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YTBEPXXOEHO
MWHWCTEPCTBOM 30PABOOXPAHEHWSA
PECNYB/IUKWU BENAPYCH
MNpuxas MyHUCTEPCTBA 3APABO0XPEHEHNS
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OBLIAS XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O ITPEITAPATA

1. HAUMEHOBAHME JJEKAPCTBEHHOI'O IIPEITAPATA
AMOpOBHKC, 7,5 MI/MII, PaCTBOP [Is IPHEMA BHYTPS ¥ HHTAJIALHHA.

2. KAYECTBEHHBIN U KOJIMYECTBEHHELII COCTAB

] M pacTBOpa CONEPXHT B KadyecTBe EHCTRYIONIETO BEIIECTBA 7,5 MT amMbpokcomna
I'HIPOXJIOpUIA.

Bcrniomorarensuele BemmecTsa, HAIMYME KOTOPKIX CIIEYET YYUTHIBATE B COCTABE JEKADCTBEHHOIO
npenapara. OEH3aIKOHUS XIIOPH],

IlonHEIA mepeYeHbP BCIIOMOraTeNbHEIX BEINECTB, BXOMANIAX B COCTAB JIEKapCTBEHHOI0
IIperniapara, peAcTaBieH B pazaene 6.1.

3. JEKAPCTBEHHAS ®OPMA

PacTBop misa npuema BHYTpS U MHTAIISIIHIA.

IIpo3paunblil wmi cierka onanecHupyIOMUi GecHBETHBII WM Clerka KOPHYHEBATHIH PacTBOP.
IIpaktiaecku Ge3 3amaxa.

4. KIMHNYECKHUE JAHHBIE

4.1. IloxkazaHusa K NpUMEHEHHIO

CexperonuTideckast Tepanus IPH OCTPEIX H XPOHUYECKHX 3a60EBAHMAX IbIXATIBHEIX myTeH,
CONPOBOXIAIOIMXCA HAPYIICHHIMH O00pa3sOBaHMS U BHIBEICHHS OPOHXHMATLHOTO CEKpeTa
(MOKpOTEL).

4.2, PexxuM 103HPOBaHMS M CII0CO0 IPHMeEHEHHS

Pexomennyemyto o3y mnpemapata HeoGXODHMMO OTMEPHTH C MOMOIIBIO IIpHTIaraeMoro
JO3UPYIOIIETO YCTPOHCTBA — IMNIPHIIA-103aTOpa.

IIpuMeHeHue BHYTPS

Bspocnvie u 0emu om 12 nem: nepsie 2-3 mus — mo 4 M (30 Mr aMOpOoKcoIa THIPOXIOPH/IA)
3 pasa B CyTKH, 3aTeM — 110 4 M1 2 pasa B CyTKH.

IIpu HEOOXOMMMOCTH MHOBBINIEHUS >D(HEKTHBHOCTH N03a IS B3pOCHEIX M pmereit ot 12 jer
MOXET OBITh yBenudeHa 10 8 M 2 pasa B cyTku (410 coOTBeTcTBYeT 120 MT ambpokcomna
THIPOXJIOPHIA B CYTKH).

Hemu e ospacme om 6 do 12 nem: mo 2 mn (15 Mr ambpoxcona rugpoxiopuaa) 2-3 pasa B
CYTKH.

Hemu 6 6ospacme om 2 00 5 nem: mo 1 mn (7,5 Mr ambpokcoina THAPOXIIOPHAA) 3 pasa B CyTKH.
Crocob npuMenenus

AMOpOBUKC CleyeT NpHHAMATE BO BpeMs €Ibl I HE3aBHCHMO OT [IpUeMa DHIIA B
pasbapIeHHOM BHJIE C YaeM, COKOM HIJIH BOIOH.

Bo Bpemst Jieuenns He0GX0IUMO YIOTPEGIAT MHOTO HKHIKOCTH (coxu, dait, BOJA) IS yCHICHUS
MYyKOJUTHIECKOr0 3()(pekTa JIEKapCTBEHHOI0 IIpeapara.

IIpuMenenue 1t uurazsmmit

Bspocneie u 0emu om 6 nem: 1-2 wHrandiuy ¢ 2-3 MI PaCcTBOPA €XKETHERHO (oxBHBaneHTHO 15-
22,5 mr am6pokcoa ruapoxiopuaa 1-2 pasa B cyTKH).

IIpono/mKUTENEHOCTE IPHMEHEHHS Y CTAHABTHBACTCS HHIHBHY AIIBHO.

AMOPOBHKC MOXET NPHMEHSTHCA I WHTAIANMH y IeTel 10 6 JIeT TOMBKO MOCIe OLEHKH
COOTHOINEHHS PUCKA U IOJIB3EL.
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Pexomenanuy 1o no3upoBasiio aM6poKcoa VI HHTAISIHHN Ans neTelf B BO3pacTe 10 6 JIeT He
YCTaHOBIIEHBL, TaK KaK HET JOCTATOYHBIX JaHHEIX.

Coocob mpuMenenus

AMOpOBHKC MOMET NMPHMEHSTBCS B PA3HYHBIX COBPEMEHHBIX YCTpOMCTBAX ISl WHIQJISAIHH
(HarpuMep, KOMIIPECCOPHBINA WM YIBTPasByKOBOK HeOymaii3ep), KpoMe mapoBBIX. AMOPOBHKC
MOXKET CMEIIUBATBCA C (U3MONOTHYECKHM pAacTBOPOM H 0eTa-CHMIIATOMUMETHKAMH (cm.
pazzern 6.2). :

He cienyer cvemmupats AMOPOBHKC ¢ KPOMOTTHIHEBOH KHCIOTOM, a TAKKE CO METOYHEIMH
pacTBOpamMu JUI HHIaAnui, ecid pH momyyeHHO# cMecu okaxkeTcs BrIme 6,3.

