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MHUHUCTEPCTBO 3/IPABOOXPAHEHHS POCCUUCKOU ®EJEPALIMU

MHCTPYKIIUA
[1O MEJIUTIIMHCKOMY IMPUMEHEHHIO JIEKAPCTBEHHOI'O
[IPEITAPATA
AMokcukiap®
PerucrpaumoHHbIi HOMep:
Toprosoe HauMeHOBaHHEe: AMOKCHKIIAB".
MexayHapoaHOe HeNATeHTOBAHHOE HJIH IPYNIIHPOBOYHOE HAHMEHOBAHHE:
Amoxcuumiudi + [KiiaBysanoBast kucioral.
JlekapcrBennas opma: TabiieTKH, MOKPLITHIE IUIEHOYHOH 000I0YKOH.
Cocras

| TabsieTka, MOKpbBITasA MJICHOYHOH 000JI0YKOI, COACPIKHT:

Koan HEeCTBO, MT'

KoMmnonenrsi
500 mr + 125 mr 875 Mr+ 125 Mr

Hopo mabremru:

Jeiicmeyrouque seugecmsa:

AMOKCHITHJUIHHA TPHIHIPAT 5740 1004.4
(COOTBETCTBYET aMOKCHITHJIJTHHY ) &

o = (500,0) (875,0)
Kanus knasynanar 149.0 148.9
(COOTBETCTBYET KIaBYJIAHOBOH KHCIIOTE) : .

g - (125,0) (125.0)
Bcnomozamenwnsie eemecmea:
Kpemuus JTMOKCH) KOJUIOM/THbI#H . ,
P . B i 10,0 3.5
6e3BoiHbII
Kpocnosuaox - 250.0
[ToBumon K25 . 26,3
Marnus creapar 18,0 10,5
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Harpus kpaxmasna ravkondar (tun A) 20,0 ' -
Tanbk - 14,9
MUKpOKpHCTALTHYECKAS HEILTION03a 229,0 194.8

Ilienounan obosiouKa:

['unpomerniosa 5,0 6,3
DTAILEILTION03A, BOJAHAS JTHCIIEPCHS 6.0 21,1
Tpuatunumurpar 1,0 1.4
Turana auoxcu 10,0 11,3
Tansk 8.0 B 9.9
Onucanue

Tabaerku 500 mr + 125 mr:

or Oesoro A0 ciaerka JKeJToBaToro LBETa, IPOI0JIroBaThie JABOSKOBBIMYKIIbIE
Ta0JIeTKH, MMOKPLITHIC ILUIEHOYHOH 000/104Kk0i, ¢ THCHeHHeM «GG N6» Ha oaHOM
CTOPOHE.

Tabuerku 875 mr + 125 mr:

or 6esoro 10 noyru 0esoro uBera, OBaJbHbIE TAOJIETKH, MOKPLITHIE UICHOYHOH
000JIOUKOH, C PUCKOH Ha 00EHX CTOPOHAX.

MapmarkoTepaneBTHYECKAs rpynna

AHTHOHOTHK, MCHUIIMJUIHH 1OJYCHHTETHYECKHH + OeTa-akramMas HHrHOUuTOp.
Kox ATX: JOICRO2.

PapMaKoJI0rHYecKne CBOHCTBA

DapmaroounHamurxa

Mexanusm oetcmeus
AMOKCHIIMJUTHH — 1TOJYCHHTETHYECKUIT aHTHOMOTHK LIMPOKOI0 CIIEKTPa JAeHCTBHS,

obsajaronmi AKTHBHOCTHH [IPOTHB MHOI'MX I'PaMITOJIONKHTCIIBHBIX U

o
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IpaMOTPHLIATE/IbHBIX MHMKpOOpraHusmMoB. B To ke BpeMs aMOKCHUMJUIHH
MOABEPKEH pa3pyllleHHI0 Oera-TaKkTamMazaM, M [MOITOMY CIIEKTP AKTHBHOCTH
AMOKCHIIWJIJIMHA  HE  PAcCHpOCTPaHSeTCss HAa  MHKPOOPIraHW3Mbl,  KOTOpbBIE
MPOJYLHPYIOT 3TH (PEPMEHTBHI.

KiaBynanoBast kuciora sBiseTcsi MHruOMTOpoM Oera-jlaktamas, CTPYKTYPHO
POJZCTBEHHBIM  NEHUIMJUTHHAM, 00lagaer CcrnocoOHOCTbE)  HMHAKTHBHPOBATH
UPOKHi criekTp Oera-iakramas, 00bIYHO 0OHAPYKUBAEMBIX Y MUKPOOPIraHU3MOB,
YCTOHYMBBIX K MNEeHHIMUIMHaM M uedanocnopuHaM. KiiaBynaHoBas KHci0Ta
obnamaer pocratouHod APPEKTUBHOCTHIO B OTHOHICHWH IUIa3MM/IHBIX Oera-
JIAKTaMa3, KOTOPBIC Yalle BCEro 00yc/IaBIuBalOT Pe3HCTCHTHOCTL OaKTepHH.
JIByMSi OCHOBHBIMH ME€XaHHU3MaMH PE3UCTEHTHOCTH K KOMOMHALIMM aMOKCHITHJLUTMHA
C KJIaBYJIAHOBOH KHMCJIOTOH SIBJISIFOTCS:

|. HuakruBaims OakrepuasiibHbIMK  Oe€Ta-JlakTamMazaMH, KOTOpble CaMM HeE
MHIHOMUPYIOTCSl KJIABYJIAHOBOH KHC/JIOTOM, BKJIIOYAs pa3jiMyHble aMHHOKHCIOTHBIE
OCHE0BaTeIbHOCTH, OTHOCcAmMecs K kiaccaM B, C u D no knaccudmkainmuu
Ambler.

2. M3meHeHus B NEHHUUMWUIMH-CBS3BIBAIOUIMX O€JIKax, YMEHbIIAIOIIHE CTEleHb
CpOJACTBA AaHTHOAKTEPHAILHOIO IperapaTa K MumeHd. CHIKEHHEe TPOHUIIAeMOCTH
Hapy:KHOH MeMOpaHbl H MeXaHU3MbI Y IIOKCHOrO Hacoca MOTYT BbI3LIBATH HITH
crocodcTBOBaTh  (POPMHPOBAHUIO  PE3MCTCHTHOCTH, ocobeHHo  cpeau
rpaMOTPHLATEIIbHBIX MHKPOOPraHH3MOB.

[IpucyTcTBHE KIIaBYJIaHOBOM KHCJIOTBI B MpEnapare 3alldiacT aMOKCHIIMIUIHH OT
paspyuieHus (epmeHTamMM — OcTa-Takramas’aMu, 4YTO TO3BOJISIET PACHIMPHTD
aHTHOAKTEPHATLHBIH CIIEKTP aMOKCHITHIUIMHA.

Dapmarodunamudeckue ¢hghexmot
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Hwxke npusenecHa kinaccudukaius MHUKPOOPraHM3MOB B COOTBETCTBHM C HMX
4yYBCTBUTEIILHOCTBIO 11 Vitro K KOMOWHAaUMH aMOKCHLIM/UTMHA C KJIaBYJJAHOBOH
KHCJIOTOH.

bakrepun, 00bIYHO YYBCTBHTE/IbHbIE K KOMOMHAUMHM AMOKCHIM/UIHHA C
K/JIaBYJIAHOBOH KHCJIOTOH

I'pamnosioxuTeIbHBIE A3P00bI

Bacillus anthracis
Enterococcus faecalis
Listeria monocytogenes
Nocardia asteroides
Streptococcus pyogenes'~

Streptococcus agalactiae’”

Streptococcus spp. (Apyrue 6eTa-reMoJMTHYECKHE CTPENTOKOKKH)'
Staphylococcus aureus (4y6cmeumensubitt K MEMuyuiiuny)’
Staphylococcus saprophyticus (4yecmeumenvHbili K MEMUYULIUHY)
Koazynazoneeamuersie cmaguiokOKKu (YY8CMEUMENbHbIE K MEMUYUIIUHY)
I'pammnoioKuTE/ILHBIE AHAIPOOLI

Clostridium spp.

Peptococcus niger

Peptostreptococcus magnus

Peptostreptococcus micros

Peptostreptococcus spp.

['pamorpuuare/ibubie a3podbl

Bordetella pertussis

Haemophilus influenzae’

Helicobacter pylori

Moraxella catarrhalis’
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Neisseria gonorrhoeae

Pasteurella multocida

Vibrio cholerae

['pamoTpunartenbHbie aHAIPOOBI

Bacteroides fragilis

Bacteroides spp.

Capnocytophaga spp.

Eikenella corrodens

Fusobacterium nucleatum

Fusobacterium spp.

