COOTBETCTE '1~"!ET SKCNEPTHOMY OTUYETY

ot 20.03.2026 N2 5726

OBILASI XAPAKTEPUCTHKA JEKAPCTBEHIFOFG TIPEITAPATA " 05

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O IIPEITIAPATA
Amokcnnmnna-AKOC, 250 mr, TabneTku

Amokcnmmina-AKOC, 500 mr, TabneTku

2. KAUECTBEHHBIN 1 KOJIUYECTBEHHBIN COCTAB
JelicTBytolllee BENIECTBO: AMOKCUIIMIUIMH

AmvoxcnmmumHa-AKOC, 250 mr, TabiaeTKu

Kaxnas Tabnerka cogaepxut 250 Mr amokcunnuinHa (B BUIE TPUTHIPATA).

Amoxcnimmiuna-AKOC, 500 mr, TabuneTkn

Kaxxnas tabnerka comepxut 500 Mr aMOKCHITMILTMHA (B BUJIC TPUTHPATA).

ITodHBIM CIIMCOK BCIIOMOTaTEeIbLHBIX BCHICCTB CM. B ITYHKTC 6.1.

3. JEKAPCTBEHHAS ®OPMA

Tabmetku.

Kpyribie miockonuIMHApUYecKre TabiaeTku ¢ (ackod M PUCKOM, OEoro WM MOYTH OEloro
[BETA.

Jluaus paszioma (pucka) mpeaHa3HauYeHa HCKITFOUUTENBHO IS pa3iaMbIBAaHUS TA0JICTKH C MEITBI0

o0JIerueHus IporjiaTelIBaHud, a HE JIA pa3JACJICHUA Ha PABHBIC JO3bI.

4. KIMHUYECKHUE JAHHBIE
4.1. Tloka3aHusl K IPUMEHEHHUIO
[Tpennapat AmoxkcnnnuimH-AKOC npuMeHsieTcst y B3pOCibIX M JI€TEH B BO3pacTe OT 3 JIeT AJIs
JeyeHuss HMH(EKIMOHHO-BOCIATUTENbHBIX 3a00JIeBaHHUM, BBI3BAaHHBIX UYBCTBUTEJIBHBIMU K
AMOKCHUIWIJIMHY MUKPOOPTraHU3MaMU:
® UHQEKIUHN BEPXHUX OT/EIIOB ABIXaTEIBHBIX MyTeH (TOH3WLIO()apHHTUT, CHHYCHUT, OCTPBIH
CpeIHUM OTHUT);
e UH(EKIUN HIKHUX OTIEJIOB JbIXaTeNbHBIX MyTe (OCTpbIil OakTepuaibHbIA OpPOHXMT,
o0ocTpeHne XpoOHUYECKOro OpOHXUTA, BHEOOJIbHUYHASI THEBMOHUS );
e HH(EKIUH MOYENOJOBON cucTeMbl (THENTOHEPPUT, TMHETUT, LIUCTUT, YPETPHUT,
SHJIOMETPHUT, LIEPBULIUT, TOHOPES );
e a0JOMMHAIbHbIE HHPEKIUH (XOJAHTUT, XOJICIUCTHUT);
e opaaukanus Helicobacter pylori y 6onbHBIX ¢ 3BeHHOM 00JIC3HBIO IBEHAIATUIICPCTHOM

KUIIKU WJIH KeNyIKa (Bceria B KOMOMHALIMY C JPYTUMHU MIperapaTaMu);
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e uWHDEKIUM KOKH W MITKHUX TKaHEH
JIEPMaTO3bI);

® JICTITOCTIUPO3, JINCTEPHO3;

e Oouesus Jlaiima;

e HWH(DEKIUK HKETyT0OYHO-KHIIIEYHOTO TPaKTa (IHTEPOKOIUT, OPrOMIHON TH(, THU3eHTEpHS,
canmpMoHesie3 [Bei3BanHbl  Salmonella typhi, uyBcTBHTENnbHON kK amMmMOUILIHHY],
CaJIbMOHEJNIOHOCUTEIHCTBO);

e npoduIakTHKa OaKTEPHAIBHOTO OSHAOKAPAWUTA IMPH XHPYPrHUECKHX TMPOIEaAypax B
POTOBOI MOJIOCTH ¥ BEPXHUX JBIXATEIbHBIX ITyTSX.

4.2. PexxuM T103UPOBAHUS M CIIOCO0 MPUMeEHEHHS

Pexxum 103upoBaHus

Jo3a npenapara AMokcuyuInH-AKOC 3aBUCHUT OT 4yBCTBUTEIBHOCTH BO30yIUTENS HH(EKLIUH,
TSDKECTH 3a00JIeBaHUS U JIOKATM3aUK HH()EKIIMOHHOTO MpoIecca.

Bspocibie

OO6wruno HazHauarT 250-500 mr 3 pasza B cytku unu 500—1000 mr 2 pa3a B CyTKH.

Ilpu cunycume, 6HeOONbHUUHOU NHEBMOHUU U OPYUX MANCENbIX UHDEKYUsX PEKOMEHITyeTCs
HazHadath 500—1000 mr 3 pa3a B cyTku. MakcumaiibHasi CyTo4Hast 103a — 6 T.

Bonesus Jlatima (6oppenuos) — pannss cmaous

500-1000 mr 3 pa3a B CyTKH 10 MAKCUMaIIbHOW CYTOYHOH J103BI, paBHOU 4 T, TIOJIeICHHON Ha
HECKOJIbKO MpHeMoB, B TeueHue 14 nueit (10-21 nens).

Opaouxayus Helicobacter pylori y nayuenmog c si36ennou 601e3Hbio 08eHa0yamunepcmHou
KUWKU U dHcenyoka (BCeraa B KOMOMHAIMY ¢ JPYTUMH IIpernapaTamu)

1000 mr 2 paza B CyTKM B KOMOWHALIMU C MHTUOMTOPOM IPOTOHHOM MOMIIBI (HanpuMep,
OMEIIPa301, JJAHCOTIPa30J1) U APYTUM aHTUOMOTUKOM (Hampumep, KIapUTPOMHUIIMH,
METPOHHU/A30J1) B T€UEHHE 7 THEH.

Ipoghunaxmuxa 6axmepuanrbro2o sH0OKapouma

Pexomennayercs 2 r (wim u3 pacuera 50 mr/kr/cyT) 3a 0,5—1 yac 10 XUpyprudecKoro
BMEIIATENbCTBA.

Oco0bIe I'pynnbl DaMCHTOB

Jluya noswcunozo ospacma

KoppektupoBka 103 He TpedyeTcsl.

