MUHUCTEPCTBO 3/IPABOOXPAHEHUS PECITYBJIMKH BEJIAPYCb

HHCTPYKIIUA
(uHbOpMaNHs Il HAllUEHTOB)
10 MEAMIIHHCKOMY TPHUMEHEHHIO JIEKRPCTBEHHOTO CPE/ICTBA
AMBPOKCO.1

Toprosoe HazBaHHne
AMOpokcoi

Me:xayHapoaHoe HeMaTEHTOBAHHOE HA3BAHHE
Amb6poxcon (Ambroxol)

Onucanne: TabneTku Genoro MM GEIoro ¢ KEJNTOBAaTHIM OTTEHKOM LBETA, IUIOCKOLMIIMHAPHYECKOH
(hopMmBl, ¢ GpacKoi U PUCKOH.

Cocras

Kaxcas TabineTka COOEpKHUT:

axkmusHoe geujecmso. amOpoxcosa rupoxyiopus — 30 Mr;

6CNOMO2amenbHble 8elyecmea: JTaKTo3a MOHOTHIPAT, LIEJTI0I03a MUKPOKPUCTAIUIMYECKAs, KyKypY3HbIid
KpaxMmajl, MarHus cTeapar, KpeMHHs JHOKCH]] KOJUTOMIHBINA 6€3BOTHBIH.

®opma BbIIyCKa
Tabnerku

dapmakoTepaneBTHYECKAs rPynia

Cpencrtsa, NpMMEHsEMble IIPH Kauule M NPOCTYAHBIX 3aboneBaHusax. OTXapKHBalOIIME CpelncTsa,
HCKJTIOYasi KOMOWHAIMK C IPOTHBOKAIIIEBEIMU CPEICTBAMH.

Kon ATC

RO5CB06

Hoka3zanus K NPpUMECHCHHIO
CCKPOJII/ITI/I‘ICCKaS{ TE€panmuss NOpH OCTPBIX MU XPOHHYCCKHUX 6p0onner0quIx 3a60J'IeBaHI/ISIX,
COIIPOBOXAAIOIIUXCSI HAPYIICHUAMU 06pa3013amm " BBIBCACHHS 6pOHXHaJTBHOFO CEKpeTa (MOKpOTbI).

Cnoco6 npuMeHEeHHs U 103bI

B3pocnvie u noopocmxu cmapwe 12 nem:

B Teuenue nepBeix 2-3 aHeii 3 pasa B neHb 1o 1 TabneTke (3KBHBaJIEHTHO 3 pa3a no 30 Mr amOpokcona
THPOXJIOPUIA/CYT), 3aTeM 2 pasa B JeHb no | Tabnerke (3KBHBaleHTHO 2 pasa 1o 30 mr amGpokcorna
THIPOXJIOPHUIA/CYTKH )

B ciyuae HeoOGXOOMMOCTH IS MOBBIIIEHHS 3()(GEKTUBHOCTH — 2 pa3a B JIeHb IO 2 TabJeTKu
(oxBuBasieHTHO 120 Mr aMOpOKCOJIa THAPOXJIOPHIA/CYTKH).

[TpomOJKUTENEHOCT TPUMEHEHHs OIIpefessieTcss BpayoM HHAMBHAYaIbHO. [Ipomo/mkuTeIbHOCTD
npuMeHeHns 6€3 KOHCYNIbTalMY Bpaya — He Oosee 4-5 nHei.

THayuenmot ¢ napywenuamu QyHKkyuu nevenu

[ManuenTtam ¢ HapyIIeHUSIMH GYHKIHH NeYeHH KOPPEKTHPOBKA JA03bI HE TpedyeTcs.

Iayuenumul ¢ noveunou HeOOCMAMOYHOCMbIO

[Tpr HapynieHusX (QYHKIHMH TOYeK AMOPOKCOT MOXKET IPUHHMMATBHCA TOJNBKO MOC/IE KOHCYJIBTAIUH ¢



BpayoM.

Toxcunvie nayuenmoi

[ToxxunbIM manueHTaM KOPPEKTHPOBKA 03Bl HE TpeOyeTCs.

IIponywennasn 0osa

Ecnu Bbl 3a0butd NpuHATE AMOpPOKCON WM TIPUHSJIM HENOCTaTOYHOE KOJMMYECTBO, MpPOJOIDKaiTe
IPUHUMATH JIEKAPCTBEHHOE CPEICTBO JAJIEE COrIACHO PEXKUMY JTO3UPOBAHUS.

