MHETPYKUWS NO NPUMEHEHMIO NEKAPCTEEHHOTD
npenapara ana MeguLUMHCKOro NPUMEHEHURA

JlazonBaH

PerucTpaunoHHsIf Homep: M NO16159/01
Topropoe HazsaHue: NNAIONBAH

MexayHapoaHoe HENATEHTOBAHHOE HAZBAHME:
amMbpoxcon

NexapcTeeHHan QopMa:
PACTROD AN NPMEMA BHYTPE W MHIANAUMA

Cocras;

1 Mn pacTeOpa COOEKHT.
SKMUBHOS BSLLBCMEN!
aMBpoKCcona rMApoXNopMa .9 Mr

BonomozamensHbie Geilecmes; NMMOHHOR KHCNOTE
MOHOMMARAT 2 M, HaTpMa rmapodochara guruapar
4 35 Mr, HaTpWA Xnopua 6,22 Mr, bexHIankoHWA
XNopHA 225 Mir, BoNa cuveHHan 98 9705 1.

Onucanne
MpoapasHei, BECLBETHEIA UNW CNerka
KOPUYHERATLIN pacTeOp

dapmMakoTepaneBTHYECKAR rpynna
OTXApHMBIIOWES, MYKONHTUYECKOS CRaOCTEO

Kon ATX: ROSCBO6

DapMakonornyecKoe geicTEWS

B wccnenoBaHWAX NOKa3aHo, 4To ambpoxcon —
AKTUBHLIA MHrpeanedT flazoneada — yeenuuueaeT
CEKPEUMIO B AbXaTenbHeX NyTax. OH younueaer
APOAYKLIMIO NETCUHON CYPIakTanTa U CTHMYNHPYET
LUMNUEPHYI0 aKTHBHOCTL. JTH 3duPerTsl NPUBOOAT

K YCHNEHWK TOKR W TPAHCNOPTA CHAau
(MYyHOLMNUAPHOTD KNUPEHCA), Younenwe
MYKOLMMMaPHOND KNWPEHCA YNyHILaeT OTXONOeHne
MOKPOTE! W 0BNEryaeT Kawen..

¥ NAUMEHTOR € XPOHUHYBCKON 0OCTPYKTHBEHOW
BONEIHBIO NETKMX ANWTENLHAA Tepanua NajoneaHom
(HE NPOTAMEHMK HE MeHee 2 MeCAUSSs) NpUeaauna
K IHEMUTENEHOMY CHEEHWIO YuCna oBoCTpeHu),
OTMeqanocs AOCTOREPHOE YMEHLLLIEHWE
ANWTENLHOCTH ODOCTPEHHA M YKWaNa AHER
SHTHGHOTHROTEPRANKK.

TapMakoKMHETHKA

OnA BoEx NEKapCTEEHHLR (DOpM HEMEANSHHDIT
BsICEODOMASHNA ambpoKcona XxapakTepHa DucTpan
i nouT nonHan abecopbuMa ¢ NHHeAHOR
JABMCAMOCTRHD OT O03b1 B TER2NSBTIECKOM
WHTEpBaNne KOHUSHTPauMA. MakcumaneHan
KOHUEHTRAUMA B nnasMe (C,,.) NpH nepopantHomM
npueme gocturaercs Yepes 1-2.5 vaca. Obwvem
pacnpegeneHua cocTaanaer 552 n,

B repaneaTWMeCcKoM HHTEPBANEe KOHUBHTPAUMK
caRakIBaHKe ¢ GenkamMn NNasmel COCTABNAET
npuMepHo 80 %,