Tayuenmsi ¢ noueunoii HedOCMamouHOCMoio

V¥ nanuentoB ¢ KK > 30 Ma/MuH 0TCyTCTBYET HEOOXOAUMOCTH B Koppekiuu 10361 [Tpun KK < 30
MJI/MUH PEKOMEHIYETCs YBEIMUEHNE MHTEPBAIA MEXK/TY 103aMH WU YMEHBIIIEHUE TTOCETYFOIIIX

Io3.
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KK Pesxxum nosupoBanmst 1 PeRUM T03APOBAHNST

npemnapara npenapara
AMokcnunmH-AKOC y AmoxkcnunmH-AKOC y
B3POCJIbIX H JIeTeil ¢ Maccoil | JeTel ¢ Maccoil TeJia MeHee

Tesa 40 kr u 6osee 40 xr
10-30 MaxkcumaneHas xo3a 500 mr CrannmapTHas f103a 2 pasa B
M1/ MUH 2 pa3za B CYTKH CYTKH (YTO COOTBETCTBYET
npuemy 2/3 103bl)
<10 MakcumanbHasi CyTouHas CrannaptHas no3a 1 pas B
MJI/MUH no3a 500 mr CYTKHU (UTO COOTBETCTBYET

npuemy 1/3 103s1)

Tayuernmeot, HaXOO}ZWMQC}l HA 2eMOOUAIU3e

AMOKCHUITMJUIMH MOXET OBITh yIaJIEH U3 KPOBOOOpAIIEHHUs ITyTEM T'€MOIMaIn3a.
T'emoouanus

B3pocabie n geTn ¢ maccoii Tesa 0osee | 500 mr kaxabie 24 yaca

40 xr Ilepen nmpoueaypoii remoauanin3a  CIEAYET
JIONIOJTHUTENBHO Ha3zHauuTh n03y 500 wmr. s
BOCCTaHOBJICHUS YPOBHS KOHIIEHTpALUH
LUPKYJIUPYIOLIEro IpernapaTa Heo0X0AUMO 1ocie
OKOHYaHHUS HpOLEIyphl TIeMOJAUANN3a TaKkKe
HazHauuTh 500 mr.

JeTn ¢ maccoii Tesia 15 mr/kr/cyTku 1 pa3 B cyTKu
Ilepen mpoueaypoii remoaMann3a  CIEAYET
Ha3HAYUTh JIONOJHUTENIbHYIO 03y U3 pacuera 15

menee 40 kr

MT/KT Macchl Tena. J{7s BOCCTAaHOBIIGHUS YPOBHS
KOHLIEHTpallMl  IUPKYJUPYIOUIEr0  Mpernapara
HEOOXOMMO TOCIIe OKOHYaHUS MPOIIeTyPhI
reMo/Ian3a TakKe Ha3HAUMTh 03y U3 pacyera 15
MI/KT MaccChbl Tena.

Hayuenmeur, HCZXOOEZMMQC}I HA nepunoHealbHoM ouanuze

MaxkcumanbHast 103a amokcunuuinaa 500 Mr/cyTku.

eTH
Pexxum no3upoBanust s Aetent crapmie 13 met w/unm ¢ Maccoi Tema 6osiee 40 Kr coBmaaaeT ¢
PSKUMOM JIOZUPOBAHMS JUTSI B3POCTIBIX.
Jlemu om 3 0o 5 nem u/unu ¢ maccou mena om 15 k2 0o 19 ke
OO6pryHO Ha3Ha4aroT 250 Mr 2 pasa B CyTKHU. B citydasx, Korja BpICOKa BEPOSTHOCTb WH(DEKIINH,
BBI3BAaHHOM pE3UCTEHTHBIM Streptococcus pneumoniae, peKkoMeHIYI0TCs 00Jiee BHICOKHE 03I —
500 mr 2-3 pa3a B CyTKH.
Jlemu om 5 0o 13 nem u/unu ¢ maccou mena om 19 ke 0o 40 ke
OO6p1yHO pexomMenaytoT 250 Mr 3 pasa B CyTKH. B ciydasx, Kor/ia BbICOKa BEPOSITHOCTh HH(EKIINH,

BBI3BAHHOM PE3UCTEHTHBIM Streptococcus pneumoniae, peKoMeHAyITCs 00Jiee BEICOKHE I03bI —
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500-1000 mr 3 pa3a B CyTKH.
MaxkcumanbHast cyTouHas 1o3a uist aereid — 100 Mr/kr/cyT.

Bonesnw Jlaiima (boppenuos) — paunsas cmaous

Pexxum mo3upoBanust uist nereid crapiie 13 et u/umu ¢ maccoit tena 6osee 40 Kr COBIIAIacT C
PEKUMOM JIO3UPOBAHMSI JITSI B3POCIIBIX.

Jlemu om 3 00 5 nem u/unu ¢ maccou mena om 15 ke 0o 19 ke

250 mr 3 pa3a B CyTKH.

Jlemu om 5 0o 13 nem u/unu ¢ maccou mena om 19 ke 0o 40 ke

500 mr 2-3 paza B cyTku (13 pacuera 50 MI/Kr/cyT, OJIeICHHBIE Ha 3 IpueMa).

Opaouxayus Helicobacter pylori y nayuenmosg ¢ s136eHnot 60.1e3Hb10 06eHA0YAMUNnepCmHou
KUWKY Uy diceyoka (Bcera B KOMOUMHAIIMY ¢ PYTUMU MIperapaTamH).

Hemu cmapwie 13 nem u/unu ¢ maccou mena bonee 40 ke

1000 mr 2 paza B cocTaBe KOMOMHUPOBAHHOM TEPAIIHH.

Jlemu om 3 0o 5 nem u/unu ¢ maccoii mena om 15 ke 0o 19 ke

250-500 mr 2 pa3za B CyTKH.

Llemu om 5 0o 13 nem u/unu ¢ maccoti mena om 19 ke 0o 40 ke

500-1000 mr 2 pa3a B cyTku (13 pacuera S0 MI/Kr/CyT, MOACICHHBIC HA 2 TIPHEMA).
Ipogpuraxmuxa bakmepuanbHo2o 3H00Kapouma

Pexum no3upoBanus Juig aeteit crapiie 13 net u/mu ¢ maccoit Tena 6osee 40 Kr coBmaaeT ¢
PEXKUMOM JI03UPOBAHMUS JTISI B3POCIBIX.

Jlemu om 3 0o 5 nem u/unu ¢ maccou mena om 15 k2 0o 19 ke

750-1000 mr (13 pacuera 50 MI/Kr/cyT) Iepe1 IpoIeaypPOH.

Jlemu om 5 0o 13 nem u/unu ¢ maccou mena om 19 ke 0o 40 ke

1000-2000 mr (u3 pacueta 50 MI/Kr/cyT) mepea Mpoleypoil.

[Tpenapat AmokcumumnH-AKOC B n1aHHOM JekapcTBeHHOW (opMe He ciexyeT Ha3HadaTh
(mpuMeHsTh) y AeTel 10 3 JeT B CBA3M C HEBO3ZMOKHOCTBIO 00€CTIEUUTh PEKUM JO3UPOBAHUS.

Crrocob nmpruMeHeHus

[l npuema BHYTpb, 10 WM 11OCJIE€ TPUEMA MTULITH.
Jlunus paznoma (pucka) Ha Tabierkax B Ao3upoBkax 250 m 500 Mr mpenHa3zHaueHa JIMIIb IS
pa3iaMbIBaHUs C 1IN0 00JIeryeHus MPOraThIBaHUsA, @ HE JUIsl pa3/IelIeHNs] Ha paBHbIE JI03bI.
4.3. IlpoTuBONOKA3aHUS

e ['unepuyBCTBUTENBHOCTh K aMOKCHIIMJUIMHY, APYTMM NEHULMJUTMHAM WK K JIOOOMY U3

BCIIOMOT'aTCIIbHBIX BCUICCTB, ICPCUUCIICHHBIX B pa3JICjIC 6.1 ;
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o Tskelble pCaKkuuu rurnepIyBCTBUTCIIbHOCTH HCMCIJICHHOT' O TUIId B dHAMHC3T \ﬂdllpﬂMcp,
aHaduiakcusl) Ha JIpyroil OeTa-JaKTaMHBI aHTHUOWOTHK (Hampumep, ledasocrnopuH,
KapOareHeM Win MOHOOAKTaM).

4.4. OcoOble yka3aHus ¥ MepPbI MPETOCTOPOKHOCTH NPH MPUMEHEHUH

Oco0snle yKazaHus

[lepen HayanoM Tepanuy aMOKCULIMJUIMHOM CJIELyeT NOAPOOHO ONPOCUTH MAIMEHTa KacaTelbHO
OPEIIECTBYIOUINX PEAKIUHA THIEePUYyBCTBUTEIBHOCTH HA MEHULIMJUIMHBI, 1e(aroCcopuHbl U
Ipyrue OeTa-TaKTaMbl.