Porphyromonas spp.

Prevotella spp.

[Ipoune

Borrelia burgdorferi

Leptospira icterohaemorrhagiae

Treponema pallidum

bakTepun, AJsi KOTOPHIX BepOsiTHA NpHOOpeTeHHAs] PE3NCTEHTHOCTh K
KOMOHHAIHH AMOKCHIIH/IIHHA ¢ KJIABYJIAHOBOH KHCI0TOM

I'pamorpuuaTe/ibibie 29Po0bI

Escherichia coli’
Klebsiella oxytoca
Klebsiella pneumoniae’
Klebsiella spp.

Proteus mirabilis
Proteus vulgaris
Proteus spp.

Salmonella spp.

wn
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Shigella spp.
I'pamnosioxuTEIbHBIE 23POOBHI
Corynebacterium spp.
Enterococcus faecium
Streptococcus pneumoniae'”’
Crpenrokokku rpynnst Viridans
bakTtepuun, ob6aajaomMHe MNPHPOIHOH YCTOHYHBOCTHIO K KOMOMHAUUH
AMOKCHIH/IJIMHA C KJIABY/JJAHOBOH KHACJIOTOMH
I'pamoTpHunaTeIbHBIE 23POObI
Acinetobacter spp.

Citrobacter freundii
Enterobacter spp.

Hapnia alvei

Legionella pneumophila
Morganella morganii
Providencia spp.

Pseudomonas spp.

Serratia spp.

Stenotrophomonas maltophilia
Yersinia enterocolitica

IIpoune

Chlamydophila pneumoniae
Chlamydophila psittaci
Chlamydia spp.

Coxiella burnetii

Mycoplasma spp.
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bs B OTHOHICHHH JITAHHBIX 68KTCpHﬁ KIIMHHYCCKast 3d)(b€K1‘HBHOCTb KOMOMHALIMKM aMOKCHLIH/LJIMHA

C KJIaBY/JIAHOBOMH KHCJIOTOH ObLIa NPOAEMOHCTPHPOBAHA B KIMHHYECKHX HCCIIEI0BAHAAX.

2 o 3

- mWTaMMBl 3THX BHJ0B OaKkTepuii He npoayuupyior Gera-nakramasbl. UyBCTBHTEILHOCTE [1PH
MOHOTEPANHH AMOKCHLMILTHHOM MO3BOJISET Mpe/InosaraTh aHAIOrHYHYIO YYBCTBUTEIBHOCTh K

KOMOMHALMH AMOKCHIIMJUIHHA C KJIABYJIAHOBOH KHCIOTOM.

Dapmakoxunemura

Beacwieanue

Ob6a jeiCTBYIOIMX BeUIeCTBA Iperapara AMOKCHKIAB", aMOKCHIM/UIHH H
KJ1aByJIaHOBasi KMCJIOTA, OBICTPO M MOJIHOCTBIO BCACBIBAKOTCS NPU [IPHEME BHYTPb.
BceacbiBanue JICHCTBYIONMX BEIIECTB Npernapata AMOKCHK/IAB® ONTHMAIbHO B
ciy4ae 1pyema rpemnapara B Ha4yajie [pueMa Uiy,

dapMaKOKHMHETHKA Pa3HbIX /103 aMOKCHUIMIUTMHA U KJIaBYJIAHOBOM KHCJIOTHI OblIa
M3y4YeHa Y 3/I0pPOBBIX JA00POBOJIBLEB HATOLIAK B JIBYX OTJAEJIBHBIX KIMHHYECKHX
uccaeaoBaHusax. Hike npuBeieHs! 3Ha4eHus (papMaKOKMHETHYECKUX [TapaMeETPOB
JUIs JO3UPOBOK KOMOMHALIMK aMOKCHIIHJUIMHA C KIIaBYJIAHOBOW KHCI0TOH 875 mr +
125 mr (1000 mr) u 500 mr + 125 mr.

Cpeanue 3HadeHus papMakKOKHHETHYECKHX 11apaMeTPOB

[Ipenaparsl Josa Chisic Tinaz AUC Tn
(mr) (Mr/n) (4) (mr*u/n) (1)

Amorcuywinun
AMOKCHUWITHH C 500 6,5 1,5
KJ1aBY 1aHOBO W

kucsotoit 500 mr+ 125 mr
AMOKCHLM/LTHH € 1750 11,64 + 1,50 (1,0-2,5) 53,52+ 1,19+0,21
KJIaBY1aHOBO# KHCIOTOM 2,78 12,31
875 mr + 125 mr, 2 TabneTku
Knrasynanosas kucroma
AMOKCHIIWLTHH € 125 2,8 1,
KJ1aByJIaHOBOH

kucaoToi 500 mr+ 125 mMr
AMOKCHIIHJLIHH C 250 2,184+ 0,99 1,25 (1,0-2,0) 10,16 + 3,04 0,96+ 0,12
KJaBY/1aHOBOH

Kucnotoii 875 mr+ 125 mr, 2
TAOJIETKH

Cumax - MAKCHMa/IbHAsA KOHUEHTPALMUS B 11a3ME KPOBH.

Tiax - BpEMS 1OCTHAKEHHA MAKCHMAILHON KOHLEHTPALIMKU B M1a3Me KPOBU.
AUC - nnowmans noj KpUBOH 3aBHCUMOCTH «KOHLIEHTPALIUA-BPEMSI».

T2 - nepuoa nonyBLIBEICHHS.

[39]
w
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[Ipg npumeHeHMM KOMOMHALMM AMOKCHLM/UIMHA C KJIABYJIAHOBOW KHCIIOTOM
KOHL[ECHTPALMH AMOKCHIMJUIMHA B CHIBOPOTKE KPOBH CXOJHbI C TAKOBBIMH IIpH
MEePOPATLHOM MPHEME YKBUBAJICHTHBIX /103 TPH MOHOTEPATUH aMOKCHIIHJLTHHOM.
Pacnpeoenenue

[Ipy BHYTPpUBEHHOM BBCJECHHMH AMOKCHUMJUIMH M KIABYJIAHOBas KHCJIOTa
oOHapyXHMBaKOTCAd B TEPANECBTHYCCKHX KOHIIGHTPAUMAX B Pa3jIM4HBIX TKAHAX H
HHTEPCTHIIHAILHON JKHUIKOCTH (B JKEIYHOM ITy3bIpe, TKaHAX OpIOIIHOH IMOJIOCTH,
KOXE, JKMPOBOH M MBIIMICYHOH TKaHAX, CHHOBHAIBHOH MW I[IEPHTOHEAIbHOH
KUJIKOCTSIX, HKEIUH, THOUHOM OTIEIAEMOM).

AMOKCHIIMJUTMH ¥ KJIaBYJIaHOBasi KHCJI0Ta HE 00Ja/1al0T BBICOKOW CTEMCHBIO
CBSI3bIBaHHSA ¢ OCIIKaMHU CBIBOPOTKHU KpOBH. [IpoBeIcHHBIE HCCIIE10BAHMS [TOKA3AIIH,
4yTo ¢ OEJIKaMH CHIBOPOTKM KPOBH CBsi3bIBAacTCs OKOJIO 25 % 001uero kojgnyecrsa
KJIaBYJIaHOBOM KUCIIOTHI M 18 % aMOKCHLMI/IJIMHA B CHIBOPOTKE KPOBH.

B uccieioBaHusIX HA )KMBOTHBIX HE ObLIO 00HAPYKEHO HAKOIUICHHE KOMIIOHECHTOB
npenapara B KakoM-1100 oprase.

AMOKCHIMJUIMH, KaK ¥ OOJIbLIMHCTBO NEHUUMW/UIMHOB, [POHHMKAET B TIPYAHOE
MOJIOKO. B rpysHOM MoJIoke MOryT ObITh OOHApyKEHbl TaKKe ClIE0BbIC
KOJIMYECTBA KJIABYJIAHOBOH KHCIIOTHI (CM. pasaen «ITpuMeHenue npu 6epeMeHHOCTH
M B I[IEPHO/L IPY/IHOIO BCKapMIIMBAHHS» ).

UccrenoBanus penpoayKTHBHONM (YHKUMH Yy IKHBOTHBIX I[I0Ka3ajd, 4YTO
AMOKCHIIHJUTMH M KJIABYJIAHOBasi KUCJIOTA IPOHUKAIOT Yepes MJialleHTapHbli Oapbep
(cMm. pazgen «[Ipumenenue 1npu  OCpeMEHHOCTH W B MEPHOA  I'PYIHOr0O
BCKApMJIHBAHHD? ).

