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OBIIAS XAPAKTEPUCTHUKA JIEKAPCTBEHHOTI'O ITPEITAPATA
2806 b6-2024

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O IIPEITAPATA
AMOKIJIAB ®APMIJIDH/, 875 Mr/125 Mr, TabIeTKH, OKPBITHIE IUIEHOYHOH 000I04YKOi

2. KAYUECTBEHHBIN Y KOJIMYECTBEHHBIN COCTAB

Kaxxnas Tabnerka, IOKpBHITas IUIEHOYHOM 000N0YKOH, comepuT 875 Mr aMOKCHLIM/IMHA (B BHIE
AMOKCHILIMJIIMHA TPUTHpaTa), 125 Mr KJ1aByJJaHOBOH KHCIIOTHI (B BHJIE KalMsl KJIaByjlaHATa Pa3BEICHHOTO
MMKPOKPHUCTAILTHYECKON 1eumono3oi (1:1)).

T[TonHBIM EpeYeHb BCIIOMOTaTebHBIX BELIECTB IPUBEJEH B moapaseie 6.1.

COrnAcCOBAHO
MWHUCTEPCTBOM 3PABOOXPAHEHUA
PECNYBANKU BENAPYCb

3. JEKAPCTBEHHAS ®OPMA Mpuxaa M;:Cv'f’goxaa ullpae?gxoawemm
o B 7

S ——————a

TabneTKH, MOKPHITHIE INIEHOYHOH 000JI0UKOH.
Ta6neTku 6e10ro WM MoyYTH GEJIoro IBeTa, OBATBHOM (GOPMBEI, ¢ pUCKOH Ha 00EMX CTOPOHAX, MOKPBITHIE
IUIEHOYHOM 060104K0i. Ha moBepXHOCTH TabNETOK JOITyCKAeTCsl IEpOX0BaTOCTh. JIMHMS pasioMa (pucka)
NpeHA3HAYEHA HMCKJIFOYATENBHO JUIA YNPOIIEHHS JENICHHs TabJNeTKH M ee MpOINAaTBIBAHUs, a He
paszieneHus Ha paBHBIE O3B

4. KIMHUYECKHUE JAHHBIE

4.1. Iloka3aHusl K NIPUMEHEHHIO

JlexapcrBennbii mpenapatr AMOKJIAB ®APMIIDH]I mokasaH [Jist JIEYeHHUs CIEAYIOIMX HHMEKIHiT y
B3pOCIBIX U geTel (cM. paszgenst 4.2, 4.4 u 5.1):

— OCTpBIi GaKTepHAILHBIA CHHYCHT (a1€KBATHO IHArHOCTHPOBAHHBIN);

— OCTpBIHA CPEHUH OTHT,

— 060CTpeHHE XPOHUYECKOTO OPOHXHUTA (afleKBATHO THArHOCTHPOBAHHOE);

— BHEOOJIPHUYHASI THEBMOHMS,

— IUCTHT;

— nuenoHedpuT;

— UH(EKIMH KOXM U MATKHX TKaHel, B YaCTHOCTH, (JIETMOHA, YKYChI JKUBOTHBIX, TSDKEJIBIH ICHTaTbHBIH
abclecc ¢ pacpoCcTpaHEHUEM BOCHIAJICHHS Ha TTOJIKOXKHYIO KIIETYATKY;

— uH(EKIMA KOCTEH ¥ CyCTaBOB, B YACTHOCTH, OCTCOMHUEIIHUT.

CrnefyeT NpMHUMATh BO BHHMaHHME O(HUIHMANbHBIE PYKOBOACTBA IO PallMOHAEHOMY HCIIOJIB30BAaHHUIO
aHTUOAKTepHATBHBIX IIPENapaToB.

4.2. Pexxum 103MpOBaHHUS H crI0CO0 NpUMEHEHHU

PexxuM J103UpOoBaHUs

Pacyer mo3el sekapctBeHHoro mpemapata AMOKJIAB  ®APMIJIOH]] ocymectBisercs 1o
AMOKCHUIIMJUIMHY ¥ KJIaBYJIAHOBOW KHCIJIOTE, 32 MCKJIIOYEHHEM CIIyYaeB, KOrja JO3MPOBAHUE BEJCTCS 110
Ka)kKJIOMY KOMIIOHEHTY B OTAEJILHOCTH.

ITpu moa6ope 036l CIIEAYeT yYUTHIBATh CIEAYIOIMe (aKTOPh: BEPOATHbIC MATOICHBI M UX 0XKUIAEMYIO
YyBCTBHTENHFHOCTh K aHTHOAKTEPUATBHBIM IIpemnapatam (CM. moapasien 4.4); CTENeHb THKSCTH H
JIOKATH3AIMIO HHPEKIIMHU; BO3PACT, MAcCy Tejla M COCTOSHUE IIOYEYHOM (yHKIMH MTalUeHTa.
JUTHTEIbHOCTD JIYEHHs ONpeleliseTcss KIMHUYecKod KapTuHoi. Hexoropele uH(exuun (Hampumep,
OCTEOMHEIHUT) TPeOyIOT GoJiee MPOJOKUTENBHOTO JiedeHus. [IpieM He cieayeT mpoaonkarth Aoibie 14
nHelt 6e3 mepecMoTpa KIMHIYECKOM cuTyanuu (cM. mozapaszen 4.4).

Bspocnvie u demu ¢ maccoti mena 40 ke u bonee

PexoMeHIyeMblil pe)XKUM JO3HUPOBAHHS:

— cTaHzapTHas n03a (IS BeexX IOKasaHMid): oqHa Tabnerka npemnapata AMOKJIAB ®APMIIDH/L 875
Mr/125 mr nBa pasa B JI€Hb,




— 0oJiee BBICOKas 1032 (B YaCTHOCTH, U1 TAKUX UH(EKIIMOHHBIX 3a00JI€BaHMi, KaK OCTPBIHA CpEIHUN OTHT,
CHHYCHT, WH(EKIUH HWKHUX JBIXaTeIbHBIX IyTeH, MHPEKIMU Mb‘dﬂlﬁﬁmx nyreit): 1 Tabnerka
npemapata AMOKJIAB ®APMJIDH/I 875 mr/125 mr Tpu pasa B IEHb.

Jlemu ¢ maccoti mena menee 40 ke 280 6 B - i 0 2 L
PexoMeHayeMblil peXUM JO3UPOBaHHS

- oT 25 Mr/3,6 mMr/kr/nens 1o 45 mr/6,4 Mr/kr/neHs B iBa IpUeMa;

— I JIeYeHus psaa WHQEKIIMOHHBIX 3a00JeBaHuit (OCTPhIN CPeIHUM OTUT, CHHYCHUT, MH(GEKIUH HUXKHHUX
JIbIXaTEeJBHBIX MyTeH) MOXKET MpUMEHAThCs f03a 10 70 Mr/10 MI/kr/neHs B ABa mpreMa.

B tabnuie HUXKe NMpeacTaBleHa MojTy4aeMas 1o03a (MI/Kr Macchl Tesla) B OJHOKpaTHOH no3e (1 Tabnerka
npenapata AMOKJIAB ®APMJIDH/T 875 mr/125 mr y neteii ¢ Maccoit Tena ot 25 1o 40 kr).

Macca Tena (xr) PexoMeHayemMasi oqHOKpaTHast Jo3a (MI/KI Macchl Tena)
AMOKCHITUIUTUH KnaBynaHoBasi KUCIIOTa
12,5-22,5 (mo 35) 1,8-3,2 (mo 5)

40 xr 21,9 3,1

35 kr 25,0 3,6

30 kxr 29,2 4,2

25 xr 35,0 5,0

JIns nedeHus JeTel B Bo3pacTe 0 6 JIET BKJIIOUUTENBHO HIIM C MACCOH Tejla MEHEe 25 KT IIPEANOYTHTENIBHO
HCIIONB30BaTh JIEKAPCTBEHHBIE (HOPMBI B BUJE MOPOIIKA JJIS IPUTOTOBJIEHUS CYCHEH3MM Ul MpHEeMa
BHYTDb.

ITocKoJBKY TaGIETKH HEMb3sl pa3IeNIuTh A1 00ecnieYeH s HAUIEKAIIEro PeXXUMa JO3UPOBaHUs, IIpernapar
AMOKIJIAB ®APMIJIDH]I, 875 mr/125 Mr He cleyeT NIpUMEHSTh Y IeTel ¢ MacCoi Tela MEeHee 25 KI.
OTCYTCTBYIOT KIMHHYECKHE JAHHBIE O IPUMEHEHHH KOMOMHAINM aMOKCHIMJIIMH/KIIaByJIaHOBasl KUCJIOTa
C COOTHOIIEHHUEM aKTHBHBIX KOMIIOHEHTOB 7:1 B 103ax Gosee 45 Mr/6,4 MI/Kr B IeHb y JETEH B BO3pacTe
JI0 IBYX JIET.

JUns TalMEeHTOB B BO3pacTe N0 MABYX MECSLEB HET KIMHWYECKHX JAHHBIX JUIl KOMOWHAUuu
aMOKCHIMJUIMH/KJIaByJIaHOBas KUCJIOTa B COOTHOWIEHHMH 7:1. B CBA3M C OTHM HE MNPEICTaBIISAETCS
BO3MO>KHBIM JaTh PEKOMEHIALUH 110 JO3UPOBAHUIO Y JaHHOM Py MAI[KCHTOB.

Oco0ble rpynnsl NaueHTOB

ITayuenmul nodcunozo 6o3pacma

Koppexuus pexxuMa JO3UpOBaHUS HE TpeOyeTes.

Ilayuenmul ¢ HapywieHuem PYHKYUU novex

Koppekius pexuma J03MpOoBaHus IPH KIUpeHce KpeaTuHuHa 6oiee 30 Mi/MUH He TpeOyeTcst.

V nanmMeHTOB ¢ KIMPEHCOM KpeaTHHHHa MeHee 30 MII/MHH HE PEKOMEHIYETCsS MPUMEHSATH Mperapar
AMOKJIAB ®APMIJIDHJI, 875 mr/125 Mr B CBS3U C OTCYTCTBUEM DPEKOMEHJALMH 110 PEXUMY
JIO3UPOBAHUS VISl TaHHOM TPyl MAaI[UEHTOB.