VY DNanueHTOB, HMMEIOLIMX IOBBIIIEHHYI0 YyBCTBUTEIBHOCTh K MEHULMIIMHAM, BO3MOXKHBI
HEepEeKpPECTHBIE aJUIepruiYeckue peakuu ¢ 1edaiocnopuHoBbIMU aHTHOHOTHKaMU. Coobiianoch
0 Pa3BUTHUM CEPHE3HBIX U B HEKOTOPBIX CIIydasX JETAJbHBIX PEaKUU MIepYyBCTBUTEILHOCTU
(BKuTrOUAs aHA(DHUIAKTOUIHBIE U TSHKETIbIE KOYKHBIE HEeXKENaTeIbHbIE PEaKI|K) Ha MEHUIMUINHBL.
Puck BO3HMKHOBEHHUS TaKMX peakUuil Hanbosee BBICOK y MAlMEHTOB, UMEIOLIMX B aHaMHE3e
pEaKIMU TUIIEPUYBCTBUTEILHOCTH Ha MEHULWIIMHBIL, U Y JIMI] C aTOIHUEH.

Peakuuu runepuyBCTBUTENBHOCTH TaK)KE€ MOTYT IporpeccupoBaTh 10 cuHapoma Koynucy —
CephEe3HON AJUIEPTUYECKON PEaKIMH, KOTOpask MOKET MPHUBECTH K WH(ApKTy MHOKapaa (CM.
paznen 4.8).

Coob1manocs 0 cuHapoMe JekapcTBeHHoro sntepokonuta (DIES) npeumyiiectBeHHO y neTei,
MPUHUMAIOIINX KOMOMHAIIMIO aMOKCHUITWJIIMHA C KJIABYJIaHOBOM KUCIOTOHU (cM. pasnen 4.8).
CHHIIpOM JIEKapCTBEHHOT'0 SHTEPOKOJIMTA — 3TO ajlIepruyeckasi peakiiysi, OCHOBHbBIM CHMIITOMOM
KOTOPOH sBJISETCS MOBTOpSOIIAscs pBoTa (B TeueHue 1—4 4 mocie mpueMa mpenapaTa) npu
OTCYTCTBUM QJUIEPTMYECKUX KOXXHBIX MM PECHUPATOPHBIX CHUMIITOMOB. JlONONHUTEIBHBIE
CUMIOTOMBI MOTYT BKJIIOYaTh OOJb B JKUBOTE, IUAPEI0, THIOTEH3UI0 WM JIEHKOLMTO3 C
HelTpopuinme. B TsSKenpIX ciydasx CHHIPOM JIEKAPCTBEHHOTO SHTEPOKOIUTA MOKET
IIPOrPeCCUPOBaTh 0 IIOKA.

[Tpu neyeHnn HEOOXOAUMO MPOBOAUTH KOHTPOJIb COCTOSHUS (DYHKIIMU OPraHOB KPOBETBOPEHMUS,
nevyeHu 1 nouek. CooOI11anoch 0 NOBBIIIEHUH aKTUBHOCTH IIEYEHOUHBIX ()EPMEHTOB U U3MEHEHUHU
ymcia (POPMEHHBIX JIEMEHTOB KPOBHU.

[Ipy ATUTENTPHOM NPUMEHEHHWH BO3MOXKHO pa3BUTHE CIy4aeB CyNEepUH(EKIMH, KaHIUI03a
(0cOOEHHO BYJIbBOBAarMHAIbHBIN KaHU103).

[Tpu mpueme MouTH BceX aHTUOAKTEPUANBHBIX MPENapaToB BO3MOXKHO PAa3BUTHE aHTUOMOTHUK-
ACCOLIMHMPOBAHHOTO KOJIUTA BIUIOTH J10 )KU3HEYTPOXKAIOLIETO COCTOSHUS. JTO CIEAYyEeT YUUTHIBATh
IpY TOSBJICHUHU JMapeH B MEPHUOJ aHTUOMOTHKOTEpAaluH WM IOCie ee OKOH4YaHusA. B ciyuae
pa3sBUTHS AaHTUOMOTHUK-aCCOLMUPOBAHHOTO KOJUTA TEPAIUIO MPErapaToM CleqyeT HeMeJIEHHO

IIPEKPATUTh U NPOKOHCYJIBTUPOBATHCA Y JICYAILEro Bpada [l Ha3HA4EHHUsS COOTBETCTBYIOLIETO
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JICUCHUHI. HpI/IMeHeHI/Ie npenaparos, TOPMOSATNX TICPUCTATETHKY KUHICHHITKE,

POTHBOIIOKA3aHO.

Bo3HuKHOBEHNE reHEPATM30BaHHOM H)PUTEMBI € TUXOPAAKON, COMPOBOXKIAIOIIEHCS ITyCTyIaMH, B
Hayaje Tepalnuu MOXXET OBbITb CHMITOMOM OCTPOTO TI'€HEPAIM30BAHHOIO 3K3aHTEMAaTO3HOI'O
nycryne3a (OI'DII). [lanHas HexenarenbHas JIEKApCTBEHHAs peakiusi TpeOyeT MpeKpaiieHus
JICYCHHSI aMOKCUIIMJTMHOM M SIBJISIETCS TPOTUBOIMIOKA3aHUEM JIJIs €r0 IPUMEHEHHUS B TajIbHEHIIIeM
IpHU JTIOOBIX CUTYalUsIX.

[TauvenTsl ¢ MHQEKIMOHHBIM MOHOHYKJIE030M W JUMQOJIEHKO30M HpU  Tepanuu
AMOKCHIJIZTIMHOM OCOOCHHO TIPEIPACIIONIOKECHBI K 00Pa30BAHHIO CHITIH.

B ciydae nogo3penust Ha MHPEKIIMOHHBIN MOHOHYKJIC03 aMOKCHUIIMJUIMH HE CIIETyeT MPUMEHSTh,
IIOCKOJIbKY Y MAllUEHTOB C 3TUM 3a00JI€BaHUEM aMOKCULIMJIUH MOKET BbI3bIBATh KOPEMOAOOHYIO
KOXKHYIO CblIllb, YTO 3aTPYIHSET AUArHOCTUKY 3a00JI€BaHUs.

Peaknmst Slpmma — ID'epkcreiimepa HaOdromanachk Mocie NPUMEHEHHS aMOKCHIMJUIMHA Y
nanueHToB ¢ Oone3npro Jlaiima. Ee HemocpencTBEHHON MPUYMHOMN SIBISIETCS OaKTEpUITUIHAS
AKTUBHOCTh AMOKCHUIIMJUIMHA B OTHOIIEHUM OakTepuil, sSBIAIOIIMXCS BO30yAUTENIMU OOJI€3HU
Jlaiima, criupoxet Borrelia burgdorferi. ITarrenToB ciieayer yoeauTh B TOM, U4TO JaHHAS PEAKIIUS
SBIISICTCS YacTO BCTPEYAIOIIMMCS W OOBIYHO CAMOCTOSITENFHO TPOXOJSIIAM CIEICTBHEM
IPUMEHEHUS aHTUOMOTHKOB Y NAIIUEHTOB ¢ Oose3Hblo Jlaiima.

Jleuenue 06s13aTeIBHO MPOAOIKAECTCS B TeueHHE 48—72 4acoB MOCie UCUE3HOBEHU S KIIMHUUECKUX
IPU3HAKOB 3a00JI€BaHUS.