AMOpOKCOJI TPHHUMAIOT BHYTpPb, 3amuBas HEOONBIIMM KOJKW4YeCTBOM Bozbl. [Ipemapar Moxer
IPHHUMATHCS HE3aBUCUMO OT IIPHEMa ITHIIH.

ITo6ouHoe neiicTBUE

VYKa3aHHYI0O HH)KE YacTOTy HEXeJaTelIbHbIX pPEaKIHid ONpeleisUld, HCHONb3YS CIEAYIOIIYIO
KiIaccudukaimo: odeHs yacto (> 1/10), wacro (> 1/100 - < 1/10), Hewacto (= 1/1.000 - < 1/100), penxo
(>1/10.000 - < 1/1.000), ouenp peaxo (< 1/10.000), HeusBecTHO (HENB3s ONPEAEIUTH HAa OCHOBAaHMH
UMEIOIINXCS JaHHBIX ).

Hapywenus co cmoponsl ObixamenvbHOU CUCMEMbl, OP2AHO8 2PYOHOU KIeMKU U CPeOOCmeHUs. OUYCHb
PENIKO — pUHOPES, CYXOCTh JIBIXaTEIbHBIX MyTeH; HEM3BECTHO — OZIBILIKA.

Hapywenus co cmoponsl ceny0ouHo-kuwieyHo20 mpakma: 4acto — Juapes; HeyacTo — JKeNlyJO4YHO-
KMIICYHBIE paccTpoiicTBa (TOIIHOTA, PBOTA, AUCIENCHS M OOMHM B XKMBOTE); PEAKO — H3XKOra; OYEHb
PEIKOo — 3a1op, CAOHOTEYCHHUE.

Hapywenus co cmopoHbl UMMYHHOU cucmembl: PEIKO — PEaKUUH TMIIepUyBCTBUTEIBHOCTH; 4acTOTa
HeusBecTHa —  aHaQMIaKTHYeCKHe peakud, B TOM 4ucClie aHaQWIAKTHYECKHH  DIOK,
AHTHOHEBPOTHYECKHI OTEK, 3YI.

Hapywenus co cmoponbr kodcu U NOOKOJCHOU Kiemyamku. PEeaKO — ChbIllb, KPAaIMBHHUIIA; YacTOTa
HEH3BECTHA — TsDKEJble KOXKHBbIE peakiuud (BKIOYas MYyJIbTHGOPMHYIO SpUTEMY, CHHApoM CTHBEHCa-
JIKOHCOHA, TOKCHYECKHH SIUICPMATIBHBI HEKPOJU3, OCTPBIA I'€HEpaIU30BAHHBIA 3K3aHTEMAaTO3HBIH
ycTyInes).

Hapywenus co cmoponwl nouex u mouegbi800suux nymeti: O4eHb PEAKO — AU3YpPHS.

O6wue napyuieHus: HEYaCTO — JINXOPAJIKa, PEaKIUK CO CTOPOHBI CIM3UCTBIX 000I0YEK.

[Tpu NOSIBTIEHUH MEPEYUCIIEHHBIX TOOOYHBIX PEaKIUi, a TaKXKe IPHU MOSBIEHNM NOO0YHOH peakluH, He
YIIOMSIHYTOH B HHCTPYKIIUH, CllelyeT 0OpaTUTbCA K Bpauy.

IIporuBonokazanus

[ToBbIEeHHAs YyBCTBUTEIHHOCT K aMOPOKCONTy MM APYTMM KOMIIOHEHTaM Ipenapara. bepeMeHHOCTh
Y JIaKTalus.

Penkas HacjeICTBEHHAs HENEPEHOCHMOCTh KaKOro-TMbo U3 BCIOMOIaTelbHBIX KOMIIOHEHTOB
npenapara (cM. pa3zien « Mepbl Ipe10CTOPOXKHOCTH U OCOOCHHOCTH IPHMEHEHHS).