Memabonusm

AMOKCHIIMJUIMH ~ YaCTHYHO  BBIBOJUTCS  [MOYKAMH B BHJAEC  HEAKTHUBHOH
MEHUIMIUIONHOW  KHCIIOTBI B KoJMuecTBe, OSKkBHUBajteHTHoM 10-25% or

IlepBOHa‘[aJIbHOFI JIO3BI. KﬂaByﬂaHOBaﬂ KHCIIOTa TMOABEPracTcsi HMHTCHCUBHOMY
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MeTadoIu3My y 4esnoBeka ¢ oOpazoBaHHeM 2.5-1uruipo-4-(2-ruapokcuITui)-5-

okco-1H-nmuppos-3-kapOoHoBOH KHCIOTHL M | -aMHHO-4-ruapoKkcH-OyTaH-2-0Ha U

BBIBOJIMTCS [OYKAMM, YE€pPe3 IKEIY/J0YHO-KHILIEYHbIH TPAaKT, a TAKKE B BHJEC

JMOKCH/IA YTJIEPO/1a C BBIBIXACMbIM BO3/LYyXOM.

Buigeoenue

Kak u apyrue 1neHMUMIUIMHBI, aMOKCHLW/UIMH BBIBOJAMTCH B OCHOBHOM IIOYKaMH,

TOIJIJa Kak KJIAByJIAHOBasi KHMCIIOTa — IIOCPEACTBOM KakK [OYEYHOro, TaK M

BHEMOYEYHOI0 MEXaHH3Ma.

[Tpumepuo 60-70 % amokcuimmuuinHa 1 okos10 40-65 % KiIaByJ1aHOBOM KHCIOTHI

BBIBOAMTCA 110YKAMH B HEM3MEHEHHOM BHJIE B 11epBbIe 6 4aCOB 110CIIE IIPUMEHEHH

| tabGieTkn KOMOMHALIMM AMOKCHIIMIUTHHA C KJIABYJIAHOBOM KHUCJIOTOM, TaOIeTKH,

MOKPBITHIC IUIEHOUHOMN 000s10uK0#, 500 Mr + 125 mr.

OnHoBpeMEHHOE [PUMCHEHHUE npodeHenuaa 3aMeseT BbIBCICHHE

AMOKCULIMJUTMHA, HO HE 3aMeJUISCT BbIBEACHHUE KIIABYJIAHOBOH KHCIJIOTHI TOYKAMH.

Iloka3anus K NpHMEHEHH IO

[Ipenapar AMmoKcHKIaB® TmoOKa3aH JUls JiedeHHsi OakTepHaIbHBIX WH(EKIHI,

BbI3BAHHBIX YYBCTBHTCJIBHBIMM K KOMOMHALIMM aMOKCHUHUIMHA C KJIaBYJIAHOBOH

KACJIOTOH MHKPOOPTraHU3MaMH:

e uH(pEKUMH BEPXHUX JAbIXaTeIbHbIX MyTeH (BKiovas uHGekuun JIOP-opranos),
HAMpUMeEpP, PEIMIMBUPYIOUIHIH TOH3WIINT, CHHYCHT, CPEAHHH OTHT, 0OBIYHO
BbI3bIBaeMble Streptococcus pneumoniae, Haemophilus influenzae”, Moraxella
catarrhalis” n Streptococcus pyogenes;,

e uHpEKIMH HIWKHUX  JbIXaTeJIbHBIX  NyTed, Hanpumep, 00OCTpeHHMs
XPOHHYECKOIro OpOHXHTA, j10JIeBasi THEBMOHHUS U OPOHXOITHEBMOHUS, 0OBIYHO
BBI3bIBaeMbIe Streptococcus pneumoniae, Haemophilus influenzae” u Moraxella

catarrhalis”
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e upH(EKUUH MOYCIIOIOBOrO TPAaKTa, HAPUMEP, LIMCTHT, YPETPHT, MHETOHEDPHT,
HH(EKUMH IKEHCKUX [0JOBBIX OpPraHoB, OOBIMHO BbI3bIBACMbIC BHIAMH
cemeiictBa Enterobacteriaceae” (npemmyuiectseHHo Escherichia  coli®),
Staphylococcus saprophyticus v Buaamu poja Enterococcus, a Takike roHope,
BbI3bIBacMas Neisseria gonorrhoeae’,

o HHpEKIUH KOXKH W MATKHX TKaHeH, oObIYHO BbI3bIBaeMmbie Staphylococcus
aureus”, Streptococcus pyogenes v BuIaMu pojaa Bacteroides”,

e uHQpEKLUN KOCTEH U CYCTABOB, HAIPUMED, OCTEOMHUEIIUT, OOBIYHO BbI3bIBACMBIH
Staphylococcus aureus”; B 3TOM ciydae Moxer mnorpeboBatbes Ooiee
JUTHTEJIbHASI TePAITHS;

® QJOHTOreHHblc HWH(EKLIMH, HAnpuMep, IEPHOAOHTHUT, OJOHTOrECHHBIN
BCPXHCYC/IIOCTHOH ~ CHHYCHT,  TSDKEJIble  JIeHTalbHbIE  abcuecchl ¢
pPacrpoOCTPAHSIOLIMMCS LEUTIOIHTOM;

® JIpyrHe CMellaHHbie HHPEeKIMH (HarnpuMep, cenruiecknit abopT, mocsiepo/10Boi

CerncHuc, HHTPaabIOMHUHAIBHBIN CEICHC) B paMKaX CTYTICHYATOH TepanuH.

‘orebHBIE TIPEJACTABHTEIN YKA3aHHOIO POJa MHKPOOPraHH3MOB MPOAYIHPYIOT
Oera-imakTamasy, 4TO JejJaeT WX HEYYBCTBUTEJIbHbIMM K MOHOTEpalHH
AMOKCHLIMJUTHHOM.

UyBCcTBUTENILHOCTL OakTepuil K KOMOMHAIIMM AMOKCHLWJLUIMHA C KJIaBYJIAHOBOH
KHCJIOTOW BApLUPYET B 3aBUCHMOCTH OT PErHOHA M ¢ TEYEHHEM BpeMEHH. TaM, rue
3TO BO3MOJKHO, JAOKHBI ObITh MPUHATH BO BHUMAHHUE JIOKaJIbHbIE JAHHBIE 110
YyBCTBHTEILHOCTH. B cilyyae HeoOXOJMMOCTH ClIe[yeT OCYLIECTBIATH cOop
MHKPOOHOJOIHYECKNX 00pa3loB M MPOBOIAMTH aHAJIM3 Ha OAKTEPHOJIOIHYECKYIO
YyBCTBUTE/ILHOCTD.

IIporuBonokasanus
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¢ [loBbieHHas YyBCTBHTEILHOCTh K AMOKCHIIMIUIMHY, KJIABYJIAHOBOH KHCJIOTE,
APYI'HM KOMIIOHEHTaM Iperapara v MeHHITHLIHHAM,
® TSDKEJIBIC PEAKLIHK IMITEPYYBCTBHTEIIBHOCTH HEMEICHHOTO THIA (HArmpHMep,
aHapuiakcus) Ha Jpyrue  Oera-JakramMHble aHTHOMOTHKHM  (HampuMep,
uedaiocnopHHbl, KapdareHeMbl HIH MOHOOAKTAMBI) B aHAMHE3E;
® [IPCAMIECTBYIOUINE 3MU30/(bl XKEATYXH HIIM HapylleHHe QYHKIUMH NEYSHH Npu
[IPUMEHCHHH KOMOMHALIMM AMOKCHIIM/UIMHA C KJIABYJIAaHOBOH KHCIIOTOW B
aHaMHese;
e HapyuieHHe (YHKUHMH nouck (KiaupeHc kpeatiHuHa mexee 30 mu/mMuH) (s
J03UpOBKH 875 Mr + 125 mr);
e JieTcKkui Bo3pact 10 12 et wim macca tena menee 40 kr.
C 0CTOPOKHOCTBLIO
[Ipenapat AMokcukias” cieayer NPUMEHSTh ¢ OCTOPOKHOCTHIO Y MAIIMEHTOB C
HapyleHueM QYHKLHH [TeYeHH.
Ilpumenenue npu 6epeMeHHOCTH H B MEPHOA IPYAHOr0 BCKAPMJIMBAHHS
bepemennocTh
B uccienoBaHusX penpoayKTUBHOM (YHKIMH Yy JKUBOTHBIX [epopaibHOE M
IIAPEHTEPAIILHOE [PUMEHEHUE KOMOMHALMM AMOKCHLIM/UIMHA C KJIaBYJIAHOBOI
KHCJIOTOH HE BBI3BIBAIO TEPATOreHHBIX P dHeKToB.
B eauHHYHOM HCCIeI0BaHWH Y KEHIIMH C NTPEK/ICBPEMEHHBIM Pa3spbIBOM ILITOIHBIX
000J104€eK ObLI0 YCTAHOBJICHO, YTO PO HIaKTHYCCKas TEpanus IpernapaToM MOXeT
ObITh CBs3aHA C IIOBBIIICHHEM PUCKA PA3BHTHS HEKPOTH3UPYIOLLEIO IHTEPOKOIMTA
y HoBOpoxaeHHbIX. [Ipenapar AMOKCHKIAB" HE PEKOMEHIYCTCS TPUMEHSTH BO
BpeMsi OEPEMEHHOCTH, 3a MCKJIIOYEHHMEM TEX CJIy4aeB, KOrja O)Kujaemas I0Jib3a
MPUMEHCHHS JIUIsSl MAaTCPH MPEBBINIACT MOTEHIHAJILHBIN PUCK JUTA T1J10/1a.