Iayuenmoi ¢ HapywieHuem GYHKYUU neveHu

JleyeHne JOMKHO MPOBOAMTHCS C OCTOPOXKHOCTBIO, IIPH PETYIIPHOM MOHHUTOPUPOBAHUH QYHKIMH II€UEHH
(cM. mozpasnensl 4.3 u 4.4).

Crioco6 npuMeHEeHHs

I[Tperapat AMOKJIAB ®APMJISH/I npeanasHa4eH [Uis IiprHeMa BHYTPb.

JIis MUHAMH3AIMA TOTEHIIMATEHO BO3MOXKHBIX HEXKENATENBHBIX PEAKIHUi CO CTOPOHBI HKENTyJ04HO-
KUIIEYHOrO TPAKTa JIEKapCTBEHHBIH Ipenapat cleyeT IPUHMMATh BO BPEMsI ITpUeMa ITHIIH.

4.3. [IpoTuBONOKAa3aHUSA

— T'umep4yBCTBUTENBHOCTh K JACHCTBYIOIIMM BEIIECTBAM IIpenapara, K JHOOOMY aHTHOMOTHKY U3
NEHUIM/UTHHOBOTO psifia WM K JIIOOOMY M3 BCIIOMOTATENbHBIX BEINECTB, NMEPEYUCICHHBIX B MOJpa3/ele
6.1.

— TspKenast peakIus THIepUyBCTBUTEIBHOCTH HEMEUIEHHOTO TUIIa (HapuMep, aHaUIaKkCHsl) B aHaMHE3e,
BO3HHKHOBEHHME KOTOPOM CBSI3aHO C NMPUEMOM JIFOOOr0 APYroro aHTUOMOTHKA OeTa-JTaKTaMHOW IPYIIIbI
(sanpuMep, nedarocnopuHOB, KapOareHEMOB UM MOHOOAKTaMOB).

— Xenryxa win HapyueHus (GYHKIMH NeYeHH B aHAMHe3€, KOTOpbe Pa3sBUIMCh Ha (oHe mpuema
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KOMOHMHAIIMH «aMOKCHITHJUTHH/KJIaByIaHOBasl KHCI0Tay (CM. mojpasen 4.8).

2806 B-207 4
4.4. OcoOble yKka3aHHsl H MepbI IPEI0CTOPOKHOCTH NMPH NPHMEHEHHH
Ilepen Ha4aioM JieueHHs: HEOOXOIMMO coOpaTh MOAPOOHBIH aHaMHe3, KacaIOIMHCS MPEAIIECTBYOMIMX
peaKiuii THIepYyBCTBUTENLHOCTH HA IMEHUIMUIMHEL, MeDaTOCTIOpUHBl WM JpYyrHe OeTa-naKTaMHbIe
aHTHOMOTHKH (cM. TTozpa3aensl 4.3 u 4.8).
Beutd  TONMy4eHBl  COOOWIEHHST O  PasBUTHM  CEPhE3HBIX, HHOIJA  JICTAIBHBIX  PeaKIUi
THIEPYYBCTBUTENHHOCTH (BKIIOYasi aHA(MIAKTOMTHBIE M TSDKENbIE KOXHbBIC PEaKIMH) Y MalHeHTOB,
TI0JIyYAIOIUX TEPANHUIO NEHHUIUILTMHOM.
Peakuuy THIEPUYYBCTBUTENBHOCTH TaKXKe MOTYT IIporpeccupoBaTh jo cuxiapoma Koynuca
(anIepruYecKoro OCTPOro KOPOHapHOTrO CHHIPOMA), CEPhE3HOM a/lIePruiecKoi peakuy, KOTOpas MOXET
TpHBECTH K MH(ApKTy MHOKapAa (cM. moxpaszen 4.8) PHCK BO3HMKHOBEHMS TaKUX peakiuil HamOonee
BBICOK Y NAIMEHTOB, UMEIOIIUX B aHAMHE3€ PeaKI[MH TMIIEPYyBCTBUTEIBHOCTH Ha NICHUIUIUIMH, U Y JIU C
aromueil. B cilyyae BO3HMKHOBEHHS a/UIEPrHYECKOH pPEakIMH HEOOXOIUMO INpPEKPATHUTh JIeYCHHE
AMOKCHIIMJITMHOM/KJIaBYJIaHOBOM KHUCJIOTON M Ha4aTh COOTBETCTBYIOUIYIO aIbTEPHATUBHYIO TEPAIHIO.
O CHHAPOME JIEKAPCTBEHHOTO SHTEPOKOJIHTA COOOIANOCH [VIABHBIM OOpa3soM y AETEH, MOTydyaBIIMX
aMoKcHIWUIMH (cM. mozpaszmen 4.8). OTo aulepruveckas peakuus ¢ BeAyLUIMM CHMIITOMOM
TIOBTOPSIONIENCS PBOTHI, BO3HHKaiomel dyepe3 1-4 waca mocie npueMa Hpenapara, MpH OTCYTCTBHH
KOXHBIX aJIEPrHYECKUX PEAKIUH WM PECTTHPATOPHBIX CHMIITOMOB. JIOTOHUTENBHBIC CHMIITOMBI MOTY T
BKJIIOYATh GOJIb B JKHBOTE, JMAPEI0, TMIIOTEH3UIO WM JICHKOIMTO3 ¢ HeHTpoduimei. boumi Tshkesbie
Cllydad, BKJIIOYas IPOrpecCHpoBaHue JI0 IIOKa.
Eciu 6BUIO TIOATBEPXKAEHO, YTO MH(EKIHUsS BbI3BaHA aMOKCHUIMUIMH-YYyBCTBUTEIPHBIMU OpraHM3MaMy,
CIIeZyeT PACCMOTPETh BO3MOXKHOCTB IIEPEX0/ia C Tepalui aMOKCHIIMIUTMHOM/KIIaBYIaHOBOH KUCJIOTON Ha
TEpaIHNIO AMOKCHIMIUIMHOM B COOTBETCTBUHM C OQUUHATBHBIMA PYKOBOICTBAMH.
[Ipenapar AMOKJIAB ®APMIJIDH/] He MOAXOAUT K NMPUMEHEHHIO B Ciyd4asX, KOrJa CyMICCTBYCT
BBICOKHI PHCK TOTO, YTO IpPEAIOIaraeMble MaTOTeHbl 00J1afaloT CHIKECHHOH YyBCTBUTEIBHOCTHIO WA
YCTOMUYMBOCTBIO K GeTa-laKramaM, KOTOpas He OIOCpefoBaHa OeTa-JaKTaMasamH, HHTHOMPYEMBbIMU
KJIaBYJIAHOBOM KUCIIOTOM. DTH JIeKapCTBEHHBIE POPMBI HE TOJDKHEBI HCIIOJIB30BATHCS B JICUCHHH UHEKIHH,
BBI3BAHHBIX IEHUIMUIMH-PE3UCTEHTHBIM S. pneumoniae.
V nanmeHToB ¢ HapyiueHueM GYHKIUH OYEK WK TIPU IIpUeMe BBICOKHUX J103 ITpenapara MOTyT BO3HHKATh
cynopor# (cM. moapaszen 4.8).
He pexoMeHayeTcs Ha3HauYeHHE aMOKCHIM/UIMHA/KIABYJIaHOBOH KMCJIOTBI TpH IOAO3PCHHH HA
MH}EKIMOHHBIA MOHOHYKJIE03, TIOCKOJIbKY Y TaKHX MalMEeHTOB OTMEYACTCs KOpETNo00Hasl CBINb I10CIIE
prueMa aMOKCUIHIUIMHA.
CoueTaHHOE NMPUMEHEHHE AUIONYPHHONA U aMOKCHI[MJUIMHA MOBBIIIACT PHCK BO3HUKHOBEHHUS KOXKHBIX
AJUTEPrUYEeCKUX PEaKIUid.
JlmMTensHOE JIeYeHHE MOXET MPUBOJUTH K YPE3MEPHOMY PasMHOXKEHHIO HCYYBCTBHUTCIBHBIX
MHKPOOPTraHU3MOB.
BO3HUMKHOBEHHE ITyCTYJI Ha SPUTEMATO3HBIX Y4acTKaX KOXH C TMXOPAJKOH B Hauasle JIeUeHUs MOXKET ObITh
CHMITOMOM OCTPOTO TEHEpaTH30BAHHOTO OK3aHTEMATO3HOTO MyCTyne3a. BO3HMKHOBEHHE JaHHOH
HeXeJaTeIbHOM peakiuu TpeGyeT OTMEHB! IIpenapaTa | SBJISETCs NPOTHBOIIOKa3aHHEM K JalbHeHIIeMy
NPUMEHEHUIO aMOKCHIIMIIIMHA.
KoMOuHams aMOKCHIM/UIMHA/KJIABYJIAaHOBOM KHCTIOTBI JO/DKHA C OCTOPOXXHOCTBIO IMPUMEHATHCH Y
MANMEHTOB ¢ IIPU3HAKAMH TI€9EHOYHON HeJOCTaTOYHOCTH (CM. mozpasaensl 4.2, 4.3, 4.8).
HesxenaTebHbIe SBICHUS CO CTOPOHBI IIEYCHH HAOMIOAANNCH, TIaBHBIM 00pa3oM, y MyXXUYHH U MallUEHTOB
TIO’KMJIOT0 BO3PACTa H MOTYT OBITh CBS3aHBI C JUIUTENbHOM Tepanuel. JlaHHbIe HeXeNaTe/IbHbIC ABJICHHUS
oueHb peaKo HabmonaroTcs y Aereid. IIpu3HaKH U CHMITOMBI HapyLICHHS (GYHKIMH TIeYeHH OOBIYHO
BCTPEYAIOTCS BO BPeMs MM cpa3y MO OKOHYaHHHM TEpaliH, OJHAKO B OTJACIBHBIX CIy4asX MOLYT HE
POSIBIATECS B TEUEHHME HECKOJBKHX HeJeNb IOCNe 3aBeplieHus Tepanud. Kak npaBuio, ABIAIOTCS
oGpaTuMbIME. HexenatenbHbIe SBICHHS CO CTOPOHBI NIEYEHA MOTYT OBITh TSIKEJIBIMH, B UCKIIOYHTEIIBHO
PENIKHX CITydasX MMEJHCh COOOLICHHs O JIeTalbHbIX Uexoax. [Toyrn Bo Beex ciryyasx 5To ObLIH THIA C
Cepbe3HOM COMYTCTBYIOIIEH MaToONOrMed HWIM JIMIA, IIOJTyYaBIIME OJHOBPEMEHHO MOTCHIHATBHO
rernaToTOKCHYHBIE ITpenaparkl.
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O KojuTe, CBI3aHHOM C NMPHUEMOM aHTUOMOTHKOB, cooz?ngbng{d_nmie U TIPAKTHYECKH BCEX
aHTHOAKTepHABFHBIX IpenaparoB. JlaHHas HeXellaTellb pearus M a%mpoaan, [0 CTENEeHH
TSKECTH OT JIETKOM 10 yrposkaromeit >xu3Hu (cMm. moapasaen 4.8). IToatomy ciexyer paccMOTpeTh
BO3MOXXHOCTb JJAHHOTO JHArHo3a y MaIlMeHTOB, Y KOTOPBIX B XOJI€ JICYEHUS UIIH I10CIIe BBEACHHUS JFOOBIX
aHTHOMOTHUKOB pa3BuUBaeTcs auapes. [Ipy BO3HHKHOBEHHHM aHTHOMOTHK-aCCOLMHPOBAHHOIO KOJIMTA
JIEKapCTBEHHBIN Mpenapar JOJDKEH ObITh HEMEUICHHO OTMeHeH. [lanuenty HeoOXxoaumo oOpaTuThCs 3a
KOHCYJIbTallie#l K Bpady, KOTOpPBIH Ha3HAUUT COOTBETCTBYIOIIEe JiedeHHe. B momobHOM cuTyanuu
IPOTHBOITOKA3aHO IPUMEHEHHE JIEKapCTBEHHBIX IPENapaToB, yTHETAIOUUX IEPUCTATIBTUKY.

