IHCTPYKIIA

IJIsI MEJUYHOT 0 3aCTOCYBaHHsI IiIKapChbKOI'0 3aC0o0y

0

JasonBan -~ mis indy3iu

(Lasolvan0

for infusions)
Cknao:

ditoua peuosuHa: ambpokcony rigpoxnopup (ambroxol hydrochloride);
1 ammyna MicTuTh aMOPOKCOy rigpoxmopuny 15 mr;

donomigcHi peuoguHu: KucnoTa nuMoHHa, MoHorigpat (E 330); HaTpi rigpodocdart, gurigpart;
HaTpIiI0 XJIOPU[; BOAA OJIS iH EKIIiM.

JlikapcbKa ¢popma. Po3uun gns iHpys3ii.

OcHoBHi (i3nKO0-XiMiuHi BIAaCTUBOCTI: mpo30opuii, 6e30apBHUN PO3YHH, IPAKTUYHO BiTbHUM Bifl
YacCTOK.

dapMakoTepaneBTHYHA rpyna. 3acobu, 1[0 3aCTOCOBYIOTLCS IIPH KAIITI0 Ta 3aCTyIHUX
3axBopioBaHHAX. MykoniTuyHi 3acobu. Kog ATX R0O5C B06.

®apMako/I0riudi B1aCTUBOCTI.
dapmakoduHamika.

AMODOKCOIy TigpoXJIOpuf, 3aMilneHul 6eH3uIaMil, € MeTab01iToM OpoMreKcrHy. BiH Bigpi3HAETHCA
Bil GPOMI'€KCHHY BiICYyTHICTIO METUJILHOI I'PYIIU Ta HASIBHICTIO TiHPOKCHUIIBHOI TPYIIX Y MTapa-TpaHC-
II0JIOKEHHI IIUKJIOT€KCUIIOBOTO KiJIbIs.

AMOPOKCOJT YUHUTL CEKPETOJIITUYHY i CEKPETOMOTOPHY Ait0 Y OpoHXiaTbHOMY TPAKTI.

Y DOKIiHIYHUX JOCTIAXKEHHSIX BiH 30i7bIIyBaB 4aCTKy CEPO3HOT0 KOMIIOHEHTa OpOHXialbHOI CeKpetil.
AMOPOKCOJI CIIpUsi€ BUAAJIEHHIO CIU3Y IIJITXOM 3HUKEHHS B'SI3KOCTI Ta aKTHBAIlil IUJTiapHOTO
eliTerito.

AMOPOKCOJT aKTHBYE CUCTEMY CypdaKTaHTa 3a PaXyHOK 0e310CcepeqHboro BIJIUBY Ha MHEBMOUUTH 11
TUILY B ajibBeoJiax Ta KJIiTuHU Kiapa B OiIgHLI MalIuxX OUXaJIbHUX HUIAXIB. BiH ITOCHUII0E YTBOPEHHS Ta
BHBe[IeHHS TI0BEPXHEBO-aKTUBHOTO MaTepiay B albBeojiax Ta OPOHXiaTbHOMY [epeBi IIofa Ta
nopocioro opratismy. Li epekTu 6yau TpogeMOHCTPOBaHI y pisHUX 6i0IOriYHMX BUOIB HA KyNIbTypax



KJIITHH Ta in Vivo.

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

dapmakokiHemuka.

[Tpu BHYTPIIIHEOBEHHOMY 3aCTOCYBaHHi 0i0JOCTYIIHICTh IpenapaTy 3a BU3HAUeHHIM CTaHOBUTH 100
%. Tlicnst BHYTPIITHLOBEHHOTO BBEIEHHS KiHETHKA aMOPOKCOJIY Y TepalneBTUYHOMY fiana3oHi
3aCTOCYBaHHS CTaHOBUTH 15-90 Mr 3 JIiHIMHOIO 3a/I€KHICTIO Bif A03H, IPYU LIbOMY HaBiTh IIpU
BHYTPIIIHEOBEHHOMY BBefieHHi 1,0 I He CliocTepiraeThCs BiMUyTHUX BiOXUJIE€HD Bifl JIIHIMHOCTI AO3M.

