MHWHUCTEPCTBO 3IPABOOXPAHEHUS PECITYBJIMKU BEJIAPYChH

COrJZACOBAHO
MUWHUACTEPCTROM 3JIPARCOXPAHEAUSA
PECTIVBILI VKN BEJIAPYCH
Iperaz MuuBeTepeTEa 3MPAR0CE DAKCH
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HNHCTPYKIIUSA
(undopmarnus 1 IaMEeHTOB)
TI0 MEMIMHCKOMY IPHMEHEHHMIO JIEKAPCTBEHHOTO CPEICTBA
AMBPOKCO.JI

ToproBoe HazBanue
Ambpokcon

Mexnynapoanoe HenmaTenTOBaHHOE HA3BaHHE
Am6pokcon (Ambroxol)

Onucanme: TaGrerkn Genoro wim GeIOro ¢ KeTTOBATEIM OTTEHKOM IBETA, IJIOCKOIMIHHIAPHIECKOMH
dopmel, ¢ dackoit u prcKoii.

Jlunus pasnoma (prcka) mpefHAa3sHAYeHA HCKTIOUUTENBHO JUIA YOIPOLIEHHS pa3fiefieHusl TabJIeTKH U ee
NPOITIATBIBAHKS, & HE ISl pa3/e/IeHHs HA PaBHBIE JO3EL.

Cocras

Kaxnasg tabnerxa COZIEPXKHT:

axmueHoe eujecmeo: aMOpoOKCoIa THAPOXIOPHL — 30 M

6CnomMozamenvhble 6eujecmsa. NaKTO3a MOHOTHIPAT, IEILTION032 MHKPOKPHCTAILTHYECKas, KyKypy3HbIit
Kpaxmal, MarHus CTeapar, KpEMHHS JUOKCHU KOJUIOMIHEIA 6€3BOIHEIN.

®opma BeInmycka
Tabnerkn

®dapMakoTepaneBTHYECKAN rpymnmna

CpencrBa, mpuMeHseMsle IpY Kalle ¥ NpOCTYyAHBIX 3aGoneBaHHAX. OTXapKHBAOLIHE CpeAcCTBa,
UCKIII0Yast KOMOMHALNY ¢ POTHBOKANLIEBHIMU CpeJICTBaMH.

Kox ATC

RO5CB06

Ioka3anus k npuMeHennIo
Cexpomutuyeckas  Tepanus TP OCTPEIX M  XDOHHYECKHX OpOHXOJEroYHBIX 3a60NeBAHHUSX,
COMPOBOXRAIOIMXCS HAPYIIEHHAMH 06pa3soBaHMUS U BEIBEICHHS OpOHXHAIBHOTO CeKpeTa (MOKpOTEI).

Cnoco6 npumenenus u 10351

Bspocnvie u noopocmxu cmapue 12 nem:

B teuenne nepsrx 2-3 nueit 3 pasa B JieHb 110 1 TabiieTke (3KBHBAICHTHO 3 pasza o 30 Mr amGpoxkcora
THPOXJIOpHIa/CYT), 3aTeM 2 pasa B AeHb 1o 1 TabiieTke (3kBUBaNeHTHO 2 pasa 1m0 30 Mr ambpoxkcona
THIPOXJIOPH/IA/CYTKH)

B ciyyae Heobxomumoctn mns moBbmmenus apdexTuBHOCTH — 2 pasa B geHp mo 2 TaGneTKu
(axBHBaneHTHO 120 Mr aM6pokcona THAPOXJIOPUAA/CYTKH).

HponomxurensHocTs mpuMeHeHus ONpPECIACTCS BpauyoM HHAUBHAYaIbHO. [IpOdOIDKMTEIBHOCTS
NPUMEHEHH 6e3 KOHCYIbTaLuK Bpaya — He Gosee 4-5 mieif.

Hayuenmei ¢ napywenusmu @ynryuu nevenu

MauuenTam ¢ Hapymwennsavu GpysKunH mevenu KOPPEKTUPOBKA JI03BI HE TpeOyeTcs.



Ilayuenmut c noueynoii Hedocmamo4Hocmvio b T
Ilpu HapymeHusx GyHKIMH nodek AMOpPOKCOI MOXET anHHMaTch TOJ‘IBKO ocrne Koncym,raunn c
BpavoM.

Ioocunvie nayuenmut

ITo>xuneIM nmanMeHTaM KOPPEKTHPOBKA J103b1 HE TpeOyeTcs.