[lepnoja rpyaHOro BCKapM/IHBAHHA
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COOTBETCTBYET 3KCMNEPTHOMY OTYETY
ot 07.02.2023 N° 2326
(Bxopswwmit M3 N=4216366)

¥ MOKHO IIPUMEHSTH BO BPEMS IPY/IHOTO BCKAPMIMBAHHS,

[Tpenapatr AMokcHKIIaB
€CJIM TIpejinosiaraemMas 1noJib3a /Ui MaTepH MPEBbIIIACT MOTEHIIHAILHBIH PUCK JUIS
pebeHka. AMOKCHIIM/UIMH M KJIABYJIAHOBAsi KHCJIOTA BBIACJSIOTCS C IPY/AHBIM
MOJIOKOM (OTCYTCTBYIOT JaHHbIE O BIMSIHUM KJIABYJIAHOBOM KHCJIOTHI Ha peOeHKa,
HAXO/ISIIErocss Ha IPYAHOM BCKapMIIMBAHMH). 3a HMCKIIOYEHHEM BO3MOKHOCTH
pa3BUTHS CEHCHOMIM3ALMKM, JHaped WIH KaHAM/103a CIM3HCTHIX 000JI04eK,
CBSI3aHHBIX C [POHUKHOBEHHEM B TIPY/JHOE MOJIOKO CIJIE€IOBBIX KOJHYECTB
AMOKCHUIIHJIMHA, HHUKAKUX JIpyrux HeOmaronpustHeix S(pdexroB y jereid,
HAXOSAIMXCS Ha TIPYJAHOM BCKapMiIMBaHWM, He Habmojanochk. B ciywae
BO3HMKHOBEHHUs HeOIaronpusaTHbiX 3GdeKToB y aerTeil, HaXOAsAUMXCs Ha IPYAHOM
BCKapMJIMBAHHH, HEOOXOAMMO IIPEKPATHTH I'PYAHOE BCKaPMJIHBAHHE.

Cnocod npuMeHeHHst 1 103bl

BHyTpb.

PexuM  J103MpPOBaHMsl  yCTAHABIIMBACTCS WHIAMBHAYAIBHO B 3aBHCHMOCTH OT
BO3pacTa, Macchl Tesa, QYHKIMH 1MOYEK MalMeHTa, a TAKKE OT CTENCHH THKECTH
HHpeKInu.

JUts CHWKEHMS! MOTEHIHAIBHO BO3MOXKHBIX HAPYIICHHWH CO CTOPOHBI XKEJTyI0YHO-
KHIIEYHOI'0 TPaKTa ¥ ONTHMH3ALMH BCACHIBAHUS JICHCTBYIOLIUX BEUIECTB [penapar
AMOKCHK/IaB" ciie/lyeT NPUHUMATh B Hadale npuema UK. MUHUMaIbHBIA Kype
aHTHOAKTepHaIbLHOH TepanmuH coctaBiaser S aHei. JleyeHWe He JIOJDKHO
npoaosukarees Oosiee 14 cyrok 6e3 nepecMoTpa KIMHHYECKOH cuTyauuH. [lpu
HEOOXOAMMOCTH  BO3MOKHO  [IPOBEJEHUE CTYNEHYATOM Tepanuu (BHadase
BHYTPHUBEHHOE BBE/ICHUE KOMOMHAIIMK AMOKCHITHIIJIMHA C KJIaBYJIAHOBOH KHCJIOTOM
C MOC/IEJYIOUIMM I1EpPEX0/I0M Ha KOMOMHALIMIO aMOKCHLIMJLIMHA C KJIaBYJIAHOBOM
KHCJIOTOM B JIEKapCTBEHHBIX (hopMax JUIsl NEPOPATILHOIO MPHMEHEHUS ).

B3pocisbie u aeTu 12 jiet u crapuie nin ¢ maccoii tena 40 kr u 6onee:
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ot 07.02.2023 N° 2326
(Bxopswwmit M3 N=4216366)

COOTBETCTBYET 3KCTMNEPTHOMY OTYETY

I Tabnerka 500 mr + 125 mr kaxasie 8 4 (3 pasa B geHb) win | tabnerka 875
mr + 125 mr kaxzabie 12 yacos (2 pasa B JICHB).

OcoObie rpynnel NaNHEHTOB

Jemu mnaowe 12 nem ¢ maccou mena menee 40 k2

Pexomenjyercss MCIO/Ib30BaTh JPYrHe JICKapCTBCHHBIC (OpMBI KOMOMHaIMKU
AMOKCHIIHJIJTHHA ¢ KJIaBYJIAHOBOM KMCIIOTOM.

IHayuenmut nosxcunozo eo3pacma

He tpeOyerca Koppekumsi pexuma J03MpOBaHMs. Y MOXKHIBIX [MAlMEHTOB C
HapyEeHUAMU QYHKIHH OYCK 03y CIEeAYeT KOPPEKTHPOBATH TAK, KAK 3TO YKA3aHO
HH3KE JUIS B3POCIIBIX ¢ HAPYLICHUAMH QYHKIIHH MTOYEK.

Hayuenmut ¢ napywenuem ynKkyuu nouex

Koppekuusi 103 OcCHOBaHa Ha  MakCHMAQJbHOH  PCKOMCHAYEMOH 03¢

AMOKCHIIHJUTHHA U IIPOBOAUTCS € YUETOM 3HaUeHHMH Kiaupenca kpearunarna (KK).

KK PesknM 103HPOBAHMA Npenapara AMOKCHKIAB"

> 30 ma/mun Koppexuun pexxuma 103uposanns He Tpedyercs.

10-30 ma/mun | 1 Tabnerka 500 mr + 125 mr npu cpeateM u TsHKeaOM TeueHHH HHpeKLu 2 pasa/cyT
< 10 ma/mun I Tabnerka 500 mr+ 125 Mr npu cpeaxem M TSHKeIOM TedeHHH HHeKLn | pas/cyT
I'emoaunanus | Tabnerka 500 mr + 125 mr B 011+ npuem kakabie 24 4. Bo Bpems ceanca auaniusa

JonoanuTensHo 1 no3a (oaxa tabierka) v eute oaxa tabnerka B KOHIIE CeaHca A1anusa
(AN KOMMEHCAI[MM CHMKEHHS ChIBOPOTOYHBIX KOHLEHTPALMH aMOKCHLIMLIMHA W

KJ1aBYJIAHOBOH KHCJIOThI).

Tabnerkn 875 mr+ 125 mr crnemyer npumMeHsith Toiibko y mnaiuenTtoB ¢ KK
> 30 Ma/MHH, NTPH 3TOM KOPPEKIIMs peKUMa JI03UPOBaHKS He TpebyeTcs.

B OosbIIMHCTBE CIy4aeB 1O BO3MOMKHOCTH CliE/yeT OTHaBaTh MPEIOYTEHHE
MapeHTepaIbHOM Teparuu.

Hayuenmut ¢ HapywieHuem QyHKyuu nevenu

[lpuem npenapata AMOKCHKIaB® CIEAyeT OCYLIECTBIATH C OCTOPOKHOCTBEO.

Heo0x01uM0 POBOAUTH Pery IsipHBIA KOHTPOIIb (DYHKIIHH NCUYCHH.
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COOTBETCTBYET 3KCNEPTHOMY OTHYETY
ot 07.02.2023 N= 2326
(Bxooswmin M3 N=4216966)

HenocrarouHo JaHHbIX [UIS U3MCHCHHS B PEKOMCH/IALMH PEKUMA JI03UPOBAHUS Y
TAKMX MalUEHTOB.