Nepexcn aMBpoKCONa U3 KPOBM B TKAHK NPK
NEROPANEHOM NPUMEHEHWH NPOMCXOANT DRICTRO.
Cambie BuiCoKMe ROHUSHTRALWHA SKTHEHOND
KOMMOHEHTA NPENARaTa HabnooamnTen B Nerkux
MNpaapepso 30 % NpPHHATOR NEPORanNLHOR QO3
noasepraetes shierry NepEnYHONS NPOXoOaHUA
“epes nededs. MccneaoBaHina Ha MUKDOCOMEX
Ne4yeH YenoBera NoKa3anu, YT WIoEepMeHT
CYP3A4 asnaeTtch npeobnagaowen uaochopmon,
OTEETCTESHHONW 33 meTabonnam ambpokcona go
AMBPOMaHTPAHMNOBOR KMCNOTH. OCcTaBWaRcA
YacTh ambpoxcona MeTabonuaMpyETca B NeveHn,
rMagHbiM OGPasoM, NyTEM IMIOKYPOHMAALIMA M NYTeM
YACTHYHOID paclennexsHa no AWbpoManTpasMnNoBoR
KMEnoTe! (Nprbnuantensyo 10% oT BBafeHHOR
A02kl), 3 Take HebonsWOro KoNUYecTea
AONONHUTENEHLX MeTabonuTor, TepMUHANLHEIR
NEPUG NONYBRIBEAEHUA aMEpoKCONa COCTaBNAST
okong 10 vyacos. ODWMA KNHPEHS HAXOAWTCA

B npenanax 660 MAMKWH, Ha NOYENHLIA KNWPeH:
NPHMAOOMTCA NpuMepHo 83 % or obwero Knupexca.
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LITTINIGUSIT0

™ Boehringer
||i|| Ingelheim

He oBHapy#eH0 KNHHWYECKH 3HAYMMOND BNUAHWA
BO3PACTA W NONA HA hapMakOKMHETHIY
ambpoKkcona, NOaToMy HET OCHOBAHWA ANA noabopa
AQIHMPOBKH N ITHUM NPUIHAKAM.

MorkazaHua K npHMeHEHMKD

OCTphie ¥ XPOHWYECKME 3a00NeBaHHA ObIXaTenbHbIX
NyTeR C BLIASNEHWEM BAIKON MOKPOTEL OCTPLIA

W XpoHUYeCKHH BPOHXHT, NHEBMOHKA, XPOHWIECKARA
QEETWHTHEHHFI BonedHes NErkax, ﬁpﬂH:HEnhHEﬂ
ACTRME G 3ATERYOHSHHEM OTEOMOBHWA MOKDOTEI,
CpoHxoaKTaTHUECKan Doneirb.

MpoTHEONOKAZAHKMA

MOBLILEHHARA YYRCTBUTENBHOCTE K AMBDOKCONY WK
ADYTHM KOMAOHEHTaM Npenapara, bepeMeHHoET

{| TpMMECTR), NEPHUOO NAKTALMY.

C oCTOpPOXHOCTLIO NpMMEHATL fasonsan
B napuon GepemadHocTi (Il =111 TpumecTp), npy
NCOYEYHOR WIMNK NEYEHOMHOR HEOOCTATOMHOGCTH.

MNpuMeHenwe npy GepeMeHHOCTH H B NepHog

TRYAHOrO BCKAPMIMBaHMA

AMBPOKCON NPOHUESET Yepe3 NNaueHTapHER
Bapnep.

OoknuHuieckue HCCNeaoBaHKa HE BLIABMNH
NPAMOTD WNK KOCBEHHOM HeBNArONPUATHOM
BNUAHUA HA DEpeMeHHOCTE, AMDPUOHANEHOSS
eTansHoe, NOCTHATANLHOES PAIBUTHE 4 Ha
POOCBYI OEATENEHOCTL.

OBWHPHBER KNHHMYSCKMIA ONEIT NPUMEHEHWA
ambporkcona nocne 28-0f Hepeny BepeMeHHOCTH
HE 0OHapY#WN CAMAETENLCTE OTPULETENLHOM
ENWAHKA NPENAPaTa Ha nnoa.

Tem He MeHee Heobxonuuo cobnonaTts obbMHbBE
KEpPE! NPEIOCTORONMHOCTA NPK HECNONLI0BEAHKK
nexapcTea B0 epema DepemMerHocTH. OcoBeHHo
HE peKoMeHOYeTCA NPpUHUMaTE Jlazonead g |
TpuMecTpe bepemenHocTy. Bo Il » Il TpuMecTpax
GepemMeHHOCTH NPUMEHEHKWE NPENapaTa BO3MOKHO
TONLED B TOM CIydEe, 2Cni NOTeHUHANEHIA MONe3a
ANA MATEPKA NPEBBILLIART NOTEHLWANbLHLIA PUCK ANA
nnoQa.