IIponywennas 0oza

Ecnu BB 3a0BUTH TPHHATE AMOpPOKCOJ WM TNPHHSUIM HEJOCTaTOYHOE KOJIHMYECTBO, IMPOIOIDKAHUTE
IPUHUMATH JIEKApCTBEHHOE CPEACTBO Jajiee COTIaCHO PEeXUMY NO3UPOBAHHS.

AMOpOKCON NpPHUHMMAIOT BHYTpPb, 3almUBasd HeOONbIOMM KOMWYeCTBOM BoAbl. Ilpenmapar Moxer
IIPUHAMATHCS HE3aBUCHMO OT IpHEMa ITHIIH.

Ilo6ounoe xeiicTBue

YKa3aHHYIO HK)K€ YacTOTy HeXeJaTelNbHBIX peaklUil Ompeie/siId, HCIONb3Ys CIEAYIOUIYIO
Kiaccuukanuio: odeHb yacto (> 1/10), gacro (> 1/100 - < 1/10), Hewacto (> 1/1.000 - < 1/100), penxo
(=21/10.000 - < 1/1.000), ouens pemxo (< 1/10.000), yacToTa HeH3BeCTHa (HENB3s OMPENEIHTH Ha
OCHOBaHMH MMEIOIIUXCS TAaHHBIX).

Hapywenus co cmoponsl OvixamenvHoti cucmembl, 0p2anog 2pyOHOU KNemKu U cpedOCmeHus: OdYeHb
PEeAKO — PHHOPEs], CYXOCTh AbIXaTeIbHBIX MyTEl; YacTOTa HEM3BECTHA — OABIIIKA.

Hapywenus co cmoponvr sceny0ouHo-kumeuHo20 mpakma: 9acTo — Juapes; HedacTo — JKeIyHOYHO-
KHUIIEYHBIC PacCTpPOMCTBa (TOMIHOTA, PBOTA, NUCIENICHS M OOJH B JKMBOTE); PEAKO — M3)XKOIa; OYECHb
PENKO — 3amop, CIIFOHOTEYEHHE.

Hapywenus co cmoponsl ummynHoti cucmemsl: pexo — peakiMH THIIEPIYBCTBHUTEIBHOCTH; 4acTOTa
HEM3BECTHA —  aHaQUIAaKTHYECKHE peaKiud, B TOM YHCIe aHaQWIAKTUYECKHH  INOK,
AQHIMOHEBPOTHYECKHUIT OTEK, 3YI.

Hapywenua co cmopousl kodcu u NOOKOJICHOU Kiemyamku: PENKO — Chillb, KPAITMBHHLA, 4aCTOTA
HEU3BECTHA — TSDKENBIE KOXHEIE PEaKkUWH (BKIOYas MYJIBTHGOPMHYIO 3pHTEMY, CHHIApoM CTHBEHCa-
JDKOHCOHA, TOKCHYECKHH SIHACPMANBHBIA HEKPOJU3, OCTPEIM T€HEpATH30BAaHHBIA SK3aHTEMAaTO3HBIH
IIyCTyTe3).

Hapywenusa co cmoponb: nouex u moyesbi600auux nymeii: O4eHb PEAKO — TH3YPHAL.

Ob6wue Hapywienus: HEIACTO — IUXOPAIKA, PEAKIUH CO CTOPOHBI CIIM3HCTHIX 060I0YEK.

IIpu 1osIBIIEHMY NEPEYHCITEHHbIX MTOGOYHBIX PEaKLUii, 4 TAKXKE IPH TOABICHHM OGOYHOM peakiuH, He
YIIOMSIHYTOH B HHCTPYKIIUH, CIEAyeT 0OpaTUTHCA K Bpauy.

IIpoTrnBonokaszanun

IoBbIeHHas YyBCTBHTEIBHOCTh K aMOPOKCONY HMIIM JPYTHM KOMIIOHEHTaM IIpenapaTa. bepeMeHHOCTh
U JIAKTaIMs.

Penxas HaclelCTBEHHAs HENEPEHOCHMOCTh KaKOTO-THGO M3 BCIOMOTATEIbHBIX KOMIIOHEHTOB
npenapara (CM. pas3znen « Mephl IpeIoCTOPOKHOCTH M OCOGEHHOCTH IPUMEHEHHS).

