COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 06.08.2024 N2 16153

OBLIASI XAPAKTEPUCTHKA JIEKAPCTBEHIFOFO TIPEITAPATA 1004

1. HAUMEHOBAHUE JJEKAPCTBEHHOI'O IIPEITIAPATA
JIJAHI"OCOJI, 30 mr, TabneTKu.

2. KAUECTBEHHBII M1 KOJIMYECTBEHHBIN COCTAB

JeticTByloIIee BEIIECTBO: aMOPOKCOJT.

Kaxxnas tabnerka comepxut 30 mr amOpokcosta (B BUAE THAPOXIOPHIA).

BcmomoratenbHbIe BelIecTBa, HATMYHE KOTOPBIX HAJIO YYUTHIBATH B COCTABE JIEKAPCTBEHHOTO
npemnapara: jakrosa (cm. pazzaen 4.3, 4.4).

ITomubrit MEPCUCHb BCIIOMOTI'aTCIIbHBIX BCHICCTB IIPHUBCACH B pa3aciic 6.1.

3. JEKAPCTBEHHAS ®OPMA
TaoOmeTku.

Kpyriblie miockonummHapuyeckre TadieTku 6e10ro Uit mouTy 6enoro 1seTa ¢ Gackoil ¥ puCKOu.

4. KIMHUYECKUE JAHHBIE
4.1. Iloka3aHus1 K IPUMEHEHHUIO
[Ipenapar JIJAHI'OCOJI noka3aH K NpUMEHEHHIO Y B3POCIBIX U JETEH B BO3pacTe OT 6 JeT.
o Octpble M XpoHHUYEcKHe 3a00JieBaHMs JbIXaTEJIbHBIX MyTeH C BBIIEICHUEM BSI3KOU
MOKPOTBI:

- OcTpblit 1 XPOHUUECKUI OPOHXUT.

- ITHeBMOHUS.

- XpoHuueckasi 00CTpyKTHUBHAs 00JI€3Hb JIETKHUX.

- bponxuanbHas acTMa ¢ 3aTpyIHEHUEM OTXOKIEHUSI MOKPOTHI.

- BbponxoskTrarnueckas 00J€3Hb.
4.2. PesxuMm 103MpOBaHNs U c1IOCO0 IPMMEHEeHUs

PexxuM 103upoBaHus

Hauanbnas noza npenapara JIAHI'OCOJI y B3pocabix coctaBisger 30 mr (1 tabnerka) 3 pasa B
CYTKH.

[Tpu HEOOXOAMMOCTH I YCUIICHUS TepaneBTU4YecKoro 3gpdexra Mo>KHO Ha3HauyaTh 1o 60 mr (2
TabyieTkn) 2 pa3a B CyTKH.

Oco0bIe I'pynnbl DaMCHTOB

Habﬁ/leHWlbl NnOJHCUI020 80o3pacma

Koppeknus 10361 mpenapara st mareHToB MOXKUIIOT0 Bo3pacTa He TpedyeTcs (cM. pasmen 5.2.).
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Ilayuenmul ¢ Hapywenuem yHKyuu novex

VY manueHToB ¢ HapylieHueM (YHKIIMH TIOYEK MpermapaT He cleAyeT IPUMEHSTh 0e3 Ha3HaueHUs
Bpaya (cM. pazaen 4.4.).
Tlayuenmwi ¢ Hapywenuem yHKyuu neveru
[TaiueHTamM ¢ TSOKENBIMHA 3a00JICBAaHUSIMU TI€UCHHU TperapaT He CleAyeT IPUMEHSATh 0e3
Ha3HaueHwus Bpaua (cM. pazzaen 4.4.).

eTH
Jlemu 6 so3pacme om 12 0o 18 nem
Pexxum no3upoBanus 17151 AeTeld B Bo3pacte oT 12 1o 18 et He oTiinyaeTcs peskuma J103upOBaAHUS
JUTSL B3POCIIBIX.
Hemu 6 6o3pacme om 6 0o 12 nem
Pexomenayemasi 103a y MalMeHTOB JETCKOro Bo3pacTta oT 6 1o 12 ner cocrapnsier 15 mr (1/2
TabneTkn) 2—-3 pa3a B CyTKH.
Jlemu 6 6o3pacme 0o 6 nem
[Ipenapar MetaOpoHX NMPOTUBONOKA3aH y JIeTel B Bo3pacte 110 6 neT (cM. pazaen 4.3).