Bo Bpems anuTensHO#M Tepanuu gekapcTBeHHBIM npenapatoM AMOKIJIAB ®APMIIDH]I pexoMenayeTcs
IIEPUOIMIECKH OLEHUBATh (DYHKIIHIO IIOYEK, IIEYEHH U KPOBETBOPEHHUS.

V nanueHToB, MOJy4YaBIINX KOMOMHAIIMIO aMOKCUIIMJITIMHA U KJIaBYJAHOBOM KHCIIOTEI, B PEAKHUX CIIydasx
HaOJII0AaI0Ch YAJIMHEHHE MPOTPOMOMHOBOrO BpeMeHH. [IpH COBMECTHOM Ha3HAYEHMHM KOMOHHAIMH
AMOKCHLIMJUIMHA M  KIaBYJIAHOBOH KHCJIOTBI C QHTUKOAryJasHTaMM HEOOXOJUMO IPOBOAMTH
COOTBETCTBYIOIINI MOHHUTOPHUHT. s MOJAEpXKaHHWs JKEJIaeMOro YPOBHS AaHTHKOAryJISLUH MOXET
NOTPeGOBaTLCS KOPPEKIHS O3B! aHTUKOATyJIIHTa (CM. moapasaen 4.5 u 4.8).

V NanMeHTOB CO CHUKEHHBIM THYPE30M B OUEHb PEKUX CIIydasX cOOOINaloCh O Pa3BUTUH KPUCTAJLIYPUH
(BKIOYass OCTpOE MOBPEXKIEHHE IOYEK), INPEUMYLIECTBEHHO IIPH IapeHTEPAIbHOM [PUMEHEHUH
npenapara. Bo BpeMst IpreMa BBICOKHX 103 aMOKCHMIMILUTMHA PEKOMEHYETCs IIPUHUMATh JOCTAaTOYHOE
KOJIMYECTBO XKUAKOCTH U HOIIEP)KUBATH a[IEKBATHBIM JHype3 Ul YMEHBIICHUS BEPOSTHOCTH 00pa3oBaHuUs
KPHCTA/UIOB aMOKCHIIWUTHHA. Y MalMeHTOB ¢ MOYEBBIMH KaTE€TEpaMH CJIEIyeT PEeryJsipHO NPOBEPSATH
IPOXOAUMOCTB KateTepa (cM. noapasaen 4.8 u 4.9).

B xoe neYeHnss aMOKCHI[HJIJIHHOM IIPU HE0OXOAUMOCTH IIPOBEICHHUS TECTOB Ha HAJIMYKME TITFOKO3BI B MOYEe
CIelyeT WCIOJb30BaTh (EPMEHTATHBHBIE METOIBI ONpPENENCHHs [VIFOKO300KCHAA3bl B CBS3H C
BO3MO’KHOCTBIO TOJTy9EHHSI JIOKHOIIOJIOKHUTEIBHOTO Pe3yIbTaTa IIPU HCTI0Ib30BAHMH HEQEPMEHTATHBHBIX
METO/IOB.

Hanuume KIaByJaHOBOM KHCJIOTHI B JIEKAPCTBEHHOM CPEACTBE MOJXET BBI3BIBATH HECHENU(UUYECKOE
cesspiBanMe IgG w  anpOymmHa MeMOpaHaMHM — 3PHTPOLMTOB, YTO MOXET MNPUBOJUTE K
JIO’KHOTIOJIOKUTEILHOMY pe3ypTaTy Tecta Kymbcea.

V NanueHToB, NPMHUMAONIMX KOMOMHAIMIO aMOKCHIMILUTHHA C KJ1aBYJaHOBOM KHCIIOTOH, MOXET OBITh
TONydeH JIOXKHOIOJIOKUTENbHBI pe3ylIbTaT TeCTOB Ha Hamuuue Aspergillus uHbexuun mpu
ucronp3oBaHuu TectoB Platelia Aspergillus EIA. ViMeroTcs cooOLieHust 0 EPEKPECTHRIX PEAKIUAX TeCTa
Platelia Aspergillus EIA u monucaxapunoB ¥ monudypaHosoB, He OTHOcAmUXcs K poxay Aspergillus.
[To3TOMY MONOXHTENbHBIE pE3yNbTaThl TECTOB Yy MAlMEHTOB, INPUHAMAIOIIMX KOMOMHALHMIO
aMOKCHUIIM/UIMHA/KJIaBYJIAHOBOM  KHUCIIOTBI, JOJDKHBI HHTEPIPETUPOBATECS €  OCTOPOKHOCTBHIO H
TIOATBEPXKAATHCS APYTUMH THArHOCTUIECKMMHU METOIaMH.

BcnoMmorarenbHble BelecTsa
JlaHHBIH TIpenapar coaep>kKuT MeHee 1 MMoib (MM 23 Mr) HaTpHs B OJJHOH TabJIETKE, TO €CTh PAKTHYECKH

HE COIEPXKUT HATPHSL.

4.5. BsaumogeiicTBHe ¢ JIpYrHMH JIeKapCTBEHHbIMH MpenapaTaMd M Japyrue ¢opmsbl
B3auMoaeHdcTBHS

[TepopanbHble aHTUKOATYJISHTBI

[lepopasibHble AHTUKOAryJISHTHl M TNEHULIMUIMHOBBIE AHTMOMOTHKA IIMPOKO HCIIOJB3YIOTCS B
KIMHUYECKOM mpakThke Ge3 cooOmeHuit 06 ux B3aumopaedcTBud. OJHAKO B JUTEPAType OIMMCBHIBAIOTCS
Cllyyad yBEJIHYEHHs MEXIyHapOIHOro HopManu3oBaHHOro otHomenus (MHO) y nanuentoB mnpu
COBMECTHOM INIPUMEHEHHH alleHOKyMapoia Wi BapdapuHa M amokcuiuuivHa. Ilpu HeoOGxomumocTH
OJIHOBPEMEHHOTO  NpHUMeHeHHs mpoTpombuHoBoe BpemMs mwim MHO  nomkHel  THIATENBHO
MOHHMTOPHMPOBAThCS NPH Ha3HAYECHUH WM OTMEHE aMOKCcUIMIUIMHA. Kpome Toro, MoxeT motpe6oBaThes
. KOPPEKIHs 03Bl MEPOPATBHBIX AaHTUKOATYJIIHTOB (CM. nozapaszensl 4.4 u 4.8).

MeTtoTtpekcar

[TeHMIMIITIMHBI MOTYT CHIDKATh SKCKPEIMIO METOTpeKcaTa, NPUBOJAS K IOTEHIMAIBHOMY IIOBBIIICHUIO
TOKCUYHOCTH.
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Jostem VERINESIRY
He pexomenayercs mpuMeHsTh mpenapatr AMO APMIJIOH/] 0aHOBpeMEHHO C MPOOEHEIUIIOM.

[IpoGeHenn CHHXKAET KaHAIBIEBYIO CEKPEIMIO aMOKCHLIM/UIMHA, M II03TOMY OIHOBPEMEHHOE
IpUMEHEHHE KOMOHMHAIINY aMOKCHIIMJUIMHA/KJIaBYJIAHOBOM KHCJIOTHI M MPOOEHELU/1a MOXKET IPUBOJUTD K
YCTOMYHBOMY H JUTUTEIHHOMY ITOBBIIICHUIO B KPOBH KOHIEHTPAIMK aMOKCUIIUILINHA, HO HE KJIaByJIaHOBOH
KHMCJIOTBL

Mukodenonara ModheTun

V maIueHToB, HOMyYaBIIUX MHKO(eHoIaTa MOGETHII, oc/ie Havajla NPHMEHEHHs BHYTPh KOMOHHAIIUH
AMOKCHIIWIMHA C KJIaBYJAHOBOM KHCJIOTOW HaOMIONaNoch CHMIXKEHHE KOHLEHTPAlMd aKTHBHOTO
MeTab0MTa — MEKO(EHOJIOBOM KHCIIOTHI 110 ITPUEMa OYEPEHOM 03b] IpenapaTa NpuoIu3uTenbHo Ha S0
%. V3MeHeHHMs NAaHHOM KOHIEHTPAllMd HE MOTYT TOYHO OTpakaTb OOINME H3MEHEHHsl SKCIIO3UIIMH
MHKO(EHOIOBOM KHCIOTHL. B CBA3M € 3TUM, Kak MNpaBUiIO, HE TpPeOyeTcs KOPPEKTUPOBKA J03BI
MHKO(eHomaTa ModeTHna NPy OTCYTCTBHM KIMHMYECKMX TIPU3HAKOB HApyIIeHHs (QyHKUHUH
TpancmianTara. OfHaKO CleAyeT NPOBOJUTH TINATENbHbIN KINHUIECKUA MOHUTOPHHT BO BpeMs IpueMa
KOMOHHAIIMH JIEKAPCTBEHHBIX IIPENapaToB, a TAKXKe BCKOPE MOC/IE OKOHYAHHS JIEYCHUS] RHTHOHOTHKOM.