Ilo6ouHoe nelicTBue

HexenarenbHbie peakilui, MPeJACTaBICHHBIC HUXKE, MEPEeYHCIeHbl B COOTBETCTBUU
C MOPa’KEHHEM OPraHOB H CHCTEM OpPraHoOB M 4acTOTOH BeTpeyaemocTH. Yacrora
BCTPEYAaEMOCTH OIPEAeNISeTCs CeyommuM odpas3om: odeHb yacto (= 1/10), wacto
(>1/100 1 < 1/10), veuacto (= 1/1 000 u < 1/100), peako (= 1/10 000 1 < 1/1 000),
ouenb peako (< 1/10 000, Bkiatouasi oT/1€IbHbIE CIIyYan), 4acTOTa HEH3BECTHA (110
MMEIOIIMMCS JIaHHBIM ONPEACJIUTL YaCTOTY HE IPEJICTABISICTCS BO3MOMKHBIM).
Kareropuu 4actorsl ObutH  C(OPMHPOBaHBI HAa OCHOBAHMHM  KJIHHHYECKHX
HCCJICJIOBAHHH KOMOMHAIMH aMOKCHIW/UIMHA ¢ KJIABYJIAHOBOH KHCJIOTOH H
MOCTPErHCTPALIHOHHOIO HA0JII0ICHHS.

YacToTa BCTPEYACMOCTH HEKeJIATEe/IbHBIX peaKkuuii

I/Iu(])emmouuhle u napaumdapHble 3a001€8aAHUS

yacmo:. KaHAU103 KOXKH H CIIM3HCThIX 000JI04eK;
yacmoma Heuzsecmna: N30bITOUHBIN POCT HEYYBCTBUTEIIbHBIX MUKPOOPIraHU3MOB.

Hapywernus co cmopousl Kposu u JuLud)amzmecm)z? cucmemaoi

pedko: obparumas  Jiefikonenus  (BKJIroYas — HGHTPONEHMIO), oOpaTumas
TPOMOOILIHTOTICHHS;

oueHb pedko: 0OPATUMBIH arpaHyIoIUTO3 U 00paTHMas reMOJIHTHYECKAs aHEMM,
V/UIMHCHHE BPEMEHH KPOBOTEUCHHS M IIPOTPOMOMHOBOIO BPEMEHH, aAHEMHS,
303uHO(GHIIHSL, TPOMOOLHMTOS.

H., APVIMEHUA CO CIMOPOHBL UMM VHHOU CUCMEMbl

O4eHb peoKo: AHrMOHEBPOTHYECKUH OTEK, aHA(MIIAKTHYECKHE PEAKLIMH, CHHIPOM,
CXOJIHBIN C CBIBOPOTOYHOH 00JIC3HBIO, A/UICPrHYCCKUI BACKYJIHT.

Hapyvwenus co cmopombl Hé’p(ﬂl()l} cucmembslt

Heyacmo. TOJIOBOKPYKCHHE, rOJIOBHAA 60Hb;
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COOTBETCTBYET 3KCMNEPTHOMY OTYETY
ot 07.02.2023 N° 2326
(Bxopswwmit M3 N=4216366)

O4eHb pedko: 0bpaTUMas IMIICPAKTHBHOCTb, ACENTHYECKHH MEHHHIHT, CYJIOPOrH
(MOryT HabIHOAATHCS Y MALMEHTOB C HAPYHICHUSIMU (DYHKIIHH [TOYEK, a TAKKE Y TeX,
KTO IMOJIy4aeT BBICOKHE JIO3bI IIperapara), OecCOHHMLA, BO30YKIECHHE, TPEBOra,
M3MECHCHUE TTOBEICHMSI.

Hapvwenus co cmoponbl JceivoouHo-KumeuHo2o mpakma

Bspocawie:

O4eHb Yacmo: Juapes;

Yacmo: TOIIHOTA, PBOTA.

Memu:

yacmo: JMapesi, TONHOTa, PBOTA.

Bce zpynnbt nayuenmos:

TOHIHOTa HauOoJiee 4vacTo ObUla CBSI3aHAa C MCIHOJIb30BAHHMEM BBICOKHX JI03
npenapara. Ecim nociie Hayaia npuema rpenapara HabJI01al0TCs HexXellaTeIbHbIe
PEaKIHK CO CTOPOHBI JKEITY/IOYHO-KHIIEUHOTO TPAKTa, OHA MOTYT ObITh YCTPAaHEHBI,
€CIIM MPUHUMATH Npernapat AMOKCHKIIaB® B HavaJle pUeMa MHILIH.

He4acmo: HapyUICHUEC MUILEBAPCHHS;

oueHb PeoKo: aHTHOHOTHKO-aCCOLMMPOBAHHBIH KOJIUT (BrITHOHAs
1ceBA0MEMOPaHO3HbIH KOJIMT U I'eMOpPParnv4ecKuii KOJIMT), YEPHBIH «BOJIOCATHIIN»
SI3bIK, FACTPHT, CTOMATHT.

Hapvwenus co cmoponvi neveni u 3eeadesbl8o0suux nymeu

Hewacmo: yMEPEHHOE 1OBbILIEHNE AKTUBHOCTH acriapraTaMuHOTpaHCc(epasbl /i
anannHamuuorpancdepasel (ACT w/unm AJIT). [lannas peakuus HaOrogaeTcs y
MALMEHTOB, MMOJYYalOUMX Tepanuio Oera-JlakTaMHbBIMH aHTHOMOTHKAMHM, OJIHAKO
KJIMHUYECKask 3HAYUMOCTh €€ HEHM3BECTHA.

ouenb pedko: TEMATUT M XOJeCTaTHUecKas IKejaTyxa (JaHHbIe peakiuu

HaOMI0aK0TCS Y MALMEHTOB, MOJIYYAOUMX Tepanuio IPyruMH aHTHOMOTHKAMH
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COOTBETCTBYET SKCNEPTHOMY OTHETY
ot 07.02.2023 N= 2326

(Bxogswmit M3 N=4216966)

MEHAUMUTMHOBOIO psga W uedanocnopyHamMu), yBEINYEHHE KOHLICHTPALMH
OunnpyOuHa 1 mesnouHoi docdarass.

HexenareipHbie peakiMu o CTOPOHBI eYeHH HabJII0/1aiuCh IJIaBHBIM 00pa3oM y
MYKYHH M MTAIMCHTOB ITOXKHJIOr0 BO3pacta U MOI'yT ObITb CBSI3aHBI C JUTUTEIBHOM
Tepanuei. /laHHble HeXenaTelIbHbIC PeakiliMi O4eHb PeIKO HabI0AI0TCs Y IETEH.
[lepeunciieHHplc MPU3HAKM M CUMOTOMbI OOBIYHO BCTPEYAIOTCS B IPOLIECCE HIIH
Cpasy M0 OKOHYaHHH TEpallMd, OJHAKO B OTIC/IbHBLIX CIy4YasiX MOIYT He
MPOSBJIATHECS B TCUYEHHE HECKOJIbKMX HEAE/Ib 110 3aBEpLICHHH TeparuH.
HexenatesnbHbie peakimu, Kak 1npasuio, oopatuMel. HexkenateibHbie peakiiy co
CTOPOHBI NEYEHH MOTYT OBITh TSIKEIBIMH, B HMCKIIOYHTEIBLHO PEJAKHX CIydasx
OCTYIAIH COOOIIEHUA O JeTadbHbIX McXomax. [TouTn Bo BeeX ciydasix 3710 ObLIM
MAlMEHTBl C CEPbE3HOM  COMYTCTBYIOUIEH IMATOJOrMEH HMJIM  [ALUHEHTHI,
OJIHOBPEMEHHO I10JIY4arOIIHE IMOTEHIIHAIBHO I'eaTOTOKCHYHBIC IIPEIapaThl.

HGD\'lll(’Hllﬂ CO CMOPOHDBL KOXCU U NOOKONCHBIX MKAHeU

Heyacmo. Chlllb, 3y/1, KpallHBHHULIA.
peoko.: MHOroopMHas IpUTEMa.

ouenv peoko: cunapoM CruseHca-/[KOHCOHA, TOKCHYECKHH IITHICPMaTbHBIH
HeKpoJn3, OyJule3Hbld KCHONHATHBHBIH JIePMATHT, OCTPBIH I'eHEepaJIH30BaAHHBIH
9K3aHTEMATO3HbIN ITyCTYJIE3, JIEKApPCTBEHHAs ChIllb C 203HHOMUIHEH U CHCTEMHOMN
cumntomMatukoi (DRESS-cunipom).

B ciryyae BO3HHKHOBEHHA KOMKHbBIX JJICPIHYECKHUX PEaKLMid JCYCHHUE MpernapaToM
AmokcHKI1aB" He0OX0AUMO ITPEKPATHTD.