IloBbnuennpr# moxasatens pH MOXeT NOPHBOIUTE K BEIIANEHWIO CBOOOMHOIO OCHOBAHHS
aMOpOKCOIa T'HIPOXIIOPH/IA B OCATOK HIIH IOMY THEHHIO pacTBopa.

Jts NOCTIDKEHHS ONTHMATEHOIO YBIAKHEHHS BIBIXAEMOTO BO3MyXa IIPH HHTAISIHOHHOM
UPUMCHEHHH AMODOBHKC HEOOXOIHMO CMemars ¢  (DH3HONOTHYECKHM pacTBOpoM B
cootnomenuH 1:1. I'myGokmit BIOX BO BpeMs HMHTANSIMA MOYKET BEI3bIBATH KAIIENb 3@ CUET
Pa3/paxCHus CIM3UCTOH ITIOTKH, MOITOMY BO BpeMs NPOLELYPHl PEKOMEHIYETCS ABINATE B
HOPMAaJIEHOM PEXHME,

Ilepen uHraIAIMe# HCMOME3yeMEIl PaCTBOP PEKOMEHIYETCS TOAOIPETh 0 TEMIIEPATypHI TeIa.
IIpoROIDKATENEHOCTE JICYEHHUS

ITo pexoMeHIanuAM Bpadya NPOLOILKUTENBHOCTS TIPHMEHEHHS B IPHHIMIIE HE OrpaHHYeHa. B
MHCTPYKIUA 10 NMPUMEHEHHIO (JIMCTKe-BKIAMBIIIE) IIAHEHTaM coobIIaeTcs, 910 AMOGPOBHKC
HEJIB3s IPAMEHATH Gonee 4-5 Hel 663 KOHCYILTALIME C BPayoM.

Ocobvie epynnvi nayuenmos

ITayuenmuer ¢ napywenuem ynryuu novex u nevenu

Ilanuentam ¢ HapymenneM QYHKIMH MOYEK MM TSUKEIOH [EUEHOYHOM HETOCTATOYHOCTEHIO
Tpenapar CIeHyeT HasHavaTh TONBKO IIOCTE OLUEHKH COOTHOIICHHS PUCK/NONB3a M IPOBOIHTH
TEPAIuUIo MO HadoAeHHeM Bpaya (cM. paszen 4.4). Tlockombky aMBpoKco MeTaboaM3upyeTcs
B IICHCHH M BBIBOAMTCS IOYKaAMH, [IPH TKETOH [0YeYHOH HENOCTATOYHOCTH CIEAyeT OXKHAATH
HaKOIUIEHHS MeTabOoIMTOB aMOPOKCOoIIa, 00pasyroIuXcs B ICISHH.

Y NalUMeHTOB ¢ HapymeHHeM (YHKIHA I[I€YeHM BEIBCACHHE aMOpOKCOTa YMEHBIIEHO, YTO
[pHUBOIUT K YBEIMYCHHIO €r0 KOHICHTPAlMH B IU1asMe KpoBH B 1,3-2 pasza. Ilockomeky
TCpaneBTHYECKUH IMana3oH aMOpOKCONa JOCTATOYHO IHPOKHL, H3MEHATE 103y He HYKHO.
Hayuenmer noscunozo 6ospacma

BospacT u 1o He MMEIOT KIMHMYECKH 3HAYHMOTO BITHSHHS HA (papmaKkokHHETHKY aMOpOKcoIIa,
TI03TOMY KOPPEKIHA T03b! He TpeQyeTcd y alHeHTOB MOKKIOr0 BO3pacTa.

4.3. IIporuBonoxazanus

— T'unepuyBcTBATENBEHOCTE K  aMOpoOKCONa THAPOXIOPHAY H/HMH K mobomy u3
BCIIOMOT'aTe/IbHBIX BEIIECTB, IEPEIHCIIEHHBIX B paszene 6.1;

— BO3pacrT 10 2 JeT.

JlexapcTenHsI npemapaT AMOPOBHKC NPHMEHSTH Ui METAJISIHH y Heted mo 6 Jer

Pa3pEIIacTCs TOMNBKO 110 HA3HAYCHHUIO Bpaya. UTo KacaeTcs peKOMEHIANHH 0 JO3HPOBAHHIO I

JIETEH B BO3pacTe 10 6 NeT, TO 71 HHIAJIAIHE aMOPOKCOIOM HET OCTATOYHBIX TAHHBIX.

4.4. OcoGble yKka3aHHs ¥ MepPbI NPET0CTOPOKHOCTH NP NpUMeHEeHHH

Y KpaliHe ocnabNeHHBIX NAlMEHTOB, NAIHEHTOB C AHATOMHIYECKHM CyXeHHEM OpOHXOB ¥ B
Cllydae YBEIMYCHHOH CEKPEIMM CJIM3M NPH NPUMEHEHHH aMGPOKCONIa MOTYT BO3HHKHYTE
TPYyAHOCTH 3BaKyalliy OPOHXHAILHOTO CeKpeTa. B 9THX Cilyyasx ciemyer IpHHUMATE MEpHI 110
OTCaChIBAHHIO CEKpeTa.

