MUHUCTEPCTBO 3/IPABOOXPAHEHMS POCCUMCKON GEIEPALIMU.

MHCTPYKLIUA
1O MEJIMLIMHCKOMY TTPUMEHEHHUIO JIEKAPCTBEHHOI'O TTPEITAPATA

AMBPOKCO/JI-bB

Perncrpannonnsiii Homep:

Toprosoe HanmeHoBanue npenapara: AMopokcos-bB

Mesk/1yHapoAHOe HeNaTeHTOBAHHOe HAHMEeHOBaHue: aMOpPOKCOJI

JlekapcerBennasi popma: tabietku

CocraB Ha oaHy Ta0/1eTKY:

Jleticmsyiowee seugecmeo. amopokcoa rugpoxnopu — 30,0 mr.

Benosoeamenvivie seugecmsd. TaKTO3bl MOHOTHIPAT (caxap MOJIOUHbBII), KpaxMall KyKypy3HbIH,
Lesmono3a Mukpokpuctamnndeckas (tun 102), nopuaon K17 (MOJMBUHUINUPPOIHUIOH HU3KO-
MOJIEKYJISIpHBIA MeauuUMHCeKrit 12600 + 2700), maruus creapar, KpeMHUSt IMOKCH]L KOJUIOMIHBIN
(aspocuin).

Onucanne: Kpyribie MIOCKOLMIMHAPUYECKUE TadaeTKn Oeoro minm noutu 0eJoro Heera ¢
(ackoit 1 pUCKOH.

dapmakoTepaneBTHYECKas IPYNIA: OTXaPKUBAIOLLEE MYKOJIUTUYECKOE CPEICTBO

Koa ATX: RO5CB06

dapmako/I0rnuecKue cBoiicTBa

B uccnenoBaHusX MokazaHo, 4TO aMOPOKCOJ YBEIUUMBAECT CEKPELMIO B JAbIXATE/IbHBIX MMYTSX.
OH ycuimBaeT MpoAyKLHIO JIErOYHOTro cypdaKkTaHTa U CTUMYJIMPYET LUMJIMAPHYIO aKTUBHOCTb.
O11 d(PPeKTh MPUBOAAT K YCHJICHUIO TOKA U TPAHCIOPTa CAU3U (MYKOUMIIMAPHOTO KJIMPEHCA).
YeuneHne MyKOLMIMAPHOTO KIMPEeHea yaydliaeT 0TX0K/EHHE MOKPOThI M 00JieryaeT Katuesb.
Y MauMeHTOB ¢ XPOHWUYECKOH OOCTPYKTMBHON OOJIE3HBIO JIETKUX JUIMTENIbHAs Tepanus
aMOpOKCOJIOM (Ha MPOTSHIKEHUH HE MeHee 2 MeCsLEeB) NMPUBOWIIA K 3HAUMTEIbHOMY CHUKEHHIO
uncaa obocTpeHuid. OTMeuanoch JOCTOBEPHOE YMEHBILEHHWE JUIMTEILHOCTH 00O0CTpPEeHHi U
uucia AHeil aHTUOMOTUKOTEparnu.

DapmakoKuHemuKa

Jlng Beex sekapcTBeHHBIX (opM amMOpoKcoJa HEMEIIEHHOrO BbICBOOOXKIECHUS XapakTepHa
OblcTpast ¥ MOYTH MoJIHAs a0copOLUMs ¢ TMHEHHON 3aBUCUMOCTBIO OT 103kl B TEParneBTUUECKOM
MHTEpBajie KOHUEHTpauuii. MakcumanbHas KoHUeHTpauus B ruiasMe (Cmax) MPH NEpopasbHOM

npueme jgocturaercs yepes 1-2.5 4. AGcosorHas OMOAOCTYIMHOCTL aMOpOKcoJia COCTaBISET
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79 %. O6bem pacrpeiesieHust coctasiser 552 1. B TepaneBTHUecKOM MHTEpBajie KOHLUECHTPALMi
CBsI3bIBaHUE ¢ OeJIKaMU 1i1a3Mbl cocTaBsieT npumepHo 90 %.