Ilepenosnposka

CHUMIITOMOB MEPEI03UPOBKHY y UesIoBeka He omucaHo. [Ipu ciayyaliHBIX Hepeo3upOBKax W/HIH Cilydasx
Bpa4eOHBIX OIMHOOK COOOIIANOCh, YTO HAOJNIOJaeMble CHMIITOMbL- COOTBETCTBYIOT ~U3BECTHBIM
MOOOYHBIM JIEHCTBUSIM aMOpOKcOJIa NpH NpHEME B PEKOMEHIOBAHHBIX 103aX. BO3MOXHBI: TOIIHOTA,
pBOTa, auapes, aucnencus. JledeHue: MCKycCTBEHHAsl pBOTa, IPOMbIBAHUE JKeyAKa B mepBbie 1-2 yaca
[ocJjIe mprUeMa npenapara; IpueM XUPOCOAEPIKAIIHUX TPOJYKTOB, CHMIITOMaTHYECKask TEParHs.

MepbI npeaocTOPO’KHOCTH H 0COGEHHOCTH NPUMEHEHH st

He cnenyer komMOWHHpOBaTH C TIPOTHBOKALIUIEBBIMH CpEACTBAMHM, 3aTPYyAHSIONIMMHU BBIBEICHHE
MOKPOTBI.

Onna TabneTka AMOpOKcosia COIepKUT 147 Mr JIakTO3bI MOHOTHPATA, YTO COCTaBIIAeT 588 MI JIaKTO3bI
MOHOTHJpaTa B MaKCHMaJIbHO PEKOMEHIOBAaHHOM cyTouHOU no3e (120 Mr). DToT npenapar He cleqyeT
IPUHAMATh TAIUCHTaM, HMEIOLUMM DPEAKYI0 BPOXICHHYIO HENEPEHOCHMOCTh TalakTo3bl, JCHHUIHUT
JaxTa3pl Jlanma, UM ¢ II0XUM YCBOSHHEM INTIOKO3bI-aJIaKTO3bl.

BBUTH MOJTydYeHBl COOOIIEHHS O PA3BUTHH TSDKENBIX KOXHBIX peakIMi, Takux Kak MyIbTH(OpMHas
sputeMa, cuHApoM CtuBeHca-/DKOHCOHA, TOKCHUYECKMH SHMACPMAIbHBIA  HEKPOJHM3, OCTPbIA



reHepaTH30BaHHbBIN 3K3aHTEMATO3HbIH ITyCTyIe3 y MallMeHTOB, IPUHUMAIOIIUX aMOpOKCco1. DT Cliy4an
MOXHO OOBICHHTH, KaKk TIPaBWIO, CTENEHBIO TSHKECTH COHYTCTBYIOIIETO 3a00Jj€BaHUS WM
OJHOBPEMEHHBIM IMPHEMOM ApYrux npenapatoB. Kpome Toro, Ha paHHel craguu cunapoma CTHBEHCa-
JOKOHCOHA W TOKCHYECKOTrO 3MHIepMaIbHOTO HEKPOJIN3a Yy MAIMEHTOB MOTYT MOSBIATHCS MPHU3HAKH
Havaja Hecrnenuduyeckoro 3abojeBaHMs, HAIIOMHHAIOMIETO TPUII: MOBBIIIEHHE TEMIIEPATYphl TeEla,
00Jib BO BCEM Telle, PUHHT, Kamedb U Oonb B ropie. [losBieHne 3THX NPU3HAKOB MOXKET NPUBECTH K
HEHY)XKHOMY CHMIITOMAaTHYECKOMY JICUCHHIO IPOTUBOIIPOCTYTHBIMY IIpenapaTaMH.

Heo6x0auMo HeMEIIEHHO TIPEKPATUTh PHEM JIEKAPCTBEHHOT'O CPECTBA, €CIH MPOSBUIIMCH CHMIITOMBI
nporpeccupyomieif KoXXHONW peakuuy (MHOTOAa CBS3aHHOH C pasBHTHEM My3BIPEH M MOPAXEHUEM
CITH3UCTHIX 000JI0UEK).

Ilpy wHapymeHusx GYHKIMM TOYEK MM TSDKENBIX 3a00JICBaHMAX II€YEHH aMOPOKCONT MOXKET
OPHHUMATBECA TOJBKO MOC/e KOHCYNbTalMd ¢ BpagoM. Kak y [Apyrux mnpenapaToB, IPOXOASIIAX
MeTa0oIM3M B IIEYEHH, a 3aTe€M BBIBOJUMBIX IMOYKaMH, IOpU HAIMYHK TDKEIOH I10YEYHOH
HEJIOCTATOYHOCTH BO3MOXKHA aKKYMYJISLIUS METabOIUTOB aMOPOKCoJIa B IIEYEHH.