4.6. ®epTHIBHOCTD, 0€PEMEHHOCTD H JIAKTALMSA

bepemeHHOCTD
WccneoBaHus HAa )KUBOTHBIX HE BBISBHJIM MPSMOTO MM OIOCPEOBAaHHOIO HEraTUBHOIO BO3JCHCTBUS

AMOKCHIMJUTMHA/KIABYTaHOBOM KHCIOTHI Ha TeYeHHe OepeMEHHOCTH, 3MOpUOHANbHOE/(eTalbHOe
pasBHTHe, pOJABI MM IOCIEPOJOBOE pa3BUTHE (cM. monpasien 5.3). OrpaHMYEHHBIE NaHHBIE TI0
IPHUMEHEHHIO AMOKCHIIMILINHA/K/IaBY1aHOBOH KMCIIOTHI KEHIMHAMH BO BPeMsi OEPEMEHHOCTH HE BBIABIIIH
TTOBBIIIEHHOTO PUCKA BPOXKACHHBIX aHOMANIKH. B 0ZIHOM HMCCI€IOBaHUH Yy XKEHIIUH € MPEXIEBPEMEHHBIM
pa3pbIBOM ILIOAHBIX 06O0NOYEK OBUIO YCTAHOBIEHO, YTO MpOQHIaKTHYeCKas Tepamus KOMOMHauueh
AMOKCHITWJITMH/KJIaByJIaHOBasi KMCJIOTa MOXKET OBITh CBA3aHa C MOBHIIICHHEM PUCKA HEKPOTU3UPYIOIIETrO
SHTEPOKOJIUTA Y HOBOPOXKACHHBIX. Cremyer m3berars mpuema JIEKapCTBEHHOrO Ipernapara BO BpeMs
GEepEeMEHHOCTH, 38 HCKIIFOUEHHEM TeX CITy4aeB, KOT/ia Bpad CYMTAET [IPUEM HEOOXOMMBIM.

KopMileHHe I'pyabio

O6a eHCTBYIOIMX BEIIECTBA JIEKAPCTBEHHOrO Ipenapara MPOHHUKAIOT B IPYyJHOE MOJIOKO (BustHUE
KJIaBYJIAHOBOM KUCIIOTBI Ha JIETEH, BCKAPMIIMBAEMBIX TPYJAHBIM MOJIOKOM, HE H3BECTHO). B cBsi3u ¢ 3TUM
CYIECTBYET BEPOSTHOCTH PA3BHTHS MAPEH MIIM TPHUOKOBOM HH(EKIUH CIU3UCTBIX 000JI0YEK y HETEH,
HaXOJUIUXCS HAa TPYJIHOM BCKApMIIMBAaHHMH, II03TOMY MOXET NOTpeboBaThCs ero npekpauienue. Crexyer
IPUHAMATh BO BHAMAHHE BO3MOXHOCTH ceHcHOmnm3amuu. KomGunanus aMOKCHIIHJUIHH/KJIaByIaHOBAsI
KHUCJIOTa MOYXKET IIPUMEHSATHCS BO BPEMs IPYJHOrO BCKAPMIIMBAHHSI TOJIBKO IOCHIE OLCHKU COOTHOLICHHMS
«I10J1b3a — PUCK» JIEYAIlIUM Bpa4yoM.

4.7. BausiHue Ha cnoco0HOCTh YIPABJISATH TPAHCIIOPTHBIMH CPeJICTBAMH M pad0oTaTh ¢ MeXaHH3MaMHU

CrenuanbHbIX HCCJIEJ0OBAHUN HE MPOBOAMIOCH, OJHAKO BO3MOXXHO BO3HHKHOBCHHE HEXeNaTeIbHBIX
peaxiuii (aIepruyeckie peakiuy, FoJOBOKPYKEHHUE, CYJ0POrH), KOTOPbIE MOTYT OKa3bIBaTh BIMAHUC Ha
CIIOCOGHOCTh YNIPABIATh TPAHCIOPTHBIMH CPEICTBAMH M paboTaTh C JPYTHMHM MeXaHW3MaMH (CM.
nopaznen 4.8).

4.8. HexkenareJibHbIE peaKIHH

Haubosee 9acTo BCTpeyaeMble HeXeaTeNIbHbIe PeaKIMy: Jdapes, TOIIHOTa U PBOTA.

HesxenarenbHble peakiMH, BBLBICHHBIE B XOJ€ KIMHHYECKMX HCCIICNOBAHMU M MOCTMAapKETHHIOBOIO
HaOJTIONICHNs, TIEPEYHCIIEHBl HWDKE II0 CHCTEeMaM M OpraHaM, 4acToTe BcTpedaeMocTd. Yacrora
BCTPEYAEMOCTH OIIPEIENAETCS 0 CIEeAYIONIeH KaccuuKkanuu: o4eHpb 9acto (= 1/10), yacro (= 1/100, Ho
<1/10), mewacro (> 1/1000, mo <1/100), pexxo (> 1/10 000, o <1 / 1000), ouens pexxo (<1/10 000),
YyacTOTa Hen3BeCcTHA (Ha OCHOBAHHH MMEIOIMXCS IaHHBIX OLIEHUTh HEBO3MOJXKHO).

Hugpexyuu u uneasuu

YacTo: KaHAU103 KOXKH U CIU3UCTBIX 000I0YEK.
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YacToTa HEM3BECTHA: YPE3MEPHBIN POCT HEUYBCTBUTEIBHBIX opraHmMoB’.El
Hapywenus co cmoponsl Kposu u numgpamuyeckoil cucmemol g 806 B~2 0 2 A
Penko: o6patiMmast edKomeHus (BKJIFOYas HEMTPOIIEHHIO), TPOMOOIIUTONICHHSL. ;
YacTtoTa HEM3BECTHA: OOpaTHUMBIA arpaHylOLUTO3, TEMOJIMUTHYECKAs aHEMHs, YHJIMHEHHE BPEMEHU
KPOBOTEUCHHUS U IPOTPOMOMHOBOTrO BpeMeHH (CM. nozipas3zaen 4.4).
Hapywenus co cmoponer ummynnou cucmemvol (CM. noapasaens! 4.4 u 4.3).
YacToTa HEM3BECTHA: aHTMOHEBPOTHYECKHH OTEK, aHa(HMIIaKCHUsl, CHHAPOM, CXOIHBIH C CHIBOPOTOYHOI
00J1e3HBIO0, AJIEPrUYeCKHi BaCKYJIHT.
Hapywenus co cmopombvl HepeHOll cucmembl
HeuacTo: roloBoKpy>XeHHe, rojIoBHast 60JIb.
YacToTa HEM3BECTHA: OOpaTHMas T'MIIEPaKTHBHOCTB, cynoporu (cM. monpasaen 4.4), acenTHYECKUi
MEHUHTHUT.
Hapywenus co cmoponwr cepoya
YacToTa HensBecTHA: cuHaApoM KoyHuca (ayuiepruueckuii KOpOHapHbIA CUHAPOM).
JKenyoouHo-kuueynvie HapyuleHus
OueHb yacTo: Juapes.
YacTo: TOIHOTa, PBOTA.
HeuacTto: paccTpoiicTBa MHUILEBAPEHMS.
YacToTa HEHM3BECTHA: NAHKPEATUT, KOJUT, HHAYLUPOBAHHBI IIPUEMOM AaHTUOHOTUKOB (BKIIHOYAs
TICEBIOMEMOPAHO3HBIA KOJUT ¥ TEeMOpPParud4eckKuil KOJHMT), YEPHBIH «BOJIOCATBIN» S3BIK, CHHAPOM
SHTEPOKOJIUTA, HHIAYIUPOBAHHOIO JIEKAPCTBEHHBIM MPEMApaToOM.
TommHoTa yamie HabGIOAAETCS MPH MPHEMe BHYTPb BBICOKMX [03. PeaklMu CO CTOPOHBI XeTyJ04YHO-
KHMIIEYHOTO TPAKTa MOTYT OBITh YMEHBIIECHBI IIPH IPHEME JIEKapCTBEHHOTO Ipenapara COBMECTHO € €/10H.
Hapywienus co cmopoHbl nevenu u Jcen4esbl8600Suux nymeu
Heuacro: MIOBBIIICHUE aKTUBHOCTH acrapTaTaMUHOTpaHchepassbl (ACT) W/unu
amanuHamuHOTpancdepassl (AJIT). Ymepennoe nossimenne aktuBHOCTH ACT u AJIT nabmonaercs y
MaIlMeHTOB, MOJyYAIOIIUX TEPANUi0 OeTa-TaKTaMHbBIMM AaHTHOMOTHUKAMH, OJHAKO KIMHHUYECKas
3HAYMMOCTD JIaHHOTO SIBJIEHUS] HEM3BECTHA.
YacToTa HEW3BECTHA: TENAaTHT M XoJlecTaThyeckas enryxa. JlaHHbIe HEXeNaTelbHBIE peaKlIuu
OTMEYAJIMCh IIPU TEPAITMH APYTHMH MEHUITHIMHAMY U Le(aloCIOpuHaMu.
Hapywenusi co cmopoHbl KO#CU U NOOKOICHbIX MKAHEU
HeuacTo: cbinb, 3y, Kpal¥MBHHIIA.
Penxo: MmynbTuOpMHas 3pUTEMA.
Yacrota HeusBecTHa: cuHApoM CruBeHca-/[)KOHCOHA, TOKCHYECKHM ONUAEPMAIBHBIA HEKpOJIH3,
OyINE3HbI SKC(ONMATHBHBIA IE€PMATUT, OCTPhI TI'€HEPATM30BAaHHBIA JK3aHTEMATO3HBIA ITyCTYIES,
peaxIys Ha JIeKapCTBEHHBIH MperapaT ¢ 03uHO(uINeH 1 cucteMHbME cumnTomamu (DRESS-cunnpom)
(cm. mozpaszenst 4.3 u 4.4), IgA 3aBUCUMBIN THHEWHBIA JEpMaTO3.
B cioyyae BO3HMKHOBEHMs JIHOOBIX aUIepruyeckux peakuuii nedenwe mpenapatom AMOKIJIAB
OAPMIJIDH/] He0O6X0IMMO NPEKPATHTD.
Hapyuienusi co cmoponbl noYex u Mo4e6bl600Suux nymeu
YacToTa HEM3BECTHA: MHTEPCTUIMATBHBIN HEQPHUT, KPUCTAILTYPHS (BKITIOYAs OCTPOE MOBPEXKACHHE IIOYEK)
(cM. mozppaznen 4.9).