Cnoco6 IIPUMCHCHUA

Bnytps.

[Ipenapat MpUHUMAIOT, 3aITUBAst KHUIKOCTBIO.

[TpuHuMaTh TabJIETKH MOYKHO HE3aBUCHMO OT IPHEMA TTHIIH.

B cnydae coxpaHeHuss CHUMIITOMOB 3a0o0JieBaHUS B Te4YeHHWU 4—5 AHEW OT Hayala npuema
peKoMeH1yeTcs 0O0paTUThCS K Bpauy.

OO61re peKOMeHJaIiH 110 IPUMEHEHUIO0 MYKOJIUTHUKOB!

- Heo6xomumMo moTpediaTh 10CTaTOYHOE KOJIMUECTBO KUAKOCTH.

- Heo6xoanMo n30erath COBMECTHOTO MTPHEMa C MTPOTHBOKANILIEBBIMH MTPETIapaTaMH.

- [Tocnennuii mpuem npenapara I0JDKeH ObITh HE 1Mo3/1Hee 18 Jacos.

- BroimonHenue — komIiekca  yIpaKHEHWH — (IpIxaTenbHas T'MMHACTUKA,  JACTCKHM
JPEHUPYIOIMI Maccak) U aKTUBHOE OTKAIJIMBAHHWE CIIOCOOCTBYIOT YNAJCHUIO PAa3KUKEHHOU
MOKPOTBI U3 OPOHXOJIETOUHBIX ITyTEH.

4.3. IIlpoTuBONOKA3aHUS

- ['urepuyBCTBUTENFHOCTS K aMOPOKCOITY WIIH K JIFOOOMY M3 BCIIOMOTATEIhHBIX BEIIECTB,
MepEUYUCIICHHBIX B pazjene 6.1.

— HenepenocumocTs 1akTO3bl, 1€QUIINT JTaKTa3bl U TIOKO30-TaIAKTO3HAs MaIbaOCOpOIIHSL.
- I TpumecTp GepeMEHHOCTH ¥ ITEPHO/I TPYTHOTO BCKAPMITHBAHUS.

- Herckuii Bo3pacT a0 6 JerT.

4.4. OcoOble yka3aHMsl M1 Mepbl NPeJ0CTOPOKHOCTH NPH NPUMEHEHUH
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C 0CTOPOKHOCTBIO

Cnenyer nmpumenars mnpenapar JIAHI'OCOJI mpu 6Gepemennoctu (lI-1lI1 tpumectp), mpu
MOYEYHOW W/WIIM TIEYCHOYHOH HEAOCTaTOUHOCTH.

Oco0ble yKazaHus

He crnenyer koMOMHUPOBATh C MPOTUBOKANLIEBBIMUA CPEICTBAMU, 3aTPYAHSIIONIMMH BbIBEICHUE
MOKPOTBI.

HmMeroTcs eTMHIYHBIE COOOILIEHHS O TSKEIBIX MOPAKEHUSIX KOXKH, TAKUX Kak cHHIpoM CTuBeHCca-
JI>KOHCOHA,  TOKCHYECKHUW  AIUJACPMAJIbHBIA  HEKPOJIU3, OCTPbId  TeHEpATM30BAHHBIN
9K3aHTeMaTo3HbIH mycTyie3 (OI'DI1) u MHOroopMHas IKCCyAaTHBHAS SPUTEMA, COBIIABIIIHE 110
BpPEMEHU C Ha3HAUYEHNEM OTXapKUBaroIuX npemnaparos, Takux kak JJAHI'OCOJI. B 6onbmuHcTBE
CJIy4aeB OHH MOTYT OBITh OOBSICHEHBI TSHXKECTbIO OCHOBHOTO 3a00JICBaHUS M/HITH COITYTCTBYIOILEH
Tepanuel. Y manuueHToB ¢ cuaapomMoM CtuBeHca-/[)KOHCOHA WIIM TOKCUYECKUM SIUIepMaTbHbIM
HEKPOJIU30M B paHHEH (aze MOTYT MOSABIATHCA TeMIIepaTypa, 00Jb B Telle, pUHUT, Kalllelb U 00JIb
B ropiue. Ilpu cuUMOTOMaTM4ecKOM JIEUEHMHM BO3MOXKHO OHIMOOYHOE Ha3HAu€HUE
«IIPOTUBOIIPOCTYIHBIX» CpeACTB. lIpu NOSIBIEHHHM HOBBIX NOPAKEHUH KOXHU M CIU3HUCTBIX
000JI04eK PEKOMEHIyeTCs MPEKPaTUTh JIedeHHEe aMOPOKCOJIOM M HEMEIJICHHO OOpaTUThCS 3a
MEAUIIMHCKON MTOMOIIBIO.