Po3noodin

[Tpubnusno 85 % (80-90 %) mpemapaTy 3B’s13yeThCs 3 OiTKaMu IIJTa3MK KPOBi. Y j1ereHeBilt TKaHUHI
aMOpPOKCOJI ocsATae OiNbII BUCOKOI KOHIIEHTPAIlil, HiX Y IIJ1a3Mi KPOBI, Ipu MapeHTepaaIbHOMY
BBefleHHi. AMOPOKCOJ MOXKe ITPOHUKATH y llepeOpocITiHanbHy pPifuHy, Yepes MialeHTapHul 6ap'ep Ta
BUMINSAETHCS y TPYIHE MOJIOKO.

biompaHcgpopmauis

®opmyBanHS MeTaboJIiTiB, 3MaTHUX MPOHUKATH B HUPKHU (HANpUKiIaj, AuOpoMaHTpaHiNoBa KUCIIOTA,
TJIIOKYPOHiH), BiOyBa€eThCA Y MEUiHIIi.

BusedeHHs

Maiixke 90 % mpemnapaTy BUBOOUTLCS HUPKaMu y ¢hopMi MeTaboJIiTiB, 110 YTBOPIOIOTLCS B MEYiHIIL.
Mesnite 10 % aMOpPOKCOy BUBOAUTHCSI HUPKAMU Y He3MiHEHOMY BUTTIAAi. Yepe3 BUCOKUM CTYIIiHb
3B’s13yBaHH4A 3 OiTKaMH, BeTMKUi 00’€M PO3MOMiTy Ta IOBIIbHUM IIEPEPO3NOiN IpenapaTy 3 TKaHUH
B KPOB IIpH Aiani3i abo popcoBaHOMY Aiypesi CyTTEBe BUBEOEHHS aMOPOKCOJTy MaJloWMOBipHe.

KinmeBuii nepioq HamiBBUBEIEHHS 3 I1JIa3MU KPOBi CTaHOBUTH 7-12 roguH. [lepion HamiBBUBEOEHHS 3
na3Mu aMOPOKCOJTy Ta M0Tr0 MeTaboIiTiB CTAaHOBUTH IPUOIN3HO 22 TOOUHH.

[Ticrsg BHYTPIIIHEOBEHHOTO BBEEHHS 3[M0POBUM MallicHTaM 3araJbHUM KJIipeHC CTaHOBUB 660 MI1/XB,
IIPY I[bOMY HUPKOBUM KJTipEHC CTaHOBUB IpuOIuU3Ho 4,5 % Bif 3arajbHOTO KIIipPEeHCY.

ITauieHmu 3 nopyweHHAM (QYHKUiI nevyiHKu ma HUpPoK

Y nmallieHTiB 3 TSXKKUMU po3iagaMu 3 00Ky IMediHKu KilipeHc aMOpoKcoiy 3HUKYeThCS Ha 20-40 %. ¥
NIAIiEHTIB i3 TAXKUM IOPYIIeHHAM (QyHKIIiI HUPOK He00XifHO BpaXOByBaTH KyMyJIAlil0 MeTa0oIiTiB
aMOpoKCoiTy. Y JOPOCUX MallieHTiB i3 MOpyIIeHHAM (QYHKII1 e4YiHKY BUBeIeHHS aMOPOKCOIy
TigpoXJIOpUay 3MeHIIeHe, 10 3yMOBIIIOE B 1,3-2 pa3u BUILY OT0 KOHLIEHTPALI0 Y M1a3Mi KPOBI.
OCKinTbKY TepaneBTUYHUH [ianla30H aMOPOKCOIIY TiIpOXIOPUAY OOCTATHLO IIUPOKUM, 3MiHIOBATH
IOo3yBaHHS He MOTPiOHO.

