WHCTPYKITUS TTO MEJTUTT
JIEKAPCTBEHHOI'O TIPEIIAPATA

AMOKCHUKJIAB®

PerucrpanmoHHbiii HoMep:

Toprosoe HanMeHoBaHHe: AMOKCHKIAB®

MexayHapoJHOe HeENMATEeHTOBAHHOE WJ/IM TI'PYIIIHPOBOYHOE HANMEHOBAaHNE:
AMOKCHITWUINH + [KJIaByJIaHOBas KHACJIOTa].

JlekapcTBeHHast ¢opMma: TIpaHyJBl U1 IIPUTOTOBIIEHUWS CYCIICH3UU UL IIpUeMa
BHYTpb.

Cocras:

Jeticmesyiowue eewjecmsa: aMOKCUIIWIIAH - 875,00 Mr (B opMe aMOKCHUITAIINHA
tpurggapara — 1004,59 mr), xkimaBynaHoBasi kuciiota - 125,00 Mr (B dopme Kaims
KJaByJiaHara — 148,99 mr).

Benomoeamenvnsie geujecmea: maraus creapar — 12,00 mr, actiapram — 30,00 wr,
apoMaTH3aTop JIMMOHHO-IIEPCUKOBO-KITy OHUUHBIM — 80,00 Mr, KpeMHHUS JHUOKCH] —
100,0 Mr, xpockapmeinioza Hatpus — 200,00 Mr, IEIUI0I03a MAKPOKPHUCTAIIITICCKAs
(tunr Comperecel® M101D+) — 224,42 mr.

OnucaHmne: cMech IpaHy I | MOPOIIKa OT OeIOTo JIO )KeJNTOBAaTO-0elIoTo IIBeTa.
["oToBas cyclieH3us: TOMOT€HHAs CYyCIIEH3HUs OT OEJIOro JIO )KENTOBAaTO-0elIoTo IBETA.
dapmakoTepaneBTUYeCKasi TPyNIa: aHTHOAKTEpUAIbHBIE CPEJICTBA CHUCTEMHOTO
nercTBus,  OeTa-TaKTaMHBbIE — aHTHOAKTepHUalbHbIE  CPEJCTBA,  IIEHUITWIIINHBL,
KOMOWHAITMY TIEHUITWUIMHOB, BKIIOYasi KOMOMHAIIAY ¢ HHIUOUTOpaMu Oera-I1aKramas.
Kox ATX: JOICRO2.

DapMaKroJIOTHYECKUE CBOIICTBA

@awwaxodunamuka

Mexanuszm deticmeus
AMOKCHUITWIIIMH — IOy CHHTCTUUCCKUM aHTHOMOTHUK IMUPOKOTO CIICKTpa JEHCTBUS,
o0naaronmin AKTUBHOCTBIO IIPOTHB MHOTHX TPaMITOJIOKUATETHHBIX u

I'paMOTPHULATCIIbHBIX MUKPOOPIaHN3MOB. B 1o xe BpeMA aMOKCHUITWIIINH IIOJABCPKCH



pPaspymcHuo 6eTa-JIaKTaMaBaMI/I, H IIO3TOMY CIICKTP aKTHUBHOCTH aMOKCUIUIIIAHA HT
pacIpocTpaHseTcss HA MUKPOOPTaHU3MBL, KOTOPHIE TIPOAY ITUPYIOT 3TU (PePMEHTBL
KnaBynanoBasg KuciaoTa SBISIETCS HWHTHOUTOPOM OeTa-lakTramas, CTPYKTYPHO
POJICTBEHHBIM TEHUIWIUTHHAM, 001ajjaeT CrioCOOHOCTHIO MHAKTUBUPOBATH IMHUPOKUH
CIIeKTp OeTa-J1akTamas, 0ObMHO OOHAPY KUBAEMBIX Y MUKPOOPTAaHU3MOB, Y CTOMIUBBIX
K NeHUIIWUIMHAM u  1edanocrnopudaM. KraBynaHoBas KucioTa oOlajaeT
TOCTAaTOUYHOU (P PEKTUBHOCTHIO B OTHOIICHUH IUIA3MUIHBIX OeTa-llakTaMas, KOTOphIE
qare Bcero o0y clIaBIMBaOT PE3UCTEHTHOCTh OaKTEpHil.

JIByMSI OCHOBHBIMU MEXaHU3MaMHU PE3UCTEHTHOCTH K KOMOWHAITANA aMOKCHITWIIIAHA C
KJIaBY JIAHOBOU KUCIIOTOU SIBILIIOTCA .

1. MnaktuBanus OakTepuaidbHbIMH OeTa-TakTamMa3zaMH, KOTOphle CcaMH He
WHTUOUPYIOTCS KJIaBYJIaHOBOU KUCIIOTOH, BKJIXOYast pa3nmu4uHbe
AMUHOKUCIIOTHBIE TIOCIIEOBATEIILHOCTH, OTHOCAIMeC K KinaccaM B, C u D 1o
Kiaccudukau Ambler.

2. V3MeHeHUSI B TCHUITWUIMH-CBS3BIBAIONMX O€IKax, YMEHBIMAIONE CTeIlCHb
CpPOJICTBa  aHTHUOAKTEpUAIBHOIO  Iperapata Kk  wmummeHn. CHWKeHHe
IIPOHMUITAEMOCTHA Hapy>KHON MeMOpaHbl M MeXaHU3MBI A(PPIIOKCHOTO Hacoca
MOIYT BBbI3bIBaTh WM CHOCOOCTBOBaTh (POPMUPOBAHUIO PE3UCTEHTHOCTH,
0COOEHHO cpe/ii TPaMOTPUIIATEIbHBIX MUKPOOPTAHU3MOB.

[IpucyTcTBHE KIaBYIaHOBOM KHUCIOTHI B Ipenapare AMOKCUKIaB®  3ammimaer
AMOKCHUITWJIIMH OT pa3pymeHus: (epmeHTamMu — Oera-JakTaMazaMH, YTO IIO3BOJBIET
pacIIpUTh aHTHOAKTEPUATIBbHBIN CIIEKTP aMOKCHITAIIIHA.

Dapmaxoounamudeckue s¢hghexmol

Hwxe npusenena xinaccupuKaIimsT MHUKPOOPraHU3MOB B COOTBETCTBHH C HX
YYBCTBUTEIBHOCTBIO i1 Vitro K KOMOWHAIIMA aMOKCHUITWIIMHA C KJIaBYJIAaHOBOH
KHCJIOTOH.

bakrepun, o00bIYHO 4YYBCTBUTE/IbHbIe K KOMOMHAIMM AMOKCHIW/UIMHA C
KJIABYJIAHOBOW KUCI0TOMN

I'pammosiozkuTeIbHBIE a3P00bI

Bacillus anthracis



Enterococcus faecalis
Listeria monocytogenes

Nocardia asteroides

Streptococcus pyogeifzes"’2

Streptococcus agalacticae’?

ot 12.10.2023 N= 20261

(NOCNEACBATENBEHOCTL 0001)

COOTBETCTEYET 2KCNEPTHOMY OTUYETY
COOTBETCTBYET 3KCINEPTHOM? HTCEE

Streptococcus spp. (Ipyrue 6eTa-reMOIUTAIECKUE CTPENTOKOKKM)

Staphylococcus aureus (qyBCTBUTEILHBINA K METHIMILIAHY )!

Staphylococcus saprophyticus (1yBCTBUTEIIbHBIA K METUITWILIIAHY )

Koarynazonerarusabie cTapUIOKOKKH (IyBCTBUTEIbHBIE K METUITHILIAHY )

I'pamoTpunartesbHbie a3po0bl
Bordetella pertussis
Haemophilus influenzae’
Helicobacter pylori

Moraxella catarrhalis’

Neisseria gonorrhoeae

Pasteurella multocida

Vibrio cholerae
I'pammoJiozknTebHBbIE aHA3POOBI
Clostridium spp.

Peptococcus niger
Peptostreptococcus magnus
Peptostreptococcus micros
Peptostreptococcus spp.
I'pamoTpunaTebHble aHAZPOOBI
Bacteroides fragilis

Bacteroides spp.

Capnocytophaga spp.

FEikenella corrodens

Fusobacterium nucleatum

Fusobacterium spp.




COOTBETCTBYET 3KCNEPTHOMY OTYETY
ot 12.10.2023 N2 20261 C 4
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Porphyromonas spp.

Prevotella spp.