Cynmoporu MOTYT BO3HHKHYTH y TAIlUEHTOB C HapylIeHHeM (DYHKIMH MOYEK WM Y TAIMeHTOB,
MOJYYarOIIMX BBICOKHE JO3bI Tpenapara WIA HMMEIOUINX Ipeapacroiarainme QGakTopbl
(HampuMep, HaJTM4Ke CYAOpOT B aHAMHE3€, JICYSHNE SITUIICTICUH W MEHUHTHT).

[Ipy moYeyHON HEAOCTATOUYHOCTH HEOOXOAMMO KOPPEKTHPOBATh PEXHUM JI03UPOBAHUS B
3aBHCUMOCTH OT CTENIEHH OYEUHOW HEI0CTaTOYHOCTH.

VY ManueHToB CO CHIDKEHHBIM JUYPE30M OYEHBb PENKO HaOII0Jallach KPUCTAILTypHUs (BKITIOYAs
OCTpPOE€ TOBPEXKICHHE II0YEK), NPEUMYIIECTBEHHO TpH TapeHTepaibHOW Teparmuu. I[lpu
OPUMEHEHUH BBICOKHMX JI03 AaMOKCHIMJUIMHA PEKOMEHIYeTCsl IOJIEpKUBAaTh aJIeKBaTHOE
noTpelyeHne KUIKOCTH U JUype3 Ul YMEHBLICHUS BO3MOXKHOCTH Pa3BUTHUSl KPHCTAJLTYPHH,
CBSI3aHHOU C MPHMEHEHHNEM Iperapara. Y MalleHTOB C KaTeTePU3UPOBAHHBIM MOYEBEIM ITy3bIpeM
HEOOXOIMMO PETYJIISIPHO MTPOBEPATH MPOXOIUMOCTh KaTeTepa.

N3penka coobmmanocs 00 yBeIMUeHHH TPOTPOMOMHOBOTO BPEMEHH y MAIMEHTOB, MOTYYatolIX
aMOKCUIWJIIMH.  [laliMeHThl, KOTOPBIM IIOKa3aH OJHOBPEMEHHBIM TpHEM  HENmpsSIMbIX
AQHTHKOATYJISTHTOB, JOJDKHBI HAOMIOIATHCS Y crienuanucTa. MoxeT ObITh He00X0AMMa KOPPEKIIUs

JA03bI HCNIPSAMBIX aHTUKOATr'yJISIHTOB.
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CYH_IeCTByeT BCPOATHOCTH BJIMAHUA TTOBLIICHH

LA RUBOVHI DAl dAMURUILYULIVIIA B UBIBUPUITRU

KPOBH M MOYE Ha PE3yJIbTaThl HEKOTOPHIX JaOOpaTOpHBIX HccienoBanuil. [Ipu ucnons3oBaHUU

XUMHUYCCKUX METOJ0B BBICOKAA KOHICHTpAlMd aMOKCUIIMJIIMHA B MOYC MOXET OBITE HpH‘IHHOﬁ

JIOKHOITOJIOKUTEIIBHBIX PE3YJIbTATOB UCCICOOBAHMA.

,Z[JISI ONpCACICHHUA HaJIW4usgd TJIKIOKO3bI B MOYC

BO BpEM:A JICUCHHUA AMOKCHUIUJIJIMHOM

PCKOMEHAYCTCA UCII0JIb30BATh q)epMeHTaTI/IBHBIe TJTIOKO300KCHAA3HbIC MCTObI.

HpI/IMeHCHI/IC AMOKCHUIIMJIJIMHA MOXKET HCKa)XaTbhb PE3YJIbTAaThl KOJIMYECCTBCHHOI'O OINPEACICHUA

3CTpUOIIa y OEPEeMEHHBIX KEHIIKH.

Heo0xo01uMo ¢ 0CTOpOKHOCTBIO IIPUMEHSATH IIpenapaT y NOKUJIbIX JIUL, OEPEMEHHBIX, B IIEPUO]T

JJaKTaluu.

HpI/I MNPUMCHCHHUN AaMOKCHLUWJIJIMHA OJI1 JICUCHUA

undekuuit Helicobacter pylori ciaemyer

YUUTBIBATH I/IH(1)OpMaI_II/IIO, YKa3aHHYI0 B TCKCTC I/IHCTp}/'KI_II/Iﬁ o MCAULIMHCKOMY IIPUMCHCHUIO

APYrux OAHOBPEMCECHHO HCITIOJIb3YCMBIX ITPCIIapaToOB.

4.5. B3amMmopeiicTBHMe ¢ [PYIMMH JIEKAPCTBEHHBIMH IIpenaparamMM H JApyrue BHABI

B3aNMOeliCTBUSA

Bo3smoxHO yBenuueHue BpeMeHU abcopOnuu AWrOKCHMHA Ha (OoHE Tepanuu mpernapaToM

AmokcumuinH-AKOC. MoxeT noTpedoBaThCsl KOPPEKIUs 103bI TUTOKCHHA.

He pexomenmyeTcs 0THOBPEMEHHOE NMPUMEHECHHUE aMOKCUIIWJUIMHA U MPOOCHENH1a, KOTOPBIN

CHHMIKACT BBIBCACHUC aMOKCUIIUIIJIMHA TTOYKAaMU U YBCINYHUBACT KOHICHTPALIUIO aMOKCUIIUIIJIMHA

B JKCJIYYU U KPOBH.

Cnenyer  u3beraTb  OJHOBPEMEHHOTO

0aKTEepUOCTAaTUYECKUX  IpEernapaToB

XJ'IOpaM(beHI/IKOJ'IBI) H3-3a BO3MOXHOCTU pPasBUTHUA AHTArOHUCTUYCCKOI'O BJIUSAHUA.

OIHOBPECMCHHOM IIPUMCHCHHUU aAMHWHOIJIMKO3HUI0B

CHUHepruyeckoro 3gdexra.

MMPUMCHCHUA

(MaxkponubI,

aMOKCHLIWJUIMHA W JApPYIux

TeTPALMKINHBIL,  CyJIb(paHUIAMULBI,
[Tpu

U aMOKCHIWJUIMHA BO3MOXHO pPa3BUTHUC

He pexomenyercs olHOBpeMEHHOE MPUMEHEHUE aMOKCHULIMJUIMHA U IUCYJib(upama.

HpI/I OAHOBPEMCHHOM IMPUMCHCHHWHN MCTOTPEKCAaTa MU aMOKCHUIHWIIJIMHA BO3MOXXHO YBCIIMYCHUC

TOKCHUYHOCTH IICPBOr'0, BEPOATHO, U3-3a KOHKYPCHTHOI'O I/IHPI/I6I/Ip0BaHI/I$I KaHaJIbIIEBOM IIOYEYHOM

CEKpEeINH METOTPeKcaTa aMOKCHITHIITHHOM.
AHTAnuapl, TIFOKO3aMUH,
3aMeUISIIOT M CHIDKaloT —abcopOumio,

AMOKCHUIIMJIIIMHA.

CJ1a0OUTEILHBIE JICKAPCTBCHHLBIC IIpCIIaparhl,

AMUWHOTI'JINKO3UbI

acKOpOMHOBasl KHUCJIOTa TOBBIIAET abcopOLHI0

AMOKCI/II_II/I.IIJ'II/IH IOBBIIIACT B(I)(I)CKTI/IBHOCTL HCIIPAMBIX aHTHUKOAr'yJIIHTOB (HOI{E[BJ'ISISI KHIICYHYIO

MUKpOQIIOpY, CHUXKAeT CUHTe3 BUTaMrHa K 1 mpoTpoMOUHOBBIN HHIEKC).
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OpnHOBpeMEHHBIN MPUEM C 3CTPOrEHCOIEPIKALLY

NPUBOJNUTH K CHIDKEHHIO MX 3((EKTUBHOCTH M TOBBIIICHUIO PUCKA PAa3BUTHUS KPOBOTECUCHUU
«TIPOPBIBAY.