Himu

Y HOBOHAPOMXKEHUX, TKUM ITOBTOPHO BHYTPIiIIHLOBEHHO BBOAMIIM aMOPOKCOJI, IIepiofl HaliBBUBENEHHS
npuOIU3HO ITOIBOIOBABCS, 110 BKa3ye Ha 3HUKEHUH KITipeHc.



Kniniuni xapakKTepuCTHKH.
Iloka3zaHHs.

s nigcuneHHs BUPOOIEeHHS JIeTeHEeBOro cyppaKTaHTa Y HEIOHOIIEHUX [IiTell Ta HOBOHAPOMXKEHUX 3
CHHIPOMOM OMXATbHOI HEOOCTATHOCTI.

IIpomunoka3aHHs.

Bigoma rimepuyTnuBicTh 10 aMOPOKCOIY Tigpoxiaopuay abo iHIIMX KOMIIOHEHTIB ITpenapary.

B3aemodin 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemodili.

[0 1bOro Yacy He BCTaHOBJIEHO KJIIHIYHO 3HAYYIIKUX B3a€EMO[iN IIpenaparTy 3 iHIIUMY JIIKapCbKUMU
3acobaMmu.

OpHOYacHe 3aCTOCyBaHHA mpernapaTy Jlaszonsan® s iHdysii Ta 3aco6iB, 0 IPUTHIYYIOTH Kalles,
MOXKe IIPU3BECTH [0 HaAMIPHOTO HAaKONIUYEHHS CJIU3Y BHACIIIOK NPUTHIYEeHHS KalIIb0BOT0
pedrekcy; Taka KoMOiHaIlisT MOXKJIMBA TiJIbKY IIiCJIS PeTeIbHOI OI[iHKY JTiIKapeM CITiBBiTHOIIEHHS
O4iKyBaHOI KOPHUCTi Ta MOXKJIBOTO PU3UKY Bifl 3aCTOCYBaHHS.

JlaGopaTopHi aHami3n

OpHovacHe 3aCTOCYBaHHS aMOPOKCOIY i aHTHOGIOTUKIB (aMOKCHUIUITIHY, 11eyPOKCUMY, JOKCUIIUKITIHY
i epuTPOMIIIHY) TPU3BOOUTD IO MigBUINEHHS KOHIIEHTpPallii aHTHOIOTUKIB ¥ OPOHXO0/IereHeBUX
CeKpeTax i MOKPOTHHHI.

Oco06.1ueocmi 3acmocyeaHHsi.

Hapgxomgunu moBimOMIIEHHS PO TSAXKKi ypaXKeHHS IIKIpH, Taki SK: My/lIbTU()OPMHA epUTEMa,
cuappoM CtiBeHca - [[2KOHCOHA/TOKCUYHUY eTlifilepMaTbHUN HEKPOJIi3 Ta TOCTPUM
reHepasi3oBaHUM eK3aHTEeMaTO3HUM MYyCTYIh03, OB sI3aHi i3 3aCTOCYBaHHIM aMOPOKCOITy
rigpoxnopupy. fKIo IPUCYTHI CHMIITOMY IIPOTPeCyBaHHS BUCUIIaHHSA Ha WIKipi (iHOMi

TI0B 513aHi 3 IOSIBOIO MyXUPIIiB a00 ypaXKeHHSIM CIIM30BOi 000JI0HKH), CITifl HETAlHO IPUITUHUTH
JiKyBaHHS aMOPOKCOJIOM TiIpOXJIOPUIOM Ta 3BEPHYTHUCS 3a MEAUYHOIO IOIIOMOT0I0.