Y nmeredl B Bospacte OT 2 40 6 IeT Tepen HpEMEHEHHEM Ipenapara CJleoyeT OLEHHTH
COOTHOILIEHHE PHCKA H MTOJIE35I.

| YTBEPXOEHO
'E MWHWCTEPCTBOM 3OPABOOXPAHEHUSA
PECIYBNKMKI BENAPYCE 2
Mpukas MuHuCTencT82 30DaB00OX0BHEHUS

PecnyBrisen Berepyen
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Tax xak npu MHramANEAX BO3HHKAeT PHCK OPOHXOCIACTHYECKHMX DEAKIHi, Y IAIMEHTOB C
THNIEPPEAKTUBHOCTRIO IBIXATENbHBIX IIyTEH HIM aTONHYECKUMH 3a00JIeBaHHAMH B aHAMHE3E
HE CIIEAYET NPUMEHATE AMOPOBHKC B BHIE HHTAJISILIMH.

OrrcaHb! Cilyan BOSHUKHOBEHHS THMKENBIX KOXKHBIX IOBPEXIEHHH, TAKHX KaK MYTETHMOPMHAs
sputema, cuHApoM CruBeHca-/[KOHCOHA, OCTpBII TI'eHEPATH30BAHHBIM 9SK3aHTEMATO3HBIH
IyCTyNe3, TOKCHYECKHH OIHMACPMANBHBIM HEKPONH3, BOZHHKIIMX BO BpeMs IIpHeMa
OTXapKUBAIOMIKX JIEKAPCTBEHHBIX IPEMaparoB, B TOM ducie amOpoxcona rumpoxiopuna. Kak
NPaBWIO, MOMNOOHBEIE CHMITOMBI OOBSACHSIIHCH TSIKECTBIO OCHOBHOTO 3abONCBAHMA MM
OMHOBPEMEHHBIM IPHEMOM IPYTHX JIEKapCTBEHHEIX IpenaparoB. Kpome Ttoro, Ha panmeit
cTamum  cuHapoMa CruseHca-JDKOHCOHA HJIM TOKCHYECKOTO OIHIEPMATHHOTO HEKPONH3a
BO3MOXKHO IIOSIBJICHHE HECHENMMHYECKHX IPUITONOA00HEIX CHMITOMOB, TAKHX KaK [TOBBIIIEHNE
TEMIIepaTypsl Tela, 0ok B CycTaBaX, HACMODK, Kamledh M OONb B ITIOTKE. BO3ZHHKHOBEHHME
NOJOOHBEIX CHMIITOMOB MOXET OBITh OIMOOYHO pacieHeHo kak mpmsHake OPBW/OPU, uro
MOXET IPUBECTH K CHMITOMAaTHYECKON TEPaNTiH IPOTHBOIPOCTYJHEIMA B MPOTHBOKAIIEBEIME
TICKapCTBEHHBIME  IIpenapatamu. CrielyeT peKOMEHIOBATh MAlMEHTaM B CIIy4ae IOSBIICHHS
CHMIITOMOB WJIH IPH3HAKOB NPOTPECCHPYIOMIEH CHITH (HHOIIa CBS3aHHOM ¢ 06pa3oBaHHEM
Iy3BIPEH MM NOP@KEHHSMH CITM3MCTHIX 00O0NOYEK) HEMEIIEHHO IIPEKPATHTb [IPAMEHEHHE
aMOpOKCOIIa THAPOXJIOPHIA H 06PATHTHCS 32 MEAHIHHCKOM TOMOIILEO.

C o0coBoif OCTOPOXXKHOCTBIO CIEdyeT NPHUMEHATH AMOpOBHMKC NpH HapyIIEHHH MOTOPHKH
OPOHXOB H IIOBHIIIEHHOM KOJHYECTBE OPOHXHATIBHOTO ceKkpera (HampuMep, IPH PEOKO
BCTPEUAIOIEMCsT  3MI0KA9ECTBEHHOM DPECHHTYATOM CHHIPOME), TaK KaK CYLIECTBYET pHCK
BO3HHKHOBEHHSI 3aCTOS CEKPETa B BIXATENBHBIX Ty TAX.

Ilprr moveuHOH HEMOCTATOYHOCTH WIIM TSIKETBIX HAapYIICHHSX bynkupn meveHn AMGpPOBHKC
CTICIyeT HCIONB30BaTh TOIBKO IIOC/Ie OLEHKH COOTHOIICHHS MONB3Bl M pHUcKa. Tak e, Kak U B
Crydae [IpPYTHX JICKAPCTBEHHBIX IIPENapaToB, MeTA0ONH3HPYIOINMXCS B TI€YEHH K
BRIICTITFOIUXCS MTOYKAMH, IIPH TSDKETIOH [MOYEeYHOM HEeJ0CTaTOYHOCTH BO3MOMKHO HAKOIUIEHHE B
OpraHu3Me MeTaboNUTOB aMGPOKCOIa THAPOXIOPHA, 0OPa30BaHHEIX B [TEYEHH,
Bcnomozamensusie seujecmea

JlaHHBIA neKapcTReHHBIA Ipemapar comepikHT 0,225 MI GeH3ATKOHHS Xmopuma B 1w
DeH3ankonus XJIOpH [IPH WHIANSIEM MOYET BBI3BIBATH CBHUCTAINGE IBIXAHHE U 3aTpyIHEHUE
Aprxanus (OpoHXOCIIa3M), 0COBEHHO IPH UMEFOIelics acTMe.