B nurteparype onucanbl ciy4yau yBeJIUYEHHUS MEXKIYHAPOJHOTO HOPMAIM30BAHHOTO OTHOILICHUS
(MHO) npu cOBMECTHOM MPUMEHEHHH alleHOKyMapoJia Wiv BapdaprHa ¢ aMOKCUIILTHHOM. [Ipu
HEO0OXOUMOCTH OJHOBPEMEHHOI'O IPUMEHEHHUs Ipenapara ¢ HENPSMbIMU aHTUKOAryJISIHTaMU
nporpoMOuHOBOe BpeMs win MHO 10IKHBI TIIATEIbHO KOHTPOJIUPOBATHCS BO BPEMs JICUCHUS
WIM Tpud OTMEHE IIpermapaTa; MOXET NOTpeOOBaThCS KOPPEKUMS J103bl  HEMPSMBIX
AQHTHKOAryJIIHTOB.

JuypeTukw, QJIJIOITYPHUHOJT, okcu(eHOyTa30H, deHmIoyTasoH, HECTCPOUTHBIC
MPOTUBOBOCIIATIUTENbHBIE TIpernapaTbl W Jp. JIEKapCTBEHHBIE Mpenaparhbl, OIOKUPYIOLIUE
KaHaJIBbIEBYIO CEKPELIHIO, OBBIIIAIOT KOHIIEHTPAIMI0 aMOKCUIIMIUIMHA B KPOBH.

AJI0nypUHOJI IOBBIIIAET PUCK PAa3BUTUS KOXKHBIX peakuuid. He pekomenayeTcst oqHOBpeMEHHOE
IPUMEHEHNE aMOKCUIIWJUIMHA U aJJIOIypUHOIA.

4.6. ®epTHIBHOCTD, 0€PEMEHHOCTDb U JIAKTALHS

bepemeHHOCTD

PesynbTaTsl Mccneq0BaHNN, IPOBEACHHBIX HA )KMBOTHBIX, HE BBIIBUJIM MPSMOTO MJIM KOCBEHHOI'O
BPEIHOTO BO3JICHCTBHUS B OTHOIICHUH PETIPOYKTUBHOM TOKCUYHOCTH. OTpaHWYCHHBIE TaHHBIE 00
UCMOJIb30BAaHUM aMOKCUIIWUIJIMHA BO BpeMs OepeMEHHOCTH Y JIoJed He YyKa3blBalOT Ha
MOBBILICHHBI PUCK BO3HUKHOBEHHUS BPOXACHHBIX IOPOKOB pa3BUTHA. AMOKCHULIWIIIMH MOKET
OBITh HUCIOJB30BaH BO BpeMsi OEpEeMEHHOCTH, €CIM MOTEHUUalbHas I0Jb3a JJs MaTepu
MpEeBBILIAET MOTEHIIMAIBHBIA PUCK AJIS TUIOAA.

JlakTanus

AMOKCHIIMJITUH BBIJEIISETCS B TPYTHOE MOJIOKO B HEOOJIBIIMX KOJIMYECTBAX, IPH HEOOXOIUMOCTH
BO3MOXKHO TpUMEHEHHE IMpernapata B TEpUOJ TIPyIHOTO0 BCKapMiHMBaHUA. Y peOeHKa,
HaXOJSIIErocs Ha rpyJHOM BCKapMJIMBAaHWHU, BO3MOXKHO Pa3BUTHE AHaped, CEHCUOMIN3auu U
TpUOKOBON MHQEKIMH CIU3UCTBIX O0O0JIOYEK, MOITOMY MOXKET MOTPEOOBATHCS MPEKpPAIICHUE
TPYAHOTO BCKApMIIMBaHMWS. AMOKCULWUIMH CIEAYeT NPUMEHATh B NEPUOA TI'PYyIHOIO
BCKapMJIMBaHMS TOJBKO MOCTIE OIIEHKH JIeYallliM BpayoM COOTHOIIEHMS MOJIb3a/PUCK.

4.7. BausiHue HA CHOCOOHOCTH YNPABJATH TPAHCHOPTHBIMU CpPeACTBAMH M padoTath ¢
MeXaHU3MaMHu

HccnenoBanust BIMSHUS aMOKCHUIWUIMHA HA CIOCOOHOCTh YIPABIATh TPAHCIOPTHBIMU
CpeACTBaMU WIN pPaboTaTh C JPYTMMH MEXaHM3MaMU HE NPOBOAMIUCH. OIHAKO BO3MOXHO

BO3HUKHOBEHUE  HEXeNaTelbHBbIX  peakuuil  (Hampumep,  aiepruyeckue  peakiuw,
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TOJIOBOKPYKCHUC, CYI[OpOFI/I), KOTOPLIC BJIIMAIOTHa CHOCOOHOCTE  yHPABIATE TPAaHCHOPTOM T
JIPYTUMH MEXaHHU3MaMH.
4.8. HexkesiaTesibHbIE peaKIHMU

Pesrome mpoduisg 6esonacHOCTH

HaunbGonee uacTbiMM HEXeNaTEJbHBIMU PEAKUMSAMM IPU NPUMEHEHUM IIpenapara SBJSIOTCS
Japesi, TOIIHOTA U KOKHAsSL ChIIb.

PesroMe HexxenaTeabHbIX PEAKIINN

[To nanubiM Bcemupnoli opranm3anuu 3apaBooxpanenus (BO3), HexenatenbHbie 3P GhEKThI
KJIACCU(UITUPOBAHBI B COOTBETCTBUU C X YaCTOTON PAa3BUTHS CIEAYIOIIUM 00pa3oM:

oueHb vacto (> 1/10);

gacto (> 1/100, vHo < 1/10);

Hevacto (> 1/1 000, Ho < 1/100);

peako (> 1/10 000, vHo < 1/1 000);

oueHsb peako (< 1/10 000);

4acTOTa HEM3BECTHA (HA OCHOBAaHMH MMEIOIIMXCS TAHHBIX OLIEHUTH HEBO3MOKHO).

Hnghexyuu u unsazuu

pedko. cynepuH(ekius (0COOCHHO Yy MAIMEeHTOB C XPOHHYECKUMHU 3a00JICBAHUSIMH HITU
MOHIKEHHOW PE3UCTEHTHOCTBHIO OPraHu3Ma);

OYeHb pedKo: KaHAUI03 KOKU U CIIU3UCTHIX 000I0YEK.

Hapywenus co cmoponvl kposu u aumgpamuueckoui cucmemol

ouenb pedko: oOpaTHMas JEWKONeHHs (BKIIOYAs TSHKEITYI0 HEHTPOIIEHWIO M arpaHyJIOIHTO3),
oOpaTtumasi TpPOMOOITUTOIICHUS, TEMOJIUTUYCCKAsT aHEMUS, YBEIUYCHUE BPEMEHU CBEPTHIBAHUS
KPOBH, YBEIIHUCHUE TIPOTPOMOMHOBOTO BPEMEHHU;

yacmoma Heuseecnina. 303HHO(bHHHH.

Hapywenus co cmoponul cepoya

yacmoma neussecmua: cuaapom Koynuca (cm. pazaen 4.4).