IIpoune

Borrelia burgdorferi

Leptospira icterohaemorrhagiae
Treponema pallidum
BakTepun, i KOTOPbIX BeposiTHa TpuoldpeTeHHast
KOMOMHAINA aMOKCUIIWIIHHA € KIABYJIAHOBOH KUCJIOTO
I'pamoTpunartesibHbie a3po0bl

Escherichia coli’
Klebsiella oxytoca
Klebsiella pneumoniae’
Klebsiella spp.

Proteus mirabilis

Proteus vulgaris

Proteus spp.

Salmonella spp.

Shigella spp.
I'pammnosiozkuTeILHBIE a3PO0BI
Corynebacterium spp.
Enterococcus faecium
Streptococcus pneumom'ael’Q

CTpenToKoKKY Ipy bl Viridans

Bakrepuu, o6aagamigue NOPHPOJAHOH  YCTOIYNBOCTHIO

AMOKCHITHJIJIMHA € KJIABYJIAHOBOI KUCJIOTOM
I'pamoTpunartebHbie a3po0bl

Acinetobacter spp.

Citrobacter freundii

Enterobacter spp.

Hafnia alvei

PEIUCTCHTHOCTL K

K KOMOWHAIINHA




COOTBETCTBYET 3KI(
oT 1.: 1:

Legionella pneumophila
Morganella morganii
Providencia spp.
Pseudomonas spp.

Serratia spp.
Stenotrophomonas maltophilia
Yersinia enterocolitica
IIpoune

Chlamydia pneumoniae
Chlamydia psittaci

Chlamydia spp.

Coxiella burnetii

Mycoplasma spp.

! — B oTHOmEHMH JAHHBIX OakTepuil KIMHMYecKas >(PPEKTHBHOCTH KOMOUHAIAH
AMOKCUITWJIJIMHA C  KJIABYJIAHOBOW KHCIOTOM ObUIa IIPOJEMOHCTPUPOBAaHA B
KIIMHAYECKUX UCCIIETOBAHMSIX.

2 - mTaMMBl  OTMX BHAOB OakTepuil He NPOAYLUPYIOT —OeTa-IaKraMashl.
UyBCTBUTEIHLHOCTh IPA MOHOTEpAIIMA aMOKCHUITWIIIMHOM IIO3BOJISIET IIpeAIoaraTh

AHAJIOTUIHYIO YYBCTBUTCILHOCTL K KOM6I/IHEH_[I/II/I AMOKCHUIIMIIIIMHA C KHaBYHaHOBOﬁ

KUCJIOTOM.

@awwaxoxunemuka

Bceacwvisanue

OGa JeHCTBYIONIMX BellecTBa Ipenapara AMOKCHKIAB®, aMOKCHIIIMH W
KJIaByJJaHOBasl KHUCIIOTa, OBICTPO U IIOJHOCTHIO BCACHIBAIOTCS W3  JKEIyIOYHO-
kummeudoro tpakta (OKKT) nocrnie niepopaibHOro npuema. AGcopOnust 1eHcTBY FOIHIX
BEINEeCTB OITUMAalIbHa B CIydae IpueMa Iperapara B Hadajie pueMa AT,
DapMaKOKMHETHYECKHE IapaMeTPhl Y 3J0POBBIX JOOPOBONBIEB, IPUHAMABIIAX

IIpCIIapaT HaTOIIaK 2 pasa B CYTKH, IIPCACTaBIICHBI HIKC.

Cpennue (+ SD) dpapmakoKHHETHUSCKHE TTOKA3aTeIH




COOTBETCTBYET SKCNEPTHOMY OTUETY
ot 12.10 = 202 '

(OOCOFNOBATEN
JleticTBytomue Joza Cmax Triax AUC 7D
BeIISCTBA (Mr/KT) (mr/im) (1) (MKT*4/11)

CooTHoleHHe aAMOKCHUITWUIMHA U KJIABYJIAHOBOM KUCJIOTHI 14 : 1

AMOKCHITHIUTHH 875 11,64+2.,78 1,50 53,52+ 12,31 | 1,19+0,21
(1,0-2.5)

Knapynanosas 125 2,18 £ 0,99 1,25 10,16 + 3,04 0,96 + 0,12

KHCJIOTA (1,0-2,0)

Cmax — MaKCHMAaJIbHASI KOHIIGHTPAITHS B TUIA3Me KPOBH;

Tmax — BpeMs JOCTHIKSHUSI MAKCUMAJILHOM KOHIIEHTPAILIUHU B IIa3Me KPOBH,
AUC — mioma/ib o KpUBOU «KOHIICHTPAIUAS-BPEMSD);

T1 /2 — mepuo/ MOTYBBIBEICHHUSL.

Pacnpeoenenue

Kak u 1mpy BHYTPHBEHHOM BBEJCHMH KOMOHMHAITUM aMOKCHUITWIINHA ¢ KJIaBYJIaHOBOM
KHCJIOTON, TepalleBTUUYeCKre KOHIGHTpaIlid aMOKCUIWIIMHA W KJIaBYJIaHOBOM
KUCIIOTHL TpU IIpUeMe BHYTPL OOHapyKUBAlOTCId B pa3IMUHBIX TKaHIX U
WHTEPCTUITMAIBHON JKUAKOCTH (B KEIIHOM IIy3bIpe, TKaHIX OPIONTHON IIOJIOCTH,
KO’Ke, JKUPOBON W MBIIMIEYHON TKaHIX, CHHOBUAILHON W IEPUTOHEATHHOMN *KUTKOCTSX,
KEIT4W, THOWHOM  OTJeIsIeMOM). AMOKCHUIIWUIMH  HE  IPOHUKAET  depe3
remMaTosHIepammIeckuit Sapbep IPU HEBOCIIAICHHBIX MO3TOBBIX 000I0UKaX.
AMOKCHUITWIIIAH U KJIaBYJIAaHOBasl KUCIIOTa 00JIaIatoT ¢llaboi CTeNIEHBIO CBI3BIBAHUS C
OenkaMu 1n1a3MbI KpoBH. OKoJo 25 % olIero KolIudecTBa KIIaByJIaHOBOM KUCIOTHI B
mwiasMe U 18 % oOmero koaudecTBa aMOKCHIIMUDIMHA CBSI3BIBAIOTCS ¢ OellkaMu
IIa3MBbI KPOBH.

O0beM  pacmpejelleHusT  cocraBisieT npuOmmsurenbHo  0,3-04  w/kr
AMOKCHITWUIMHA U IpuOm3uTenbHo 0,2 J/KT U1 KIIaBYJTaHOBOUW KUCTIOTHI.

B uccnegoBaHusIX Ha JKUBOTHBIX HE OBLIIO OOHAPYKEHO KyMYJISIITUM aMOKCHUITWILIIMHA 1
KJIaBYJJAHOBOM KHCIIOTHI B KAKOM-JIMOO OpraHe.

AMOKCHUITWIIINH, KaK ¥ OOIBIIMHCTBO IIEHUITMIUITMHOB, IPOHUKAET B TPYTHOE MOJIOKO.
B rpyasHOoM MOIIOKE MOTYT OBITh OOHapy’keHBl Take CIEJOBhIE KOIWIECTBa
KJIaBYJIAHOBOM KHMCJIOTHI. 3a UCKITIOUEHUEM BO3MOKHOCTH Pa3BUTHUSI CEHCUOWITA3AITAH,
JAaper W KaHJuJ03a CIM3UCTLIX OO0OII0OUEK IIOJIOCTH pPTa, HEM3BECTHO HHUKAKHX
JIPYTUX HETaTHBHBIX BIMSHUA aMOKCHITWUIMHA W KIaBYJaHOBOH KHUCIOTHI Ha

3A0POBLC MIIAACHIICB, HAXOIANIMNUXCH Ha I'PY AHOM BCKapMIIMBAHNN.



COQTBETCTBYET 2KCNEPTHOMY
ot 12.10 e 2026
(MOCNEOOBATENEHOCTL 0001)

HccnenoBanus penupony KTUBHOM (I)YHIC‘]I‘I?M_Y_‘}RYLBU THBIX TIOKa3ain, qT10
AMOKCHUITWIIJIMH U KJIaBYJIAHOBAsl KUCIIOTa MPOHUKAIOT Hepe3 IUIalleHTapHbIA Oaphep.
OpHaxo He OBLIO BHIIBIEHO HETATUBHOTO BIMSHUS HA IUIO.