JaHHBIH JIeKapCTREHHBIN IIpenapaT CONEPKHT MeHee 1 MMOJTB Hatpus (23 Mr) B pa3oBoii Ho3e,
TO €CTh CUMTALTCS, YTO OH «HE COLEPIKUT HATPHID).

4.5. BzaumopeiicteHe ¢ JpyrHME IeKapcTBeHHBLIMH npenapaTaMH HW JAPYrue BHABI
B3aUMOJeHCTBUSA

AMOpPOBHKC DacTBOp He HA3HAYAIOT OJHOBPEMEHHO C IPOTHBOKAIIUIEBEIMH  CPEICTBAMU
(HampuMep, comepXkallUMH KOJEHH), TaK KaK 3TO 3aTPYAHSET OTXOXKACHHE pa3KHIKEHHOI
MOKDOTEI ¥3 OPOHXOB Ha (OHE IOJaBICHHS KAILIEBOTO pediieKca.

IIprvenenne amOpokcona TMAPOXIOPHAA —yBEIHYMBAET KOHIIEHTPAllMI0 aHTHOHOTHKOB
AMOKCHIMIUIMHA, [edypPOKCHMa, SPUTPOMHULIHA H JOKCHIMKITHHA B MOKPOTE H B OpOHXHAILHOM
cexpere. KiHuyecKkas 3HAUMMOCTE 3TOTO 0 CUX IIOP HE YCTAHOBTEHA.

4.6. @epTHILHOCTD, GepeMEHHOCTDb H JAKTALHS

bepemeHHOCTE

AMODOKCONTa THAPOXIOPUI NPOHHKAET 4epe3 IuUlaneHTapHeli Oapkep. Mccnemopanms Ha
KHBOTHBIX HE BBIABHIHM IIPSIMOTO MJIM KOCBEHHOIO HEraTHBHOTO BIHMSHHS HA TEUCHHE
OepeMeHHOCTH, 5MOpHOHATEHOE/(BeTaIbHOE Pa3BUTHE, DPOABI HIH IOCTHATAIBHOE DAa3BHTHE.
OOLIHAPHEIT KITHHHYECKHH ONBIT IPAMEHEHHS npenapara nocie 28-# Hegenu GEpeMEHHOCTH HeE
BBIABHIT HUKAKMX NOKA3aTENbCTB HETaTHBHOTO BIMAHHS Ha U101, TeM He MeHee, pPEKOMEHIyeTCs
COOIMONATE OOBIYHEIE MEPHI IPEIOCTOPOKHOCTH, KACAIOMHECs IDpUMEHEeHH Hodoro mpenapara

YTBEP>XOEHOD
MWHUCTEPCTBOM 30PABOOXPAHEHMS
PECMYBNUKW BENAPYCh 3
Mpukas Mgaum_epr:aa_anpanoaxaaueum
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Bo Bpemsa OepemenHoctd. He crnenyer npumeHsTs mnpemapar AMOpOBHKC BO BpeMs
OepeMeHHOCTH, 0COOEHHO B TEUCHHE NIEPBOIO TPUMECTpPa GepeMEeHHOCTH.

KopMiienue rpyasio

Tax xax aMGpoKcosIa F'UIPOXIOPHL BEIIENSETCS ¢ IPYIHBIM MOJNOKOM, IPHMEHEHHE Ipenapara B
[IEPUOJ KOPMIIEHHS IPYIBIO HE PEKOMEHIYETCS.

QepTUIBHOCTE

JIOKNMHWYeCKHE HCCNENOBAHHS HE BBISIBHIM IIPAMOTO MM KOCBEHHOTO BIMAHHS Ha
bepTHIIEHOCTE.

4.7. BiusiaAe Ha CIMOCOOHOCTL YNPaBIATH TPAHCHOPTHBIMH CPEICTBAMH H paGoTaTh ¢
MeXaHH3MaMH

O BiMsHMM @pemiapaTa Ha CIOCOOHOCTH YNPABNATE TPAHCTIOPTHBIMH CPEACTBAMH W
MeXaHu3MaMu HEQOopManus 0TcyTcTByeT. COOTBETCTBYIOIINE HCCIEI0BAHMS He IIPOBOTHITHCE.

4.8. HexxenaTenbHbIe peaknun

Hesxenarenbuble peakiuy, BEIABICHHBIE B XOJe IIPHMEHEHHS aMOPOKCOId, TIEPEUACIICHEl HEKE
H pPaclpe/eNieHbl MO0 CHCTEMHO-OPTaHHBIM KIlaccaM M II0 9YacTOTe BCTpeyaeMocTH. YacToTa
BCTPEYACMOCTH ONPENEIIAETCS ClenyIonmM obpasoM: odeHs dacto (>1/10); wacro (>1/100, Ho
<1/10); megacro (>1/1000, Ho <1/100); pemxo (>1/10000, o <1/1000); oueHs penxo (<1/10000);

JacTOTda HEH3BECTHA (Ha OCHOBAaHHH HMEIOUIHXCA JaHHBIX OLICHHUTH HGBOBMO}KHO).