Co0o01IeHME 0 TT0I03PEBAEMBIX HEXKEIATEIbHBIX PEAKIUAX

BaxxHo coo0Imars 0 MOJ03pEBaEMBIX HEXENATEeNbHBIX PEaKLHUAX II0CIE€ PErMCTpalliH JIEKAPCTBEHHOTO
npemnapara ¢ LeNbl0 O0eCleueHHs HEMpPEPHIBHOIO MOHHUTOPHMHIA COOTHOLICHHS <«II0Jb3a — DPHCK»
JIeKapCTBEHHOT' O TIpernapara.

MenunuHCKUM pabOTHUKAM pPEKOMEHAyeTCs HampaBisaTh HHGOPMALUIO O JIOOBIX I10J03PEBAEMBIX
He)XeaTeIbHBIX PEaKIUsIX JIEKAPCTBEHHOTO IpernapaTa 4epe3 HallMOHAIBHYIO CHCTEMY COOOINEHHUS O
He)KeJaTeJIbHBIX PEeaKIHUsIX.

Pecniybnuka benapyce

Agpec: 220037, r. MuHck, nep. ToBapuineckuii, 2a

VII «lleHTp 3KCIIepTU3 ¥ UCIIBITAHUH B 3paBOOXPAHEHHUNY
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Tenedon: +375 (17) 242-00-29
Qaxkc: +375 (17) 242-00-29 2806 B-2024
DnexTpoHHas noyra: repl@rceth.by
Caiit: https//www.rceth.by

4.9. IlepenoznpoBka

CuMnTOMBI

B03MO0XHO pa3BUTHE CHMITOMOB CO CTOPOHBI JKEITy I0YHO-KHIIEYHOI'O TPAKTA, a TAK)KE HapyIIEHHUS BOJHO-
3NeKTpouTHOrO Oananca. OmnucaHa aMOKCHUIMJUIMHOBAs KpPUCTAUIypUs, B HEKOTOPBIX Cllydasx
IPUBOJSAIIAS K IIOYEYHOH HEAOCTATOYHOCTH (CM. noapaszaen 4.4).

[Tpu mpueMe BBICOKHX JI03 ITperapaTa WK y MallMeHTOB C HapyIIEHUEM (YHKIIMH TOYEK MOTYT IOSBIIATECS
CYJOpOTH.

HMeroTrcst cooOIeHnss 00 OCaXIEHUH aMOKCUIIWJIMHA B MOYEBBIX KaTeTepax, MPEUMYILIECTBEHHO 1OCIIE
BHYTPMBEHHOTO BBEJCHHS B OONBIIMX [03aX, IIOITOMY CIEIYET IPOBOMUTH DPETYJSAPHYIO IPOBEPKY
IIPOXOUMOCTH KaTeTepa (cM. noapaszaen 4.4).

JleueHue

MOoO>ET MPOBOJAUTHCSA CUMIITOMATHYeCKas KOPPEKIUS HAapyLIEHHH CO CTOPOHBI XKEJyJOYHO-KHUIIECYHOTO
TpakTa ¢ 0COObIM BHHMaHHEM K HOPMAlIM3allMH BOJHO-3JIEKTPOJIMTHOrO OanaHca. AMOKCHLMIUIAH U
KJIaByJIaHOBAsl KMCJIOTa MOT'YT OBITh yJJaJIEHBI U3 KPOBOTOKA ITYyTEM reMOUAIH3a.

5. DAPMAKOJIOTMYECKHUE CBOVICTBA

5.1. ®apmakoagHAMHYECKHE CBOICTBA

dapmakoTepaneBTHYecKass Trpynna: AHTHOAKTepHaNbHBIE CPEACTBA CHCTEMHOro JeicrBus. bera-
JaKTaMHBIE aHTHOAKTepHANIbHBIC TPenapaThl, NEHUIIAIIMHEL

Kox ATX: JO1CRO2.

MexaHu3M AeHCTBUS

AMOKCHUIIWIIUH — TIOJNIyCUHTETHYECKUM TNEHUIWUIUH (OeTa-TaKTaMHBIH aHTHOMOTHK), KOTOpBIH
HHTHOHpYeT OJMH WK Gosiee GepMEeHTOB (M3BECTHBIE KaK NEHHIMIMHCBA3BIBAIOINME G€JIKK) B IpoLecce
GHOCHHTe3a OaKTEpPUAIBLHOIO TENTHIOTINKAHA, KOTOPHIA SBIAETCS OOBEAUHSIOIMM CTPYKTYPHBIM
KOMITOHEHTOM KJIETOYHOM CTeHKH Oaktepuil. VIHruOuMpoBaHME CHHTE3a INMENTHIOINIMKAaHA IPUBOJAMT K
HCTOHYCHHIO KJIETOYHOM CTEHKH, YTO B IOCIEAYIONIEM IPUBOMUT K JIU3UCY U THOETH KIETKH.
AMOKCHITWIIIMH paspyluaercss monx JAeiicTBueM OerTa-nakTamas, BbIpaOaTBIBAEMBIX PE3UCTEHTHBIMU
OakTepusMM, M T[OITOMY CIEKTp AaKTHBHOCTH COOCTBEHHO aMOKCHMIWIMHA HE BKJIIOYAeT
MHKPOOPraHU3MBI, KOTOPbIE IIPOAYLUPYIOT 3TH HEPMEHTEL

KnaBynaHoBas KHCJIOTa — HWHTUOMTOp Oe€Ta-nakTama3s, CTPYKTYPHO pOJCTBEHHBIA MEHHUIMIUIMHAM.
KnaBynaHoBas KHCIIOTa OJOKHMpyeT AefiCTBHE HEKOTOPBIX (EPMEHTOB OeTa-laKTamas, TEM CaMbIM
npeaoTBpalias WHAKTUBALMIO aMOKCUIMILIMHA. KiaByjgaHoBas KUCIOTa B OTACIBHOCTH HE MPOSBIISACT
KJIMHUYECKH 3HAYUMOI'0 aHTHOAKTEpHATBHOTO 3¢ deKTa.

dapmakokuHeTHYECKasA-(hapMaKoJHHAMUYECKas 3aBUCUMOCTh

OCHOBHBIM (HAaKTOPOM, OTIPEAENISIOMIM 3P (PEKTUBHOCTS aMOKCUIIMIIIMHA, SBJISETCA BPEMS MIPEBBILICHUS
MHHHMaJIbHOM nomaistoniei konueHTpamu (T>MIIK).

Mexauu3m HOpMUPOBaHUS PE3UCTEHTHOCTH

CymecTByIoT ZiBa OCHOBHBIX MeXaHU3Ma (dbopMupoBaHuUs PE3UCTEHTHOCTH K
AMOKCHIMJUIMHY/KJIaBYJTAaHOBOM  KHCJIOTE: HWHAKTHUBALUMs TeMH OeTa-JaKkTamMa3’aMH, KOTOphIE He
MHTUOMPYIOTCS KJIaBYJaHOBOW KHCIIOTOHM, BKmouas Oera-naktamasbl kinaccoB B, C u D; usMeHeHus
NEHUIMUTMHCBA3LIBAIONIMX OEIKOB, KOTOPBIE IPUBOAAT K CHIDKEHUIO ahGUHHOCTH aHTHOAKTEPHAIBHOIO
CpEJICTBa K TJaHHOM MUIIEHH JI€HCTBHUS.

Kpome TOro, W3MeHeHHs B IIPOHMIIAEMOCTH OOOJOYKHM MMKPOOPraHM3Ma, a TaKXe IKCIIPECCHUs
. 3(Q}ITIOKCHBIX HACOCOB MOJKET BBI3BATh MJIU CIIOCOOCTBOBATh PA3BUTHUIO OaKTEPUATLHON PE3UCTEHTHOCTH,
0COOEHHO Y TpaMOTpULIATENbHBIX OaKTEpHH.

[TorpaHuyHbIC 3HAYECHUS
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B kauecTBe NOTrpaHUYHBIX 3HAYCHUH MHHHMaiZjﬁIg go B.HSIZ)BII?{ LJ(OHIICHTpaHHﬁ (MIIK) pnst
KOMOWHAIIMM aMOKCUIIWJIIMHA/KIaBYJIaHOBOH K Thl ~UCHOJBL3YIOTCsl  3HAYEHUS, YCTAHOBJICHHBIC
EBpomneickuM KOMHUTETOM II0 ONPEAETICHUIO YYBCTBHUTEIBHOCTH K AHTUMHKPOOHBIM IIpenapaTam
(EUCAST): https://www.eucast.org.