[Tepexoa amGpokcosia U3 KpOBM B TKAHH MPU NEPOPaTbHOM MPUMEHEHUN TIPOUCXOIUT ObICTPO.
Camble BBICOKHE KOHLIEHTPALIMK JeHCTBYIOIIEr0 BELIECTBA MpernapaTa HabII01aloTes B JIErKUX.
[TpumepHo 30 % npuHsTON NepopaibHOM 103bl noasepraeTcs 3G exTy nepBUYHOrO MPOXorK/ie-
HUS uepe3 neveHb. McceoBanns Ha MHKpOCOMaxX MMeveHH YeloBeKka MoKasaiu, uTo M3odep-
ment CYP3A4 spnsiercs npeoGuaaaroieit u30popmMoit, OTBETCTBEHHOMH 3a MeTabo/IM3M aMOpoK-
cosa 10 AMOpOMaHTPaHUIOBON KUCA0ThI. OcTaBlIascs 4acTh aMOpoKco1a MeTaboIM3UPYETCs B
MeYeHH, rIaBHbIM 00pa3oM MyTeM MIIOKYPOHUAALMH U ITyTEM YaCTUYHOIO pacllerieHus 10 /11-
OpoMaHTpaHUIOBOM KKCIIOTHI (npubansutesnbHo 10 % oT BBeJCHHO 103b1), a TaKkKe HEOOJbIIO-
ro KOJMYECTBa JIOTIOJHUTEIbHBIX MeTa00auTOB. [leprno TepMUHAIBHOIO MOJYBBIBEACHUS aM-
Opokcosa coctapiisier 0koJo 10 yacoB. OOuMiA KIIMpeHe HaXoAUTCs B npejaenax 660 Mi/MuH, Ha
MOYCUHbBI KIUPEHC NPUXOAUTCs npuMepHo 8 % oT oluiero KiupeHca. MeTo1oM pajnoaKTHB-
HOM METKH OBIIIO MOACYUTAHO, YTO MOC/Ie NMpUeMa eIMHOPa30BOi 103kl NpenapaTa B TeUeHHe 1o-
CJIEYIOIMX 5 THEel ¢ MOYO# BhlJensieTcs 0koslo 83 % NpUHATOR 103bl.

He oOHapykeHO KJIMHMYECKH 3HAYMMOTO BJIMSIHUSI BO3pacTa M mnosa Ha (hapMaKOKMHETHKY aM-
Opokcoia, MO3TOMY HET OCHOBaHMIA /IS 10100Pa A03UPOBKHM IO ITUM MPU3HAKAM.

[Toka3aHusi K NPUMEHEHHIO

Octpble U XpoHHUecKHe 3a001eBaHUs 1bIXATebHBIX MYTEH C BbIAEIEHUEM BA3KOH MOKPOTBI:

- OCTpPbIF U XPOHUYECKHI OPOHXUT;

- THEBMOHMSI;

- XpOoHHYeCcKast OOCTPYKTUBHAsH OOJI€3HDb JTErKHX;

- OpoHXMaabHAas aCTMa ¢ 3aTPYIHEHUEM OTXO0XK/IEHUs MOKPOTBI;

- OpoHX0’KTaTHYECKAast 00JIE3Hb.

[IporuBonokazanust

- MOBBIILIEHHASI YYBCTBUTEIBHOCTL K aMOPOKCOTY M APYrMM KOMIIOHEHTaM Mperapara;

- HEMepeHOCUMOCTb JIAKTO3bI, IEPULIMT JIAKTa3bl U [TIOKO30-TralakTo3Hast MaibadcopOLms;

- | rpumecTp GepeMeHHOCTH U MEPHOJL IPYAHOIO BCKapMIIMBAHUS;

- JIETCKUI BO3pacT /10 6 JieT.

C 0CcTOPOKHOCTBIO

- HapylleHHe MOTOPUKM OpPOHXOB M YBE/MYEHUE CEKpEeLUMH CIU3U (Harpumep, Mpu peiKkom
CUHJIPOME MEPBUYHOMN JTUCKUHE3UU PECHUYEK);

- MOY€YHasl HEOCTATOUYHOCTb U/UIH Tskenoe 3a0oeBaHue NeyeHu;

- 13BeHHast 0OJIE3Hb JKeJy/1Ka M JABEHAALIATUIEPCTHOM KUILIKK, B TOM YMCIIE B aHAMHE3e;

- I u Il rpumecTpbr GepeMeHHOCTH.