Hapywenus co cmoponvl ummyHnou cucmemol

peoKo: peaKkiuy, CXOJAHbIE C CBIBOPOTOYHON OOJIE3HBIO;

OueHb pedKo: TSDKENble aJulepru4ecKue pEeaklMu, BKI0Yas aHTMOHEBPOTHYECKHUH OTeK,
aHapUIAKTUYECKHUH 10K, CBIBOPOTOUHYIO O0JI€3Hb U aJUIEprHueCcKUil BaCKYJIHT;

yacmoma neussecmua. peakuus Spuma — ['epkcrerimepa (cm. pazaen 4.4).

DHOOKpUHHbLE HAPYULeHUs.
peoKo. aHOPEKCHS;
0UYeHb PeOKO: TUTIOTJIMKEMHS, OCOOCHHO Yy MAIIMEHTOB C CaXxapHBIM JHAOETOM.

Hapyuwenus co cmoponsl Hepsrou cucmembl
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4acmo: COHJIMBOCTD, TOJIOBHAsS 00JIb;
peoko. HEPBO3HOCTh, BO30YXKJICHHE, TPEBOKHOCTh, AaTaKCHs, W3MEHEHHE IIOBEICHUS,
nepudepudeckas HelpomnaTus, 0ECIIOKOMCTBO, HApYIIEHHE CHA, ACTIPECCHs, TapecTe3usi, TPEMOP,
CIIyTaHHOCTh CO3HAHUS;

OYeHb pedKo: TUTIEPKUHE3Us, TOJIOBOKPYKCHHE, CYJIOPOTH, TUIIEPECTE3 s, HAPYIICHUE 3PCHUS,
OOOHSHUS ¥ TAKTHIILHOW YYBCTBUTEIHLHOCTH, TAJUTIOIIMHALINY, ACETITUYECKUN MCHHHTUT.
Hapywenus co cmopoHbl cocy0os

yacmo. Taxukapaus, GaeouT;

peoKo. CHIKEHHUE apTepruaIbHOTO JaBJICHHUS,

oyeHb pedko: ymymHenue uarepBana QT.

Hapywenus co cmoponul Ovixamenbhotl cucmemsl, Opeanos 2pyOHOU KIemKU U CPe00CmeHUs.
pedxo. OPOHXOCTIa3M, OJIbIIIKA;

OYeHb PedKo. aAJTUICPTHYSCKUN THEBMOHHT.

Hapywenus co cmopoHbl #ceny00uHo-KUmeyHo20 mpakma

yacmo. TONHOTa*, nuapes™;

Heuacmo. pBoTa*;

peoKo. TUCTETICHs, 00JTb B AMUTacTPaIbHOM 00IacTH,

oueHb pedko: AHTUOMOTHKO-aCCOIMUPOBAHHBIA KOMUT* (BKJIIOYAs ITICEBJOMEMOPAHO3HBIA W
reMOpparu4eckuii KomuT)**, nuapes ¢ MPUMEChIO KPOBHU, MOSBIIEHHWE YEPHOW OKPACKU S3bIKa
(«BosOCaTBINY A3BIK)**, cuHApOM NekapcTBeHHOTro sHTepokonuTa (DIES) (cM. paznen 4.4);

yacmoma Heuszeecmrda. N3MCHCHUC BKyCa, CTOMATHUT, I''TOCCHUT, OCTpBIﬁ IMaHKPECaTUT.

Hapywenus co cmopoHul neuenu u sHceniesbleoo0aumux nymei

yacmo: yBeIMYeHNE KOHIICHTPAIUK OnInpyOrHa B CHIBOPOTKE;

OYeHb peoKo: TENaTHT, XOJecTaTWdeckas >KeNTyXa, YMEPEHHOE IOBBIIICHHE aKTHBHOCTH
MIEYCHOYHBIX TpaHcamMuHa3 (anaHumHamuHOTpaHchepassl [AJIT] u acnapratamuHOTpaHchepasb
[ACT], memounoit  ¢docdaraspl, y-rmoramuiarpancdepasbl), ocTpas  eUeHOUYHAs
HEIOCTaTOYHOCTb.

Hapywenus co cmopoHbl KOX4CU U NOOKONMCHBIX MKAHell

Yacmo: KO>KHasl ChIIb™;

Heuacmo: KpanuBHULA*, KOXKHBIN 3ya*;

ouenb pedko. (PoToceHCMOMNMM3AIMsA, OTeK KOXH U CIM3UCTBIX OO0O0JIOYEeK, TOKCHYECKUH
snuAepMaibHbIl  Hekponus™®  (cunapom Jlaitemna), cunapom CtuBeHca — JIkoHcoHa™,
MyabTH(QOpMHaAs  spurema*,  OyJuIe3HbIM  AKCOJIMATUBHBIA  JE€PMATUT*,  OCTPBIA
TeHepaIM30BaHHbIM  dK3aHTeMaTo3HbI myctyie3 (OI'DID)* wu nekapcTBeHHass ChIb €

s03uHOuIMen u cucteMHoi cumnromatukoi (DRESS-cunapom);
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yacmoma Heuzeecmua. THHEHHBIN IgA-?)aBI/ICI/I BTt 6y.u.ubonnu/1 ACPMAaTO3:

Hapywenus co cmopoHnvl MbluieyHo, KOCMHOU U COeOUHUMENbHOU MKAHU

peoKo. apTpairus, MUAITHs, 3a001eBaHUsI CYXOXKIINHN, BKIIIOYasi TCHIUHUT;

OYeHb pedKko: Pa3pblB CyXOXKWINA (BO3MOXKEH JIBYCTOPOHHHUU U uepe3 48 4 mocie Hayana
JICYCHUS1), MBIIIEYHAs CJIA00CTh, PA0OMUOIIH3.

Hapywenus co cmoponvl nouek u Mo4esblgo0Auux nymei

peodKo. yBEIUUEHUE KOHIIEHTPAIIMN KpeaTUHUHA B CHIBOPOTKE KPOBH;

OYeHb pedKo: UHTEPCTULIMATILHBIN HE(PUT;

yacmoma Heussecmua: KpUCTALTypus (BKIIIOUAst OCTPOE MOBPEXKACHUE MOoUeK) (cM. pazzen 4.9).
Obwue Hapywenus u peakyuu  mecme 68e0eHUs.

pedxo. obmmas caadbocThb;

OYeHb pedKo: TIOBBIIIIEHUE TEMIIEpaTyphl Tela.

*YacToTa BO3HMKHOBEHHUS OSTHX HEXENATeIbHBIX pPEaKUWi OmpeAessuiach IO pe3ysibTaTam
KJIIMHUYECKHUX MCCIIE0BaHNM, BCEro BKIItOUaBLINX 0k0J10 6000 B3poCibIX U A€TEN, IPUHUMABIINX
AMOKCHITWILITUH.

**YacToTa BO3HUKHOBEHHS OTUX HEXENAaTEeIbHBIX pPEaKIUil ompeaensyiack B IMEPUOJ
MOCTPETUCTPAIIMOHHOTO TPUMCHCHHSI.

COO6HI€HI/I€ 0 TOA03PEBACMBIX HEXKCIATCIbHBIX PCAKIINAX

BaxHo coo0mareh 0 TM0J03pEBAEMBIX HEXeNaTeIbHBIX pPEaKLUUAX [Ocie perucTpanuu
JIEKapCTBEHHOTO Ipernapara ¢ Leliblo 00ecreyeHns HepephIBHOIO MOHUTOPUHTAa COOTHOILICHUS
«I0JIb3a — PHUCK» JIEKapCTBEHHOIO Ipenapara. MeIunuHCKUM pa0OTHHKaM pPEKOMEH]yeTCs
co00111aTh O JIIOOBIX MOA03PEBAEMBIX HEXKENATEIbHBIX PEaKIUsAX Ha JIEKAPCTBEHHBINH Mpenapar
4Cpe3 HAlMOHAJIIBHBIC CHUCTCMbI COO6HI€HI/I$I 0 HCEXKCJIATCIBHBIX PCAKOUAX TOCYyAapCTB-UYJICHOB
EBpa3uiickoro 53K0HOMHUYECKOTr0 COI03a.