Muxkpoopranusm IlorpaHu4HbIe 3HA4YeHUs] YYBCTBUTEIbHOCTH (MKI/M.JT)
YyBcTBHTEIbHBbIE Pe3ucreHnTHBIE

Haemophilus influenzae <0,001" >2T

Moraxella catarrhalis <1’ >1T

Staphylococcus spp. [Ipumeyanue & 0% [Ipumeyanue 2> 3% 07

Enterococcus spp.” <4'» >81s

CrpenTokokky rpynn A, B, C, G | [Ipumeyanue™ [Tpumeuanue®

(moxasaHusi, He BKJIFOYAIOIIHE

MEHUHTUT)

Streptococcus pneumoniae’ =05 =HRES

Enterobacterales mpy HEOCIOKHEHHBIX| <32 >321

MHGEKIMIX MOYEBBIBOISALIMX IyTei

['pamoTpHunaTenbHBIE aHa’pOoOHBIE <4’ >8!

OakTepuu

['paMIOIOKHATENbHEE  aHa’poGHEIe| <4’ >g8'

GakTepuu (3a UCKITIOUEHUEM

Clostridioides difficile)

[TorpaHuyHbIE 3HAYEHMS, e <2 >g!

SBIISIOMIAECS BUIOCTIENHDUIECKAMH

CTpenToKOKKM rpynns! Viridans® Tpumeyanne”™” [Ipumeyanue”™’

Pausteurella multocida <1 >1'

Burkholderia pseudomallei <0,001" >8]

! TIns uenedt onpesiesieHust 4yBCTBUTENBHOCTH KOHLIEHTPALUA KJIaBYJIAHOBOM KHCJIOThI YCTAHOBJIEHA HA YPOBHE 2 MI/JI.

22 [lorpaHMYHble 3HA4Y€HHs, NMPHUBEJECHHbIe B TaOJMIE, OCHOBaHbl HAa MOTPAHMYHBIX 3HAYEHUSAX OEH3WIMEHHLMIIMHA.
UyBCTBUTENLHOCTD ONPEEIISETCS HA OCHOBAHMHU UyBCTBUTENBHOCTH K GEH3WINEHULIMIUIUHY.

YypcTBUTENBHOCTE CTpenTOKOKKoB Ipymn A, B, C m G Kk mNEeHWUWUIMHaM OMNpENENseTCs Ha OCHOBAHUM UX
4yBCTBUTEJILHOCTH K GEH3IINEHULIIINHY (TI0Ka3aHUs, HE BKJIIOYAIOLINE MEHUHIHUT), 33 UCKITIOYEHUEM 1yBCTBUTENILHOCTH
K (PEHOKCUMETHIITIEHULIWUTMHY U H30KCA30IMINEHULMIMHAM Y CTPENTOKOKKOB Ipynmnbl B.

32 BonBIIMHCTBO CTa(MIOKOKKOB BEIPA0aThIBAlOT NEHHLMIUIUHA3Y, @ HEKOTOPbIE ABJIAIOTCS PE3UCTEHTHBIMU K METHULIMILIUHY.
Kaxzplif U3 3THX MEXaHHU3MOB OOECMEUUBAET MX PE3UCTEHTHOCTb K OCH3WINMEHHLWUINHY, (hEHOKCHMETHINEHULIIINHY,
AMMHULMIUIMHY, aMOKCHILUINHY, MUMNEePalWUIMHy W THKapUWUIMHY. CTadMIOKOKKH, KOTOPhIE B PaMKaX HCIbITaHUMH
JE€MOHCTPHPYIOT YYBCTBUTEJILHOCT K OCH3WINEHHLIMUTNHY M Ue(OKCUTHHY, MOTYT CUMTATLCS YyBCTBUTELHBIMU KO BCEM
nenuuuiHaM. CTahHIOKOKKH, KOTOPbIe B PaMKaX MCIILITAHUH JEMOHCTPUPYIOT PE3UCTEHTHOCT K OEH3WINEHULUILIUHY,
HO YYBCTBUTENILHOCTh K LI€OKCUTHHY, SBIISIIOTCS YyBCTBUTEJIbHBIMH K KOMOMHALMAM C MHTHOMTOpOM OeTa-iiakTamas,
M30KCa30MINEHUIMIMHAM. (OKCALMIUTHHY, KIOKCALUTHHY, TUKJIOKCALIIMHY U (IyKIOKCALMIUTMHY) U Hahuumiuny. B
clyyae Ha3HAaueHWsl TpenapaToB Ul NpHeMa BHYTPb CJ€dyeT NPHHMMaTh BO BHUMAHHWE BO3MOXXHOCTb NOCTHIKEHHS
JOCTaTOYHOTO YPOBHS 3KCHO3MLMU B o4yare MHpekuuu. CTapuIOKOKKH, KOTOPbIE B paMKaX MCIBITAaHUH JIEMOHCTPUPYIOT
PE3UCTEHTHOCTD K LIE(OKCUTHHY, SIBJIAIOTCA PE3UCTEHTHBIMU KO BCEM MEHUUMIUIMHAM.

3 BOBIIMACTBO  KOAryJa30HEraTUBHBIX CTAa(HIOKOKKOB BbIpa0aThIBAIOT NEHULIULIMHA3Y, @ HEKOTOpbIE SBISIOTCS
PE3UCTEHTHBIMH K METULMLTHHY. KaXkIblii U3 3THX MEXaHU3MOB 00ECNEUNBAET UX PE3UCTEHTHOCTb K OEH3WIINEHULMILIUHY,
(EHOKCUMETHIITNIEHULUINHY, aMITULWUINHY, aMOKCULIULIMHY, MUNEPALWIINHY ¥ TUKapLUWUIMHY. B HacTosuiee Bpems
OTCYTCTBYIOT Kakhe-THOO HaJeXXHble METOMbI, KOTOpble IO3BOJMIM Obl OOHApYXHTh BBIPAOOTKY MNEHMLMWJIMHA3E Y
KOaryJia3oHEraTHBHBIX CTa(MIOKOKKOB, OJHAKO PE3HCTEHTHOCTb K METHULMIIMHY MOXET OBITh BBIABJIEHA TPU MOMOLIM
1e(OKCHTHHA ONMUCAHHBIM 00pa3oM.

‘YypcTBUTENBHBIE K aMIULWUINHY OakTepuu S. saprophyticus He MMEIOT reHa mecA U SBJAIOTCS YyBCTBUTENbHBIMHU K
aMIMLWUTMHY, aMOKCHLIMIUTMHY U MUNEpalyUIMHY (B KOMOHHAIIMM ¢ MHTMOUTOpOM G€eTa-nakrama3 uin 6€3 Hero).
SYUyBCTBHUTENBHOCTh K aMITHLIAUINHY, aMOKCULIMJUIMHY M MUNEpalUIMHY (B KOMOMHALMKU ¢ MHTHOUTOpOM OeTa-nakramas
WK 6€3 HEro) MOXeET OBbITh OTpe/e/ieHa Ha OCHOBAaHWH YYBCTBUTENIbHOCTU K aMIULIMIUIAHY. PE3UCTEHTHOCTD K aMIULMIUTUHY
BCTpeuaeTcs HeyacTo y E. faecalis (Heo6xoaumo noarsepxaeHue Ha ocHoaHu MITK), Ho dacTo y E. faecium.

SCKpHHMHT ¢ MPUMEHEHNUEM AUCKA C 1 MKT OKCaUWLIMHA WM UcTbiTaHKue no onpenenenio MITK 6ensunnenuunniyvsa
ClIe/lyeT UCTIONIB30BATh AJIs HCKITIOUEHUS] MEXaHU3MOB PE3UCTEHTHOCTH K 6eTa-naktamaM. B ciyuae ecnu pesynbTar
CKPHMHHHTA SBJISIETCSA OTPULIATENBHBIM (AMaMETP 30HBI MI0JJABIEHUS POCTA BOKPYT IMCKa C OKCALMIUIMHOM >20 MM MK
MIIK 6Gensunnenuummuga <0,06 Mr/n), Bce 6eTa-nakTaMHble NPENapaTsl, Ul KOTOPBIX YCTaHOBJIEHbI KIMHUYECKHE
NOrpaHMYHble 3HAYEHUsI, MOTYT CUUTAThCA YyBCTBUTEIbHBIMU 0€3 HEOOXOAMMOCTH NPOBEACHHS JalbHEHIINX HCTIBITAHUH.
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TorpaHd4Hble 3HAYEHUS] AMHUHOTMEHULWUTMHOB /I SHTEPOKOKKOB OCHOBAHbl Ha BHYTPMBEHHOM BBEJIECHHMH. 3HAau€HUS,
YCTaHOBJICHHBIE JUTS IEPOPATBHOTO NPUMEHEHHS, OTHOCATCS TOJBKO K MH(PEKLMAM MOYEBBIBOAALIMX My TEH.

8 Crpenrtokokku rpynn A, B, C u G He npomyuupyior Gera-nakramasel. JloGaBneHue MHrubutopa Gera-nakramas He
o0ecreunBaeT Kakyro-1100 JOMONHUTENbHYIO KIMHUYECKYIO MONb3Y.

°Ilns CKpMHHMHTAa PE3UCTEHTHOCTH CTPENTOKOKKOB rpymnbl Viridans x 6era-TakTaMaM MOXET MCIOJIb30BaThCS
6ensunennumuinH (MITK unu aucko-auddy3nonHslit MeTon). M30514Thl ¢ OTPHLIATENBHBIM PE3YJIbTATOM CKPUHUHTA MOTYT
CYMTAThCS YYBCTBUTEJIbHBIMH K O€Ta-JIaKTaMHBIM MpemnaparaM, I KOTOPbIX YCTAHOBJIEHbI KIWHHUYECKHE MOrpaHUYHbIE
3HaueHHs. M30/ATHI C TOJIOXKUTENBHBIM Ppe3yNbTaTOM CKPHHUHrAa JOJDKHbI ObITh HCCIENOBaHbl Ha NpEeIMET
4yBCTBUTEJILHOCTH K OT/EJIbHBIM MpenaparaMm. g H30JATOB C OTPHLATENbHBIM PE3YJIbTaATOM CKPMHHMHIA PE3UCTEHTHOCTH K
GemsunnennumuinHy (MITK<0,25 Mr/i) yyBCTBUTENBHOCT MOXET OBITH ONpEJEeHa Ha OCHOBAHUHU UyBCTBUTEJILHOCTH K
OEH3UINEHNLUWIIMHY WIH aMIMLUIAHY. [l M30JIATOB C MOJIOKUTENBHBIM PE3YJIbTATOM CKPUHUHIA PE3MCTEHTHOCTH K
Gemswnnennuuuinay  (MITIK>0,25 Mr/nm) uyBCTBUTENBHOCTb ONpENENSAETCS Ha OCHOBAHWM UYYBCTBUTEJLHOCTH K
aMITMLUTHHY.