Memabonuzm

Oxono 10-25 % HadaabHOM A03BI aMOKCHUITWIIMHA BBIBOJUTCS IIOYKAMHU B BHJE
HEaKTHUBHOTO MeTaboimra (IEHUITWUIOEBONH KUCHOTH). KilaBynmaHoBas KHCIIOTa
AKTUBHO MeTaOOJNM3UPYETCSI B OpraHm3Me deloBeka J0  2,5-muruipo-4-(2-
THAPOKCUATIN )-5-0Kco- 1 H-1ippon-3-kapOoHOBOM KHUCIOTH U 1-aMUHO-4-THIPOKCH-
OyTtan-2-oHa W BeBoAuUTcS noukamu U JKKT, a Takke ¢ BBIBIXaEMBIM BO3/JyXOM B
BUJIE JUOKCHJIA YIIIEPO/Ia.

Buoisedenue

AMOKCHITWIIAH BBIBOJUTCS B OCHOBHOM IIOYKAMU, TOTJ[A KaK KJIaBYJIaHOBas KUCIIOTA
— IIOCPEJICTBOM KakK ITOYEUHOIr0, TaK U BHemnodewHoro mexanmsMoB (depe3 JKKT, a
TaKXe ¢ BBIJBIXaeMbIM BO3[yXOM B BHJIE JUOKCHJIA YTIIEPOA).

Cpennuii niepuo moiryBbiBeieHUs (11/2) aMOKCHITWIUINHA ¢ KJIaBYJIaHOBOW KUCIOTOU
COCTaBISIET OKONO 1 4, cpejHmii oOnMmMid KIHMpPEeHC — OKOIO 25 /4 y 3J0POBBIX
nob6poBobiieB. Ilpuvepro 60-70 % amoxcunmuinHa u 40-65 % KiIaByJIaHOBOU
KHUCJIOTHI BBIBOJUTCS IIOYKAMUA B HEM3MEHEHHOM BHJIE B TEUEHHE IIEPBBIX 6 U IOCIE
OJIHOKPAaTHOTO IpHeMa aMOKCHUITWLINHA ¢ KIaBYJIAHOBOU KHUCIOTOU B f03e 250 mr +
125 mr mnum 500 Mr + 125 mr.

[To pesynbraramM pa3audHBIX HCCIEIOBAHUM, 3KCKPEIUsl aMOKCHUITWIIMHA ¢ MOYOU
cocraBisieT 50—-85 %, a SKCKpelus KIaByJIaHOBOW KUCIIOTHI ¢ MOYOU COCTaBIIET 27—
60 % 3a 24 gaca. HauOolplliee KOIMUECTBO KJIaBYJIAaHOBON KHUCIIOTHI BBIICIBIETCS B
TE€UEHHE IIEPBBIX 2 YaCcOB IIOCIIE IIpUeMa.

OJHOBpEMEHHOE BBeJIeHUE NPOOCHEIH/Ia 3aMe/IIISIeT BhIBEJCHIE aMOKCUIIALINHA, HO
HE KIAaBYJIAHOBOM KHUCIOTHL (CM. pazjen «B3anmMojeidcTBHEe C JApYTUMH
JIEKapCTBEHHBIMU IIpEIIapaTaMm» ).

IMoka3anusi K NpUMeHEHHIO

KomOunarms aMOKCHITWIUIMHA C KIIABYJIAHOBOM KHCIOTOW TOKa3aHa JUIS JICUCHUS

OGakxTepHualIbHBIX UHpEKITIi CIICIYIOIITHX JTOKaII3alluii, BBI3BAHHBIX



COOTBETCTBYET 2KCNEPTHOMY OTUETY
ot 12.10 e 2026 .
(MOCNEOOBATENEHOCTL 0001)

UYBCTBUTCIIbHBIMH K KOM6I/IH&HI/H/I AMOKCHUITITIINHA — C nuabyuan\)buﬁ KUCTTOTOM

MHKpPOOPraHu3MaMH.

MHQEKIMU BEepXHUX JIBIXaTelbHBIX HyTel (Bximouas uHbpexuu JIOP-opranos),

HAIpUMEp, PEIUAUBUPYIONMNNA TOHWUINT, CHHYCHUT, CpPETHUN OTHT, OOBITHO

BBI3BIBacMble Streptococcus pneumoniae, Haemophilus influenzae®, Moraxella
. ;

catarrhalis™ u Streptococcus pyogenes;,

UHGEKIIMA HIWKHUX OTAENOB JbIXaTelbHBIX IIyTeH, HampuMep, OOOCTPEHUS

XPOHUYECKOTO OpOHXWTa, JoJeBas ITHCBMOHHMS W OpOHXOITHCBMOHUS, OOBITHO

#

BBI3bIBaeMbIe Streptococcus pneumoniae, Haemophilus influenzae™ n Moraxella

catarrhalis®,

MH(EKITMA MOYETIONOBOTO TpakTa, HAIpUMeEp, IUCTHUT, YPETPUT, NHUETOHEePpPHUT,
MH()EKITUN )KEHCKUX MOJIOBBIX OPraHOB, OOBMMHO BBI3BIBAEMbIE BHIAMH CeMeHCTBa
Enterobacteriaceae (npenMyInecTBeHHo Escherichia coli®), Staphylococcus
saprophyticus W BUlamMu poja FEnterococcus, a Takke TOHOpPES, BbI3bIBacMast

Neisseria gonorrhoeae”,

UHDEKIMA KOKH U MATKHAX TKaHel, 0OBIMHO BRI3BIBaeMble Staphylococcus aureus”,
Streptococcus pyogenes 1 BUIaMu pojia Bacteroides™,
MHDEKITMH KOCTeW M CyCTaBOB, HAIIPUMEP, OCTCOMHUEITHUT, OOBIMHO BBI3HIBACMBINA

Staphylococcus aureus”, P HEOOXOIUMOCTHA BO3MOKHO IPOBEJICHUE JUIUTEIHHON

TCPaIlniu,
OJOHTOI'CHHLIC I/IH(i)eKI_[I/II/I, HaIIpuMcep, IICPHUOJOHTHUT, OJIOHTOT€HHBINA
B erHequIOCTHOﬁ CHHYCHT, TAKCIIBIC JCHTAJIbHBIC abc ICCChI C

pPacIpOCTPAHSIIONIAMCS TEILTIOTUTOM;
JpyTue cMellaHHble WH(PEKIUN (HalpuMep, CelTUUecKuil abopT, MOCIepoIOBOH
CeIrcuc, MHTPaadJOMUHATIHLHBIN CEIICHC) B paMKaxX CTYIIeHIATON Tepartii.

# OrmenbHbBIE IIpeICTABUATENN YKA3aHHOTO POJa MHKPOOPIaHU3MOB IIPOALY ITAPYIOT
Oera-TakTamasy, UTO JielaeT WX HEUYBCTBUTEIBHBIMU K aMOKCHITWIIINHY (CM.

Taxe pasjel «DapMaKkoJIOTUIECKUE CBOMCTBAY ).

UyBCTBUTEIHLHOCTh OaKTEpU BapbUPYETCS B 3aBUCUMOCTH OT PErHOHA U C TeUeHUEM

BPEMCHN. TaM, IAC 5TO BO3MOXKHO, JOJIZKHBI OBITH IIPHUHATHL BO BHUMAaHHUC JTOKAJIBHBIC



COOTBETCTBYET 2KCNEPTHOMY OTUETY
ot 12.10 2 2026 .
(MOCNEOOBATENEHOCTL 0001)

JAAHHBIC 110 YYBCTBHUTCIBHOCTH. B cliydac COOXOTANMOCTH CIICAYCT TIPOBOAUTH COOP
MHUKPOOHOJIOTMYECKUX ~ o0pa3lioB W aHalu3 Ha  OaKTepHOJIOTHYECKYIO
YyBCTBUTEIHLHOCTD.