Ilepeno3npoBka

CHMIITOMOB 1epeIO3NPOBKH Y YeIOBeKa He onucaHo. [Ipu cirydaiHBIX nepeIo3HpOBKaX W/HIIH CIIydasx
Bpa4eOHbIX OWMOOK COOOINAIOCh, YTO HAbMIOJAaEMBle CHMIITOMBI COOTBETCTBYIOT H3BECTHBIM
I00OYHEIM NeHCTBUAM amMOpOKcona [pu NpHeMe B PEKOMEHIOBAHHEIX 03aX. BO3MOXHBI TOLIHOTA,
PBOTa, 1uapes, qucHencus. JleyeHue: HCKYCCTBEHHAs PBOTa, IIPOMEBIBAHHE JKeTyAKa B nepBeie 1-2 yaca
II0CJIC NpHeMa Npemnapara; NpueM XXHPOCOAEPIKAIINX ITPOTYKTOB, CHMIITOMATHIECKAsA Tepamusl.

Mepb1 NpeocTOPOXKHOCTH H 0CO0EHHOCTH NPUMEHEHNST

He cnenyer xoMOMHHpOBaThb C NPOTHBOKAIUIEBBIMH CPEICTBAMHE, 3aTPYAHSIONIMMH BBIBEJCHHE
MOKpOTEIL.

Opnna Tabnerka AMGpokcona cofepXuT 147 Mr JIaKTO351 MOHOTHIPATa, YTO COCTABISET 588 MI JIaKTO3HI
MOHOTHJIpaTa B MaKCMMaJIbHO PEKOMEHA0BaHHOM cyTo4HO# no3e (120 Mr). DToT mpenapar He CliexyeT
OPUHUMATh MAIlMEHTaM, HMEIOMUM PEeIKYI0 BPOXKACHHYIO HEINEPCHOCHMOCTh TaJlaKTO3bl, ACHUIMT
nakrassl Jlanma, WM ¢ IIOXUM YCBOSHHEM INIIOKO3BI-TAIaKTO3EI.
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BEUTH TIONy4YeHbl COOOIMEHHs O Pa3BUTHH TKEIBIX KOXHBIX POaxmyl, TaKuX Kak MynbTHQOpMHAs
sputema, cuHapoM CTuBeHCA-JKOHCOHA, TOKCHYECKHH STMACPMARBHEIA  HEKPONM3,-. OCTPHIA
reHepaTH30BaHHbIN SK3aHTEMATO3HbIH My CTyIe3 Y MAUEeHTOB, IPHHIMAIOIIAX aMOPOKCOIL. JTH ClIyYan
MOXHO OOBSCHHTh, KaK IpAaBHJIO, CTENEHBIO TKECTH COMYTCTBYIOIIErO 3a00JNeBaHHA HIH
OJIHOBPEMEHHBIM IPHEMOM JIPYTHX mpenapatoB. Kpome Toro, Ha paHHe# craquu cunapoma CTHBEHCa-
JI’KOHCOHA M TOKCHYECKOTO 3IHAEPMATBFHOrO HEKPOJIH3a Yy NAlUEHTOB MOTYT MOSBIATHCA NPU3HAKH
Havana Hecrenuduueckoro 3abosieBaHMs, HAOMHHAIOIIETO IPHUII: IOBLINICHHE TEMIEPATyphl Tena,
606 BO BCEM TeJl€, PHHHT, Kallens H 6ok B ropie. IlosBieHne 3THX IPU3HAKOB MOXET MPUBECTH K
HEHY)KHOMY CHMIITOMATHYECKOMY JIEYEHHIO IIPOTHBONIPOCTYJHBIMH IIPENIapaTaMu.

Heo6X0AMMO HEMEIJIEHHO IIPEKPATHTH [IPHEM JIEKAPCTBEHHOTO CPEJICTBA, €CIIM IPOSABUIIMCH CHMIITOMBI
IPOTPECCHPYIOIE KOXKHOM peakuuu (MHOr[a CBA3AHHOM C pasBHTHEM IIy3bIpEd H IOpaXEHHEM
CIIM3UCTHIX 000710Y€eK).

Ilpu wHapymeHWsX OQYHKUMH II0YEK WIM TOKENbIX 3a00NeBaHHSAX IE€UYeHH aMOPOKCON MOXET
TIPUHUMATECS TOJBKO IIOCHE KOHCYJIBTaMH C BpauoM. Kak y ApyrHx IpenapaToB, MPOXOMSIIHX
MeTaboMM3M B I€YeHH, a 3aTeéM BBIBOAUMBIX TOYKAMH, IPH HAIMYME TOKEIOH IIOYEYHOM
HEZOCTaTOUYHOCTH BO3MOXKHA aKKyMYJIAIMS MeTaboINTOB aMOpOKCOIa B IIEUEHH.