AMBPOKCON MOBET SKCKPETUROBATLER C IPYAHEIM
MDMOKOR. HEEMGTPFI Ha To, YTO HEEEMNATENbBHEIE
apperTel ¥ AETER, NONYYADWME KOpMABHHE
rpyaLo, HE HABNKOANWCL, B NEPHON NAKTAUMA He
PEKOMEHAYETCR MCNONLIOEATL [la30NBaH pacTeop
ANA NPUEMA BHYTRbL W WHIANALMA.

AoknuHuYeckHe HCCNEaoBaHWR aMbpoxcona He
BLIAEMNH OTPMUATENEHOMD BOIAGACTEMA Ha
GEpTHNBHOCTE,

Cnocob npuMeHeHna U 4o3kl
BHYTpL.

Mpuem enympb (1 mn = 25 Kanens).

Bapocneim M geTAMm cTapwe 12 neT:
4 mn (= 100 xanent) 3 paza a cyTew,
gerasm ot 6 go 12 ner:

Z mn (= 30 gkanens) £-3 paaa 8 cyTM;
geTam oT 2 go 6 neT:

1 mn (= 25 kanens) 3 pasa B CyTKW;
OeTAM OO0 2 neT:

1 mn (= 25 Kanens) 2 paaa 8 CyTKW.

Kannu MosHO Pa3soquTe & 8OO, Yae, COKe UNK
monoxe. MNpuMeHaTEs pacTeop MOKHO HEZBBWCHMO
OT NPHala AL,

Huzanauu

BapocnkiM M geTam crapwe 6 net:

1=2 uHranauuum no 2=3 MN pAcTEORa B CYTKW.
Aetam ao 6 ner: 1-2 wHranauuy No 2 Mn pacrecpa
B CYTHM.
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Nazonead pacTeop ANA HHIANALKA MOKHO
NPMMEHATL, MCNIONLIYA NGoe coBpeMenrHoe
0GoOpYACBaAHNE ANR MHIANAUMA (KpOMEe NapoBkIX
WHranaTopos). [ANA ACCTUMEHHA ONTUMANLHOMD
YEMAKHEHKUA NPH MHrANAUWAX NPENapaT CMELlHBaKT
¢ 0.9% pacTEOpOM HATPUA XNOPKHAA B COOTHOLLEHHY
1:1. MocKoNsKY NPH WHIENALMOHHOR Tepaniu
FAYGORHA BAGK MOWET CNPOBOUKPOBATE Kallenk,
HHIranAUMK cneayeTt NpoBoaNTE B PEXUME 0DLIYHOMD
Aeixanua, MNepea wHranAUKWeR 0BEYHO
PEKOMEHAYETCA NOACTPETE MHMANALMOHHEI PACTBOD
Ao Temneparypsl Tena. bonsHbIM ¢ DpoHXUanLHOR
ACTMON PEKCMEHAYETCA NPOBOAMTE MHIANALMIC
nocne npuema GpoHXONHTUYeCKHX NPaNapaTos,

BO Mabexanue necnegudmieckono palgpaxeHus
AbXATENBHLIX NYTEW W WX CNaamMa.

B cnyyae coXpadesna chmnTomMos aabonesadun
B TE4EHWN 4=5 aHel OT Hayana npuema
pEKOMEHOYeTCH oOpaTHTLCA K Bpavy.
A
— [loGovyHOoe AEHCTEME
: HapyuleHun co cimoponst Xeny0ouHo-KULLBYHO20
mpaKma
— Yacro (1,0=10,0%) = TOWHOTE, CHIEeHME
— YYBCTEWTENLHOCTA B NONOCTI PTa WK MOTHE;
Hevacto {0,1-1,0 %) - avcnencua, peota, Avapes,
abaomMuHanbLHaa DoNb, CYXOCTL BO PTY,
Peaxo (0,01-0,1 %) — cyxocTs B ropne.
FPacempodcmas UMMYHROT CUCMEMbI, RODRMEHUR
KO U NOJKOMHBIX MKEHE
Peaxo (0.01=-0,1%) — KoXHAR ChiMNb, KPANWBHWLEA]
ABHEPUNAKTHYECKWE PEaKUMM [BENKDYER
AHAMUNSKTINBCKUR WOK)", SHMOHEBPOTHIBCKIA
oTeK", 3ya°, rMNepYyacTENTENLHOCTL"
Paccmpoficmas o0 CmMopoNEl HEDEHOD CLUCITIEME!
Yacro (1.0-10.0 %) - ancresaua (Hapylwenue
BRYCOBbLEX OLYLIEHWR),
* — AaHHLe noBovHLe peakuwKu Habnoaanvcs
APy WHPOKOM NPUMEHEHHW NPenapaTa;
¢ 95% BEPOATHOCTLID HACTOTA AAHHEIX
noboqHb peakumi — Hevacro (0,1%-1,0%),
HO BOIMOMHO W HIKE, TOUHYIO YAcTOTY TPYAHD
QUEHKHTE, TAK KaK O HE B OTMEHEHE NPM
NPOEE0EHHN KNHHAYESKAX BCCNequBEaHNN,