IIporuBonokazanus

® TUIIEPUYYBCTBUTEIBHOCTh K AMOKCUIIWLIMHY, KIABYJIAHOBOW KHUCIOTE, JPYIUM
MEHUATTWUITMHAM WUIHA JTFOOOMY JIpyroMy KOMIIOHEHTY Iperiapara;

e HaIN4YWE B aHAMHE3€ TSKEJIbIX PEaKIii TMIepYyBCTBUTEIILHOCTA HEMEIIEHHOTO
TUNA (Haupumep, aHapuiakcwsa) K JpYyTUM OeTa-TaKTaMHBIM — aHTHOMOTHKAM
(HarpuMep, K redatocriopuHam, kapOarieHeMaM Wik MOHOOaKTaMaM );

® IIPEJIIIECTBYIONKE SIU30/bl KEITyXH WIN HapylleHne (YHKIUNA [eYEeHH [pU
[IPUMEHEHUY KOMOUHAITAYA aMOKCHITWIUINHA ¢ KJIaBYJIaHOBOI KUCIOTON B aHAMHE3E;

e HapymeHue (yHKIHMH HoUYeK (KIUpeHe KpeaTuHuHa MeHee 30 MII/MUH);

e JIeTCKMI Bo3pacT J0 12 et wim macca tenna MmeHee 40 Kr;

e  (peHMITKETOHY PHSL.

C 0CTOpPOKHOCTBHIO

[Ipemapar AMOKCHKIAB® CleyeT IPUMEHATH ¢ OCTOPOKHOCTBIO y IAIMEHTOB C
HapyIeHueM (pyHKITUHN [IeUSHH.

IIpumMeHeHnune npu 6epeMEeHHOCTH U B IIePHO/] TPYAHOTO BCKAPMJINBAHUSA
bepemenHocTh

B wuccnenoBaHmsSIX penpogyKTUBHOM (QYHKIIMA Y JKUBOTHBIX IEepopallbHOE U
IapeHTepalbHOe IIPUMEHEHHE KOMOWHAIIMM AaMOKCHUITWUIMHA C  KJIaBYJIaHOBOU
KHUCIIOTOU HE BBI3BIBATIO TEPATOTEHHBIX 3(PPEKTOB.

B eauHWYIHOM HCCIEIOBAaHUN Y KEHIMAH C IPEKIEBPEMEHHBIM Pa3pbIBOM ILIOHBIX
0001049eK OBLIIO YCTAaHOBICHO, YTO NpO(QHUIaKTHIECKasl Tepalms IpernapaToM MOXKeT
OBITH CBSI3aHA C IOBBITICHUEM PUCKA Pa3BUTHUS HEKPOTUIUPYIOIIETO SHTEPOKOIUTA Y
HOBOPOXKIEHHBIX. 1Ipenapar AMOKCUKIaB® He PEKOMEH/YETCS IPUMEHITH BO BPeMs
OepeMeHHOCTH, 3a UCKIIOUYEHHUEM TeX CIIydaeB, KOoTjja OKujaeMasl IoJIb3a IIPUMEHEHUS
JUISL MATEPH IIPEBBITIAET MOTEHIIMAIBHBIA PUCK JIS IUIOJIA.

Iepuoa rpyiHOT0 BCKapMJIHBAHUS



COOTBETCTBYET 3KCMEPTHOMY C
ot 12.10 N2 2026
(NOCNEOOBATENEHOCTL 0001)

[Ipenapar AMOKCUKIAB® MOXKHO IIPUMEHSITE
€CIIM TIpeAroaraeMas Molb3a JJIS MaTepy IPEBBINAET IOTEHIUAIBHBIA PUCK JIJIS
peOeHka. AMOKCHIUUIMH U KIABYJIaHOBAasS KHCIOTa BBLICIBIIOTCS C TPYJIHBIM
MOJIOKOM (OTCYTCTBYIOT J@aHHbIE O BIMSHWM KJIaBYJIAHOBOW KHUCJIOTHI Ha peOeHKa,
HaxoJSIIerocss Ha TIPYJHOM BCKapMIIMBAHUHK). 3a HUCKIIOUEHUEM BO3MOKHOCTHU
Pa3BUTHS CEHCUOWIM3AITUY, JTUapen WU KaH/IU[03a CIU3UCTHIX 000I0UeK, CBS3aHHBIX
C IIPOHMKHOBEHHEM B IPYJHOE MOJIOKO CJIEJOBBIX KOJIWYECTB AMOKCHUITWILIMHA,
HUKAKUX JIPYTUX HeOIaronpusiTHbIX 3>(P(PeKToB y JeTel, HaXOMNMXCS Ha TPy THOM
BCKapMIIMBaHWW, He HaOMIOJa’Ioch. B cilydae BO3HUKHOBEHHUS HEOJIAroIpUsTHHIX
shdexToB y JeTell, HaxOAAIMMXCI Ha T[PYJHOM BCKapMIIMBaHUH, HEOOXOIUMO
IIPEKPATUTH TPY/THOE BCKapMIIMBAHUE.

Cnioco0 nmpuMeHeHHs M J103bI

Jlist mpuema BHYTph. CoOJIepKUMOE OJIHOIO IIAKETHUKA IIepe]| IPUEMOM CIIEIYET
PacTBOPHUTH B IIOJIOBUHE CTaKaHa IIUTHEBOU BOJIbI KOMHATHOU TEMIIEPATY PHI.

PexxuM 103upoBaHMsI yCTaHABIMBACTCS WHUBHUY aJIbHO B 3aBUCHMOCTH OT BO3pacTa,
Macchl Tena, Py HKITUY [OYeK MallieHTa, a TakKe OT CTEIIeHH TSKeCTH MH(DEKITAN.

JUIsl CHUKEHHS TIOTEHIMAIBLHO BO3MOKHBIX HApPYIIEHUU CO CTOPOHBI KEIIyJOTHO-
KUITIEUHOTO TPaKTa U ONTHUMHU3AIIUU BCACBHIBAHUS JEUCTBYIOIUX BEINECTB IIperiapar
Amoxcrkiaas® cirefyer IpUHUMATh B Hadajle IpUeMa TIHIIH.

Jleuenne He JIOIDKHO IPOJOIDKaThes Oonee 14 cyTok Oe3 mepecMoTpa KIMHUYECKON
CUTYallHH.

MuHuManbHBIA KypC aHTHOAKTEPUATILHON TEPaIliX COCTABISIET 5 THEH.

[Ipu HeoOXOAUMOCTH BO3MOXKHO IIPOBEJEHUE CTYIIEHYaTOM Tepanuu (BHadJale
BHYTPUBEHHOE BBEJICHHE KOMOMHAITUN aMOKCHUITWUIMHA ¢ KJIaBYJIAHOBOM KHUCIOTOU C
MOCIIEAYIONMUM TIEPEeX0I0M Ha KOMOWHAIMIO aMOKCHUITWUIMHA C KIIaByJIaHOBOM
KHUCIIOTOH B JIEKAPCTBEHHBIX (pOpMax JIIS IEPOPATILHOTO IIPUMEHEHUS ).

B3pocnvie u oemu om 12 nem u ecmapuie unu ¢ maccoti mena 40 xe u 6onee

ITo 1 makeruky 875 mr + 125 mr 2 pasza B CyTKH.

Ocobbie 2pynnvi NAUUEeHINOEG

Jemu mnaoute 12 nem ¢ maccoii mena menee 40 ke




COOTBETCTBYET 3KCTEPTHOMY
ot 12.10 N2 2026
(NOCNEOOBATENEHOCTL 0001)

PeKOMeHILyETCSI HUCIIOIB30BaThL  JIpYTH JICKapCTBCHHBIC LJPU PMBI T IIpCIiapaTta
Amoxcukias®.

Hayuenmsi nooscunoeo sozpacma

He tpelyeTcss KOppekIud pexuMa JO3UPOBaHUS. Y MOXKWIBIX IAIUEHTOB C
HapyIIEeHUSIMA (PYHKITUU TIOYEK JIO3Y CIENyeT KOPPEKTHPOBATh TakK, KaK ATO yKa3aHO
HIKE JIJIST B3POCIBIX ¢ HAPY MEHUSIMHA Py HKITHIH TIOYEK.

Hayuenmui ¢ HapyuieHUAMU PYHKYUU NOYEK

[Ipemapar 875 Mr + 125 Mr cieayer IPUMEHITH TOIBKO YV MAIUEHTOB ¢ KIMPEHCOM
KpearuHuHa Oosiee 30 MI/MHWH, IIPU STOM KOPPEKIMS peKuMa JO3UPOBaHUWS HE
TpelyeTcsl.

B OombmuHCTBE ciydaeB, IO BO3MOMKHOCTH, CIEAYEeT OTJaBaTh IPEIIOUYTECHUE
IapeHTepaIbHON Tepalvu.