Knacc cucrem opranos Yacrora HesxenareabHble peakuun

Hapymenwus co cTOpoHE! | Penko Peakuuu runepayBcTBHTENBHOCTH

HMMYHHOH CHCTEMEI Yacrora AHadHIaKTHIECKHE peakiuy (BKII09as
HEU3BECTHA aHa(uIaKTHIeCKuH 1I0K),

AHTHOHEBPOTHYECKHH OTEK, 3V

Hapyenns co cTopoHH! | YacTto Jucrep3us

HEPBHOH CHCTEMEI

Hapymenus co croposs! | Yacro OHneMeHHe B TIIOTKE

IBIXATENbHOH CHCTEMEI, OPraHoB
IPYIHOH KIETKH H CPeIOCTEHU

Ouens peko

Punopes, onpimka u 6porxocnasm mpu
UHTISIHOHHOM IIPUMEHEHHH (B
OCHOBHOM Y IaIlHEHTOR C IIOBEIICHHOM
YYBCTBHTEJIEHOCTBIO TBIXATEILHBIX
myTeit)

Yacrora Ogplmxa (Kak CHMIITOM peakIMe
HEH3BECTHA THIEPYYBCTBHTEIHHOCTH)
Kemynoqro-kumeynsie Yacto Tommnota, onemenwue pra
HapyIIEHUI Heuacrto Prora, muapes, nucnencus, 601s B
’KHBOTE, CYXOCTH BO PTY
Penxo CyxocThb B I'TOTKE
Ouens penxo 3anop, CIIFOHOTEYEHHE
Yacrora Hzsxora
HEH3BECTHA
HapymeHus co cTOpoHsI KOXH ¥ | Pemko Chinb, kpanuBHUIA
IIOJIKOXKHEBIX TKaHEeH Yacrora Tsxensle mopaxenus koxu (BKIIOUAs
HEH3BECTHA MHOTOGOPMHYIO SPUTEMY, CHHAPOM
CruseHnca-/[>xoHCOHA/TOKCHYECK Ui
SMHACPMAIBHEIH HEKPOIH3 H OCTPHIA
T'CHEPAN30BaHHBIN 3K3aHTEMAaTO3HEIH
IIyCTyJIE3)
Obmue Hapymenus u peakruu B | Heuacto Jlaxopanka, MecTHBIE peakmuu Co
MECTE BBEJICHHUS CTOPOHBI CIU3UCTOM 000J0UKH
o
MHH?I(}:‘EPBCTfo'; ?;go%::mwﬂ 4

PECMYBNVKN BENAPYCb
0OXPEHEHUS L
Ch
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Coobmenne 0 MoI03peBaeMbIX HexeNlaTeIbHbIX PEaKIHIX

Baxxgo coofmare O @OZO3peBaeMBIX HEXKENAaTeNEHEIX pPeaklHsX IIOCHe PErHCTPaliy
JIEKapCTBEHHOTO IIpenapaTa ¢ NEIbio 00ECIIeYeH s HEIIPEPEIBHOTO MOHUTOPHHTA COOTHOIIECHHS
NOJIB3a/PHCK  JIEKAPCTBEHHOTO Ipemapara. Menuuuackum pabOTHHKAM —pEKOMEHIyeTCs
coo0ImaTk 0 MFOOBIX MOJO3PEBAaEMBIX HEXENIATENBHBIX PEaKlIHUsX JEKapCTBEHHOTO Iperapara
9epes HallMOHATNBHYO CUCTEMY COOOLIEHHUS O HEXEIaTeIbHEIX PeaKIuIX:

Pecnybmuka Benapych

220037, r. Munck, nep. Topapuieckuii, 2a

VII «LleHTp SKCIIEPTH3 ¥ UCIBITAHHM B 31paBOOXPaHEHAM

Tenedorn otnena hapmakonamzopa: +375 (17) 242-00-29, daxc +375 (17).242-00-29

. YTBEPRPXOEHO
Oun. moura: repl@reeth.by, reeth@rceth.by MUHUCTEPCTBOM 3PABOOXPAHEHYS
Www.rceth.by PECNYBAVKW BENAPYCh

30D3R00XPAHEHKS

4118D)Cr

Mpukaa M MCTepCTaa

L st e,

4.9. Ilepeno3zupoBka

Vudpopmanus o cioydasx IIE€PeIO3UPOBKH Y UENOBEKAa OTCYTCTBYyeT. Ilpu  cilyuaiiHoi
[IEPEIO3UPOBKE CHMIITOMBI MOTYT OBITH CXOXH C HEXENATeIbHBIMH DPEaKIWsIMH IIPU
IPHUMEHEHHH B PEKOMEHIOBAHHEIX J03aX. B 3TOM ciydae IPOBOOMTCS CHMIITOMATHYECKAS
TEepaIus.

5. PAPMAKOJIOTHYECKHUE CBOMCTBA

5.1. ®apmakoIHHAMUYECKHE CBOICTBA

@apmakoTepaleBTHYeCKas rpynma: [I[pOTHBOKANIEBEe MMPENApaTsl ¥ CPEACTBA A/ JIECUYEHHS
IIPOCTY IHBIX 3a00neBaHuH. MyKOTHTHYIEeCKHE MIperaparsl.

Kox ATX: RO5SCBO06.

MexanusMm neficTBrg U hapmakomuHamMudeckue 3QGeKTsI

B noxnmHMYECKHX HCCIENOBAHHAX IIOKA3aHO, 9TO aMOpOKCONa TUAPOXIOPHI YBEIHUHBAET
JOJIF0 CEPO3HOT0 OpOHXHMANBHOrO CceKpera. Taike amMOpoKcoNa T'HAPOXJIOPHI YBEIHYHBAET
BEIpabOTKY CyphaxTaHTa, HEIOCPEICTBEHHO BO3JEHCTBYS Ha MHEBMOIMTHI 2 THIIA AIBBEON H
kieTkr Kiapa MampIx IeIXaTelbHBIX IyTell, 8 TakKe CTHUMYIHPYET aKTHBHOCTE MEPIATENEHOr0
SIUTEIHSL.