Poccuiickas @enepannsa

®denepanbHas cnyx0a Mo Haa30py B chepe 3paBoOOXpaHEHUs

Anpec: 109012, r. MockBa, CraBstHCKasl TUIOIIAab, 1. 4, cTp. 1

Tenedon: +7 800 550 99 03

OnekrponHas moura: pharm@roszdravnadzor.gov.ru unu npr@roszdravnadzor.gov.ru
Caiit: www.roszdravnadzor.gov.ru

Keipreizckas PecryOmnmka

720044, r. bumikek, yin. 3-s1 Jlunus, 25

I[enapTaMeHT JICKAPCTBCHHBIX CPCACTB U MCIHIMUHCKUX U3ICTUN npu MI/IHI/ICTepCTBC

3npaBooxpanenust Keiproizckoit Pecryonuku


mailto:pharm@roszdravnadzor.gov.ru
http://www.roszdravnadzor/
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Tenedon: +996 312 21-92-78
OnextponHas noyra: dlsmi@pharm.kg
http://pharm.kg

4.9. Ilepeno3upoBka

CuMnTOMBI

Hapymenne ¢ynkuum sxenypouno-kumeunoro tpakta (OKKT): rtommora, pBoTa, Amapes;
CJIIEZICTBUEM PBOTHl M JHApEH MOXET ObITh HapyLIEHHE BOJHO-3JIEKTPOJIUTHOrO OanaHca.
Hab6nronanack aMOKCHLIMIIIMH-ACCOLIMUPOBAHHASL KPUCTAIUTYpUS, KOTOpasi B HEKOTOPBIX CIydasix
MOYKET IPUBECTH K MOYEYHON HEJOCTATOYHOCTU. Y MAlMEHTOB C HapyUIeHHeM (pyHKINHU MMOYeK
WIM Yy TalMEeHTOB, MOJYYalOIIMX BBICOKHE J03bl Ipenapara, MOTYT BO3HUKHYTb CYJOpOTH.
Jleuenue

Cnenyer BbI3BaTh PBOTY WJIM BBIIOJIHUTH IPOMBIBAHUE KEIyAKA C IOCIECIYIOIUM IPUEMOM
BHYTPb aKTHBHPOBAHHOTO YTJISl U OCMOTHYECKMX CIAOUTENbHBIX (HATPUs CyIb(aT); MPUMEHSIOT

MCPBI JJIs1 BOCCTAaHOBJICHUA BOJAHO-3JICKTPOJIMTHOT'O 6aJ1cha, reMoauajins.

5. PAPMAKOJIOTHTYECKHWE CBOMCTBA

5.1. ®apmakoaMHaAMHYeCKHe CBOlicTBA

dapmakoTepareBTHUECKas TpyIa: aHTHOAKTEpHaIbHbIE MTPerapaThl CACTEMHOTO ACHCTBUS;
OeTa-aKTaMHbIe aHTHOAKTEepUaIbHbIE MTPeNapaThl, IEHULIWIIMHBI; TEHUIMIUTMHBI ITUPOKOTO
CIEKTpa JEHCTBUS.

Kox ATX: JO1CAO4

Mexanusm geiicTBus

AMOKCHUIIWJUIMH TIpeACTaBiIsieT co00M aMHHOOEH3WIOBBIM MEHULIMIUIMH, MOJTYCHHTETHUYECKUN
AHTUOMOTUK LIMPOKOIO CHEKTpa JecTBus, oOnajgarominii OakTepUIMIHBIM JeiiCTBHEM B
pe3yJbTaTe HHTMOWPOBaHUs CHHTE3a OaKTepuabHON KJIeTOuHOM cTeHkH. [loporoBeie 3HaueHus
MUHUMaJIbHOM HHruoupyrome koHueHtpauuu (MUK) nans pasnnyHblX YyBCTBUTEIBHBIX
MHUKPOOPTraHU3MOB BapbUpPYIOT. PacnpOoCTpaHEHHOCTh PE3UCTEHTHBIX IITAMMOB BapbUPYET
reorpauecKd M B pa3HOE BpeMs, MOITOMY >KEJIaTeIbHO OpPUEHTHPOBATHCS HA MECTHYIO
UH(OPMALIHIO O PE3UCTEHTHOCTH, 0COOEHHO MPH JICYEHUH TKEIbIX MH(EKINH.

I'panuyvr pesucmenmuocmu

[Torpannuneie 3HaueHuss MUK 11 aMOKCHIIMIUIMHA 11O TaHHBIM EBpONENCKOro KOMUTETA O

uccnenoBaHuio anTUMHKpoOHoi BoctipunMmunBocTi (EUCAST), Bepcust 5.0.

IHaToreHHbIn Horpanuunsie 3Hauyenuss MUK (mr/i)

MHKPOOPraHu3M YyBcTBHUTEIbHbBIE < Ycroiiyusbie >
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(nocn
Enterobacteriaceae gt 8
Staphylococcus spp. CM. IpUMedaHue’ CM. IpUMeYaHue?
Enterococcus spp® 4 8
Streptococcus rpymn 4, B, C u | cM. npumedanne” cM. npuMedanue’
G
Streptococcus pneumoniae CM. IpUMeYaHue® CM. IpUMeYaHue®
Streptococcus rpymmsr viridans | 0,5 2
Haemophilus influenzae 2° 2°
Moraxella catarrhalis CM. IpuMedanue’ CM. puMedanue’
Neisseria meningitidis 0,125 1
['pamrionoxuTenbHbIC 4 8
aHaspoOs1, kpome Clostridium
difficile®
['pamoTpunaTenbHble 0,5 2
aHaPOOBIS
Helicobacter pylori 0,125° 0,125°
Pasteurella multocida 1 1
[Torpanuunbie 3HaYeHUs 03 2 8
OIIPEITICHHOTO BUJIA
6akTepmiil®

! Tuxnit Tun sHTEpOGAKTEPHil KTaCCH(UIMPOBAH KAK BOCTIPHUMUUBBINA K AMUHOTICHUIIHILIHHY.
B HekoTOphIX CTpaHax MOpPeaNOYTEeHHE OTHACTCS OTIAENbHOM KIACCU(PUKALUU TUKUX THUIIOB
mrammoB E. coli u P. mirabilis kak mpomexyTouyHbix mpoaykToB. B 3tom ciyuae ciemyer
UCIOJIb30BaTh norpannyHoe 3Hadenne MUK S < 0,5 mr/m.

’BONBIIMHCTBO CTAQHIOKOKKOB PE3UCTEHTHH K AMOKCHIMIUTMHY 6IIarojaps Croco6HOCTH
CUHTE3UPOBATh MNEHULMUIMHA3Y. METHLMUIMH-PE3UCTEHTHbIE IITAMMBI, 3a HEKOTOPBIM
UCKJTIOUEHHEM, PE3UCTEHTHBI K OeTa-JIakTaMHBbIM aHTUOMOTHKAM.

SBocnpuIMYHBOCTb K AMOKCHIIUILTAHY MOKET GBITh ONpeieNieHa Mo aMITHIIILTHHY.
*BocnpHIMYMBOCTS K TEHHWIIJUTHHY CTPENTOKOKKOB Tpymmsl 4, B, C u G MoxeT ObITh
orpezesieHa Mo OeH3WINEHULIUIUTUHY.