VY nanueHToB ¢ HAapyIIEHHMEM MOTOPHUKH OpPOHXOB M C OONBIIMM KOJIMYECTBOM MOKPOTHI
(HampuMmep, OpU PEAKO BCTPEYAIOLIEMCS CHHAPOME IEPBUYHON IMJIMAPHOM JMCKUHE3UM)
mpemnapar cielyeT MPUMEHSTh C OCTOPOKHOCTBIO, TaK KaKk OH MOXET BbI3bIBaTh CKOIUICHHE
MOKPOTBI.

VY nanueHToB ¢ HapylIeHHeM (DYHKIIMY [TOYEK WU TSHKEIbIMU 3a00JIEBaHUAMHU MTEYEHH Npenapar
HEe cienyeT NpUMEHATh Oe3 Ha3zHaueHus Bpaya. [Ipu npueme amOpokcona, kak M Jr000TO
JIEKapCTBEHHOTO CPEJCTBA, KOTOPOE METabOJIM3UPYeTCsl B MEYEHW M BBIBOAMTCS IMOYKAMH, Y
NAIUEHTOB C TMOYEYHON HENOCTaTOYHOCTBIO TSDKEIOW CTENEHM CIENYET 0KHMIATh HAKOIUICHUS
MeTabOoJIMTOB aMOPOKCOJIa, 00Pa3yIOIIUXCS B MEUEHHU.

BcnomMorarennHble BelecTBa

ITpemapar JIAHI'OCOJI conepxxuT B cBoeM cocTaBe Jjakro3y. IlammeHTam ¢ penko
BCTpeYaroleiics HacaeICTBEHHON HeMepeHOCUMOCTBIO IaJlakKTO3bl, Ae(PUIIUTOM JaKTa3bl Jonapen
WX TIII0KO30-TalIaKTO3HOHM ManbabcopOLueil He ciieyeT IpUHUMAaTh 3TOT Mpenapar.

eTH
Jns nereit miaamie 6 JeT BO3MOXKHO NMPUMEHEHHUE JPYTHX JEKapCTBEHHBIX (opM amMOpokcona
(cupom, pacTBOp AJIS MpUEMa BHYTPb U MHTAISIIUN).
4.5. B3auMopgelcTBME C JAPYIrHMH JIEKAPCTBEHHBIMM IIpenaparamMM W Jpyrue BH/IbI

B3aNMO/1eCTBUA
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(HampuMep, KOJeHWHa), T.K. 3a CYET IOJABJCHHUs KAlUIEBOTO pediexca MOXKET BO3HHUKHYTh
OTAaCHOCTh CKOTJICHHSI MOKPOTHI B ITPOCBETE JIbIXATEIbHBIX IIYTEH C 3aTPyIHEHUEM €€ BHIBEICHUSI.
AMOpOKCOJI yBEIMYMBAET TPOHUKHOBEHHE B OpPOHXHUANBHBI TPOCBET aMOKCHUIIWIUIMHA,
nedypokcuma, SpUTPOMHUIIMHA U JOKCULIUKIINHA.

4.6. ®epTHIBHOCTD, 0EPEMEHHOCTD U JAKTALMS

bepemenHoOCTD

AMOPOKCOJI TPOHUKAET Yepes IIalleHTapHbIld Oapbep.

JloKJIIMHWYeCKue HCCIE0BAaHUSA HE BBIABWIM MPSIMOTO HIM KOCBEHHOTO HEOJIAromnpHUsITHOIO
BJIMSIHUS Ha OEPEMEHHOCTb, SMOPHUOHATIbHOE/ (PeTaTbHOE, HOCTHATATIBHOE PA3BUTHE U HA POJIOBYIO
JeSITeIIbHOCTbD.