SKI1I0 BHYTPIIIHEOBEHHE BBEEHHS 3[iMCHIOETLCS HAATO IBUAKO, B AyXKe PiAKICHUX BUIIaAKax
MOXKYTh BUHUKATH T'OJIOBHUY OiNlb, MigBHINIEHa BTOMJTIOBAHICTh, BUCHAXKEHHS i BiMUyTTS BaXKKOCTi B
HOrax.

OcCKinbKyu aMOPOKCOJI MOXKe TTOCHIIOBATH CeKpellilo Clu3y, mpenapat Jlazonsan® as iHQy3ii, po3dyun
niis iHGy3iH, criifg 3acToCoBYBaTH 3 00€peXkKHICTIO NIPY MOPYIIeHHI OPOHXiaTbHOI MOTOPUKY Ta
IIOCHUJIEHIU CeKpelil K3y (HanpuKiIaf IpU TaKOMY PifKiCHOMY 3aXBOPIOBaHHI, SIK IePBUHHA
usiapHa JUCKiHe3is).

Lle# mikapchKuii 3acib MicTUTh MeHIIe 1 MMomb (23 Mr) HaTpilo Ha A03y, TOOTO MPAKTUYHO
BiIbHUM Bif HaTpito. KoxkHa aMmyna MicTuth 6,598 Mr HaTpito.



JTazonBau® ons ingys3iit, po3uun ans indysiH, ciim 3acToCOBYyBaTH 3 00€PEKHICTIO MAIlieHTaM 3
OpylIeHHAMH QYHKIIII HUPOK ab0 TSXKKUM 3aXBOPIOBAHHSM NediHKu. [Ipu 3acToCyBaHHi
amMOpoKCony, K i 6ymb-IKOi it040l peYOBUHHU, SKa MeTab0/Ii3yeThCS B MEYiHIli, a IOTiM BUBOTUTHCS
HUPKaMM, HaKOITMYeHHs MeTa0oJIiTiB, sIKi yTBOPIOIOTHCS Y MEUiHIli, MOXKe 04YiKyBaTHCS Y NALiEHTIB 3
TS2KKOI0 HUPKOBOI HEOCTATHICTIO.

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py0010.

[laHi BiICyTHI yepe3 BiACYTHICTb [TI0Ka3aHb.

30amHicmb eniueamu Ha weudKicme peakuyii npu KepysaHHi asmompaHcnopmom abo
MexaHizmamu.

He cTocyeThCst, OCKiNnbKY MpernapaT 3aCTOCOBYIOTh HEIOHOLIEHUM [iTSIM Ta HOBOHAPOMXKEHUM.

Cnoci6 3acmocyeaHHss ma do3u.

[ BHyTPIIHLOBEHHOI iHPY3il.

[o3yBaHHSA

30 Mr Ha 1 Kr Macu Tina i Ha go0y, po3gineHi Ha 4 OMUHOYHI HO3H.
Io3yBaHHS IIPU HUPKOBii i/ab0 IeviHKOBiM HEJOCTATHOCTI

[Tpu TSKKiM HUPKOBiM HEMOCTATHOCTi ab0 TAXKKilM IMeYiHKOBIM HEJOCTATHOCTI MiATPUMYBaIbHY HO3Y
OTPiOHO BiAMOBIAHO 3HU3UTH a00 30INMBIINTY iHTEpBaa MiXK BBeIeHHSM [03.

Po3uwH noTpiOHO BBOOUTH 3@ JOIIOMOT'OI0 ITOMIIOBOT'O MIPUCTPOIO AJIs iHGY3il HIIIXOM KOPOTKOI
iH(dy3il IpOTATOM IIOHANMEHIIIE 5 XBUIHH. JTazonBar® mons iH(Qy3iil TaKOK MOXKHA BBOOUTH Y BUTISAMI
KparnenabHol iHy3il. [[715 IbOro miAXogaTh TaKi po3unHU: (Pi3ionoriyHuii po3ynH, po3uuH PiHrepa.

TpuBanicTse JIiKyBaHHA - 5 [OHIB.