MepenocanpoBka

CNeyWHYBcKHX CHMNTOMOE NEpen03INpoBKIA

¥ MENOBEKA HE ONUCAHO. MMeTeA cooblieHua

O CRYMARHON NEPEAOINPOBRSE WIUMN MEANLWHCKOR
olWwWbKe, B pEaynLTaTe KOTOpLIX Habnwaanucs
CHMMOTOMB! M3BECTHRIX NODoYHLIX adpekToR
npenaparta [azoneayd; TOWHOTA, AMCNENcHA, PBOTA,
avapen, abaoMuHansHan Gonk,

Mp# 3108 BOIMONHE HEODXOOAMMDCTE

B CHMATOMATHHMECKOR TERANM,

MNeveHWe: MCKYCCTEEHHARA PEOTA, NPOMLIBIHUE
WEnya«a s nepesie 1-2 4aca nocne npuema
npenapara, CUMNIToMaTHYSCKS R TEDanWa.

BzaumogeRcTEME C APYIMMKA NEKaPCTEEHHbBIMK
cpeacTEamMH

O KNUHMYECKH 3HAMHMbIX, HEMENATENBHLIX
BIBUMOASACTEHAX C APYTHMH NEKAPCTBEHHBIMK
cpencTeamu He coobwanoce. Yeanwiusaer
NPOHUKHOBEHWE B BPOHXHANLHLIA CaKpeT
AMOECHMLMNNKHA, UeyPOKCHMA, IPUTPOMMLMHA,

Ocobkie yKazaHuAa

He cneayeT HoMBUHWPORATE C NPOTHEDKALLNEBRIMA
CPenCTRAMKM, JATPYAHAWHMHY BLIBEAEHWE MOKDOTEL
PacTeop COMEMEMT KOHCEPBAHT DEHIANKOHHA
AMOPKE. KOTOPLIA NPY HHFANALMK MOKET BLI3BATL
cnaanm OpoHX0E ¥ YYBCTEMTENLHEIX NALUWMEHTOR

C NOBRILLEHHOR PEAKTHEHOCTE ObiXaTENbHbIX
nyTed.

Naz;onBaH pacTeop ANA NPUEMa BHYTPL K MHranauMa
HE DEKOMEHOYSTCA CMELMBATE C KPOMOTNULWeBON
KMCMOTOR M L ENCHHEMEA DACTRODEME. MossiLeHns
anaveHra pH pacTeopa Bsile 6,3 MOMET BeIIBATE
BriNAQEHUE 0cagKa ambpoKcona NMApoXNopuaa MK
NORANEHHME ONANECUEHLMM.

MNaumeHTan, CobnNOaaKMM MHNOHETRHEBYH OHETY,
HEODXOOHMO NDHHHMATE BD BHAMaHKE, YTO
Nasonead pacTeop ANA NPUEMa BHYTDL

M MHTANAUMA COReRMUT 428 Mr HaTRRA

B pEKOMEHACBAHHOA CYTOYHOR Ao3e (12 mn) AnA
BIPOCNBIX ¥ AETeR crapwe 12 net.
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Y NAaUMeHTOR ¢ TRHENLIMK NOPAKEHHAMYK