[‘1(1[)1-'11((’/(1.(}{ CO CMOPOHBL NOYEK U MOYEEbIBOOSAUUX m‘meﬁ

O4eHb peoKo: HHTEPCTUIHANIbHBIH HeDPHUT, KPUCTALTYPHS, FeMaTypHsi.
Ilepenoznposka

Cumnmomnit




COOTBETCTBYET 3KCTMNEPTHOMY OTYETY
ot 07.02.2023 N° 2326
(Bxopswwmit M3 N=4216366)

MoryT HaOmoaaThCsi CHMITOMBI CO CTOPOHBI KEIYJI0YHO-KHIICYHOTO TPAKTa H
HapyUICHHUS BOIHO-3JICKTPOJIMTHOTO DasiaHca.

HabGmoganace aMOKCHIIM/UIMHOBAsT KPUCTAJUTYpHsi, B HEKOTOPBIX  CIIyyasix
MPUBOIMBIIASA K PA3BUTHIO MOYESYHON HEJIOCTATOUYHOCTH.

MoryTt HabmoxaThes CyJ0pOrH y MALMEHTOB C HapyuieHHeM (DYHKIMH MOYeK, a
TaKKe y TeX, KTO MOJIy4yaeT BEICOKHE 03Bl Mperapara.

Jevenue

[lpu BO3HHUKHOBEHHH CHMITOMOB CO CTOPOHBI JKEIYJOUHO-KHIIEYHOIO TPaKTa
NPUMEHSAIOT  CUMITOMATHYECKYI0  Teparui, yjaemss ocodoe  BHUMaHHE
HOPMAJIM3ALMH BOAHO-3JIEKTPOJIMTHOIO OataHca. AMOKCULIMIUIMH H KJIaBYJIAHOBasI
KHUCJI0Ta MOT'YT OBITh YJQJIEHbl M3 KPOBOTOKA ITYTEM I'€MOHAJIH3A.

PesynbraTtel [POCHEKTHBHOIO MCCaeAoBaHUS ¢ ydactueM 51 pebenka B
TOKCHJIOTHYECKOM LIEHTPE MOKa3a/Iv, YTO [epeJO3UPOBKAa AMOKCHLIMILJIMHA B J103€
MeHee yeM 250 MI/Kr He IPUBOJUT K 3HAYUMBIM KJIMHUYECKHM CUMIITOMAM WU HE
TpeOyeT NpOMBIBAHUS JKEITY/IKA.

B3aumoaeicrBue ¢ IPYrHMH JIEKAPCTBEHHBIMH CPeICTBAMH

OJHOBpPEMEHHOE NPUMEHEHHe Iipernapara AMOKCHKIaB® W npobeHeumua He
pekoMenioBano. [lpoGeHenn; CHHKAET HOYEUYHYK) KaHAIBLEBYI) CEKPELHIO
AMOKCHLIMJUIMHA, O3TOMY OJIHOBPEMEHHOE PUMEHEHHE npenapara AMOKCHKIaB®
1 poOeHer1a MOKET IPUBOAMTH K MOBHILIEHHIO KOHIEHTPALMU U IIEPCHCTCHIMH
B KPOBH AMOKCHULIMIUIMHA, HO HE KJIaBYJIaHOBOH KHCIIOTHI.

OtHOBpeMEHHOE MPUMEHEHHE AJUIOIYPHHOJIA H AMOKCHIIMILIMHA MOKET ITOBBIIIATH
PUCK BO3HUKHOBEHHSI KOJKHBIX aJl/Ieprudeckux peakiuit. OTcyTCTBYIOT JaHHBIE 00
OJIHOBPEMEHHOM IPUMEHEHHH KOMOWHALIMM aMOKCHIWJUIMHA C KIJIaBYJIaHOBOH
KHCJIOTOH M aJ/IONypPHHOJIA.

[TeHuIIMILIHHBL CITOCOOHBI 3aMEUISITh BBIBCACHUE W3 OpraHM3Ma MeToTpekcara 3a

cyeT MHrHOMpPOBaHHMA €ro IOYEYHOH KAHAIBLIEBOW CEKpELMH, [03TOMY
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COOTBETCTBYET SKCNEPTHOMY OTHETY
ot 07.02.2023 N= 2326

(Bxogswmit M3 N=4216966)

O/THOBPEMEHHOE TPHMEHECHHUE Ipernapata AMOKCHK/IAB® ¥ METOTpeKcaTa MOXKeT
YBEJIHYNUTh TOKCHYHOCTH METOTPEKCaTa.

Kak u apyrue antubakrepHasibHble 11penaparsl, npemnapar AMOKCHKJIAB® MOXKET
OKas3biBaTh BJIMSHUEC HA KHIUCUHYIO MHKpPOQIIOpY, MPHBOAA K CHIKEHHIO
BCACBIBAHMS ACTPOICHOB M3 IKCIYJA0YHO-KMILIEYHOTO TpAaKTa W CHHKEHHIO
pPexTBHOCTH KOMOHHUPOBAHHBIX MEPOPATLHBIX KOHTPALICIITHBOB.

B smrteparype onMcaHbl peAKHE CIOy4YaM  YBEIMUCHHS  MEXKIyHapOIHOIO
HopMasiM3oaHHoro ortHomenus (MHO) y nanweHToB 1pH  COBMECTHOM
MPUMEHEHUU  alleHOKyMaposia Miad  BapdapuHa u  aMokcuummHa.  [lpu
HEOOXOIMMOCTH O/IHOBPEMEHHOIO MPUMCHEHHUS 11EPOPATBHBIX AHTHKOArYJISSHTOB U
npenapara AMOKCHKIAaB" CJEAyeT THIATeIbHO KOHTPOJIMPOBATH MPOTPOMOHHOBOE
Bpems uiti MHO B Havasne npuMeHeHHs U P OTMEHE TIpernapara AMOKCHKIaB",
MoxeT noTpeboBaThess KOPPEKIUS 1035l MTEPOPANBHBIX AHTHKOATYJISTHTOB.

Y nauuMeHToB, nojry4yaroumx Mukodernonata MoeTHI1 ociie Havana nepopasbLHoro
pHeMa KOMOMHALMKM aMOKCHIIMJUIMHA C KJIABYJIAHOBOH KHCJIOTOH, Hab/I01a10Ch
CHHKEHHE KOHIIEHTPALIHH aKTHBHOIO MeTaboMTa — MUKO(EHOIOBOH KHCIOTHI — 10
nmpuemMa odepeaHon a03bl  npubausurenbHo Ha S50 %. Wsmenenust jaHHOM
KOHLEHTPALMH HE MOIYyT TOYHO OTpaxkarb OOIIHWE H3MEHEHHMS HKCIO3HIIMH
MHUKO(DeH010B0# Kic10Thl. Koppekuus 1031 MuKkodeHoata Mogernia 00bIMHO He
Tpedyercs IPH OTCYTCTBHH KIIMHHYECKHX [IPH3HAKOB AUCHYHKLMNA TPaHCILIAHTATA.
Tem He MeHee TIIATE/IBbHBIM KIMHUYECKHH MOHUTOPHHI CIIEAYET IPOBOAHTH BO
BpeMs 0IHOBPEMEHHOH Tepanuu ¢ KOMOHHALMEH aMOKCHLIMJLIMHA C KJIaBYJIaHOBOM
KHCJIOTOH M BCKOpE I10CJIE JICYCHUS rpenapaToM AMOKCHKIIaB" .

Ocobblie ykazanus

[lepex HauajoM JiedeHus mperapatoM AMOKcHKIAB® HeoOxoaumo cobpathb
MOAPOOHBIH aHaMHe3, Kacaroluucst [IPEAIIECTBYIOMIUX peakiuu

F’AMNCPYYBCTBUTCIBHOCTH Ha TNCHHIHIUIHHDI, l.lC(bﬁIlOCIlOpPlel, APYyTruc Oera-

18




COOTBETCTBYET SKCNEPTHOMY OTHETY
ot 07.02.2023 N= 2326

(Bxogswmit M3 N=4216966)

JIAKTaMHBIC TIperaparbl HJIW JIPYTHC BCUICCTBA, BBI3bIBAIOIIME AJUICPIHYCCKYHO
pEaKkiHrIo y MalMeHTa.

Coo0manock 0 pa3BUTHH CEPLE3HBIX H B HEKOTOPBIX CIIyUYasX JICTAIbHBIX PeaKiUi
FUMEPYYBCTBHTEILHOCTH  (BK/IOYast aHaMIAKTOMIHBIE M TSDKEIbIC KOMKHBIC
HEeKEJIaTeIIbHbIC PEAKIIUY ) HA NEHUIUUTMHBI. PUCK BOZHUKHOBECHMSI TAKUX PEAKIIMHA
Hanbosiee  BHICOK Yy  [MAlMCHTOB, MMCIOIMX B  aHAMHE3€  peakluu
FAMEPYYBCTBUTEILHOCTH HA NEHUIMJUIMHBL My 1Ml ¢ artonued. B cioyuae
BO3HMKHOBCHMSI QJUICPIHYCCKON peakiMH HeoOXOAMMO [PEKPATHTL JICUECHHE
npenaparoM AMOKCHKJIAB® W HayaTh COOTBETCTBYIOULYIO aJbTEPHATHBHYIO
TEparnuo.