Hayuenmuwi ¢ HapyuwieHuaMU QYHKYUU NeyeHU

Jleuenne npoOBOJIT € OCTOPOKHOCTHIO, PErYIPHO OCYIIECTBISIIOT MOHWUTOPUHT
¢dbyHKIMY neveHn. HejpocTaTouHO JaHHBIX U1 U3MEHEHUSI B PEKOMEHJIAlNHN peknMa
JO3UPOBAHUS Y TAKUX [AIIUEHTOB.

IToGounoe aeiicTBHE

HexenarenbHble peakiuy, HPeICTaBICHHBIE HIUKE, IIEPEUUCIEHBl B COOTBETCTBUU C
[IOpaKeHUEM OpraHOB W CHCTEM OPraHOB M YacTOTOM BeTpedaeMocTH. YHacTtoTa
BCTPEUaCMOCTH OIpEJIeIsieTcsl CIeAyomuM o0pa3oM: odeHb dacto (=1/10), gacro
(=1/100 u <1/10), mewacto (=1/1000 u <1/100), peaxo (=1/10000 u <1/1000), oueHs
peako (<1/10000, Bxmodasd OTJAEIbHBIC CIy49ad), YacToTa HEWU3BECTHA (1o
AMEIOIIUMCS  JIAHHBIM ~ OIIPEJEIUTh YacTOTy HE NPEJCTaBIIETCS BO3MOKHBIM).
Kareropum dacroTel ObUd cHOpPMHpPOBAHBI Ha OCHOBAaHMM  KIIMHUYECKUX
HCCJIe/IOBaHMM Iperapara v MoCTPETUCTPAITMOHHOTO HaOIIOICHYSL.

YacroTa BCTpeUaeMOCTH HesKeJIaTeJIbHBIX pearimii

Hupexyuonnvie u napazumapnvie 3a60nesanus

Yacmo: XaHAUI03 KOKHU U CIU3UCTHIX 000IOUEK.

Yacmoma neuzsecmua.: N30OBITOUHBIA POCT HEUYBCTBUTEIILHBIX MUKPOOPTAHU3MOB.

Hapymenus co cmopont Kpoeu u tumpamuieckoil cucmemoi



COOTBETCTBYET 2KCMNEPTHOMY O
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Peoxo: O6paTI/IMEl${ JTEUKOTIC HUS ( Kmogax ucﬁlpuucuutu), Oo0paTMad
TPOMOOITATOTICHHSI.

Ouenv pedko: OOpaTUMBIH arpaHylIoOIUTO3 U oOpaTUMasi TeMOJIUTUYEcKass aHeMUs,
VJJIMHEHAE BpPEMEHU KpPOBOTECUCHHUSI M NPOTPOMOMHOBOTO BpPEMEHU, AaHEMUS,
SO3UHO PHITHSL, TPOMOOITATO3.

Hapywenus co cmoponst ummynnoU cucmemol

Ouenv pedxo: aHTHOHEBPOTHYECKUN OTEK, aHA(PUIAKTUYECKUE PEaKI[uh, CHHIPOM,
CXOJHBIA ¢ CBHIBOPOTOUHOW OO0JE3HBIO, aJUICPTUUSCKUM BacKyJIUT, OCTPBIN
KOPOHAPHBIM CUHJIPOM, aCCOIMUPOBAHHBIA C THIIEPUYBCTBUTEILHOCTBHIO (CHHAPOM
Koynuca).

Hapywenus co cmoponst Hepenoil cucmemi

Heuacmo: Ton0BOKpYXeHHUE, FOJOBHAs OOJIb.

Ouenv peoxo: oOpaTuMasl THIEPAKTHUBHOCTh, ACENTUUECKUM MEHHWHTHUT, CYJIOpOTH
(CyToporu MOTYT HaOIIOJAAThCs y IAIMEHTOB C HApPYIICHWSIMH (PYHKITUU TOYEK, a
TaKke y TeX, KTO MOJIydaeT BBICOKHE JO3bl Mperapara), OecCOHHUIA, BO30Y KICHHE,
TpeBOTa, U3AMEHEHUE 1IOBEICHUSI.

Hapywenus co cmopont jceiy00uno-Kumednozo mpakma

Bspocnwie:

QOuens uacmo: nuapesl.

Yacmo: TONHOTA, PBOTA.

Hemu:

Yacmo: quapes, TOIHOTA, PBOTA.

Bce zpynnot nayuenmoas:

TommoTa Hanbonee yacTo ObUIa CBsI3aHa ¢ UCIIONIH30BaHUEM BBICOKHX JI03 Iperapara.
Ecnu nocne Havana npueMa Iiperiapata HaOMIOJAIOTCS HekKelaTelbHbIe PeakIuu CO
CTOPOHBI JKEIYJIOYHO-KHUITIEYHOI'O TpakTa, OHU MOILYT OBITh YCTPaHEHBI, €CIH
IPUHMMATH IpenapaT AMOKCUK/IAB® B Hauasle IpreMa IIHIIA.

Heuacmo: Hapy1ieHre TUITIEBapEHMUSI.



COOTBETCTBYET 2K(
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Ouenb pe OKO: AHTHOMOTHUKOACCOTTIT pUbaunblﬁ KOJIAT (muuu qas1
IICEBJOMEMOPAHO3HbIN KOTUT W TeMOPParuuecKuii KOIUT), YePHBIA «BOJIOCATHIN»
SI3BIK, TACTPUT, CTOMATHT.

Hapymenus co cmoponst neuenu u jiceiiesvble00aux nymeii

Heuacmo: ymepeHHOE TOBBIINIEHHE aKTUBHOCTH acllapraTaMHHOTpaHchepasbl W HiIn
anannHamuHOTpaHchepassl (ACT w/umu AJIT).

JlanHag peaxims HaOmMOJaeTcs y IAIMEHTOB, [OJNYYaloOMUX Tepanmioo Oera-
JTaKTaMHBIMU aHTUOMOTHUKAMU, OJTHAKO €€ KJIMHUIeCKas 3HAUNMOCTh HEU3BECTHA.
Ouens pedxo. TENATAT U XOJecTaTUUIECKasl JKeNTyXa (JaHHbIe peaKIui HaOIIOat0TCs
y MAalMeHTOB, NOJIYyYalolUX TEPalvio aHTHOMOTHKAMH [EHUIWUIMHOBOTO psjia U
nedanocnopruHaMu), yBeIWYeHUE KOHICHTparu OwimpyOWMHa ©W  IIEIOYHOU
dbocdarazbl.

HexenateapbHble peakiiMyd cO CTOPOHBI IEUEHU HaOIIOMAlUCh, TTIaBHBIM 00pa3oM, y
MYX9UH WA MaIlUeHTOB IOKWIOTO BO3pacTa M MOTYT OBITh CBSI3aHBI C JIMTEIBHOMN
Tepanueil. JlaHHbIe He)KellaTelIbHbIC PEaKIUA OUeHb PEIKO HAOIMIOIAIOTCs Y JIETE.
[lepeuncieHHble PU3HAKU U CHMITOMBI OOBIMHO BCTPEUAIOTCS B IIPOIlECCe WIIN Cpasy
[I0 OKOHYAHWUW Tepaluu, OJHAKO B OTJEIBHBIX CIy4dasX MOIYT He IPOSBIATHCI B
TEUEHHUE HECKOJILKUX HEJIENb [IOCTIE 3aBEepIICHNs] Tepali. HexenaTenpHble peakini,
Kak IpaBuiio, oOpatuMbl. HexxkenaTeabHble Peakiiui cO CTOPOHBI IIEYEHU MOTYT OBITh
TSDKETIBIMHA, B HCKIFOUUTENBHO PEJAKUX CIydasX ObUIA COOOMEHWS O JeTalbHBIX
ucxojax. [lourn Bo Beex citydastx 5TO OBbLIN MAIMEHTHI ¢ CEPHE3HOMN COITY TCTBYOITIEH
[AaTOJIOTHEN  WIM  IIANMEHTHL, OJHOBPEMEHHO  MOIYYAIONUE  [OTEHITUAIBHO
relaTOTOKCUYHBIE IIperapaThl.

Hapywenusn co cmoponst Kosicu 4 HOOKOIHCHHIX MKAHE

Heuacmo: chllib, 3y ]|, KpallUBHUIIA.

Peoxo: muOTOpOpPMHASI BpUTEMA.