[Ipumenenue npu 6epeMEeHHOCTH U B MEPHO FPYAHOI0 BCKAPMJIHBAHUS

AMOpOKCOJT MTPOHUKAET Yepe3 TMJaleHTapHblil Oapbep. JIOKAMHMYECKUE MCCIIC/I0BAHUS HE Bbl-
ABUIIM TIPSIMOTO MJIM KOCBEHHOTO HEOIArornpusITHOrO BIMSHUS Ha OepeMEHHOCTb, SMOpHOHAIb-
Hoe/eTanbHOE, MOCTHATATBLHOE Pa3BUTHE U HA POJLOBYIO JAEATEILHOCTD.

OGUIMPHBIN KIMHUYECKHI OMBIT MPUMeHeHHs: aMOpokcoa nocje 28-oit Heaean OepeMEHHOCTH
He 0OHapYKUJT CBUIETE/IbCTB OTPULIATEILHOTO BIMSAHUS NIpenapara Ha Mo,

Tem He MeHee HE0OX0AMMO cOOIOAATH OObIYHBIE MEPBI MPEAOCTOPOIKHOCTH MPU UCIOJIb30BA-
HUM JIEKapCTBa BO BpeMs OepeMeHHOoCcTH. OcOOEHHO He peKOMEH/1YeTCsl MPUHUMATh aMOPOKCOII
B | Tpumectpe GepemenHoctu. Bo I1 u Il TpumMecTpax GepeMeHHOCTH NPUMEHEHME Tpernapara
BO3MOKHO TOJILKO B TOM Cllydae, ec/iv MoTeHUMalbHas MoJjb3a JUls MaTepy MpeBbILIAeT MOTeH-
LIMAJIbHBIA PUCK TS TU10/1A.

AMOPOKCOJ MOXKET SKCKPETUPOBATHLCS C TPYAHBIM MOJIOKOM. HecMOTpst Ha TO, 4TO HexKearesib-
Hele 2pPeKThl y JAeTei, Moayyaromnx KOpMICHHE rpy/bto, He HabII0AaIKuCh, B MEPHOJL JlaKTa-
LIMK HE PEKOMEH/IYeTCsl MCI0JIb30BaTh aMOpPOKCOJI.

JIOKJAMHUYECKHE UCCIieIoBaHus aMOPOKCOIa He BLISIBUIIM OTPULIATEILHOTO BO3/ICHCTBUS Ha (ep-
TUJILHOCTb.

Crnoco0 npuMeHeHHsI H 103bl

BHyTps.

Jemsm om 6 0o 12 nem: no 15 mr (1/2 tabnerkn) 2-3 pasa B CyTKH.

Bspocnvim u 0emsm cmapuie 12 nem: no 30 mr (1 tabnerka) 3 pasza B CyTKH.

[Tpy HEOOXOAUMOCTH Il YCHMJIGHHS TepamneBTHYecKoro s¢dexra MOKHO HazHauaTb [0
60 mr (2 Tabnetku) 2 paza B cyTku. [Ipenapar npuHuUMatoT, 3anuBast KUAKOCTbIO.

[TpyHumaTh TabNeTKH MOKHO HE3aBUCUMO OT MpHUeMa MULIHU.

B cnyuae coxpaneHust cumnTomoB 3alosieBaHMs B TeueHUM 4-5 [Hel OT Hayana npuema
pekoMeHayeTcst 00paTUThCS K Bpayy.

ITo6ounoe geiicTBHE

Bo3moxxHbie noGounbie 2 deKTbl NpUBEACHbl HUKE M0 HUCXO/SLIEH 4acTOTe BO3HMKHOBEHUS
ciyvast: o4eHb 4acto (> 1/10), wacto (> 1/100, <1/10), Heuacto (= 1/1000, <1/100), penko
(=1/10000, <1/1000), oyenb peaxo (<1/10000), yacTora Hen3pecTHa (MO UMEIOLLMMCS JIaHHBIM
4acTOTa He MOXKET ObITh YCTAHOB/IEHA).

Hapywienus co cmopoHsl yHceny0ouHo-KuueyHo20 mpakma: 4acTo — TOIIHOTA; HEeYacTo — pBOTa,
auapest, aucrerncusi, 00b B )KHUBOTE.

Hapyuienusi co ¢cmoponvl UMMYHHOU cUCMEeMbl. PEIKO — PEaKLMU TUIepPUyBCTBUTEILHOCTH

qyacrtora HCEU3BECTHA — aHa(bl/UlaKTH‘-leCKl/IC peaKumnmn BIUIOTb 10  pasBUTHS HIoKa,
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AHIMOHEBPOTUYECKUN OTEK, KOMKHBIN 3y .