OOmMpHBINA KIMHUYECKUN OTBIT MPUMEHEHUsI aMOpoKcosa rnocie 28-i Henenu 0EpeMEeHHOCTH He
00HapyXWJI CBUJETENHCTB OTPUIIATENILHOTO BIUSHUA MIpernapaTa Ha Mo/,

Tem He MeHEe HEOOXOTUMO COOITIOAATH OOBIYHBIE MEPHI IPEAOCTOPOKHOCTH TPU MCIIOIB30BAaHUN
JICKapCTBEHHBIX MperapaToB BO Bpems OepemeHHocTH. [Ipumenenne mpenapara B | tpumectpe
OepeMeHHOCTH TpoTHBONOKa3zaHo (cMm. pasaen 4.3.). Bo Il u Il tpumecTpax GepemeHHOCTH
MPUMEHEHHE Tpernapara BO3MOXKHO TOJILKO B TOM cllydae, €CIM MOTEHIHUAaNbHAs MOJb3a IS
MaTepH MPEBHIIACT MOTCHIUAIBHBIA PUCK IJIS TUIO/A.

JlakTanus

AMOpPOKCOI MOXKET OSKCKPETUpPOBAaTbCd C TpPYAHBIM MoJOKOM. HecMoTps Ha TO, 4YTO
HekenaTelbHbIe 9PPEKTH Y eTel, HaXOIAIINXCS Ha TPYAHOM BCKapMJIMBaHUU, HE HAOTIOAANUCH,
B [IEPUO/I JTAKTAIIMK HE pekoMeHyeTcs mpumeHenue npenapara JJAHI'OCOJI (cm. pazgen 4.3.).

DdepTUabHOCTD

JIoKTMHUYEeCKHe HCCIIel0OBaHus aMOpOKCOoja He BBISBUIM OTPHULIATENILHOIO BO3JEHCTBUA Ha
(bepTUIBLHOCTS.

4.7. Bausinue Ha CNOCOOHOCTH YNPABJATH TPAHCHOPTHBIMHM CPeICTBAMHM M PadoTaTh €
MeXaHH3MaMHU

[Tpenapat He oka3bIBaeT BIMSIHME Ha CIIOCOOHOCTBH YNPaBJIATH TPAHCIIOPTHBIMU CPEJICTBAMU U
paboTaTh ¢ MEXaHU3MaMH.

4.8. He:xennaTesbHbIC peaKIIUN

Pe3roMe HexennaTeabHbIX PEAKIIUM

HexxenarenbHble peakiu MpeACTaBIEHbl B COOTBETCTBUM C MOPAKEHHUEM OPraHOB U CUCTEM
OpraHoB B TIOCJIEJOBAaTEIbHOCTH MEAMIMHCKOTO CJIOBaps JUIsi HOPMAaTHBHO-IIPaBOBOM
nesitenbHOCTH  (MedDRA). Yactora BO3HHUKHOBEHHS ONpENENAach B COOTBETCTBHHM CO

CIIEMYIOIIMMH KaTEeropusiMH: oueHb dacTo (>1/10); gacto (>1/100, no <1/10); meuacto (>1/1000,
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1o <1/100); pexxo (=1/10000, Ho <1/1000); odern peako (1) 00N LG ra Henkociia (na

OCHOBAaHHHM UMCIOIIUXCA JAaHHBIX OLICHUTH HGBOSMO)KHO).

Hapywenus co cmopoHbl UMMYHHOU cucmembsl: PEIKO — PEAKLHMHM T'MIEPYyBCTBUTEIBHOCTH;
yacToTa HEW3BeCTHA — AaHa(QUIAKTUYECKHWe pEakUMHU BIUIOTh O Ppa3BUTUSA  IIOKa,
AQHTMOHEBPOTUYECKUN OTEK, KOXKHBIHN 3Y/I.

Hapywenus co cmoponvl HepeéHol cucmemvl: 4acTO — AMCIEB3Us (HApYIIEHUE BKYCOBBIX
OIIIYIICHUH).

Kenyoouno-kuweunvle Hapywienus: 4acTo — TOIIHOTA, CHI)KEHUE YyBCTBUTEIBHOCTHU B MOJIOCTH
pTa ¥ IJIOTKH; HEYaCTO — PBOTA, AUAPEs, AUCIIEIICHS, O0JIb B JKUBOTE; PEIKO — CYXOCTb CIM3UCTOM
000JI0YKH TOJIOCTU PTa U TJIOTKHU.

Hapywenus co cmoponbl Koy U NOOKOJCHbIX MKaHel. PEAKO — KOXKHas ChlIlb, KPAIMBHUIIA;
4acTOTa HEU3BECTHA — TSKEJIble KOXKHbIE HEXKeJlaTeNbHbIE PEAaKIMU, BKIIOYas MHOTO(POPMHYIO
sputemy, cuHapoM CTHBeHca-/[KOHCOHA, TOKCHYECKUN 3MUACPMAlIbHBIH HEKpPOJIU3 (CHUHIAPOM
Jlaitenna), ocTpblil TeHEpAIM30BAHHBIN 3K3aHTEMATO3HbIN MMYCTYJIE3.