C OCTOPOXHOCTBIO TPUMEHSTh MpH 3a00JIEBaHUSAX, COMPOBOXKIAIOIIUXCS HAPYUICHHSIMH MOTOPHUKH
OpoHXOB W 00pa3oBaHMeM OOJBIIOrO KOJHYECTBA CEKpeTa (HAIpUMeEp, PEIKHH 3J10Ka4eCTBECHHBIA
cunipoM KaprareHepa — NepBHYHOH I€IMApHOH OWCKHHE3WM) B CBA3H C BO3MOXHOH 3aKyMOpKOH
OpOHXOB CEKPETOM.

BepeMeHHOCTD H JIaKTAIHA

AMOpPOKCOT IepecekaeT IUIACHTapHBIH Oapbep. bezomacHOCTh NpHMEHEHMs mperapaTa BO BpeMms
OepeMEHHOCTH HE YCTaHOBJIEHA.

IIpumenenre AMOpoOKcoMa BO BpeMs OEpPEMEHHOCTH HE DEKOMEHAYETCH, OCOOEHHO B MEPBOM
TpUMECTpE.

AMOpOKCON BBIAETACTCA B TIPYIHOM MOJIOKE. bBe30macHOCTh INPHMEHEHHs Mperaparta B IEpHOX
JIaKTallMX HE YCTaHOBJIEHA.

AMOPOKCOI He peKOMEHI0BaH K IIPUMEHEHHUIO B IIEPHOJ TPYAHOTO BCKApMIIUBAHUS,

BzanMopeiicTBHE ¢ APYTHMH JIEKAPCTBEHHBIMH CPEACTBAMH

CoBMecTHM ¢ TIperapaTaMd, TOPMO3SIIMMH POJOBYIO OeATeNbHOCTh. COBMECTHOE NPHMEHEHHE C
IPOTHBOKAIIEBBIMK [IpEMaparaMi [PUBOAMT K 3aTPYJHEHHIO OTXOXJIEHHS MOKPOTHl Ha (oHe
YMEHBIUICHHA KAl W OINacHOMY HAKOIUIEHHIO JKCCyNaTra, MO3TOMY OJHOBPEMEHHOE IPUMCHECHHE
BO3MOXHO TOJIKO IOCJIE TIIATENbHOM OLIEHKH IONB3bl M PHCKA. YBEIMYMBACT MPOHUKHOBEHHE H
KOHLIEHTPAIMIO B OPOHXHAIBHOM CEKpeTe aMOKCHHMIIIMHA, LedyPOKCHMA M 3PUTPOMHLIHHA.

BausiHue JIeKapCTBEHHOr0 CPeACTBa HA CIOCOOHOCTD YNPABJIATL ABTOMOOU/IEM M MEXaHH3MaMH
JIaHHBIX, TIOATBEPXKAAIOIIMX BIHsSHHE aMOpOKCONa Ha CIOCOOHOCTh YNPaBIATh ABTOMOOHJIEM U
paboTaTh ¢ MEXaHU3MaMH, HET.

WccnenoBanuii BIMSHHS Iperiapata Ha CIHOCOOHOCTh YNpPaBiIsATh aBTOMoOMIeM M paborars ¢
MeXaHH3MaMH HE [TPOBOMIIOCK.

YciaoBusi XxpaHeHust
B 3amuieHHOM OT BJIard M CBETa MeCTe IpU TemrepaType He Boiwe 25 °C.
XpaHHTH B HEJOCTYITHOM Ul AETEH MECTE.

Cpok rogHocTH
3 roga. He ucmonp30BaTh N0 HCTEYEHHH CPOKA TOJAHOCTH, YKa3aHHOIO Ha YIIAKOBKE.

YnakoBka
ITo 10 TabneTok B KOHTYpHOM sueiikoBoii ymakoBke. [Io 2 wiM 5 KOHTYPHBIX SYEHKOBBIX YIIAKOBOK
BMECTE ¢ HHCTPYKIHEH M0 MEAUIIMHCKOMY NIPUMEHEHHIO B ITaYKe.

Ornyck U3 anrex
be3 peuenra.



IlponsBoauTens
COOO «Jlexdapm», Pecriyonuka benapycs, 223141, r. Jloroiick, yn. Munckas, 1. 2a
Ten./daxc: (01774)-53801 E-mail: office@lekpharm.by