B ciaywae, ecim jokazaHo, 4yTO WH(EKIHs BbI3BaHA YYBCTBUTEIbHBIMH K
AMOKCHIIMJIJIMHY MHUKPOOPraHU3MaMu, CJIeyeT paCCMOTPETh BO3MOXKHOCTh 3aMEHBI
KOMOMHAIMH AMOKCHULIMJUIMHA C KJIABYJIAHOBOM KMCJIOTOH HAa aAMOKCHIIM/UTHH B
COOTBETCTBHH € OQUIHAIBHBIMU peKoMeH 1atmsiMi. KoMOuHams aMOKCHITH/UTHHA
C KJIaBYJIAHOBOM KHCJIOTOM HE ITOJIXO/IMT /UISl IPUMEHEHHUS B CIIy4asiX, KOTr/1a BHICOK
PHCK TOro, 4TO MpEANoJaracMele MaTOreHHbIE MHUKPOOPraHM3Mbl 00JamaroT
PE3HCTEHTHOCTBIO K OeTa-JIaKTAMHBIM pernapaTamM, KoTopas He o0yciiosieHa Oera-
JTAKTaMa3aMH, BOCIIPUHUMYMBBLIMM K HHTHOMPOBAHMIO KJIABYJIAHOBOMH KHCIIOTOM.
KomOHHaLHI0 aMOKCHLMIUIHHA ¢ KJIABYJAHOBOH KHCJIOTOM HE Clie/lyeT NMPHUMEHSTh
JUIs Tepanuu HH(EKLMH, BLI3BAHHBIX PE3UCTEHTHLIM K NEHHLMIUIMHY Streptococcus
pneumoniae.

B ciyyae 1no03penns Ha HHOEKIMOHHBIH MOHOHYKIICO3 TIpenapar AMOKCHK/IaB"
HE CIEAYeT [PUMEHATb, [I0CKOJIbKY Yy HAUMEHTOB ¢ 9THM 3abojieBaHHeM
AMOKCHLIMJUIMH ~ MOXKET  BbI3bIBaTh KOPENOAOOHYIO Cblllb, YTO 3aTPYAHSCT
JIMarHOCTUKY 3a00JieBaHusl.

BO3HHKHOBEHHE I'CHEPAITH30BAHHON IPUTEMBI C JIMXOPAIKOH, COTTPOBOK/IAIOIICHCS

NYCTYJIAMH, B Ha4daJjic JICHYCHHS MOKET OBITh CHMIITOMOM OCTpoOTro
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reHepPaJIM30BAHHOIO JK3aHTEMATO3HOro mycryies3a. JlanHas peakums Ttpedyer
MpeKparieHHs JICYECHMS pernapaToM AMOKCHKJIaB" i SIBJISICTCS
[POTHBONOKA3aHUEM JUISE €r0 MPUMEHECHHS B JIaJIbHEHIIIEM MPH JTHOOBIX CHTYaLHUAX.
OIHOBPEMEHHOE IPUMEHEHHE AJUIOITYPHHOJIA BO BPEMSI TEPATTHH AMOKCHIIM/UTHHOM
MOJKET ITOBBIIATH BEPOSTHOCTH BOBHUKHOBEHHS KOJKHBIX a/UIEPIHUECKHX PEAKIHH.
JlnuTenbHOE  JIeYeHHe  mperapaTtoM  AMOKCHKIaB® MOXeT [PHBOIAHTL K
4Ype3MEPHOMY Pa3MHOKCHHIO HEYYBCTBHTEIBHBIX MHKPOOPraHU3MOB.

Onucanbl Ciiyyad BO3HHKHOBEHHS [MCEBAOMEMOpPAHO3HOINO KOJUTA IPU IIPHEME
aHTHOHOTHKOB, CTENEHb THKECTH KOTOPOr0 MOKET BapbHUpOBATH OT JIEFKOH JI0
yrpoxkawouieit xku3Hd. [losTomMy BaXKHO Y4YMTBIBATH BO3MOKHOCTH pa3BUTHSA
MCeBIOMEMOPAHO3HOrO KOJIMTA Yy TAIMEHTOB C JHapeed BO BpeMsi WIH TOCHE
MMpUMEHEHHsT aHTUOMOTHKOB. Ecin JiHapes JUHTE/IbHAs HIIM UMECT BbIPAKCHHBIH
XapakTep, WIH MAlHEHT UCIBITHIBACT CIHAa3Mbl B )KHBOTE, JICUEHHE JIOJKHO OBITh
HEME/UICHHO [PEKpalleHo, M IauueHT Ao/pkeH ObiTh oOcnenoBad. B ciyuae
Pa3BUTHS MCEBIOMEMOPAHO3HOrO KOJHTAa HEOOXO0JIUMO HauaTh COOTBECTCTBYIOLICE
JICYCHHE. [IpoTBOMOKa3aHO  NPUMCHEHHME  MpEnapaTroB,  TOPMO3SIIHX
[EPUCTAIILTHKY KHIIEYHHKA.

Bo Bpemst JumMTENBHOH TepanMu [penapatoM AMOKCHKIABY pEeKOMEHIyeTcs
[MEPUOMYECKH OLICHUBATh (YHKIMIO TTOYEK, IEHCHH U KPOBETBOPEHHSI.

Cyzoporu MOryT BO3HHUKHYTh Y IALMEHTOB C HapylLIeHHEM (YHKLHMH 10YEK WIH Y
[MAlIMEHTOB, IOJYYalOUIMX BbICOKME 103bl npenapara (cm. pasgen «llobounoe
JICHCTBUEY).

KomOuHaimio aMOKCHITHJIJTHHA ¢ KJIaBYJIAHOBOW KHCIIOTOM CIICAYET MPHUMEHATH C
OCTOPOYKHOCTBIO Y IMAlIHCHTOB C NMPH3HAKaMH HapyuieHuss QYHKUHU redeHH (CM.
pazzaen «Ilodounoe jecTBre»).

V nauMeHToB, MOJy4YaBIIMX KOMOMHAIMIO AMOKCHUM/UIMHA C KJIaBYJIAHOBOM

KHUCJIOTOH COBMECTHO C HEMPSMBbIMH (IEpOpaJbHBIMH) AHTHKOAryJISIHTAMH, B
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COOTBETCTBYET SKCNEPTHOMY OTUETY
ot 07.02.2023 N- 2326

(Bxopgsawmit M3 N24216966)

PEAKHX ciydasx coo0Waioch, 00 yBEJIMYEHHH [POTPOMOMHOBOIO BpPEMEHH
(nosbiienun MHO). Tlpu coBMeCTHOM Ha3HAYCHWH HENPSIMBIX (MEpOpaIbHBIX)
AHTHKOAryJ/ISIHTOB ¢ KOMOMHALMEH aMOKCHIMJUIMHA M KJIaBYJIAHOBOM KHCIIOTHI
HEOOXOHMM KOHTPOJIb COOTBETCTBYIOIIMX rokaszareieid. Jlis nomiepxaHus
HeoOxoaumoro sddexra nepopaibHbIX aHTHKOArYJISHTOB MOXET HOTpeOOBaThCH
KOPPEKLHS HX J103bl.

Y NauueHToB C HapylleHHeM (YHKIUH TMO0YeK 03y aMOKCHUIM/UIHHA C
KJIABYJIAHOBOH KHCJIOTOH CJI€/lyeT CHHKATh COOTBETCTBEHHO CTEIICHH HAPYIICHHUS.
Y NauMeHTOB CO CHHWIKEHHBIM JIMYPE30M OYEHb PE/IKO BO3HMKACT KPUCTAJLTYypPHS,
IPEUMYIIECTBEHHO MPH NapeHTepaibHOi Tepanuu. [Ipu npuMeHeHUH BBICOKHX 103
AMOKCHIIMJUTMHA PEKOMEH/YETCsl IIPUHUMATh J0CTATOYHOE KOJMYECTBO JKHIKOCTH
M [I0JUIEPKHBATH JEKBATHBIN JIMype3 U1 YMEHbUICHHS BEPOATHOCTH 00pa3oBaHus
KPHCTA/UIOB aMOKCHUMIUIMHA (cm. paszgen «llepejno3upoBka»). Y naunmeHToB C
KaTeTepH3MPOBAHHBIM MOUYEBBIM [My3bIPEM HEOOXOAMMO PEryJisipHO IPOBEPSTh
MPOXOJAMMOCTh  Karerepa, I10CKOJIbKY  COINIACHO  MOJYYEHHBIM  JIaHHBIM
AMOKCHLIMJIJIMH OCEJaeT B Karerepax MOYEBOr0 Iy3bIps MPEHMYLIECTBEHHO MPH
BHYTPHBEHHOM BBEJICHUH BBICOKHX JI03.