Onucanssie 3Q(EKTH BEI3LIBAIOT CHUXEHHE BSI3KOCTH MOKPOTHI H YIIYYIIEHHE MyKOIMIHAPHOTO
KIApeHca. YIyulleHHe MYyKOUHIMApHOrO KIHMPEHCa ObUI0 MPONEMOHCTPHPOBAHO B
KIHHAYECKUX (DapMaKONOTHYECKHX HCCIENOBAHUAX. VYBEIHYEHHE CEKPElMH CEepPO3HOro
KOMITOHEHTa MOKPOTBEl M YCHJIEHHE MYKOLIMJIHApHOTO KIMpEHCa CIIOCOOCTBYIOT OTXOMKICHHIO
MOKPOTEI H 00JIerYaroT Kamieb.,

Mectreiii  amectesupyrommii  oddext amOpokcona TIuopoxiopHia Habmodancs B
UCCIICNOBaHMIX, TPOBEJCHHBIX Ha MOJAENIHM IJla3a KpOJIWKAa, M, BEPOSTHO, CBS3aH C
OIIOKMpPOBaHHEM HATPHUEBBIX KaHANOB. TECTHI in Vifro MOKasay, 4To aMOpOKCOIa THAPOXIOPH
00paTHMO H 10303aBHCHMO OJIOKUPYET HEHPOHHBIE HATPHEBEIE KAHATIbL.

In vitro GBLIO yCTaHOBIEHO, YTO aMOPOKCOIa THAPOXIOPU] 00JIa1aeT MPOTHBOBOCTIATATEILHEIM
neucTBHeM. B Tecrax im vifro OH 3HAYMTENBHO CHMIKAT BEICBOOOXKIEHHE IMTOKHHOB H3
IUPKYTAPYIOIMAX W TKAHEBBIX MOHOHYKJICAPHBIX U HOTUMOPHOSIEPHBIX KIIETOK.

B ximHAYeCKHX HCCNEOBAaHHUSIX, IPOBEICHHEIX Y ITAIIHEHTOR ¢ GOJIBIO B TOpIe, GBLI0 ITOKA3aHO,
9TO aMOpOKCOJa THAPOXJIOPHI B BHIE TabIeTOK i paccackBaHud 1o 20 MI 3HAYMTENHHO
yMeHbInaeT 60k U MOKpacHEHHE B ropie. DT (apMakOIOrHYeCKHe CBOWCTBA MOATBEPIKIACT
AOCHOJHUTENEHOE HAOMONEHHE, ONYyYeHHOe B KIHHUYECKHX HCCIeNOBaHUIX 3B (EKTHBHOCTH,
rae HHrannus amOpoxcona obecneduBaeT ObIcTpoe obierdeHwe OONMH IPH HCIONL30BAHHH B
JIeYCHUH 3a001€BaHNH BEPXHAX ABIXATEIBHBIX Ty TEH.

Ilocne mpumererys aMOpoKcoIa THAPOXIOPUIA YBEIUIUBACTCS KOHIEHTPAIHA aHTHOHOTHKOB
aMOKCHUIMIIINHA, IIEPYPOKCHMA, SPHTPOMHIINHA M JOKCHIMKIMHA B MOKPOTE H GPOHXHAIEHOM
cekpere. Kimangeckas 3HaUUMOCTE JaHHOTO 3((eKTa He YCTaHOBIEHA.
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i YTEEPXWOEHO
5.2. (I)apmalcomnne"rmlecxne CBOHCTBA MWHWCTEPCTBOM 3LOPABOOXPAHEHUR
i PECNYBNWUKW BENAPYCE 1.
A6CO 6 HA Mpukas MUHWCTERCTEE 3ADABOOXPAHEHUS
6 .,
Abcopbums  ambpokcona H3 IEpOpPATBHBIX  JTeKApCTBEHHBIX! o — bIM

BBICBOOOXKIEHAEM OBICTpass M JOCTATOYHO IIONHAS, C JIHHEHHONW 3aBHCHMOCTBIO B
TePaIeBTHICCKOM NHana3oHe. MakcHManbHEIE YPOBHM B IIa3Me KPOBH JOCTHTArOTCA depes 1-
2,5 yaca Ipu TIEpOpaNEHOM IpHEMeE JIEKAPCTBEHHBIX (GOPM ¢ HEMEIIEHHBIM BBICBOGOKICHHEEM.
AbcomoTHas GHONOCTYNMHOCTE mocne BBeaeHus 30 Mr B (opMe TablIeTKH ¢ HeMeLTCHHBIM
BEICBOOOXKIECHHEM cocTaBnseT 79%. [IpueM nuIy He BIMseT Ha GHOIOCTYIIHOCT ambpoxkcora.

Pacnpenenenue
IIpr mepopanbHOM TpHeMe paclpezeneHne aMOpOKCONa M3 KPOBH B TKAHU OBICTpOE U pe3ko

BLIPXCHHOC, [P 5TOM CaMas BBICOKAs KOHLEHTPALHsA aKTHBHOTO BEIIECTBA 0OHAPYKHBACTCS B
nerkux. OOBeM pactipe/ieNeHus IpH NepoPaIBHOM IpreMe GBLT oIpeneneH kak 552 1. B miasme
KpPOBHM B TEpancBTHYECKOM IHana3zoHe NnpuOmmM3uTensHo 90% mpemapara CBA3BIBAeTCH C
[IPOTeHHAMHU.

buotpanchopmaims

Ilpumepro 30% m03BI mOCTE NEPOPATBHOTO MPEMEHEHHS [OXBEpPracTcs IIPECHCTEMHOMY
MeTabonusmy.

