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3ATBEP’KEHO
Haxa3 Minicrepersa oxoponn
300poB's Ykpaiuu
03.08.2018 No _ 1449
Peecrpaniiine mocBiguenns
Ne UA/0596/01/01

3MIHHU BHECEHO
Haxa3s Minicrepersa oxoponn
310poB’st YKpainu

A3, 0% 204N 2037

IHCTPYKIIIA
AJI METHIHOr0 32CTOCYBaHHH JIIKAPCHKOTO 3200y

AMBPOKCOJI 30
(AMBROXOL 30)

Crnao:

Oiroua peuosuna: aMbpoKcoTy TAPOXIIOPHI;

5 M1 cupornty MicTsTe 30 Mr aM6pokcosty rinpoxnopuny (y nepepaxysanui Ha 100 % CYXY PE€4OBHHY);
QONOMIdICHI peyosuUNY: KHCI0TA GeH30iHa (E 210), cykpano3a, rigpokcueTHImemonosa, apomaTu3arop
GaHaH, apOMaTH3aTOP BAHLTBHO-BEPIIKOBHH, BOJA OYHINCHA.

Jlikapebka dopma. Cupor.

Ocnosui - isuxo-ximiuni eracmusocmi: 6e3bapsra abo 3ierka JKOBTYyBaTa IIpo3opa piauMHa 31
crenuiTHIM 3aIaxoM.

®apmakorepaneBTHYHAa rpyma. 3acobu, 1m0 3aCTOCOBYIOTBCS NPH Kallli 1 3acTyJHHX
3aXBOproBaHHAX. MykomiTHyHi 3acobu. Am6poxkcon. Kox ATX R05C BO6.

Dapmaronoziyni enacmusocmi.

Dapmaxodunamixa.

AMOpokcon 36LIbIIye CeKpemilo 3am03 MXanbHHAX ULIAXIB, CTHMYNIOE AKTHBHICT BOPCHHOK
IMXQNBHHX IULIXIB, TOCHJIOE YTBOpeHHA cypdakTaHTa y nerensx. Ili edexts npusBomate m0
TOJIINIIEHHS BIIXOMKEHHA CIIM3Y Ta HOrO BUBEICHHS (MyKOUMITIapHHUit KIipeHe). AKTHBANIS cekperii
PUMHE i 30LIBIIEHHS MYyKOIMITiapHOro KIPEHCY MOJETHIYIOTh BUBENEHHSA CIH3y Ta 3MEHIIYIOTh
Kallemb.

Dapmaroxinemuxa.

His npenapaty HacTae yepes 30 XBHIIMH micis Horo 3aCTOCYBaHHSA Ta TpuBae 61u3bpK0 10 roguy.
Abcopbuis mpenmapary MIBH/IKA i JOCTATHRO MOBHA. MakCHMAIBHI PiBHI y IIa3Mi KpOBi JOCATAIOTHCS
gepe3 0,5-3 roqunn. CTymine 38’ A3yBaHHA amOpokconty 3 6ikamMu I1a3sMu KpoBi cTanoBuTs $0-90 %.
Posnozin aMGpokcorry 3 KpoBi 0 TKaHHH MIBHIIKHIA, 3 BHCOKOO KOHIIEHTPAMLI€I0 aKTHBHOI PEYOBUHH Y
nerenax. [lpemapar nponukae uepes remaroeHuedamiunmii Ta IaneHtapuui 6ap’epu, y rpyase
MOJIOKO.

AMOpoKcon MeTaboi3yeThes B MEYiHIi UIIXOM KOH FOTaLil. Ilepion HamiBBUBENCHHS 3 MIA3MH KPOBI
CTaHOBUTE 10 romun; KyMyJIsLis He BUABIeHa. Y BUIVIAII BONOPO3YHHHMX METaGOMITIB BHBOIHTECS
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HApKamu mpuOm3HO 90 %, y HesmineHoMmy Bursmi — 5 %. Ilepion namirpHBeReHHS MOJIOBXKYETHCH
TIPH TSHKKiH XPOHIYHIH HUPKOBIH HeIOCTATHOCTI.

Kniniyni xapaxrepucruku.

Ilokazanua.