KOXM — cHHApoMoM CTveeHca-[MOHCOHa MNK
TOKCHYECKMM INMASRMANBHEIM HEKDONHIOM —

B paHHen baze MOryT NOABNATLCA TEMNEPATYRA,
Gonb B TENe, PUHAT, KALIENL W BOCNANEHWE ropna.
[pH CHMNTOMATHHECHOM NEYEHHE BOIMONHD
OLMBOMHOE HAZHAYEHHE MYEDNUTHYBCKHWX CPEACTE,
Takux kak ambpoxkcana regpoxnopua. Mmelotca
SAWHHYHBIE COODWEeHNA O BLIABAREHWKM CHHAPOME
CrueeHca-HOHCOHA W TOXCHYECKO
ANMASPMANEHOMD HEKPONKAE, COBNABLUKE NO
BPEMEHU C HAIHAYEHWEM NPENAPATA; OAHAKD
NPMHHHHO-CNEASTEEHHAR CBASL ¢ NPHAaNMOM
npenapara oTcyTCTayer.

MNpy pazEMTHY BRIWENSDEYUCNEHHED CHHOPOMOB
PEKOMEHOYETCA NPEKPATHTE NEYEHHE M HEMEONEHHO
o0paTHTLCA 38 MEAMLMHCKOA NOMOLLLID,

Mpu HapyweHWW GyHKLME nodek Nazonead
HEODBXDAMMO NPUMEHRTE TOMBKO MO PEKOMEHAALIMA

Bpava.

Bnuanve npenapara Ha cnocobHOCTE YNPABAATE
TPAHCNOPTHEIMKA CPEOCTEAMM M MEXAHWIMAMM.
He Bbing BRIAANEH0 CNYYEeE BNMAHKA Npenaparta
Ha CNOCODHOCTL YNPEENATE TRAHCMNOPTHRIMK
CPENCTEEMI 1 MEXaHUIMaMK. VICCNenoBaHUA NO
BNUAHKIO NPENAPATA Ha cnocoBHOCTE YNPABRNATL
TRAHCNODTHRIMKA COBOCTEAME W IaMHMaTECH
APYTHMH NOTEHUHANLHD ONAcHBEIMK BHOaMK
OEATENBHOCTH, TREGYLWMMH NOBLILLEHHONR
ESHUBHTRALUMY BHHMAEHKA H ﬁhICTI}DIH
NCHUXOMOTOPHBIX PEEKLWIA HE NPOBOAWNNCH.

DopMa BeINYCKa
Pacracp AnA NPUEME BHYTDL W MHFANAUMA 7.5 mrima,
Mo 100 mn 8o thnakoHe AHTAPHOMD CTEKNa
c EE-I']-EHI:HHL.LE‘I:I H3 NONHITANEHA M HABHHYMBASMOR
KPBLILLKOR M3 NONWNPONMNEHA C KOHTRONEM NEPBOND
BCHPLITHR. Kaxawil dnakod noMewanT
B K2pTONHYIO NBMKY C MHCTPYKUMER MO NPUMEHEHHIO
H MEPHLIM CTaKaHYHKOM.
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Yecnosua xpaHeHun
B salvueHHoM OT CBETa MECTE NPH TeMNepaType

HE BlLE 25 *C.
XPaHuTe B HEACCTYNHOM [NA J8TeR MecTe,

CpoK rogHoCcTH: 5 neT
He ucnonbaosarts NO MCTEMEHWI CPROKD NOAHOCTH.

YoenoBsua oTnycka uz anTex: Bes peuenta.

HawmeHoBaHKe W aapec PHAWYSCKOro NKLUa,
Ha WMA KOTOPOro BbAAHO PATHCTRALMOHHOS
YOOCTOBEpREHWE:

Bepunrep WHranuxadm MutepHawnn MNab,
Buudrep Wrpacce 173,

55216 MHrenexaim-Ha-Pafivg, NepMaHun

MNpouaBogUTENk:

MHCTUTYT g Anrenu C.RI.,
50066 Perrenno, Mpynnw, 103/C,
DaopeHUMR, WTanus

MNony4YuTe SoNoONHWUTENLHYD HHbopMauMo
© NPENapaTe, a TAKKE HANPABHTL

CBOM NPETEH3HM W HHdOPMaLUHID

O HEAMENaTeNsHLIX ABNEHHAX MOXHO

no cneaylouemy agpecy 8 Poccuu

Q00 wbepuHrep MHrensxafmy

125171, Mockea, NIeHMHrpaackoe Wocce,

16A crp.3

Ten: 8 800 700 99 93