BakTeproornyeckasi 4yBCTBUTEIBHOCTh K AaHTHOMOTUKAM M3MEHSETCS B 3aBUCHMOCTH OT PErMOHA H €
TeyeHHeM BpeMeHH. JKenaTenbHO NMPHHUMATh BO BHUMAaHME JIOKAIbHEIE JaHHBIE 110 YyBCTBUTEIBHOCTH,
0COOEHHO, €ClIM pedyb HAET O JICYCHHH TsDKenblX HHekuuid. CrelyeT NpOKOHCYIbTHPOBAThCS C
SKCIIEPTAMH, €CJIM JIOKAIbHbIE [aHHbIE O PE3UCTEHTHOCTH CTaBAT IIOA BOMPOC 3(PEeKTHBHOCTH
JNIEKapCTBEHHOTO MpenapaTa JUisl JISYEHUS! HEKOTOPHIX TUIIOB HHEKIHUIA.

YyBCTBHTEIbHBIE MUKPOOPTaHH3MBI

A3po6HbIe rpaMIoJI0’KHTe/IbHbIe MHKPOOPTraHH3MbI:

Enterococcus faecalis, Gardnerella vaginalis, Staphylococcus aureus, METUIIUIMH- YyBCTBUTEIbHBIE®,
KOaryna3o-HeraTuBHble CTahHIOKOKKH (METHIMIUIMH- YyBCTBHTENBHEIE), Streptococcus agalactiae,
Streptococcus pneumoniae’, Streptococcus pyogenes u Apyrue GeTa-TeMONMTHYECKHE CTPETITOKOKKH,
rpymmna Streptococcus viridans.

A3po6HBIe rPaMOTPHLATEIbHbIE MUKPOOPIraHU3MbI:

Capnocytophaga spp., Eikenella corrodens, Haemophilus influenzae’, Moraxella catarrhalis, Pasteurella
multocida.

AHa3po0HbIe MUKPOOPTaHH3MBbI:

Bacteroides fragilis, Fusobactenum nucleatum, Prevotella spp.

MHKPOOPraHH3MbI, JUIsi KOTOPBIX BO3MOKHO HAJIH4He NPHOOPEeTeHHOi Pe3HCTEHTHOCTH

A3po0HbIE rPaMII0JI0KUTEeIbHbIe MUKPOOPraHH3MBbI:

Enterococcus faecium™*

A’poGHbIe rpaMOTpHIIATEIbHbIe MUKPOOPTraHH3MbI:

Escherichia coli, Klebsiella oxytoca, Klebsiella pneumoniae, Proteus mirabilis, Proteus vulgaris.
IIpupoaHo YCTOHYHBBIE MUKPOOPTraHH3MBbI

A3po6HbIe rpaMoTpHIATEIbHbIEe MHKPOOPTraHH3MBbI

Acinetobacter sp., Citrobacter freundii, Enterobacter sp., Legionella pneumophila, Morganella morganii,
Providencia spp., Pseudomonas sp., Serratia sp., Stenotrophomonas maltophilia.

Jlpyrue MEKpOOpPraHH3MBbI

Chlamydophilia pneumoniae, Chlamodophila psittaci, Coxiella burnetii, Mycoplasma pneumonia.

*Bce METULIMJIMH-PE3UCTEHTHBIE CTAQHIOKOKKH PE3UCTEHTHBI K aMOKCHULIMIUTMHY/KJ1aBYJaHOBOH KHCJIOTE.
**[pupoHas yMepeHHasi 4yBCTBUTEIBHOCTb B OTCYTCTBUM MPUOOPETEHHOrO MEXaHU3Ma PE3UCTEHTHOCTH.

! TpenapaTsl aMOKCHLIMIUTMHA/KJIAaBYITAHOBOM KHCIIOTBI JO3UPOBKOH 875 Mr/125 Mr He moaxoasar Ajis JieueHus
vH(EKILMiA, BBI3BAHHBIX Streptococcus pneumoniae, pe3UCTEHTHBIX K MEHULUMIUTUHY (CM. noapaszensl 4.2 u 4.4).
2B HEKOTOPBIX CTPaHaX cOOOLIAIOCH O IITAMMaX CO CHW)KEHHOH 4yBCTBUTENBHOCTBIO ¢ 4acToToH 6onee 10 %.

" 5.2. ®DapmakoKHHeTHYECKHE CBOWCTBA

AbGcopbrus
AMOKCHIIWJUIMH ¥ KJIaByJIJaHOBash KHUCJIOTa IIOJHOCTBIO pACTBOPSIOTCS B BOJHBIX pPacTBOpax ¢
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¢usnonornueckuM 3HayeHueM pH. O6a koMIoOHEHTa OBICTPO M XOPOLIO a0COPOUPYIOTCS U3 HKEITYA0YHO-
xkumeunoro Ttpakra (KKT) mocne mnpuema BHyTpbh. Ilocie a Tps OHOIOCTYIHOCTH
AMOKCHI[M/UTMHA ¥ KJIaByJIaHOBOM KUCIOTHI cocTaBisieT 70 %. d)apmamegnqecxne napameTpbl 060uX
KOMIIOHEHTOB CXOJIHBI, BpeMsl JOCTM)KEHHSI MaKCHUMaJIbHOH KOHLeHTpauuH B mja3zMe (Tmax) cocTaBiser
okoJto 1 yaca. 28 5 Ié b~ aﬁdz L

Huxke mnpuBeneHbl 3Ha4YeHWs (PapMaKOKMHETHYECKHX I1apaMeTpOB, IOJYdYEHHBIE IIPH MPOBEICHHH
UCCIIEOBAHUS, B KOTOPOM y4YacTBOBaJla TIpyNna 3J0POBBIX JOOPOBOJIBLEB, IOJIy4aBLINX
aMOKCHIMIIMH/KJIaByJIAaHOBYIO KHCIIOTY HaTommak (1 Tabnerka 875 mMr/125 mr 2 pasa B [I€HB).

Cpennee 3Ha49eHHe papMaKOKHHETHYECKHX apaMeTPOB (£ CTAHJAPTHOE OTKJIOHEHHE)
AMOKCHIINITHH/ Cmax T max* AUC (0-244) Tin
KJIaBYJIaHOBasi KHCJI0TA (MKr/mur) (D) (MKrx4/mu) (4)
F E— 11,64 1,50 53,52 1,19
MOKCGHIY +2,78 (1,0 - 2,5) +12,32 +0,21
2,18 1.25 10,16 0,96
KnaBysiaHOBast KHCIIOTa +0,99 (1,0-2,0) 3,04 £0,12

*Meauana (uamnasoH)

Cmax — MaKCHUMaJIbHasi KOHIEHTPALUs B IIa3Me KPOBH.

Tmax — BpeMs IOCTIDKEHUS] MAKCUMAIBHON KOHIIEHTPALUH B IIa3Me KPOBH.
AUC — miomaap o KpUBOH «KOHIEHTPALIHS - BPEMS.

T12 — nepuos NOIyBBIBEACHHUS.

KoHIeHTpaly aMOKCUIIMIIIMHA U KJIaBYJIaHOBOM KUCJIOTBI B CBIBOPOTKE KPOBH IIPH MIEPOPATLHOM IpHEME
KOMOHMHHPOBAHHOTO Ipernapara CXOAHBI C TAKOBBIMH IIPH IPUEME SKBUBAICHTHBIX 103 aMOKCHIMUIMHA
WM KJIaBYJIAHOBOW KHUCIIOTBI I1O OTAEIBHOCTH.

Pacnipenenenue

C 6enkamMu IJIa3Mbl KpOBH CBsi3biBaeTcs 25 % o0OIIero Koau4ecTBa KJIaByJaHOBOM KHUCIOTHI U 18 %
amoxcunmunHa. O6BeM pacmpeesieHus cocraBiseT okoio 0,3-0,4 1/kr 1 aMOKCHIMILUIAHA ¥ 0KoJI0 0,2
J/KT — JUIs KIaByJIaHOBO#M KUCIOTHL. Ilociie BHYTPMBEHHOIO BBEAECHHUS aMOKCHIIMIUIMH U KIIaBYJIaHOBas
KHCJIOTa 0OHAPYXUBAIOTCSI B XETYHOM ITy3bIpe, OpraHax OpIOIIHOM IOJOCTH, KOXKE, XXUPOBOM, MBIIIEYHOH
TKaHSX, CAHOBHAILHOM U IIEPUTOHEATLHOM XKUAKOCTSIX, XKETIM U THOHHOM OTAENAEMOM. AMOKCHIIMIUIUH
He [IPOHUKAET B IOCTATOYHOH MEPE B CIIMHHOMO3TOBYIO JXUAKOCTb.

B uccnenoBaHusax Ha )KHBOTHBIX He ObUIO 0OHApYXXEHO KyMYJISIIUM KOMIIOHEHTOB IIpenapara B KaKOM-
60 oprane. AMOKCHUIIMIUIAH, KaK ¥ OOJBIIMHCTBO NEHUIWIIMHOB, IIPOHUKAET B TPYAHOE MOJIOKO. B
IPYIHOM MOJIOKE TaK)Ke 0OHapyKEHBI CIIeJOBBIE KOJMYECTBA KIIaBYJIaHOBOH KMCIIOTHI (CM. mojpasziei 4.6)
[Toka3aHo, YTO aMOKCHIIMJUIMH ¥ KJIaByJJaHOBas KHCJIOTA IIPOHUKAIOT Yepe3 IIIalleHTapHbIi 6apbep.
Buorpanchopmanus

Oxono 10%-25% HavaabHOM J103hl AMOKCHUMJUIMHA 3KCKPETHUPYETCS C MOYOM B BHJIE HEAKTHBHOIO
MeTaGoNUTa — TEHHIMUIOBOM KHCIOThL KiaBynaHoBas KHCJIOTa B OpraHH3Me MOJBEpraeTcs
MHTEHCHBHOMY METa00IM3My M SJMMUHUPYETCS C MOUOH M KaJloM, a TaKXKe B BHJIE IHOKCH/IA YIiiepoja ¢
BBIJIBIXa€MBIM BO3/1yXOM.