Cexperonmitiuna Tepamis npH TocTpHx Ta XPOHIYHHX GPOHXOIYIBMOHAILHAX 3aXBOPIOBAHHSX,
TOB’SI3aHUX i3 IOPYIIEHHAMH OPOHXiaTEHOT cekperii Ta oc1abeHHsM BH/IJICHHS MOKPOTHHHS.

Ilpomunoxazauna.
o [ligBumena yyTuBicTs (anepris) 1o aMOpokcoiry abo /10 IHIIKUX KOMIIOHEHTIB Ipenapary.

B3aemodia 3 inmumu nikapeokumu sacobamu ma inwi euou e3aemodiil.

3acrocyBaHHs aMOpOKCONy pasoM 3 aHmubiomuxamu (amoxcummIiHOM,  mEDYpPOKCHMOM,
EPHTPOMILMHOM, JOKCHIMKIIHOM) CIHPHSE MiIBHINEHHIO KOHIEHTpalil aHTHOIOTHKIB y TKaHHHAX
JIETEHb.

3acrocysanns AMGpokcony 30 3 nmpomuxauinbosumu npenapamamu NPU3BOAHTE N0 YCKIAJHEHHS
BiJIXO/DKEHHS MOKDOTHHHS IIPH 3MEHIIEHH] KA. ToMy Taka koMGiHallis MOMXIIHBA TiMBKH MiCIA
PETEBHOI OMIHKM JIiKapeM CIIBBIJAHONIEHHS OYiKyBaHOI KOPHCTI Ta MOXIHMBOTO PH3HKY BiZ
3aCTOCYBaHHS.

Ocoonusocmi 3acmocyeannua.

[Ipu 3acTocyBaHHI MYKOMITHIHHX 3ac06iB, TAKUX SK aMOpPOKCOITY TiIPOXJIOPH/L, MOBiAOMIIAIOCS PO
IOOAMHOKI BHIA/IKH TSDKKHX YPaXKeHb ITKipH, TAKUX SK MybTH(GOpPMHA epuTema, cuaapom CriBeHca-
JxoHcona Ta cuHapom Jlalienna (ToKcHYHWIA CIifCPMATBHUE HEKpOi3), rOCTpHil TeHepani3oBaHuil
CK3aHTEMATO3HHH MyCTynb03. 3ae0inpmmoro iX MoKHa OYI0 NOSCHATH TSKKICTIO OCHOBHOLO
3aXBOPIOBAHHA Ta/ab0 CYMyTHKOIO Tepamieio. Kpim Toro, Ha movartkosiii cramil cuHipomy CriBenca-
Mxoncona abo cunnpomy Jlalienna y namienTisB MOXyTh CHOCTepiraTHes rpunononibHi Hecrnenudiyni
MPOJIPOMAJIBHI CAMIITOMH, TaKi sIK IIPONACHHI, 6o B Tim (Jlomota), PHHIT, Kaleb, 6i1s y ropii. B
PE3YIBTATI iX MOMHIKOBOI ONHKU IAi€HTH MOTIH OTPHMYBATH [penapaTd Juili CUMIITOMATHYHOIO
JNIKYBaHHS KalLTO Ta 3aCTyAd. 3 Wiel NPUYMHM TIPH MOSBi IMPOrpeCcyloYHX YpaXKeHb IIKipH (iHomi
acolifoBaHUX 3 MOSBOIO MYXHUPIIB a00 YPAKEHHAMH CIH30BOL O0OOJIOHKH) CIIiJ| HeraiHo NPHIHHHTH
IPHAOM IIpenapaTy Ta 3BEpHYTHCS 332 MEJHYHOIO JOMOMOIOIO.

Criix 3 00epexHiCTIO 3aCTOCOBYBATH MpeNapar MaricHTaM 3 BHUPa3KOBOK XBOpoOOIO IITyHKA Ta/abo
MBAHANUSATHIIAIO] KHIIKH.

Y Bunazxky mopyumieHHs (GyHKIIT HHPOK ab0 TSODKKHX 3aXBOPIOBAHbB IEHiHKH Ambpokcon 30 crig
3aCTOCOBYBATH TUIBKH IICIS KOHCYIBTAal(ii JHKaps, MOXIHBE IOOBKEHHS IHTEPBATIB  Mix
npHHoMaMy abo 3MEHIIEHHs 03K Ipenapary. AMOpoKcoy TiIPOXJIOPH] METabOMI3y€eTECA B TICHiHII
| BHBOZUTECS 3 OPTaHi3sMy HEPKaMH, TOMY IPH TSKKiil HUPKOBii HEJIOCTATHOCT] MOKIIHEBA KyMYJISLis
amOpokcoiy Ta/abo #oro MetaGoIIiTiB y MediHiIi.