COO6HI€HI/I$I 0 TOA03PEBACMBIX HCXKCIIATCIbHBIX PCAKIINAX

BaxxHo coobmate 0 JH00BIX MOJ03PEBAEMBIX HEXKENATENbHBIX PEAKIHIX IOCIE pPEerucTparuu
JIEKapCTBEHHOT'O Tperapara ¢ 1eabio 00ecrnedeHrs HeMPepbIBHOTO MOHUTOPUHTA COOTHOIICHUS
«I0NTh3a-PUCK» JICKAPCTBEHHOTO Tpernapara. MeTuIMHCKUM paOOTHUKAaM pPEKOMEHIYETCS
Co00IIaTh O JIFOOBIX TOJ03PEBACMBIX HEXKEIATSIBHBIX PEAKIUAX JICKAPCTBEHHOTO Ipernapara
yepe3 HallMOHAJIbHBIE CUCTEMBbI COOOIIECHUS O HEKEIATeNbHBIX PEAKIHIX TOCy/IapCTB — YICHOB
EBpa3uiickoro 53KOHOMHUYECKOTr0 COI03a.

Poccuiickas ®@eoepayus

®denepanbHas ciayx0a mo Haa30py B cdepe 3apaBooxpanenus (Poczapasuanzop)

109012, r. Mocksa, CnaBsiHCKast miomanb, 1.4, ctp.l

Ten.: +7 (800) 550-99-03

E-mail: pharm@roszdravnadzor.qov.ru

WurepHeT-caidT: Www.roszdravnadzor.gov.ru

4.9. Ilepeno3npoBka

CHUMIOTOMBI

Crnemuduyeckux CHUMIOTOMOB TEPeIO3UPOBKH amMOpokcona He onucaHo. Habmromaembie
CUMIITOMBI ~ TIEPEO3UPOBKH  COOTBETCTBOBAIM HW3BECTHBIM  HEXENATCIbHBIM  PEaKIUsIM
aMOpoKcoJia, MPUMEHSIEMOT0 B PEKOMEHJOBAHHBIX [03aX (TOIIHOTA, PBOTA, OOJNb B KHBOTE,
Juapesi, IUCIerncus).

Jleuenue
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KHPOCOCPKAIIUX TPOTYKTOB; CHMITOMATHYECKAs TEPATTHS.
M3-3a BBICOKOI CTeNeHU CBs3bIBaHUS amOpokcona ¢ Oenkamu twiasmbel kpoBu (80-90 %),
s¢dekTrBHOE BBIBEJCHHE aMOpoKcona IyTeM (OPCUPOBAHHOTO AWype3a M TeMOJAualIi3a

MaJIOBEPOATHO.

5. DPAPMAKOJIOTMYECKHE CBOMCTBA

5.1. ®apmakoaMHaMHYeCKHe CBOMCTBA

®dapMakoTepaneBTUYECKas Tpymnmna: Ipernaparsl, MPUMEHSEMble NpHU Kalljle ¥ MPOCTYIHBIX
3a00JICBaHUSAX; OTXapKUBAIOIIUE CPEJICTBA, KpPOME KOMOWHAIMKA C MPOTUBOKANUICBBIMU
CPEICTBAMU; MYKOJUTHYECKHUE CPEJICTBA.

Kon ATX: RO5CBO06.

MexaHu3M ASHCTBHUS U d)aDMaKOHI/IHaMI/I‘leCKI/IC Bd)(beKTLI

B uccaenoBanusx mokasaso, 4to amopokcosn (neiictyroriee BemecTBo npenapata JAHIOCOJT)
YBEIMYMBACT CEKPELHUIO B JBIXaTEIbHBIX IIYTAX, CHIDKAET BS3KOCTh MOKPOTHI, YCHIIMBACT
MPOAYKIMIO JIETOYHOTO CypdakTaHTa U CTUMYIUPYET IBUTATEIbHYIO aKTUBHOCTH PECHUYEK
MepLATEIbHOr0 AMUTENHs. DTU dPQPEKThl TPUBOAIT K YCHUJICHHMIO TOKAa U TPAHCIOpPTA CIU3U
(MyKOLIMJIMAPHOTO KIMPEHCA), YTO YIYYIIAeT OTXOXKICHNUE MOKPOTHI M 00JIEr4aeT Kalleib.