Ouenv peoxo: cuHjapoM CTHBeHca-J[)KOHCOHa, TOKCHYECKUN SIujepMalbHbIi
HEKpOIU3, OyJUIE3HbI HKC(HOIUATUBHBIA JEPMATUT, OCTPHIA TIeHepaM30BaHHBINA
SK3aHTEMaTO3HBIA IyCTYyJIe3, IEKAPCTBEHHAsI PEaKIusl ¢ 03MHODUINEH U CUCTEMHOMN

cumnromatukoit (DRESS-cunapom).
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Hapywmenus co cmoponsi nouex u mouess I Tymett
Ouens pedxo: UHTEPCTUITHAIBHBIN HEPPUT, KPUCTAIUTYPHSL, TeMaTy PHSL.
Ilepeno3upoBka

Cumnmomsi

Moryt nHaOmogatbes cuMnTOMBl co  cTopoHbl JKKT ©w HapymeHus BOJHO-
PIIEKTPOIUTHOTO Oananca. OnmrcaHa aMOKCUITAUIMHOBAS. KPUCTAILTY PUSL, B HEKOTOPBIX
CIIydasx IPUBOJAINAS K Pa3BUTHIO MOYSTHONW HEJOCTATOUHOCTH. MOTryT HaOIIO1aThes
CYJIOPOTM Y TAllMeHTOB C HApyIeHWSIMU (PYHKITMU TOYEK, a Takke Yy TeX, KTO
TOJIy9aeT BEICOKHE JO3bI IIperapaTta AMOKCUKIAB®.

Jleuenue

Cmmmrombl co croponbl JKKT - cummromaruueckasi Tepamus, yAelsis ocoloe
BHUMaHWE HOPMAallM3alliy BOJHO-RJIEKTPOIUTHOrO OalaHca. AMOKCHIWIIMH U
KJIaBy JIJAHOBAsI KUCIIOTa MOTYT OBITh yIaJIeHbl U3 KPOBOTOKA ITyTEM FeMoIHall3a.
Pe3ynbrarsl MPOCIEKTUBHOTO UCCIIEIOBAHUS, KOTOPOE OBLIO IPOBEIEHO C yHacTHEM
51 pebeHka B TOKCUKOJIOTHIECKOM IEHTPE, IMOKA3aIH, YTO BBEJECHUE aMOKCHITMIIINHA
B JIo3e MeHee 4eM 250 MI/KT He IPUBOAWIO K 3HAUNMBIM KIIMHAYECKAM CUMITOMaM U
He TpeGoBalo MPOMBIBAHUS JKEITY IKA.

B3anmoieiicTBHe ¢ IpYrUMH JIeKapCTBEHHBIMI CpeJCTBAMH

OJHOBpeMEHHOE IIPAMEHEHMe Iperapara AMOKCHKIAB® 1 mIpoOeHenuua He
pekoMeHJI0BaHo. [[poOeHenu| CHIKaeT KaHaIbIIEBYIO CEKPEITUI0 aMOKCHUITWILINHA, 1
MIOSTOMY OJIHOBPEMEHHOE IPUMEHEHHE IperapaTa U IpoOeHeIra MOKET IIPUBOIUATD
K TOBBINCHUIO WU IEPCUCTEHIIMA B KPOBHU KOHIICHTpAIlMM aMOKCHUITWIIMHA, HO He
KJIaBY JAHOBOU KUCJIOTHI.

OHOBpeMEHHOE TPUMEHEHHE aJUIONYPUHOJIA U aMOKCUITAUIMHA MOYKET IOBBINATH
PUCK BO3HHUKHOBEHMSI KOKHBIX aJUIEpTHUEcKUX peakimil. B HacTosmee Bpems B
JIATEpaType HET JaHHBIX 00 OJHOBPEMEHHOM IIPUMEHEHUH KOMOHWHAITUH
aMOKCHUITWIIJIMHA C KJIaBYJIAHOBOM KHACIOTOU U aJJIOIY pUHOIIA.

[[eHMIIIHHEL CIOCOOHBI 3aMeJIITh BHIBEICHUE U3 OpraHu3Ma MeToTpeKcaTa 3a cueT

I/IHFI/I6I/IpOBaHI/IH €ro KaHaJIbIIEBOU CCKpeIUU, IIO5TOMY, OJHOBPCMCHHOC IIPUMCHCHHUC



npernapara AMOKCHKIaB® W METOTPEKC
METOTpeKcaTa.

Kak u apyrue aHTHOaKTepHalbHBIC IpelapaThl, Ipenapar AMOKCHKIAB® MOXKeT
OKa3bIBaTh BIUSHHUE HA KUIMICUHYIO MUKPOPIOPY, IPUBOJS K CHIDKCHHUIO BCAChIBAHUS
scrporeHoB U3 KKT u cHmkeHno 3Qp(ekTUBHOCTH KOMOMHUPOBAHHBIX IIEPOPATHHBIX
KOHTPAIlETHBOB.

B wmreparype OIMCBIBAIOTCA pEJIKUE CIIydad YBEIMYECHWSI MEXyHapOJHOTO
HOpMaIn30BaHHOTO oTHOIEeHU (MHO) y manueHToB IpU COBMECTHOM IIPUMEHEHUH
alleHoKymapolla Wi BapdapuHa © amokcuIuumHa. [Ipm  HeoOxouMocTH
OJIHOBPEMEHHOTO IPHMEHEHHs Ipernapara AMOKCHKIaB® ¢ aHTHUKOAIyIISTHTAME
nporpomOuHOoBoe Bpemst Wi MHO J0DKHBI TIMATEIHHO KOHTPOIHUPOBATHCS IIPHU
[IPUMEHECHUH WM OTMEHE IIperapara, MOKeT IOTpeOOBaThCs KOPPEKIUS O3B
AHTHUKOATYJISIHTOB JIIS IIpUEMa BHY TPb.

Y manueHToB, MOIy4YaBIIMX MUKO(eHoTdaTa MOQETHI, Toclie Havalla IPUMEHEHUS
KOMOMHAITMA aMOKCHUITWIUIMHA C KIABYJIAHOBOM KHUCIOTON HaOIOJANOCh CHIDKCHUE
KOHIIEHTpAIluA aKTUBHOIO MeTalolluTa - MHUKO(MEHOIIOBOM KHCIOTHL JIO IIpHeMa
odepeHONM J03bl IpemapaTta npuOmmsurenbHo Ha 50 %. HM3MmeHeHus JaHHOM
KOHIIEHTpAaIlMid HE MOIYT TOYHO OTpaXaTh oOOIHe W3MEHEHHWS SKCIO3UITNI
MHUKO(DEHOIOBON KHCTOTHL [losToMy wW3MeHeHme J03bI MHUKO(eHonara Moderuia
oObIYHO He Tpedyercd IpPU OTCYTCTBHM KIMHUYECKUX INPU3HAKOB JUC(HYHKIAH
TpaHcIDIaHTaTa. TeM He MeHee, HeoOXOAUMO TIATelIbHOE KIMHUYeCKOoe HaOIO[eHIe
3a IAINUEHTOM BO BpeMsi KOMOWHHPOBAHHOW Tepaliid W BCKOPE IIOCHE JIEUCHHUS
IIPENapaTOM.

Oco0ble ykazaHusi

Ilepex HauyagoM IedeHHs mpernaparoM AMOKCHKIAB® HeoOXomuMo coOparh
IIOIPOOHBIN aHaMHe3, Kacaromuucs IIPEAITIECTBY FOIIUX peaxImi
TUIIEPUYYBCTBUTEIILHOCTH HA [EHUITWUIMHBL, ledalocnopuHbl, JApyrue Oeta-
JaKTaMHBIe IIpeliapaTbl WIM JIpyTHe BEIIEeCTBA, BBI3BBAIOINNE aJUIEPTAYECKYIO