Ilix yac nikyBaHHS HEOOXINHO BKMBATH IOCTATHBO DiIMHH (coxu, waii, Boma) JUId IOCHJICHHS
MYKOJIITHYHOTO e(eKTy Mpenapary.

Ambpokcon 30 He MicTuTh LyKpy. He MicTHTB ankoroimno.

AMOpokcon 30 3 TPOTHKAILUIEOBHMH TIpENapaTaMH IPH3BOIMTE 10 NOPYIIEHHS  BIIXOJDKEHHS
MOKPOTHHHS IIPH 3MEHIICHH] KaIJIio.

[Tpu mocunenit cexpewuii eiu3y, npu mopyieHHi GPOHXOMOTOPHEX (BYHKIIH (HampuKIIaa MpH TAKOMY
PUIKICHOMY TE€HETHYHO JETEPMiHOBAHOMY 3aXBOPIOBAHHI SK TIEPBHHHA LMIiapHa JHCKIHE3iA) cimig 3
00EPEXKHICTIO 3aCTOCOBYBATH MYKONITHYHI 3ac00H (B T.4. amOGpoKcon) YEpe3 PHU3HK MOKIIHBOIO
HAKOTIMYCHHS BEIMKOI KUIBKOCTI CITH3Y.
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3acmocysanna y nepioo eazimmocmi abo 200Y6aHH3 2pyooio.

Bazimuicme

AMOpOKCOTy TiZpOXJIOpHI NpOHHKae epe3  mnaueHTapHuid Oap’ep. Kumimiumi jpocmimxenms
3aCTOCYBaHHA aMOPOKCOMY IiJIPOXJIOpHIY He BHSBHIN XOIHOLO WKIUTMBOTO BIUIMBY HA TUTi/ ITicJis
28 TrkHA BaritHOCTi. THM He MEHLIE, CIIiT IOTPUMYBATHCS 3BHYAITHUX 3aCTEePEKHUX 3aXOMiB IIOI0
NpHiloMy JIKiB y mepiox BaritTHocTi. Oco6MHBO He PEKOMCHIIYETBCA 3aCTOCOBYBATH IIpemapar y
[ TpumMecTpi BaritTHOCTI.

T'ooysanns 2pydorw

AMOPOKCOITY TiZIpOXJIODUI NpOHMKae y TPYAHE MOJIOKO, TOMY INpENapaT He pPEeKOMEHIYEThes
3aCTOCOBYBAaTH B II€PIOJ I'OlyBaHHS IPYIIIO.

Depmunvricme

JlOKIiHIYHI JOCTi/DKEHHS He BHABHIH IPSMOTO aGo OIIOCEPE/IKOBAHOIrO WIKIMUIMBOrO BIUIHBY Ha
(bepTHIBHICTE.

30amuicme ennusamu wa weudricnn pearyii npu kepyeanui asmompancnopmom abo IHwuMuy
Mexanizmamu.
He onucana.

Choci6 3acmocysanna ma dosu.

Hopocnum i dimam eixom 6i0 12 poxie — mo 10 wi (2 mosysanemi soxkku) 2 pasu ma 100y, 1o
ekBiBaneHTHO 120 Mr am6pokcory TiIpoXTIOpHTy Ha 106y,

IIpenapat Mo>xxHa npuitMaTy 1ix yac inu abo HezanexHO Bi npuitoMy ixi. [TpuitoM i He BrUmMBae Ha
edexTHBHICTS Ipenapary.

TepmiH JiKyBaHHS FOCTPHX 3aXBOPIOBAHD JUXATBHAX LULXIB i N0YaTKOBOTO JIKYBaHHSA XPOHIYHHX
cTaHiB — 10 14 gmiB. Crin TIPOKOHCYJIBTYBATHCS 3 JIIKAPEM, SIKIIO CHMITOMH TPHBAIOTH TIOHA 14 JIHIB
ab0 NOCHITIOIOThCS, HE3BaKAI0YH Ha IIPHHOM IIpernapary.