Bwmict 1 - 6 ammyn crig po3ectu y 250-500 My ¢izionoriunoro po3uuny abo po3uuny Pinrepa.
Po3uuH, po3BemeHui 3a JOoMoroo ¢isionorivHoro po3uuHy abo po3unny Pinrepa, crabinbuui 3
¢Gi3uKo-XiMiUHOI TOYKM 30pY MPOTAToM 24 ropuH npu TeMnepatypi 15-25 °C. CtabinbHiCTh TOTOBOTO
po3unHy Oyna migTBepaKeHa [Jis giana3oHy KoHueHTpaui Big 0,03 mr/mi mo 0,34 mr/mi. 3
MiKp00Oi0I0TiYHOI TOUKH 30Dy, SKIIO0 BITKPUTTS aMITyJl i pO3BeeHHS 0B I3aHe 3 PU3UKOM
MiKpoO6iosioriyHoi KOHTaMiHallii, PO3YUH CJIif] BUKOPUCTATH OApPa3y IIiCys MPUTOTyBaHHS. AKIIO IIOT0
He CTaJIoCh, BiATIOBiAaIbHICTh 32 YMOBHY Ta TepMiHU 30epiraHHs Hece KOPUCTyBay. fKIIO XKOMEH 3 LUX
PO3UMHHUKIB HEJOCTYIIHUM, PO3YUH TTI0K03U 5 % MOxKe OyTH 3aCTOCOBAHUM, SK aJbTePHATUBHUM.
[Tpu 3acTOCyBaHHI PO3UMHY I'IIOKO3U 5 % BMICT aMITyJI CJTif] pO3BOAUTY 6e310CcepeqHbo nepen
BUKOPUCTAHHIM. ZKIIO po3unH He Oy710 BUKOPUCTAHO HETalHO IiCIIs MPUTOTYBaHHS, MO0 MOTPiOHO
YTUi3yBaTH.



Himu.

3aCTOCOBy'IOTb HEJOHOIIEHNM [iTSIM Ta HOBOHapPOO2KEHHNM 3a IIOKa3aHHAMHU.

Ilepedo3yeaHHsi.

Hapasi HeMa€e moBigoMIeHb OA0 ClenupiYHUX CUMIITOMIB ITepeno3yBaHHsa. CUMIITOMH, 110
CIIOCTEpiramThCs ¥ pa3i BUMMAagKOBOTO Iepefo3yBaHHs a0 MeIUYHOI ITOMUIKY, aHaJIOTiuHi 3
BimoMuMM MOOIYHUMH pPeaKIisiMU MTPU 3aCTOCYBaHHI B PEKOMEHIOBAaHUX N03aX Ta MOXKYTh
noTpebyBaTh CUMITOMATAYHOIO JIiKyBaHHS.

ITo6iuni peakuii.

I OLiHKY YacTOTU MOOIYHUX peaklii 0yI0 BUKOPUCTAHO TaKy Kilacudikallio:

nyxe yacto = 10 %;

YacCTo =>1-<10%;

He4dacTo =>0,1-<1%;

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

nyXke pigko < 0,01 %;

HeBizoMO HEeMO2KJIMBO OIIHMTU Ha OCHOBI HAaIBHUX MaHUX.

3 60Ky iMyHHOI cucmemu:
PiKO - peakiiii rinepuyTIUBOCTI;

HEeBiIOMO - aHa(iTaKTUYHI peakilil, BK/II04Yal0yX aHa(pimaKTUYHUM 10K, aHTiOHEBPOTUYHUM
HaOpsK i cBepOixK.