PCAKIIHUIO ¥V IIAITUCHTA.
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Coolmanoch 0 PasBUTHHU CCPLE3HBIX W B HCKOTOPBIX TNy UIIX JICTATBHBIX pcanu,uf/i
TUIIEPYYBCTBUTEILHOCTA  (BKIIOYAs aHa(I)I/IJIaKTOI/I,I[HbIe U THAXKCIIBIC  KOXHBIC
HeKeJaTelbHble peakliii) Ha NeHUITWUIMHBL PUCK BO3HUKHOBEHUS TaKUX pPeakIvii
HauOoee BLICOK y IMaCHTOB, UMCIOIIHX B aHaMHE3eC peaKmum
TUIIEPUYBCTBUTEIIBHOCTU Ha IEHUIWUIMHBL W Yy JIMI[ ¢ arommeid. B ciydae
BO3HUKHOBEHUS aJUIEPTUUECKON  peakIiu HEOoOXOUMO IIPCKPaTUTL  JICHCHHEC
IIperapaToM AmoxkcukiaB® v HauaTh COOTBETCTBYIOIIY IO aJIbTCPHATUBHYIO TEPAIIHIO.
B cmywae ecim JoKazaHO, 4TO I/IH(beKL[I/ISI BbI3BaHa UYYBCTBUTCIIDHBIMH K
AMOKCUITWIIIMHY MHUKpOOpraHu3sMaMM, CICAYECT pacCMOTPETH BO3MOKHOCTL 3aMEHDBI
KOMOWHAIIMA aMOKCHUITWIIAHA C KJIaBYJIAHOBOM KHUCJIOTOM Ha aMOKCHIIWIIMH B
COOTBECTCTBUM C O(I)I/IL[I/I&JIBHB[MI/I KIIMHUYICCKUMH PCKOMCHAAITMAMU. KomOunanust
AaMOKCUIIWIUIMHA ¢ KJIABYJIAHOBOM KHUCJIOTOH HE IIOAXOMUAT I IIPUMEHEHHI B
Cllydadx, KoIla BBICOK PHCK TOI'0, 4YTO  IIpCAlIoIaracMbiCc  IIaTOI'CHHLIC
MUKPOOPIraHu3MbI o0naaroT PE3HUCTCHTHOCTLIO K Oera-1aKTaMHBIM IIperapaTtam,
KOTOpasi He OOyclIOBIIeHa OeTa-TakTaMas3aMy, BOCIIPUAMYHUBLIMUA K WHTHOUPOBAHUIO
KJIaBY JIAHOBOU KHUCIIOTOM. KoMmOnHanmoo aMOKCUTIAIIIINHA C KJIaBYJIAHOBO¥ KUCIIOTOU
HC CICAYET IIPUMCHATL I Tepalin I/IH(I)GKHI/H\/JI, BLI3BBAHHBIX PE3UCTCHTHLIM K
IIEHUITWIIAHY Streptococcus pneumoniae.

B cnyuae nojo3peHust Ha I/IH(I)GKLII/IOHHBIfI MOHOHYKJICO3 IIpeliapar Amokcrkias® me
CIICAYCT IIPUMCHATD, IIOCKOJIBKY Y IIAINUECHTOB € 3THUM 3a00JI€BaHIEM aMOKCHITUILINH
MOJKET BbI3BaTb KOpeHOL[OGHyIO KOXHYIO CbIllb, YTO 3aTpyAHACT JHAlHOCTHKY
3a0071eBaHus.

Bo3HuKHOBEHHE T'€HEPATU30BAHHON DPUTEMBI C JIMXOPAIKOU, COIIPOBOXKIAIOIIEHCS
IIyCTyJlaMH, B Ha4YaJIC JICUCHUI MOKCT OBITH CUMIITOMOM OCTPOI'0 I'CHEPaIM30BaHHOTO
SK3aHTEMATO3HOIO IIycTyJe3a. JlaHHasg peaknus TpeOyeT NIpeKpareHusl JIeUeHUs
IIperiapaToM AMokcHkIaB® U sBIseTCs IIPOTUBOIIOKA3aHUEM JUIA €10 IIPUMEHCHUS B
JaIbHEUITIEM IPU TFOOBIX CUTYyalMiIx.

OJHOBpEMEHHOE IIPUMEHEHHUE aJUIOIYPUHOIA BO BpPEMS TEepalllyd aMOKCHITUILIMHOM

MOZKCT IIOBLIIMIATH BEPOATHOCTH BOZHUKHOBCHIA KOKHBIX dJUICPIHUYCCKUX peaKI_[I/If;I.



COOTBETCTBY

JlmuTenbHOE JIeUeHHUE IperapaToM AMOKCHR
Pa3MHOKEHHUIO HEUY BCTBUTEILHBIX MUKPOOPTaHU3MOB.

Ommcanbl clydad BO3HMKHOBEHHS IICEBIOMEMOpPAHO3HOTO KOJIUTa IIPU IIpUEME
AHTUOMOTUKOB, CTENeHb TSKECTH KOTOPOrO MOKET BapbHpPOBaTh OT JIETKOM JO
yrpoxkaromei Ku3HdA. [losromMy BaXHO YUHUTHIBATH BO3MOKHOCTH  Pa3BUTHS
IICEBIOMEMOPAHO3HOTO KOJIHWTAa Yy TAIlMeHTOB C Juapeeit BO BpeMs WIH IIOCIE
IIPUMEHEHUS. aHTUOMOTHUKOB. ECIM juapes IIMTENIbHas WIM UMeeT BhIpaKeHHBINA
XapakTep, WIN IAalMeHT MCHBIThIBaeT CIla3Mbl B JKUBOTE, JICUCHUE JODKHO OBIThH
HEMEJJICHHO IIPEKpaIleHo, U MaIUueHT AoJDKeH ObITh 00cieoBaH. B ciaydae pa3BUTHS
IICEBJIOMEMOPAHO3HOTO KOIUTa HEOoOXOJUMO HadaTh COOTBETCTBYIOINIEE JICUCHUE.
[IporuBoNOKa3aHO  INPUMEHEHWE  IIPeriapaToB, TOPMO3SIIUAX  IIEPUCTAJIBTHKY
KHITICYHHUKA.

Bo BpeMs UIMTEILHOM TepalmmMy IpermaparoM AMOKCHKIAB®  peKoMeHIyeTcs
MIEPUOUICCKH OIEHUBATDH (DY HKITUIO TIOYUCK, IIEUEHH U KPOBETBOPECHUSL.

Cyopord MOTyT BO3HHUKHYTH Y HAllUCHTOB ¢ HapyIleHHEeM (yHKIIWH II0YEK WU Y
MAIMEeHTOB, IIONYYaIOMMX BBICOKHE JO3bI Ipemaparta (cM. pazjen «lloGounoe
JICUCTBHUEY ).

KoMOuHanuio aMOKCHITWIIMHA C KIABYJAHOBOM KHCJIOTOM Clle/lyeT IIPUMEHSITH C
OCTOPOKHOCTHIO y IAIMMEHTOB ¢ HapylIeHHeM (YyHKIIMM IIeUeHH (CM. pazjen
«IToOGounoe aeHcTBUEY ).

VY nanueHToB, MOJIyYaBIIUX KOMOMHAITAIO aMOKCHUITWIIIMHA ¢ KIIaBY JaHOBOM KUCIOTOU
COBMECTHO C HEUPSIMBIMH (II€pOpaIbHBIMH) aHTHKOATYIHTAMU, B PEAKHX CIIydasx
coo0manoch 00 yBeIWIEeHUH IPOTPOMOMHOBOTO BpeMeHH (noBbimennn MHO). 1lpu
COBMECTHOM  Ha3HAYCHUHM  HEOPSIMBIX  (IEPOPAIBHBIX)  AHTUKOAIyJIHTOB  C
KOMOMHAITMEe aMOKCHUITWIINHA M KJIaBYJIAHOBOM KHUCIOTHI HEOOXOAMM KOHTPOIIb
COOTBETCTBYIONUX Iokazartened. Jlimst mojuepxkanust HeoOxomumoro sddexra
[epopaIbHBIX aHTUKOATY JLITHTOB MOKET ITOTPeOOBATHCS KOPPEKITUSI UX JO3HI.

VY mnamnueHToB ¢ HapyIeHrueM (QYyHKIMH IOYEK 03y aMOKCHUITWIINHA ¢ KJIaBYIJIaHOBOM

KHUCIIOTOM CIIeAyeT CHUKATh COOTBCTCTBCHHO CTCIICHU HAPYIICHIL.




ot 12.10
(NOCNEOOBAT

Y NanueHToB CO CHIDKEHHBIM JTAYPE30M
[IPEUMY ITIECTBEHHO TPU IapeHTepalbHOW Tepanyu. [Ipu nmpuMeHeHUH BBICOKUX 103
AMOKCHUITIIIIIMHA PEKOMEH/IyeTCs MPUHIMATH JOCTATOTHOE KOMMUYECTBO JKUIKOCTH U
HOJIIepKUBATh JIeKBaTHBIA JUYpe3 I YMEHBIIECHHSI BEPOSITHOCTH 0Opa3oBaHUs
KPUCTAIUIOB aMOKcHITIIIMHa (cM. pasjen «llepegosmpoBka»). Y TAIMEHTOB C
KaTeTEPU3UPOBAHHBIM MOYEBBIM ITy3bIpeM HEOOXOJUMO PEryJISIPHO IPOBEPSTH
IIPOXOIUMOCTD KaTeTepa, MOCKOIbKY COTTIAacHO HOIYUeHHBIM JaHHBIM aMOKCHUITUINH
oceaeT B KaTeTepaX MOHYEBOTO Iy3BIPSI IIPEUMYINECTBEHHO IIPU BHYTPUBEHHOM
BBE/ICHUH BHICOKHX JI03.