[Tpu cOBMECTHOM MPUMEHEHUH ¢ aHTHOMOTUKAMH (aMOKCUIIMIIINH, HEPYPOKCUM, SPUTPOMUIIHH,
JOKCHUIIMKJIMH) YBETMYUBACT UX KOHIIEHTPAIMIO B OPOHXUAIBHOM CEKpeTe.

In Vvitro u B wWcciemoBaHHUAX HA JKABOTHBIX OBUIO IMOKAa3aHO, YTO aMOPOKCOJ OKa3bIBaeT
MECTHOaHecTe3upymoliee (3a cueT OJIOKUPOBAHMSI HATPUEBBIX KaHAJIOB HEHPOHOB) U
NPOTHBOBOCTIAJIUTENBHOE (32  CYET  yMEHBIICHWS  BBICBOOOXKICHHSI  [IUTOKHHOB W3
MOHOHYKJIEAPHBIX WJIH MOTUMOPQPHOSIEPHBIX KIETOK, MPUCYTCTBYIOMINUX KaK B KPOBHU, TaK U B
TKaHSIX) IeHCTBUSI.

Y mManveHToB € XPOHUYECKOW OOCTPYKTHBHON OOJIE3HBIO JIETKUX JUIATENbHAs Tepamnus
amOpokcosiom (B TeueHHe 6 MeCsIeB) MPUBOIMIA K 3HAYUTEIBHOMY CHIDKCHHUIO YHCIa U
JUINTEJIBHOCTH O0OCTpEHHUll, a TaKke JOCTOBEPHOMY YMEHBUICHHUIO MPOIOKUTETIBHOCTH
NPUMEHEHHUs aHTHUOMOTHKOB, YTO IMPOSBISUIOCH yXKe Iociie 2 MecsleB Tepanuu. llpumeHeHune
npernapara TakKe BBI3BIBAJIO CTATUCTHYECKH 3HAUYMMOE YITYYIICHHE KIMHHYECKHMX CHMIITTOMOB
3a0oJIeBaHusl (3aTPyTHEHHOE OTXOXKICHHE MOKPOTHI, Kallellb, OJBIIIKA, MaTOJOTHYECKHUE
ayCKyJIbTaTHBHBIC IPU3HAKK) B CPABHEHUHU C Iareoo.

Taxum 06pa3zom, aMOPOKCOJ OKa3bIBAET KOMIUIEKCHOE 3alIUTHOE JIeHiCTBHE HA OPOHXOJIETOYHYIO
CHCTEMYy 3a CYeT HOpPMAJIM3alMU ECTECTBEHHOW (YHKIMM MYKOUWJIMAPHOTO KJIHMpEHca |

MPOTEKLINN 000CTPEHUI XPOHUYECKUX PECTTMPATOPHBIX 3a00I€BaHUI NP ATUTENIbHOMN TepamnuH.
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5.2. ®DapmakoKHMHeTHYECKHE CBOMCTBA

AOGcopouus

Jliss Bcex JIeKapCTBEHHBIX (OPM aMOpPOKCOIa HEMEIUIEHHOTO BBICBOOOXICHHUS XapaKTepHA
ObICTpast M MOYTHU TOJIHAsE A0COPOIUS ¢ TMHEHHOH 3aBUCUMOCTBIO OT JI03bI B TEPANIEBTHYECKOM
MHTEpBaJe KOHIIEHTpalmid. MakcumanbHas KOHIEHTpamus B Iwia3Me KpoBU (Cmax) mpum
NEepOpPAILHOM NpHEeMe AocTHraercsa yepe3 1-2,5 4. AGcomoTHas OMOIOCTYITHOCTh aMOpOKCOIIa
cocrapmsieT 79 %. [Ipuem numu He BIMSET HAa OMOIOCTYITHOCTh aMOPOKCOJIA.

Pacopenenenue

B TtepameBTHYEeCKOM WHTEpBajie KOHIICHTPAIMA CBSI3bIBAHWE C O€lIKaMH IUIa3Mbl KpPOBH
coctasisieT mpuMepHo 90 %. AMOpPOKCO OBICTPO U B 3HAYUTEIILHOW CTENIEHU PAaCIpeIeseTCs U3
KPOBHU B paznuyuHble TKaHH. OOBEM pacnpeienenus CocTaBiseT 552 .