3 60Ky wkKipu ma niOwkipHoOi KAimKo8UHU:

HEeYacTo - epUTeMa;

PiOKO - BUCHUII, KPOTIUB THKA;

HEeBiOMO - cepio3Hi MmKipHi mobiuHi peakilii (y ToMy 4ucii MynbTH(QOPMHA epuTeMa, CHHIPOM
CriBeHca - [I2KOHCOHA/ TOKCUYHUY eNlifjlepMasIbHUN HEKPOJIi3 i TOCTpUY reHepaii3oBaHUI
€K3aHTEMaTO3HUU NyCTYyIb03).

3 60Ky WAYHKOBO-KUWKOB020 MpaKmMy:

HeYacCTO - CYXiCThb y POTi, 3aI0p, CIIMHOTEYa, CyXiCTh y TOPIIi;

HEeBioMO - Hy#oTa, 6/1t0BaHHS, fiapesi, AUCIeNCis, 6ib y JKUBOTI.

3 boky OuxanvbHOi cucmemu, op2aHie 2py0HOI KAimKu ma cepedoCmiHHA:

HEYacCTO - PUHOPes, IUCITHOe (IK CUMIITOM Peakilil migBuIeHol Yy TIUBOCTI).

3 60Ky HUPOK ma ce4o8udinbHOI cucmemu:



HeYacTo - PO3/Iafy CEYOBUIIYCKaHHS.
ITopyweHHA 3a2an1bHO20 Xapakmepy ma Nnamo/102i4Hi A8UULA Y Micui 88e0eHHA npenapamy:

HeYacTo - MiABUIIEHHS TeMIIepaTypH Tijla Ta 03HOO, peaxiiii 3 60Ky C11u30B0i 000JIOHKH.

[ToBimoMIIeHHS PO Iimo3pIoBaHi mo6ivHi peakirii

[ToBimomneHHs mpo mobiuHi peakiril micis peecTpatlii TikapchbKoro 3aco0y Ma€ BaXKIuBe 3HAYEHHS.
LTe nae 3MOry IpOBOAUTYU MOHITOPUHT CIIBBiIHOIIEHHS KOPUCTH/PU3UK IIPU 3aCTOCYBaHHI IIbOTO
JiKapchbKoOro 3aco0y. MeguyHuM Ta ¢apMalleBTUUHUM IIpalliBHUKAM, a TaK0oX IallieHTaMm abo ixHiM
3aKOHHUM IIpefCcTaBHUKAM CJIiT IOBiJOMJISITH TIPO YCi BUMTAAKHU Mif03PI0OBaHKX MOOIYHNX Peakllii Ta
BifiCyTHOCTi e(heKTHUBHOCTI JTiKapchKOTO 3aco0y Yyepe3 ABTOMaTH30BaHy iHpopMalliiiHy cucteMy 3
dbapMakoHarngaay 3a nocunaHHaM: https://aisf.dec.gov.ua.

Tepmin npudamHocmi. 3 poKwu.

YMoBH 30epiranus. 30epiraTy B OpUriHaIbHIN yIIaKOBII IPU TeMIiepaTypi He Buine 25 °Cy
MICIIi, HEQOCTYIITHOMY AJid HiTEH.

HecymicHicmo.

JlazonBan® guist iHQy3ii, po3uuH A iHQY3iil, He Cif 3MilIyBaTH 3 iHIIMMY PO3YMHAMH, OKPIM
¢izionoriunoro po3uuHy i po3uuny Pinrepa.

YnakoBka.

[To 2 Mn y cknsiHUX amnynax; o 10 aMnysn y KapToHHiN KOpooO1i.

Kareropis Bigmycky.

3a pelLemnToM.

BupoOHHK.

CAHOO®I C.P.JI., Itanis/ SANOFI S.R.L., Italy.

Micue3HaxoJXeHHsI BHPOOHHKA Ta HOI'0 aJpeca MiCIisi IPOBalKeHHs


https://aisf.dec.gov.ua

OistILHOCTI.

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

3asiBHHK.

TOB «Omnenmna Xenckea YkpaiHa», YKpaiHa.

Micue3HaxoaKeHHs 3asiBHHKA.

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



