifl pO3BOOUTH 0e3M0CepeHbo Iepes
BUKOPUCTAHHIM. ZKIINO po3unH He Oy710 BUKOPUCTAHO HETalHO IiCIIs MPUTOTYBaHHS, Oro moTpibHo
YTUJII3yBaTH.

Himu.

3aCTOCOBy'IOTb HEJOHOIIEHUM [iTSIM Ta HOBOHAPOI2KEHHNM 3a IIOKa3aHHAMH.

Ilepedo3yeanHsi.

Hapa3si HeMa€ moBigoMIeHb OO0 CIelu(iYHIX CUMIITOMIB Iepefo3yBaHHsg. CHMIITOMH, III0
CIIOCTEPIramThCs y pa3i BUMIAAKOBOT0 Mepeno3yBaHHs ab0 MeqUYHOI ITOMUJIKY, aHAJIOTiYHi 3



BiJZ[OMI/IMI/I mo0iYHUMHU peaKI_IiHMI/I IIpu 3aCTOCYBaHHi B PEKOMEHOOBAHUX N03aX Ta MOXKYThb
HOTpeﬁ}fBaTI/I CHMIITOMATHU4YHOI'O J'IiKYBaHHH.

ITo6iuni peakuii.

I OLiHKY YacTOTU MOOIYHUX SABUIL OYI0 BUKOPUCTAHO TaKy Kilacudikarlito:

nyxe gacto  =1/10;

YacTo =>1/100 - < 1/10;
HeYacTo = 1/1000 - < 1/100;
pigko = 1/10 000 - < 1/1000;

nyxe pigko < 1/10 000;
HeBizoMO HEeMOZKJIMBO OIIHUTU Ha OCHOBI HAIBHUX MaHUX.

3 boky imyHHOI cucmemu:
PifKo - peaxiiii rimep4yTINBOCTI;

HeBimoMo - aHa(diTaKTUYHI peakiii, BKIo4Yaouy aHadiTaKTUYHUH 10K, aHTIOHEBPOTUYHUYN HaAOPSIK i
cBepOixK.

3 60Ky wkipu ma nidwKipHOi KAimKoBUHU:

He4YacCTo - EpUTEMA;

PiOKO - BUCUII, KPOIIUB' THKA;

HEeBiIOMO - cepio3Hi mKipHi nobiyHi peakii (y ToMy 4ucii MynbTuQOpMHa epuTeMa, CHHIPOM
CriBeHca - [I?)KOHCOHA/ TOKCUYHUY ellifjlepMabHUM HEKPOJIi3 i TOCTpUY reHepaii30BaHUI
€K3aHTeMaTO3HUM MyCTYIIb03).

3 60Ky WAYHKOBO-KUWKOB020 MpaAKmMy:

HevacTo - CYXIiCThb y POTi, 3aII0p, CINHOTeYa, CyXiCTh y TOpPJIi;

HEeBioMO - HyHoTa, 6/1t0BaHHS, fiapest, AUCIIencis, 6isb y JKUBOTI.

3 60Ky duxaabHOI cucmemu, opaaHie 2py0HOi KaimKu ma cepedoCmiHHA:

He4YacCTo - PUHOPes, OUCIHOe (9K CUMIITOM Peakliil miABUIIEeHOl Yy TINBOCTI).

3 60Ky HUPOK ma ce4osudinbHOI cucmemu:

He4YacTo - PO3JIafiu CEYOBUITYCKaHHS.

ITopyweHHA 3a2an1bHO20 Xapakmepy ma namo/102i4Hi A8uUULa y Micui 88e0eHHA npenapamy:

HEeYacTo - MiABUIIEHHS TeMIIepaTypH Tijla Ta 03HOO, peakilii 3 60Ky C1u30B0i 000JIOHKH.



IMoBimoMieHHs1 Mpo migo3pIoBaHi MOOiuHi peakiii

IToBimoMyIeHHs1 PO migo3pIoBaHi MOOiUHi peakiiii mics peecrpaii
JiKapCchbKOro 3aco0y € BaxK/IMBOIO mponeaypoio. Ile mae 3mMory npoaoB:KyBaTH
KOHTPO/IIOBATH CHiBBiTHOIIEHHS KOPUCTh/PU3HUK IJISI IHOTI'0 IiKapChKOTro
3ac00y. MequyHuX MPAIIBHUKIB IPOCATH MOBIMOMIIATH IIPO YCi Mifo3pioBaHi moGivHi peakiii y
IOII «depkaBHUH eKcrepTHUH meHTp MO3 YKkpaiuu».

mepmiH npudamHocmi. 3 POKH.

YMoBH 30epiranus. 30epiraTy B OpuriHaibHIA YIAKOBIN IPU TeMiepaTypi He Buiie 25 °C y Micrii,
HEe[OCTYIIHOMY [JISl [iTeMu.

HecymicHicmo.

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

YnakoBka.

[To 2 M y cknsIHUX amMnynax; o 10 aMnysn y KapTOHHIN KOpooO1i.

Kareropis Bignycky.

3a pelemnToM.

BupOOHHK.

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

Micie3HaxoIKeHHsI BUPOOHHUKA Ta HOro aJgpeca MicCiisi IPOBaIKeHHsI Tisi/IbHOCTI.

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

3asiBHHK.

TOB «Omnenna Xenckea YkpaiHa», YKpaiHa.



Micne3HaxoaXKeHHs 3asiBHHUKA.

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