Hapyutenus co cmoponsl KoJcU U NOOKOJICHbIX MKAHCIL PEKO — KOXKHasl Chllb, KpaNmMBHULA!
4AaCTOTA HEM3BECTHA — TsDKEJIbIEe KOJKHbIE HExeaTelbHble Peaklu, BKI0Yas MHOTO(GpOPMHYIO
spuremy, cuHapom CtuBeHca-/[PKOHCOHA, TOKCHUECKUH SMMAepMaibHbIH HEKPOIU3 (CHHAPOM
Jlalienna), ocTpblil reHepalM30BaHHbIA 9K3aHTEMATO3HBIN MMyCTYJIEe3.

Ecnu niobole u3 YKA3auuulX 6 UHCMPYyKyuu nooounvix sghpexmos ycyeyonsiomes uiu  Bol
savemunu 1oovie opyaue nobounvie IPpexmol, He YKAZAHHLIC 6 UHCMPYKYUU, cooduume 0o
IMOM 6pauy.

ITepeno3upoBka

Cumnmonmwi:  crieqM(pUIECKUX  CHUMITOMOB  MEpPeJO3UPOBKM  aMOpOKCcOo/Ia He  OMMCAHO.
HaGro1aeMble CUMITTOMBI TIEpeJ03UPOBKH COOTBETCTBOBAIM W3BECTHBIM MOOOUHBIM 3 peKTam
aMOpoKco/1a, MPUMEHSEMOT0 B PEKOMEHI0BAHHBIX J103aX (TOLUIHOTA, pBOTA, 00Jb B JKHUBOTE,
Jidapest, AUCIIeTICUs ).

Jlevenue: WCKyCCTBEHHass pBOTa, MPOMbIBAHME JKellyJaka B mepBble 1-2 4 rocie npuema
npenaparta, npuem >KMpocoepialliuX MpoyKTOB; CUMIITOMaTHYECKas Teparnus.

M3-3a BBLICOKOW cTerneHu CBs3bIBaHMs amOpokcoia c¢ Oenkamu ruasMbel Kposu (80-90 %),
s¢dexTrBHOE BbIBeACHHE amMOpokcona myTeM (OPCHPOBAHHOIO AMype3a M TeMOJuaiu3a
MaJIOBEPOSITHO.

B3anmopeiicTBHe ¢ APYrUMH JIeKAaPCTBEHHBIMH CpeACTBAMH

He pexomenayercsi oJHOBpeMeHHOE MpUMeHeHMe amOpoKcosla M MPOTHUBOKALLIEBbIX
rnpenapatop (Harnpumep, KojeWHa), T.K. 3a CYeT [OJABJCHUs KalleBoro pediexkca Moxker
BO3HUKHYTb ONACHOCTb CKOIJIEHUsI MOKPOTBI B TNPOCBETE JbIXATEJIbHBIX MyTEH ¢ 3aTPyJAHEHUEM
€e BbIBE/ICHUS.

AMOpPOKCOJT  yBEIMYMBACT TPOHUKHOBEHHWE B OpOHXHAIbHBIH MPOCBET aMOKCHLMJUIMHA,
LedypoKkcuma, SpUTPOMHULIMHA U JIOKCULIMKITMHA.

Ocobble ykazaHus

He cnenyer KOMOMHMPOBATH € MPOTHBOKALIEBBIMU CPEACTBAMM, 3aTPYAHSIOIIMMU BbIBEICHHE
MOKPOTBI.

Onna tabnerka copepkut 145 Mr nakto3sl. B MakcuManbHON cyTO4YHO#M n03e (4 TabiaeTku) co-
aepautest S80 Mr J1aKTO3bI.

Y NauMeHTOB C TAXKEJBIMU MOPAKEHUSIMHU KOXKU — CUHApOoMOM CTuBeHca-/[PKOHCOHA MK TOKCH-
YECKHUM SIMIEpMalibHBIM HEKPOJIM30M — B paHHel (aze MOryT MOsBIATHCS TemrepaTtypa, 00J1b B
Tejie, PUHUT, KallleJb U BocnaseHue ropiaa. [lpu cumnromaTiyeckom JieYeHUM BO3MOIKHO OLLIHU-
004YHOE Ha3HAuYeHHE MYKOJIMTHYECKMX CPEJICTB, TAKUX Kak aMOpokco. Mmerorcst eamHUUHbIE

COO6U.I€HM$1 O BBISIBJICHUUW CHUHIApOMaA CTHBCHC&-I[)KOHCOH& 1M TOKCHYECKOI'0 SMUuACpMajibHOTO
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HEKpOJIM3a, COBMAaBLIME [0 BPEeMEHM C Ha3HAYeHWEM [penapara; OJHAKO MPUYHHHO-
CJIE/ICTBEHHAs CBS3b C MPUEMOM Mpenapara OTCYTCTBYET.