Ilpuem npenapata AMOKCHKJIAB® BHYTPH IPHBOJMT K BBICOKOMY COAEPKAHMIO
AMOKCHLIMJUIMHA B MOYE€, YTO MOKET IPHBOAUTL K JIOKHOIMOJIOKHTEIbHBIM
pesy/bTaTaMm IIPH OINpe/E/IeHHH IJIF0KO3bl B Moue (Hampumep, npoda benemankra,
nmpoda Menunra). B 3ToM ciryyae peKOMEHIyeTCs TIPUMEHSTh TIFOKO30KCH/IaHTHBIM
METO/{ OIpEJICNICHUs KOHLUEHTPALIMH TJIFOKO3bI B MOYE.

KiiaBynanoBass KucClIOTa MOJKET BBI3bIBATH HECMEUM(HUUECCKOE CBSA3BIBAHUC
UMMYyHOT100y/IMHOB Kiaacca C u ansOymuHa ¢ mMemOpaHamMH PUTPOLIMTOB, YTO
MPUBOAMT K JIOKHOIOJIOKUTEIIbHBIM pe3yabTataM mpodsl Kymbcea.

Coo0manoce 0 NMOJOKHUTENIBLHBIX pe3ysbTaTax HCCIICJ0BAHUS C HCIOIb30BAHUEM
muardoctuueckoro Habopa Ilnaremus Aspergillus UMA (Bio-Rad Laboratories) y
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COOTBETCTBYET SKCNEPTHOMY OTUETY
ot 07.02.2023 N= 232

(Bxogawmit M3 N=4216966)

MalMEHTOB, [OJly4aBUIHX KOMOMHALMI aMOKCHIIM/UIMHA C  KJIaBYJIAHOBOM
KHCIIOTOH, Y KOTOPBIX BIIOC/IEACTBUH He ObUI0 0OHApyKeHO MH(EKLIUH, BLI3BAHHOI
Aspergillus. Coobmaiocb 0 NEPEeKPECTHBIX pEaKUUsX C [MoJHMcaxapujaMu M
nosmypaHaMi, He XapakTepHbIMH JUIs poxa Aspergillus, npu TNpOBEICHHH
HCCIICJIOBAHMA € HCIOJIL30BAHMEM JMarHocTHyeckoro Habopa [lnarenus
Aspergillus UDA (Bio-Rad Laboratories). [ToaTomMy 1mos10KHUTE/IbHBIE PE3YIILTATHI
TECTa y MALKHEHTOB, MOJy4aBIINX KOMOHHAIIMIO AaMOKCHITMJLUIMHA C KJIaBYJIAHOBOI
KHCJIOTOH, CIIEyeT HMHTEPIPETUPOBATh C OCTOPOKHOCTBIO M MOATBEPXKIATh
JIPYTHMH METOJaMH JIHarHOCTHKH.

Cneyuanvnvie mepwi npedoCmopolNCHOCU npu YHUYMOMNCenuU
HEUCNOb306ANNO020 1EKAPCMEEHHO20 RPpenapama

HeT HEOOX0MMOCTH B CHICIMAILHBIX MEpax NPeI0CTOPOKHOCTH IIPH YHHUYTOXKEHHUH
HEHCTIONIL30BAHHOI'O Mpernapara AMOKCHKIAB”,

3noynompebnenue u 1ekapcmeeHnas 3a6UCUMOCHD

He nabur01a510¢h J1eKapCTBEHHOH 3aBHCHMOCTH, MPHUBBLIKAHKS U peakimii sitdopuu,
CBA3aHHBIX C MPUMEHECHHUEM MpenapaTta AMOKCHKIIaB" .

Biusinne Ha cnocoGHOCTH yNpaBisiTh TPAHCHOPTHBIMH  CPEICTBAMM,
MeXaHH3MaMH

[Ipy pa3BUTHM HEXeJaTeJbHBIX pEaKIWii CO CTOPOHbI HEPBHOH CHCTEMBbI
(HanpuMmep, roJOBOKPYKEHHE, CYJ0POIrH) CIEAYeT BO3JCPKATHCA OT YIIPABICHHS
ABTOMOOMJIEM M 3aHATHH JPYrMMH BHJIAMH JICATEIBHOCTH, TPEOYIOIMHMH
MOBBIICHHONW KOHLIEHTPAIIMH BHHMAHHS W OBICTPOTHI IICHXOMOTOPHBIX PEaKLIHIA.
@opma BbINYCKA

Tabaemku, nokpeimsie nieHouHou obonouxou, 500 me + 125 me, 875 me + 1235 me.

[lepBuuHas VIIakOBKa

Hosuposka 500 me + 125 me:

5, 6, 7 unu 8 Tabuerok B OsMcTep U3 AJ/AL.

(8o
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ot 07.02.2023 N= 2326

(Bxogawmit M3 N=4216966)

COOTBETCTBYET SKCNEPTHOMY OTUETY

[ozupoexa 875 me + 125 me:

5, 6, 7 uinu 8 tabuierok B OuucTep U3 AJ/Al.

BTODH‘[H&H YITIAKOBKA:

Hozupoexa 500 me + 125 me:

2, 3 win 4 Gumerepa 110 S5 TabiIeTOK B KAPTOHHYIO MA4Ky BMECTE ¢ HHCTPYKIIMEH 110
MEAULHHCKOMY MPHUMEHCHHUIO; 2 MM 5 GiuctepoB 1o 6 TableToKk B KapTOHHYIO
[1a4Ky BMECTE ¢ HHCTPYKLIHEH 110 MEIUIIMHCKOMY IPUMEHEHHIO; 2 1M 3 Oiucrepa
Mo 7 TadJeTOK B KAPTOHHYIO [Aa4YKy BMECTE C MHCTPYKIHMEH 10 MEIHIIHHCKOMY
npuMeHeHuto; 2 uian 10 Gumcrepos 1o 8 TabiaeTok B KAPTOHHYIO TIAYKY BMECTE C
HHCTPYKLHCH 110 MEAULIMHCKOMY ITPUMEHEHHIO.

Hosuposxa 875 me + 125 me:

2, 3 i 4 6micrepa o 5 Tab1eTOK B KAPTOHHYIO MMAYKY BMECTE ¢ MHCTPYKIIMEH 110
MEJHLIMHCKOMY [IpUMeHeHHn10; 2 Wik S5 OaucrepoB no 6 TablieToOK B KapTOHHYIO
IA4YKy BMECTE€ C MHCTPYKLMEH 10 MEAMIMHCKOMY NpuMeHeHuto; 2, 3 wm 10
OavctepoB Mo 7 TabiICTOK B KapTOHHYIO MMA4yKy BMECTE€ € HHCTPYKLHMCH 110
MEJULIMHCKOMY npuMeHeHno; 2 wim 10 GucrepoB no 8 TabieTok B KaPTOHHYIO
MaYKy BMECTE C MHCTPYKLHUEH 110 MEAUIIHHCKOMY MTPUMEHEHHIO.

[Ipumeuanue: ¢ LEIBK KOHTPOJS MEPBOTO BCKPHITHS C JBYX CTOPOH KapTOHHOM
MAYKH JOITYCKACTCA HAIMYKUE MPO3PAYHBIX HAKIICEK.

YcaoBus XpaneHust

B opurvnHaibHOM ynakoke (OiMcTep B nayke) npu remineparype He Bbie 25 °C.
XpaHuTb B HEIOCTYITHOM JUISl JIETEH MecTe.

Cpok xpaneHus

2 roaa.

He npuMeHsTh 10 HCTEYEHUH CPOKA I'OHOCTH.

Ycaosus oTnycka

OrmyckaroT 1o peuenry.
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Jlepxare/ib perHcTPALMOHHOIO Y10CTOBEPEHHUS

Cannos n.41., Beposuikosa 57, 1000 JTwobiusna, CrioBeHus;
[lpousBoauTe. b

Canpo3 ['mM0X, buoxemuurrpacce 10, 6250 Kynumb, ABcTpus.
Oprauusanus, IPUHAMAOINAS NPEeTeH3HH moTpedHTeIeH

AO «Canpos», 125315, r. Mocksa, Jlenunrpaackuii npocrnekt, a. 70;

Tesnedon: (495) 660 75 09; daxkc: (495) 660 75 10.
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