Ilpuem mpenapara AMOKCHKIAB® BHYTPh IPHUBOJUT K BLICOKOMY COJAEPKAHUIO
AMOKCUITIIIZIMHA B MOYe, YTO MOXKET IPHUBOJUTH K JIOKHOIIOJOKHUTEIHLHBIM
pe3yibraTaM IIpH OlpejelIeHud TIIOKO3bl B Moue (Hampumep, Ipoba benemukra,
npoba denunra). B 3ToM cilydae peKOMEHIYeTCS] IPUMEHSThH TIOKO300KCHIa3HbIHA
MeTO/]T OTIpe/IeIIeHIs] KOHIICHTPAITH TIOKO3HI B MOYE.

KiaBynanoBass  Kuciora MOXKET  BbI3BaTh  HecleUUUECKOE  CBSI3bIBAHUE
UMMYHOTTIOOYy IMHOB Kiacca G u ainpOymMuHa ¢ MeMOpaHaMHu SPUTPOITUTOB, UTO
MIPUBOTUT K JIOKHOTIONOKUTEIHHBIM pe3yiabTataM IpoOsl Kymobea.

CooOlmanoch O TONOKUTEIBHBIX pe3yibTarax HCCIeOBAaHUS C HCIIONb30BaHUEM
auarHoctTaaeckoro Habopa Ilmaremmst Aspergillus MDA (Bio-Rad Laboratories) y
MAITUEHTOB, IOIyYaBIIUX KOMOMHAIMIO aMOKCHUITWIUIMHA C KJIaByJIaHOBOW KHCIIOTOM,
y KOTOPBIX BHOCIEICTBUH He OBbLITIO 0OHapykeHO MH(EKITUH, BbI3BAHHOU Aspergillus.
Coo0manoch 0 MEPeKPEeCTHRIX PEeakIysIX ¢ MoJMcaxapujaMu U THoIudypaHaMu, He
XapakTepHbIMU U1 poaa Aspergillus, Tpu TNpPOBEJCHUM HCCICIOBAaHUS C
HCITOJIb30BaHEM JHarHocTudeckoro Habopa Ilmarenus Aspergillus UDA (Bio-Rad
Laboratories). Ilosromy mHoNMOXUTENbHBIE pe3yJIbTaThl TecTa Yy  IAIMEHTOB,
[OJIyUaBINX KOMOMHAITMIO aMOKCHIIWLIMHA C KJIaBYJaHOBON KHCIOTOM, cleyer
UHTEPIIPETUPOBATh € OCTOPOKHOCTHIO M TIOJATBEPKJIaTh JIPYTUMHU  METOJaMU
JTUATHOCTUKHL.

Ocmpuwiil KOPpOHAPHBIEL CUHOPOM, ACCOYUUPOBAHHBIIL ¢ 2UNePUYECHBUMETbHOCHIBIO

(cundpom Koynuca).




COOTBETCTBYET 3KCTEPTHOMY
ot 12.10 N2 2026
(NOCNEOOBATENEHOCTL 0001)

B PEAKHX CIIyYadax coo0IMmanoch o peaKmmiX THUIICPYYBCTBUTCIBHOCTH BU BPTMA
JEUCHUS aMOKCHUITWUIMHOM (OCTPBIM KOPOHApHBIA CHUHJPOM, aCCONMUPOBAHHBIA C
TUIIEPUYBCTBUTEIIPHOCTHIO), B HSTHUX CHIy4YasX HEOOXOJAWMO OTMEHHTH IIperapar
AMokcHkIas® ¥ Ha3HAYATH COOTBETCTBYIOMIEE JICUCHHUE,

IIpenapar AmoxcukiaaB® cogepxur 30 mr acmaprama (E951) B oxHoM care.
AcmapraM $SIBISIETCS HCTOYHHMKOM (peHWIAalaHWHA, Ha 4YTO HEoOXOJMMO OOpaTUTh
BHUMaHWE IIpU HAIWYWA B aHaMHe3e IaleHTa (PEeHWIKETOHYPUH - PEIKOro
TeHeTHYECKOro 3a00lieBaHMsl, NPU KOTOPOM (DeHWIAIaHWH HaKaIUIMBaeTCs W3-3a
HapyIIeHUs CIIOCOOHOCTH K €TI0 BHIBEJ[CHHUIO.

3ioynorpedJ/ieHre U JIleKapCTBEHHAs 3aBUCHMOCTD

He naGmojanoch JekapcTBEHHON 3aBHCHUMOCTH, NIPUBLIKAHMS U peakimid shdopun,
CBSI3AHHBIX ¢ IPUMEHEHUEM IIpenaparta AMOKCHKIAB®.

Buusinue Ha  cnoco0OHOCTH  YHPABJSTHL  TPAHCHOPTHBLIMH  CpeJCTBAMHU,
MeXaHU3MaMu

HccnenoBanusi, TOCBSINEHHBIE HW3YYEHUIO BIMSHHUS Ha CIIOCOOHOCTH YIIPaBIBITH
TPAHCIIOPTHBIMU CpeJICTBaMH W padoTaTh € MeXaHW3MaMH, He IIPOBOJUAJIUCE.
[TockonbKy mpenapar AMOKCHKIAB® MOKET BHI3LIBATL HEKeIATeIbHbIE PEaKIAH
(HampuMep, alUIepruuecKrue peakiliy, TOJOBOKPYKEHHE, CYJIOPOTH), HEOOXOIUMO
IpEyIPeUTh IMAIUEHTOB O Mepax IIPeJOCTOPOKHOCTH IIPU  YIIPAaBICHUU
TPAHCIIOPTHBIM CPEJICTBOM WJIN padoTe ¢ JBIDKY INUMUCS MEXaHU3MaMHU.

®opmMa BBINYCKA

['pany b1 JUTST OPUTOTOBIIEHNS CVCIIEH3WUHA JUII IIpHUeMa BEVTPE., 875 Mr + 125 MT

llepeuunas ynaxosexa

[To 1,8 r mpemapara B HakeTUKe U3 KOMOMHHUPOBAHHOIO MaTepHala Oymara/
TIOJIMATUIICH/ aTFOMUHUN/ TIOTMATHJICH.

Bmopuunas ynaxoska

[To 10, 12 wimm 14 makeTUKOB MOMEIAIOT B MAYKY KapTOHHYIO BMECTE C MHCTPYKITUEH
I10 IIPUMEHEHHUIO.

Hpumeuanue:



COOTBETCTBYET 3KCNEPTHOMY O Y
ot 12.10.2023 N= _|_|__'.:.', E‘/ L_Zb

(MOCNEOOBATENEHOCTL 0001)

C 1enpio KOHTPOJIS IIEPBOTO BCKPBITHS C IBYX CTOPOH HadKH Kap TOHHOH Oy CKacTCs
HaJIM4HE IIPO3PAUHBIX HAKIIECEK.

YcioBust XxpaneHusi

XpaHUTH B OpUTHHAIIBHOMN YIIaKOBKE (MMAaKETHUK B KapTOHHOM Mavke) IIPU TeMIleparype
He BbIme 25 °C.

XpaHUATH B HEJOCTYITHOM JJIS JIeTe MecTe!

Cpoxk rogHocTu

2 roja.

He mmpuMeHsITh IOC/IE UCTeUeHUST CpoKa TOJJHOCTH.

YciioBus 0TIy cKa

OTnycKaroT Ho perenty.

IIpoussoauresn

IIpouseedeno: Cannos I MOX, buoxemummrpacce 10, 6250 KyHb, ABCTpust.
Baagesieny perncTpanuoHHOTO YA0CTOBEPEHUSI

Canpgos x.1., BepoBmkoa 57, 1000 JIroGistaa, CiIoBEHHUS.

Opzanuzayus, npURLMAIOW AR RPemen3ul nompeoumenei:

AO «Canpnos», 125315, r. Mocksa, JIeruHrpajckuii mpocuekT, 1. 70;

tenedon: (495) 660-75-09; daxc: (495) 660-75-10.