OnMMHUHALUS

AMOKCHIIWUUIMH BBIBOJMTCS, B OCHOBHOM, IIOYKaMH, KJIaBYyJaHOBas KHCIOTa — IIOCPEICTBOM Kak
[IOYEYHOTO, TaK ¥ BHEIIOYEYHOI'O MEXaHU3MOB.

V 310pOBBIX CyOBEKTOB CpeIHee 3HaUYeHHE IIepPUO/ia MOTyBhIBEICHH S U1 aMOKCHILIMIUIMHA/ KIIaByJIaHOBO#H
KHCJIOTHI COCTABJIIET OKOJIO OJHOIO Yaca, a CpeJiHee 3HaueHHe o0Iero knupeHca — okoio 25 ii/4. ITocne
npHeMa OJIHOM TabJIeTKH aMOKCUIIMIIIHHA C KJIABYIaHOBOM KHCIOTOH 0koo 60-70 % aMOKCHIMIIMHA U
0k0110 40-65 % K1aByJJaHOBOU KHCIJIOTHI BBIBOJUTCS C MOUOH B HEU3MEHEHHOM BH/IE B TEUCHHUE NIEPBBIX 6
. 4 [ocjIe MpreMa OIHOM TabJIeTKHU MmpenapaTa aMOKCHIIMIUTMHA C KJIaBYJ1aHOBOM KUCIIOTOM J03HPOBKO# 250
Mr/125 mr uiam 500 mr/125 mr. B psine uccnenoBanuii ObIIO yCTaHOBJIEHO, UTO B TEUEHHE 24 4acOB ¢ MOYOH
BeiBoAUTCS 50-85 % amokcunmuiiHa U 27-60 % KiaBynaHOBOM KHCIOTHL. OCHOBHOE KOJIHMYECTBO
KJIaBYJIaHOBOM KUCIIOTHI BBIBOJUTCS B TEYEHHE NIEPBBIX 2 YACOB I1OCJIE€ BBEICHHUSL.
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OnHOBpeMEHHOE MPUMEHEHHE MPoOSHENNAa 3aMeIIIeT SKCKPEIUI0 aMOKCHIIMIIIIMHA, HO HE BIIUSET Ha
MOYEYHYIO SKCKPEIUIO KJIaByJIaHOBOX KHUCIIOTEI (CM. IIOJP ﬂﬁé) A

Ocobble rpynmnbl 32JJ§ B - 20 2 b

Bospacm

ITepuos moyBBIBEICHUS aMOKCUIIMIUINHA y IETeH B BO3pacTe OT 3 MECALEB 0 2 JIET U JAETeH CTaplIero
BO3pacTta M B3POCHBIX COBHAAAIOT. [ O4YEHb MAJECHBKHMX JETeH (B TOM 4YHCJIe HEJOHOLIEHHBIX
HOBOPOXJICHHBIX) B IEPBYIO HEJEIIIO XKU3HU HHTEPBAJI BBEJICHUS HE JIOJDKEH IPEBBIIATE JBa pa3a B I€Hb
B CBSI3M C HE3PEJIOCTHIO MOYEUHOrO MyTH MUMHUHAIMH. [ToCKOIBKY y MaLlMEHTOB IMOXMIIOrO BO3pacTa
HanboJIee BEPOSITHO CHHXKEHUE TOUYEYHOH (QYHKIUH, HEOOXOAUMO IPOSIBIISATE OCTOPOKHOCTD IIPHU 10100pe
JI03BI ¥ KOHTPOJIMPOBATh ()YHKIUIO ITOYEK.

Ilon

[Ipy mepopaJibHOM IIpHEMe IIOJIOBBIE PA3IMYMs y 3JO0POBBIX MYXYMH M JKEHIIMH HE OKa3bIBAIOT
CYILECTBEHHOTO BIUSHUS Ha (apMaKOKHHETHKY aMOKCHUIIMJUIMHA ¥ KJIaByJIAHOBOX KHCIIOTHIL.

Iayuenmol ¢ HapyweHuem YHKYyuu nodex

O6muii  CBIBOPOTOYHBIA  KIMPEHC  aMOKCHIMJUIMHA/KIAaBYJaHOBOW  KMCJIOTBI  YMEHBINAETCH
NPONOPLUHUOHAIBHO CHIDKEHHIO GyHKIME 1odek. CHIKeHHe KiIMpeHca Ooyiee BBIPAXEHO Ul
aMOKCHIIMJIIMHA 110 CPABHEHHIO C KJIaBYJaHOBOM KHCJIOTOH, MOCKOJIBKY 60Jbllas YacTh aMOKCHIIUILTAHA
BBIBOAHUTCS MOYKaMM. [Ipy HapymieHHH (YHKIMH IOYEK J03bl HAa3HAYAIOTCA TaKkkMM 00pa3soM, 4TOObI
NpeOTBPaTUTh YPE3MEPHOE HAKOIUIEHHE AMOKCHMIM/UIMHA NPH COXPAHEHHH HEOOXOAUMOro YpPOBHS
KJIaBYJIAHOBOM KUCIIOTHI (CM. moapaszen 4.2).

ITayuenmul ¢ Hapywenuem QYHKYUU nevenu

[TanuenTtam ¢ HapylieHHeM (QYHKIMM II€YEHH HEOOXOIMMO C OCTOPOXHOCTBIO HazHayaTh J03y U
PETYJISPHO KOHTPOJIUPOBATh QYHKIHUIO MEYECHH.

5.3. JlanHbIe JOKJINHNYECKO 0€30MacHOCTH

I[aHHI:IC JOKIIMHUYCCKOIro U3y4CHUA 6C3OHaCHOCTI/I, IT€HOTOKCUYHOCTH H perOﬂ}’KTI/IBHOﬁ TOKCHYHOCTH
CBHACTCIBCTBYIOT 00 OTCYTCTBHH CHCHH(i)H‘{eCKOﬁ OIIaCHOCTH I 4YCJIOBEKA. le/l HUCCJIICAOBAHHUH
TOKCUYHOCTH IIOBTOPHBIX 03 aMOKCHIHW/UIMHA C KHaBYHaHOBOﬁ KHCJIOTOH y cobak Habmomanu
pa3apaX€HUE >KeIyaKa, pBOTY, a TaKXKe o0eclBEeYMBAHUE S3bIKA. HccnenoBanus KaHIOEPOTE€HHOCTH
aMOKCHIMJIJIUHA C KJIaBy.TIaHOBOI‘/‘I KHUCJIOTOM HJIU JpYruMH KOMIIOHCHTaMHU IIpe€napara HE IIPOBOAHIIHCE.

6. DPAPMAIIEBTUYECKHE CBOVICTBA

6.1. IlepeyeHb BCIOMOraTe/IbHLIX BEIIECTB

Aopo mabnemku: MAKPOKPUCTAJUTMYECKAs IEJUTION03a, MarHys CTeapar, KPEMHHUS JTUOKCHL KOJUIOMIHbIA
6€3BOIHBIM, HATPHS KPaXMAJITTIUKOIAT (THII A).

Obonouka: T'HIPOKCHUITPOTTAIIMETUIILIEIUIION03a, KOIOBHUJIOH, MOJTUATUJICHIJIUKOIIb,
IIHLEPUIKAPHIIKAIPaT, TOMUAEKCTPo3a, THTaHa auokeu (E171).

6.2. HecoBMecTHMOCTD

He npumenumo.

6.3. Cpok rogHocTu

2 rona.

6.4. OcoObie MepbI MPEI0CTOPOKHOCTH NPH XPaHEHHH

Xpauuth npu Temneparype He Bbime 25 °C. XpaHUTh B OpPUTHHAIBHON YIIAKOBKE JUIS 3allUTHI OT BJIary.

6.5. XapakTep u coaep:kaHHe NEPBUYHON YyNIAaKOBKH
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[To 7 TabneTOK B KOHTYpHOH Oe3bA4eKOBOM ymakoBke U3 (Hosbru QfoManeBoﬁ. JIBe KOHTYpHBIE
0e3bsUeHKOBBIE YIAKOBKH BMECTE C JIMCTKOM-BKJIAIBIIIEM BO, %‘OEH‘IHOP'I }ﬁ?axom(e U3 KapToHa
KOpPOOOYHOTO. g8Ubb-2 24

6.6. OcoOble Mepbl MPEXOCTOPOXKHOCTH NMPH YHMYTOXKEHHHM HCIOJb30BAHHOI0 JIEKAPCTBEHHOIO
npenapara Wil 0TX0/10B, I0JIy4eHHBIX M0cJie IPHMEHEHHS JIeKapCTBEeHHOr0 npenapara uid paoTsl
¢ HUM

Het ocoObix TpeGoBaHMiA.

6.7. Ilopsagok oTmycka
[To peuenty.
7. AEPXKATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHUS

Benopyccxo-r OJIJIAaHACKOE€ COBMECTHOC IIPEAIIPUATHE 06HICCTBO C OFpaHPI'-ICHHOﬁ OTBE€TCTBCHHOCTBIO

«OAPMIIDH]I» (CIT OO0 «®APMIIDH]I»)
Pecny6nuka Benapyce, 222603, Munckas o6nacts, p-H HecBuxckuii, r. HecBux, yn. Jlenunckas, n. 124,

KOM. 3
AJpec 31eKTpoHHO#M mouThl: mail@pharmland.by.

3a mo6oi uHpOpMaIHei 0 JIEKapCTBEHHOM IIpenapare, a TakKe B ClIydasX BO3HHKHOBEHHs INPETEH3UM
clieyeT 00paIaThCs K IepXKaTEN0 PETHCTPAalliOHHOTO YIOCTOBEPEHHUS.

8. HOMEP PETUCTPALIUOHHOI'O YAOCTOBEPEHUS

9. IATA IIEPBUYHOI PETUCTPALIUM

10. JATA IEPECMOTPA TEKCTA
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