Camble BBICOKHE KOHIICHTPAIMH JICHCTBYIOIIET0 BEUIeCTBa Mpenapara HabaoJatoTCs B JIETKUX.

BI/IOTDaHCd)ODMaHI/IH

[Tpumepro 30 % mnpuHATON mNEpopadbHON 1036l moaBepraercs 3hdexry mnepBHIHOTO
NPOXOXKICHHS Yepe3 NeueHb. AMOPOKCOJI METaO0IM3UPYETCsl MPEUMYIIIECTBEHHO B MEYEHH, T'Ie
IPOMCXOJUT €ro TIJIOKypOHHpOBaHME U pacuiermieHue (mpumepHo 10 % or 1no3sl) a0
TUOPOMAHTPAaHUJIOBOM  KHUCJIOTBI, IHOMHUMO 0Opa3oBaHUs HEKOTOPBIX BTOPOCTENEHHBIX
MeTabOoJIUTOB.

HccnenoBanusi ¢ MCHOJIB30BAHWEM MHKPOCOM IE€YEHU YeNOBeKa MOKa3alld, YTO MeTaboym3M
amOpokcosia 10 AMOPOMAHTPAHUIOBOM KHUCIOTHI MPOUCXOAMT IMPU YYaCTHH H30(epMeHTa
CYP3A4.

OIUMUHAINS

B Teuenne 3 nHel mocne mnepopaibHOro IpueMa aMOpokcona B Moye OOHapyKHMBaeTcs
npuOIM3NTENBHO 6 % OT NPUHATON J103bI B (hopMe CBOOOAHOTO COETUHEHUS M IPUMEPHO 26 % OT
710361 B (popMe KOHBIOTATA.

Koneunslil nepnos nonmyBbIBeIeHUS aMOpOKcoia cocTaBisgeT npuoan3uTenbHo 10 yacos.
OO0muii KIMpeHe cocTaBisieT npuMepHo 660 MJI/MUH; OYEUHBIN KIMPEHC MOCcie MepopatbHOro
npremMa aMOpOKCoJIa COCTaBIsIeT NPUOIN3UTENBHO 8 % OT 00IIEero KIMpeHca.

Bbu10 ycTaHOBIEHO, YTO KOJMYECTBO IpenapaTa, BBIIECICHHOTO C MOYOH B TeUeHHEe 5 THEM,
coctaBmiio 83 % OT 10361 (TI0 METO/TY € UCTIOB30BaHUEM PAIMOAKTUBHON METKH).

IIeueHOUHAS HEAOCTATOYHOCTDH

BriBenenue aM6p0Kcona 3aMCJICHO, YTO IIPUBOJAUT K YBCIMYCHHIO €TI0 KOHIICHTPAIUU B I1JIa3M¢€
KpOBH IIPUMCPHO B 1,3—2 pasa. HOCKOJILKy aM6pOKCOJ'I 06J'IaJIaCT IIUPOKHUM TCPANCBTHUYCCKUM

JIana3oHOM, KOPPEKLUs 103kl HE TpeOyeTcsl.

Bo3spact
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(o B HOC TR O004 )
He oOGHapy»eHO KIMHUYECKH 3HAYUMOTO BIIASTHUL Bo3pagra H;MKJ%H/H(V Elviépok%bna,

MO03TOMY KOPPEKIIUS 03Bl HE TpeOyeTCsl.
ITon
He oOHapykeHO KIMHWUYECKHM 3HAYMMOTO BJIMSHUS T0JIa Ha (papMaKOKMHETHKY aMOpOKCOJa,

M03TOMY KOPPEKIIHUS J03bl HE TpeOyeTcs.

6. PAPMAIIEBTUYECKHE CBOMCTBA

6.1. [lepeuenb BcnoMorare/ibHbIX BellleCTB

JlakT03BI MOHOTHIPAT (CaXxap MOJIOYHBIH)

Kpaxman kykypy3HbIi

[emtrono3a Mukpokpuctaumyeckast (tum 101)

[ToBuaon K17 (MOTMBUHIINUPPOIHUIOH HU3KOMOIEKYISpHBINA Meaunuackuii (12600+£2700)
Marnus cteapar

Kpemuust nuokcua KOJTOUIHBIN (a3pOCcui)

6.2. HecoBMecTUMOCTDH

He npumenumo.