PexuMm nosyeanHs 3 HaifBHINOIO 103010 cltij 3aCTOCOBYBATH NPH MOYATKOBOMY IKyBaHHi, H03y
MO’XHA 3MEHIIUTH BABIYi micis 14 quiB nikyBaHHS [IpEMapaToM.

Iimu.

Hitsm BikoM 2o 12 pokis 3acTocoByBath Ambpoxcon 15.

IHlepeoosysannas.

Ha nanmit wac meinomi crmemudiumi cummromu nepenosysanns amOpokcosny. Ilpu Bumamkosomy
MepeNio3yBaHHl Ta/ab0 MOMUIKOBOMY —3acTOCYBaHHi MOXYTh CIOCTEPIraTHCS CHMIITOMH, [0
BI/INOBiJAIOTH MOGIYHMM eexTam amOpokcony rigpoxsopuy. JliKyBaHHS CHMITOMATHYHE.,

Hobiuni peakyii.

Ipenapar nobpe neperocuTres XBopumH.

Tpasnuii  mpaxm: pucrnencis, medist, HymOTa, OmoBanus, 6ine Y OKHBOTI, IpOHOC/3amop,
rinepcaniBamis, CyXicTe y poTi, rimecresis ciu30B0i 060I0HKH poTa Ta/abo riIoTKH.

Huxanvna cucmema: puHOpes, CyXiCTh CIIM30BOT 06OIOHKH BEPXHIX IMXATBHUX IUISIXIB, 3a[HIIKA (K
CHMIITOM PEakKIii rnepyyTIHBOCTI).

Ceuvosudinbna cucmema: nusypis.

Hepsosa cucmema: ucressis (po3naj cMakoBHX BIIYYTTIB).

Imynna cucmema, wixipa ma nidwkipni mrxanunu: CBepOK, BHCHII, KPOIHB’SHKa, aHaditakTuumi
peakuii (BKIIOYAIOYH aHTiOHEBPOTHIHHIL HaOpsiK, aHabilaKTHIHHA 1I0K), rapsdka, o3HO6, iH
aJIEprivyHi peaxii.

Jly’xe pinko MOXKyTh BHHHKATH TAKKi ypaykKeHHS LIKIpH, TaKi AK MynsTH(OpPMHa epuTeMa, CHHIPOM
Crienca-/[xoHcona ta cunpoM Jlaitenna, TOCTPHH IeHEepali30BaHHil eK3aHTEMATO3 UM MyCTYIILO3.
Inwe: peakuii 3 60Ky CITH30BHX 0GOIOHOK.
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Tepmin npudamuocmi. 3 poxu.
He cnio 3acmocosysamu npenapam niciis 3aKinuewns mepminy npuOamHOCMi, 3a3HAYeH020 HA
YHaKosyi.

YMmoBHu 30epiranus.

B opurinanshiii ymakosmi mpu temneparypi e Bume 25 °C. ITicna poskpurrs ¢akoHy TepMmin
npuaarHocTi npenapary 30 nid npu Temnepartypi He sume 25 °C.

30epiraTi y HEIOCTYITHOMY JUIs1 iTel MicIIi.

Ynakoska.

o 50 mn y dnaxoni, mo 1 ¢pmakoHy pasoM 3 JOKKOIO A03YBAIBHOI B maumi. 1o 100 M y ¢rakoHax
Ta OaHKax, o 1 grakory a6o 1 6aHIIi pasoM 3 JT0XKKO T03YBaIBHOO B maumi. ITo 120 M v (nakonax
Ta GanKax, 110 1 durakony abo 1 GaHii pa3om 3 NOXKOO IIO3YBAJILHOKO B ITa4Ili.

Kareropia Bimmycky. Be3 perenra.
Bupoouuk. _
IIyomiyne axuionepne ToBapHcTBO «HaykoBo-BupoGHHMuMii wenTp «Bopmariscekuit  XiMiko-

bapmanesTHYHHIT 32BOIY.

Micuesnaxoqkennst BHpOOHHKA Ta i{oro axpeca Micus NpoBa KeHHs AisUILHOCTI.
VYxpaina, 03134, m. Kuis, Byn. Mupy, 17.

Jarta ocranHboro neperaszay. 013 09, MDU .
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