[Ipy pa3BUTHM BbILLIENEPEUUCIIEHHBIX CHHIPOMOB PEKOMEHYETCSl MPEKPATUTh JICUCHUE U He-
Me/IIEHHO 00paTUTHCS 32 MEAUIIMHCKOW MOMOLLBIO.

[Ipy HapyuieHMd QYHKUMM MOYeK aMOpOKCOa HEOOXOAMMO TMPUMEHSATb  TOJILKO 110
peKOMEH/1alliu Bpaya.

Biusinne Ha cnocoOHOCTH yNPaBJISATH TPAHCIOPTHBIMH CPEACTBAMH, MEXaHH3MAMH
[Ipenapat He oOKa3bIBACT BIMSIHMS HA BBIMOJHEHUE [OTEHLUHAJIBHO ONACHBIX  BHIOB
JEATEIbHOCTH, TPEOYIOILMX MOBBILIEHHOTO BHUMAHUS U ObICTPOTBI ICMXOMOTOPHBIX PEAKLIMHA.
®opma BbiycKa

Tabnerku 30 mr.

10 TabneToK B KOHTYPHYIO SIMEHKOBYIO YMAKOBKY M3 MJICHKH MOJMBHHUIXJIOPUIHON U (HOJbru
AJIFOMMHHUEBOM MEYaTHOM JJAKUPOBAHHOM.

10, 20, 30, 40, 50, 60, 70, 80, 90, 100 TaGnaeTok B OaHKY MOJUMEPHYIO U3 MOJUIPONHUIEHA WITH
MOJIMATUJICHA, YKYIMOPEHHYIO HATAMMBAEMOM WJIM HaBUHUYMBAEMOW KPBILIKOW MOJIMMEPHON /s
JIEKapCTBEHHBIX CPEJICTB U3 MOJUIPONUIECHA UK MOJUITUIIEHA ¢ KOHTPOJIEM MEPBOIO BCKPBITHS
uau 6e3 KOHTPOJISl, ¢ YIJIOTHSIFOLIMM 3JIEMEHTOM MK O€3 Hero.

Kaxnayro Oanky, 1,2, 3,4,5,6,7,8,9, 10 KOHTYpHbIX SUEHKOBBIX YAKOBOK C MHCTPYKLHEH I10
MPUMEHEHHUIO MOMEUIAIOT B MayKy U3 KapToHA.

YcnoBusi XxpaneHust

B 3amunieHHoM ot cBeta mMecte rnpu Temmneparype He Bbie 25 °C.

XpaHUTb B MeCTaxX, HEJOCTYITHBIX JUIS 1eTeH.

Cpok rogHocTH

4 ropa.

He npuMeHsATH 10 MCTEUEHUU CpOKa FOIHOCTH.

YeaoBust ornycka

Otnyckator 6e3 peuenra.

IOpuanyeckoe u1o0, Ha HMSI KOTOPOT0 BBIIAHO PErHCTPALIHOHHOE Y/10CTOBEpeHHe
OO1iecTBO ¢ OrpaHUUEHHON OTBETCTBEHHOCTBIO «bpaiiT Baii» (OO0 «bpaiit Baii)

125239, r. Mockga, yn. Konresckas, 1. 83, kopr. 1, oduc 16

[Ipouspoautens/Opranu3anusi, (PHHUMAIOLIAS TPETEH3HH

OO01ecTBO ¢ OrpaHUYeHHOM 0TBeTCTBEeHHOCThIO «Bendapm» (OO0 «Bendapm»), Poceus
Kypranckas o61., r. Kypran, npocnekr Koncruryuuu, 1. |1 1

Ten./daxc: (3522) 48-60-00

e-mail: fsk@velpharm.ru



CooOLMTE 0 HeXesaTebHBIX peakusX MOXKHO no TenedoHy (3522) 55-51-80 unn nHa caire:

www.velpharm.ru, B pazaene « VELPHARM» — «®@apmakoHaazop».
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[TpencraBuTens pupmbl M.A. Iluke