6.3. Cpok rogHocTu (CpOK XpaHeHUs1)

2 roja.

6.4. OcoOble Mepbl NPEAOCTOPOKHOCTH NIPH XPAHEHUHU

B 3amunienHoMm ot cBeTa Mecte Ipu Temieparype He Boiie 25 °C.

6.5. Xapakrep u coaepxaHue NEPBHYHOH YIIAKOBKH

10 TaGneToK B KOHTYPHYIO STYEHKOBYIO YIAKOBKY W3 TUICHKH MOJMBUHUIXJIOPUIHON U (DOIBTH
AJTIOMUHHUEBOM NT€YaTHOM JTaKUPOBAHHOM.

10, 20, 30, 40, 50, 60, 70, 80, 90, 100 TabneTok B OaHKY MOJTUMEPHYIO U3 MOJUMPONIICHA WU
MOJIM3TUIIEHA HU3KOTO JIABJICHUS], YKYIIOPEHHYIO HATSTMBAEMOM WJIM HAaBUHUMBAEMOW KPBIIIKON
MOJIMMEPHON IS JIEKAPCTBEHHBIX CPEJICTB W3 TMOJUMPOINUIICHA WM TOJUITHICHA HU3KOTO
JIABJICHUS C KOHTPOJIEM MIEPBOTO BCKPBITHS WU O€3 KOHTPOJIS, C YIUIOTHSIFOIITUM SJIEMEHTOM HJIA
6e3 Hero.

[Ipu OTCYTCTBUU YILUTOTHHUTENS TMPOOKU CBOOOJHOE MPOCTPAHCTBO B OaHKE 3aIlOJIHSIOT BAaTON
MEJIUIIMHCKOW TMIPOCKOIMMYECKON UITM aMOPTU3aTOPOM.

Ha Ganky HaKkJIEeMBAaIOT YTHKETKY CaMOKJIESIITYFOCS.

Kaxnayto Oanky, 1, 2, 3,4, 5,6, 7, 8,9, 10 KOHTYpHBIX STUEHKOBBIX YITAaKOBOK C MHCTPYKIIUEH 1O

MPUMCHCHHUIO TOMCHIAIOT B ITAYKY U3 KapTOHA.
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6.6. OcoOble Mepbl NPeIOCTOPOKHOCT np ﬂ HI/;LII:'I%)KEHPII/EHI:I/HHO' 301;'31{ joro

JIEKAPCTBCHHOI'0 Ipernapara ujin oTxoa0B, INOJYYCHHBIX II0C/IC IPUMEHCHUA Iperiapara, u
APyYrue€ MaHuMnyJsiiuu ¢ nmpemnaparomMm

Oco0ble TpeOOBaHMS OTCYTCTBYIOT.

7. AEPXKATEJIb PETUCTPAHUOHHOI'O YAOCTOBEPEHUSA

Poccniickas @enepanvs

OO0mecTBO ¢ orpaHuueHHON OTBETCTBEHHOCTBIO «IJI3BADAPM» (OO0 <«DJI3BADAPMY),
Poccusi.

7.1. llpeacraBuTeIb A€pPKATES PETMCTPAIIMOHHOIO YA0CTOBEPEHUs

[Iperen3un HOTD66I/IT€JICI71 HaIpasJIATh I10 aAPECyY.

Poccuiickas ®@enepanus

OO61ecTBO ¢ OrpaHMYEHHOM 0TBETCTBEHHOCTHIO «Bendapm» (000 «Bendapm»)
640008, Kypranckas o6u1., T. Kypran, npocriekt Koncturymuu, a. 11

Ten.: +7 (3522) 48-60-00, 55-51-80

e-mail: fsk@velpharm.ru

8. HOMEP PETUCTPALIMOHHOI'O YAOCTBOPEHUA

9. IATA NMEPBUYHOM PETMCTPAIIMUA (IIOATBEPXJIEHHSI PETUCTPALIMN,
INEPEPETUCTAPIIN)

[lara nepBoii peructpanuu:

10. TATA IEPECMOTPA TEKCTA

OO6mass  xapaktepuctuka JekapctBeHHoro mpemnapata JIAHI'OCOJI  pgocrymna  Ha
WH(OPMAIIMOHHOM TopTaje EBpa3suiickoro SKOHOMHYECKOTO CO¥03a B HWH(OPMAIMOHHO-

KOMMYHHKaIMOHHOM ceTn «HTepHeT» http://eec.eaeunion.org/.