AMOpOKCONa THAPOXIOPHI MeTabONM3MPYeTCs, TIJaBHEIM O00pasoM, B IeYeHH Iy TeM
TIOKYPOHH3ALMA U PacIIENIeHHs 10 AUOPOMaHTpaHHIOBOM KHUCIOTEL (pumMepHo 10% mo3sI).
KimHmaeckue wccienoBaHuss Ha MEKPOCOMax MeEYeHH 4YeloBeKka Iokasanu, uro CYP3A4
OTBedYaeT 3a MeTabomu3M aMOpoKcoa 10 UGPOMaHTPAHHIOBOM KUCIOTEL

OIMMUHAIASL

Ilocne 3 nueit mprema oKoio 6% 03B BEIBOIHTCS B HEH3MEHEHHOM dopme u oxomno 26% B
KOHBIOTHPOBaHHO# hopme.

Ilepron mosyBRIBENEHHS M3 IUIA3MBI KPOBM COCTAaBISeT okoio 10 wacos. O6mmmit KIIHPEHC
HAaXOIMTCA B IIpesienax 660 MII/MUH, [IPH 3TOM TIOYEUHBIH KIHPEHC COCTARISET IPEMEPHO 8% OT
o01ero KupeHca.

Hepes 5 mmell (M0 OULEHKAM paJHOAKTHBHO MEHYEHOTO BemecTBa) 83% oT obmmed 03Bl
BBIBOJHTCS U3 OpPraHu3Ma ¢ MOYOH.

Oco0Ble rpynmsl manuesTos

Y NaluHeHTOB ¢ HapymeHHeM (YHKIHM I[€YeHH BHIBEJCHHE aMBPOKCONA YMEHBIIEHO, YTO
IPHBOJNT K YBEIMYEHHIO €T0 KOHICHTPAIIKNH B IIJIa3Me KpoBH B 1,3-2 pasa.

Bospact u 1o He HMEIOT KJIHHMYECKH 3HAYMMOTO BIIUSHNS HA (apMaKOKHHETHKY aMOpoKCoIa.

3.3. JanHble NOKIMHUYECKOH Ge30macHoCTH

OcTpast TOKCHYHOCTE

AMOpOKCON MMeeT HU3KHH NMOKA3aTeNb 0CTPOM TOKCHIHOCTH.

ToKCHYHOCTS IIpY MOBTOPHBIX H03aX

B uccienosanuax ¢ BBEICHHEM BHYTPh MHOTOKPATHBIX 03 amOpokcona Ha Kpeicax (52 u 78
HEZIenb), Kponukax (26 menens), Mplmax (4 Henmemu) m cobakax (52 HeZeNId) HE BBISBIICHO
IOPaXCHMsS OpraHoB-MHINEHEH. MaKkcHManbHbIE 103bI, HE NPHBONSIIME K DPA3BHTHIO
HaOJIoZaeMbIX HeKenaTenbHbIX peaknmii (NOAEL), cocraemsum 50 MI/KI/CYTKH ¥ KpBIC,
40 mr/kr/cyTKE y KpoIuKoB, 150 Mr/kr/cyTku y Mbimeit u 10 MI/KT/CyTKH ¥ cODaK.

B mccnenosanuax ¢ BHYTPHBEHHBIM BBEICHHEM aMOPOKCOIIA B TeUeH e 4 Hemels y KpsIc (4, 16
u 64 mr/kr/cytku [mEby3un 3 waca/cyTku]) u y cobax (45, 90 u 120 MI/KT/CyTKH [HHOY3HH
3 gaca/cyTku]) He GBUITO BBISBIEHO BEIPAKEHHON MECTHOM M CHCTEMHOM TOKCHYHOCTH, BKITFOUAs
THCTOIATOJIOTHIO, ¥ BCE T0G0UHEIE 3D (eKTh! GhUTH 06paTHMBIMH,

PenponykTrBHAA TOKCHYHOCTL M BIMSHME HA Da3BHTHE IIOTOMCTBA

AMOPOKCOIa THAPOXIOPU/T HE POSBIISUT HE SMOPHOTOKCHYHBIX, HY TEPATOTEHHBIX CBOMCTB IpH
HCCIIe/IOBAHNY NepOpanbHEX 103 n0 3000 mr/kr/cyTkm y kpeic u mo 200 Mmr/kr/cyTkm y
KpomuKkoB. He OBLIO BBIIBIEHO BIMAHMA HA (QEPTHIBHOCTH CAMIIOB M CaMOK KPHIC B [03aX JI0
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1500 mr/kr/cytku. 3nauenne NOAEL B HCCNETOBAHHM BIMSHHAS amMOpoKkcona Ha mepu- u
TIIOCTHATANBHOE PasBUTHE COCTaBsI0 S50 Mmr/kr/cytku. B mose 500 mr/kr/cyTkm amGpoxcona
THAPOXIOPHA NPOIEMOHCTPUPOBAT HEBEIPAKEHHYO TOKCHYHOCTE Y CAMOK M HOBOPOJKICHHOTO
IIOTOMCTBA (3a[€pPiKKa IPHPOCTa MacChl Tella ¥ YMEHBIICHAE YKCIIa AeTeHbIIeH B TIOMETE).