C OCTOPOXHOCTBIO NPHUMEHATh IPH 3a00JIEBAHHUAX, CONPOBOXIAIOLUINXCS HApPYIIEHUSMHU MOTOPHKH
OpoHxoB u oOpa3oBaHreM OOJIBLIOrO KOJMYECTBA CEKpeTa (HAmpHMep, PEAKHH 3JI0KaueCTBEHHBIH
cuapoM KaprareHepa — MepBUYHOM LETMApHOM AMCKAHE3WH) B CBA3H C BO3MOXKHOM 3aKyNOpKOH
OpPOHXOB CEKPETOM.

BepeMeHHOCTD M JIAKTALHSA

AmOpokcol mpoHUKaeT Yepe3 IUIalleHTapHbIH O6apbep. bezomacHOCTh MpuMeHEH s Iperapara BO BpeMs
6epeMeHHOCTH He YCTaHOBJIEHA.

Ilpumenenue AmOpokcona BO BpeMs OEpeMEHHOCTH HE PEKOMEHIYeTCs, OCOOEHHO B IEPBOM
TPHMECTPE.

AmOpokcon BeIeIsgeTCS B TPYAHOM MOJIOKE. DBe30macHOCTh IpHUMEHEHHsA IIpernapara B IIEpPHOX
JIaKTalli¥ HE YCTaHOBIICHA.

AMOGpoKco He peKOMEHIOBAaH K IPUMEHEHHIO B IIEPHO]] IPYJHOTO BCKAPMITHBAHHS.

B3auMopeiicTBHE ¢ APYrHMH JIeKAPCTBEHHBIMH CPeACTBAMH

CoBmecTHM ¢ IpenapatraMy, TOPMO3SIIAMH POJOBYIO AeSTeNbHOCTh. COBMECTHOE IPHMEHEHHE C
NPOTHBOKANIJIEBBIMY IIpENapaTaMM IPHBOAUT K 3aTPYAHEHHIO OTXOXIEHHS MOKDOTHI Ha (oOHE
YMEHBIICHHS KAl H ONacHOMY HaKOIUIEHHIO 3KCCyJaTa, MO3TOMY OXHOBPEMEHHOE NMPHMEHEHHE
BO3MOXXHO TOJIbKO IIOCJIE TINATENHHON OIEHKM IOJNB3bI M PHCKA. YBEIHYHBAeT INPOHHKHOBEHHE H
KOHLEHTPAIMIO B GPOHXHAIBHOM CEKpeTe aMOKCHUIIMIUINHA, e ypOKCHMa U 3PUTPOMHIIHHA.

Biinsinue JTeKapCTBEHHOr0 CPeACTBA HA CNOCOOHOCTH YIPABJIATL ABTOMOOHIEM H MeXaHH3MaMH
JIaHHBIX, NOATBEP)KIAIONIMX BIHMSAHHE aMOpPOKCOJia Ha CIIOCOOHOCTH YIPaBiATh ABTOMOOHIIEM H
paboTaTth ¢ MEXaHH3MaMH, HET.

HccnenoBanuit BIMsAHMSA IIpemapaTta Ha CIIOCOOHOCTh YIPAaBJIATH aBTOMOOHIEM u paboTaTh ¢
MEXaHHU3MaMH He MPOBOJHIIOCE.

YcaoBusi XxpaHeHHst
B 3auImeHHOM OT BJIary ¥ CBeTa MecTe IpH Temieparype He Bbiue 25 °C.
XpaHHTh B HEJOCTYITHOM JUIS A€TEH MECTe.

Cpox rognocru
3 ropa. He ucnons30BaTh 110 HCTEYSHUH CPOKA TOXHOCTH, YKa3aHHOTO HA YIIAKOBKE.

YnakoBka
ITo 10 TabneTok B KOHTYypHOU sueiikoBo# ymakoBke. 1o 2 MM 5 KOHTYPHBIX SYEHKOBBIX YIIAKOBOK
BMECTE C HHCTPYKIHEH 110 MEUIMHCKOMY IIPUMEHEHHMIO B MTAYKE.



OT1nyck u3 anTrex
be3 penenra.
Hp OHM3BOIUTEL :

COOO «JIexdapm», Peciybiuka Benapycs, 223141, r. Jloroiick, yin. Munckas, 1. 2a/4
Ten./daxc: (01774)-53801, www.lekpharm.by
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