I €HOTOKCHYHOCTE

VicereioBaHus TeHOTOKCHYHOCTH in Vitro (TecT DifMca U aHaIu3 XPOMOCOMHEIX abeppanuii) u in
vivo (MHKPOSJEpHBIH TeCT Ha MbINIAX) HE NOKA3aNHM MyTareHHOTO MOTEHIWAIa ambpoxkcoJia
THOPOXJIOPH/IA.

KanrneporesHocTs

He 65110 BEISBIEHO KAHLIEPOTEHHOIO MOTEHIMATA aMOPOKCOIA THIPOXJIOPHIA B HCCIIEIOBAHMUAX
KaHIeporeHHocTd Ha Memmax (50, 200 u 800 mr/xr/cytku) m kpeicax (65, 250 w 1000
MI/KT/CyTKH) IPH BBEAECHHH C KOPMOM B Teuenue 105 v 116 Helenb COOTBETCTBEHHO.

6. PAPMAIIEBTHYECKHE CBOVMCTBA YTBEP> OEHQ

6.1. Ilepedens BCIOMOraTeIbHBIX BEMECTB MUENCIERCTEON BP0 ImEs

Harpus xmopn Mpwkas MiuHICTERCTSE 3APEBDOXPEHERMS
P Ao e BRENAO BRI0YCE

Hunarpus ¢pocdar nonexaruapar
JIAMOHHAS KHCIIOTA MOHOTHAPAT
berzankonus xmopun

Bona ounmennas

6.2. HecoBMecTHMOCTE

He cnexyer cmemmBats AMGPOBHKC, pacTBOD IS MHTAISIHH, ¢ KPOMOTIIMIIHEBOM KHCIIOTOH, a
TAKXKe CO IMENOYHBIMH PAacTBOPAMHU Ul WHTANANMH, eciau pH MONYYEeHHOH CMECH OKaKeTcs
BRIIIE 6,3.

IloBeimennsr#t moxasarens pH MOXKET HPHBONWTH K BHIIATEHHUIO CBOOOJHOrO OCHOBaHHS
amMOpOKcoNa ruAPOXIOPH/IA B OCAOK HITH TTOMYTHEHHEO pacTBopa.

6.3. Cpox roanocTH
3 rona.

6.4. Ocobbie MepBI IPeNOCTOPOKHOCTH NIPH XpaHeHHH
XpaHuTh IIPH TeMIeparype He Beime 25 °C.

6.5. XapakTep H coaepkaHHe yNaKOBKH

ITo 50 mx1 Bo nakoHax MK IEKAPCTBEHHBIX CPELCTB W3 THTOTO KOPHYHEBOIO CTEKJIa 00BEMOM
60 MJI, yKyTIOPEHHBIX KPBIIIKOH BHHTOBOM C 3aIUTOH OT BCKPEITHA JETBMH C MOJU3THIEHOBBIM
BKJIaIBIIIIEM.

Kaxneni durakon Bmecre co IIIPHIEM-03aTOPOM 5,0 MII ¢ GeNbIM HITH OpaHXEBEIM ILTYHKXEPOM
¢ nenerreM B 0,1 mMn mmm ¢ menennem B 0,25 1 0,5 Mii, BRIAABIIEM HOM IMIPUI-03aTOp H
JIECTKOM-BKJIA/IBIIIEM IIOMEIIEH B TaYKy M3 KapPTOHA.

Bxuabmr moj 1IpHN-103aTOp MOXET GHITH BCTABICH B TOPIIOBHHY (h1aKoHA THOO BIOKEH B
29Ky B KOMILIEKTE CO IIIPUIEM-103aT0poM. [TINpHn-103aTop WK KOMIITEKT LINIPUII-03aTOp U
BKJIGJBI IO MINPHI-A03ATOP BKIAJBIBAIOTCS B IAUKy M3 K4PTOHA B MPO3PAdYHOM MM G0
3alMTHOH MHAMBHIYAIbHOM YIIaKOBKE, 00 €3 yIakoBKH.

6.6. Ocobble Mepsl NPEIOCTOPOKHOCTH IpH  YHHYTOKEHHH HCIOJbL30BAHHOTO
JICKAPCTBCHHOTO  MpemapaTa WM  OTXOA0B, MOJYYeHHBIX IOCJHe TPUMEHEHHS
JICKAPCTBEHHOI'0 NpenapaTa Wid paboThl ¢ HAM

Het oco6sIx TpeGopanmii.

7. IEP?KATEJIb PETUCTPAITIOHHOI'O YIOCTOBEPEHUS
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IIperensuu notpebuTeneil HaNPaBIATh B aJpec JAepiKaTels PErHCTPAHORHOTO yﬂocdeépeHHﬂ.
8. HOMEP PETHICTPAIIUOHHOI'O YIOCTOBEPEHUS

9. JATA IEPBUYHON PETMCTPAIIMU (IIOATBEPKIEHUSA PETUCTPAIINU,
IIEPEPETHCTPAIIUN)

Jara nepBUYHOH perucTpanum:

Jlata noATBEpKICHHS PETHCTPALMH:

10. TATA ITIEPECMOTPA TEKCTA

Obmass ~ xapakTepucTHKA  JIGKAPCTBEHHOTO  Ipemapata AMOGpOBHKC — JOCTYyNHA  Ha
MH(QOPMAalMOHHOM I[OpTae EBpasmiicKoro 3KOHOMHYECKOro COW3a B HH(OPMAIMOHHO-
TETIEKOMMYHHKallMOHHOM ceTH «HTepHeT»: https://eec.eacunion.org