*[TorpaHuyHble 3HAYEHHs OTHOCATCSA TONBKO K HEMEHMHTHTHBIM INTaMMaM. ECIM IITaMMbl
KJIacCU(UIUPYIOTCS KaK TMPOMEXKYTOUYHBIH MPOAYKT aMIUIMJUIMHA, TO cleayeT u3oerarb

MIEPOPATBHOTO JICYEHHUS] aMOKCHUIIMUIIMHOM. BocripunMuuBocTh onpenaenserca 3nauenneM MUK

JJI1 aMIIMIUIIJIMHA.
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61_[01“ PAHUYHBIC 3HA4YCHUA OTHOCATCA K BHYTPVBCHHOMY TPpUMCHCHNTO. Hit AMMDBI,
CUHTC3UPYIOLINC GCTa-JIaKTaMBI, CJICAYCT paCCMATPHBATh KaK PC3UCTCHTHBIC.

7H_IT AMMBI, CHHTC3UPYIOIIHEC 66Ta-J’IaKTaMa3BI, HY>XXHO pacCMaTpuBaTh KaK pE€3MCTCHTHBIC.
8BOCl'IpI/II/IM‘II/IBOCTB K aMOKCHUIIUJUIMHY MOXKET OBITh onpeacicHa 1mo 66H3HJ’IH6HI/IHI/IJIJ'II/IHy.
91_[0I‘p21HI/IllHI)I€ 3HAYCHHUA  OTHOCATCA K  JSIHUACMHOJIOTMYCCKHMM  TOYKaM  OTCCUYCHMA,
pas3inyaromyM JUKUC TUIIBI IITAMMOB U IITaAMMBI CO CHIDKCHHOM BOCIIPUUMYNBOCTBIO.
10H01"paHI/I‘IHBIe 3HAYCHUs 0C3 OIIPCACIICHHOI'O BU A 6aKT€pHI>'I OTHOCATCA K JO3SUPOBKEC HE MCHEC

0,5 r 3—4 paza B nenb (ot 1,5 10 2 r/cyTKR).

dapmakoauaamuyeckue d3PHeKTol

UyBCTBUTEIBHOCTh MUKPOOPTaHU3MOB K aMOKCHUIIMIIJIMHY B J1a00paTOPHBIX YCIOBUIX

Obviuno uyscmeumenvhvle 8030youmenu Oone3Hell

A3D05Hbl€ SPAMNONI0HCUMENIbHBIE MUKDOOP2AHU3MbL.

Enterococcus faecalis
Bera-remosnutudeckue ctpentokokku (rpymmsl A, B, C u G)
Listeria monocytogenes
Buowr 6axmepuii, y komopulx 603M04CHA NPUOOPEMEHHAS. PE3UCTNEHMHOCTb

A3D05Hbl€ cpamompuyuamesibHovle MUKpOOp2caHu3Imbvl.

Escherichia coli
Haemophilus influenzae
Helicobacter pylori
Proteus mirabilis
Salmonella typhi
Salmonella paratyphi
Shigella spp.
Pasteurella multocida

A3D05Hbl€ SPAMNONI0HCUMENIbHBLIE MUKDOOP2AHU3MbL.

Koazynazonecamusnvie cmaghunoxoxku
Staphylococcus aureus!

Streptococcus pneumoniae
Streptococcus epynnwt viridans

AHa3D06H ble cpamMnoiocumesibHvle MUKpoopcanu3mobl.

Clostridium spp.

AHa3D06Hbl€ cpamompuyamelbHovle MUKpoopcaHusImsl.

Fusobacterium spp.
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Llpyeue MukpoopeaHusmbl.

Borrelia burgdorferi

Ecmecmeenno PE3UCMEHNTHbLE 0p261Hu3Mbl2

A3p06Hbl€ SPAMNONI0HCUMENIbHBLIE MUKPOOP2AHU3MbL.

Enterococcus faecium?!

A3D06Hbl€ epamompuyamesibHbvle MUKPOOP2aAHU3IMbl.

Acinetobacter spp.
Enterobacter spp.
Klebsiella spp.
Pseudomonas spp.

AH03D06H ble cpamompuyanieilibHvleé MUKPOOP2AHUIMbBL.

Bacteroides spp. (mekoTopsie mrammMbl Bacteroides fragilis pesucrentasr)

Llpyeue Mukpoopeanusmbl.

Chlamydia spp.
Mycoplasma spp.
Legionella spp.

1ECTG:CTBG!HHBJI CpeaHdaA YYBCTBUTCIIBHOCTL IIPU OTCYTCTBHUU HpI/IO6peTeHHI)IX MEXaHU3MOB
PE3UCTEHTHOCTH.

’[Tout Bce ITaMMBI S. AUrEUS PE3UCTEHTHBI K aMOKCHIMUIMHY, TaK KaK OHH IIPOU3BOIAT
NEHULWIINHA3Y.

BakTepun moryT 06sa1aTh PE3UCTEHTHOCTHIO K AMOKCUITMJUIMHY B pe3yJbTaTe MPOIyKINK OeTa-
JJaKTaMas, THAPOJIU3YIOIIUX AMHWHOIICHUITUIIJINHBI (KOTOpI)IC MOTYT I/IHFI/I6I/IpOBaTI>C$I
KJIaBYJaHOBOW KMCJIOTOM), HW3MEHEHHH MEeHUIMUIMHCBI3bIBAIONMX OENKOB, HapyIIeHUs
OPOHMIIAEMOCTH U [perapara WM MexaHusMa dS(dQuiokcHoil nommel. B ogHOM
MHUKPOOpraHu3Me€  MOIYT  OJHOBPEMEHHO  IPHUCYTCTBOBAaTH  HECKOJBKO  MEXaHU3MOB
PE3UCTEHTHOCTH, 4YTO OOBSICHSIET CYLIECTBOBAHME BapuabelbHOM U  HempeackKazyemMon
NEePEeKPECTHON PE3UCTEHTHOCTH K JIpyrUM OeTa-lakTaMaM M aHTHOaKTepralbHBIM IIpenapaTam u3

JPYTUX TPYTIIL.

5.2. ®apmakoKuHEeTHYECKHE CBOHCTBA

AOGcopOnus

AOGcopbumst 6bicTpast, Bbicokas (93 %), mpueM MUIM He OKa3bIBaeT BIUSHUS HAa abcopOIuio, He
paspymaercs B KHCIOW cpene skemyaka. Ilpu mpueme BHyTph B jo3e 250 mr u 500 wmr
MaKCHMaJbHasi KOHIIEHTpAIHs B Tu1a3Me KpoBU — 5 MKI/MJ U 10 MKr/mi1 cooTBeTCTBEHHO. Bpems
JOCTIDKEHUS] MAKCUMATBHOM KOHIICHTPAIIMH TTOCIIe preMa BHYTph — 1-2 daca.

Pacnpenenenue
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Nmeer OomnpIIoit 00beM pacrpesieieHus: — BbIC
KpOBH, OPOHXHATBHOM CeKpeTe (B THOMHOM OpOHXMAIBHOM CEKpeTe pacrpejeieHue ciaboe),
HeyeHu, TUMQpaTHIecKuX y3i1ax, MaTKe, SUYHHKAX, OKOJOHOCOBBIX Ma3yXax, IUIEBPAJIbHOU H
NEPUTOHEATFHON JKHIIKOCTH, CIIIOHE W CJIE3HOW JKHUIKOCTH, MOYE, COAEPKUMOM KOXKHBIX
BOJIZIBIPEH, TKAHU JIETKOTO, CIM3UCTOH O0OJI0OYKE KHIIEYHHKA, KXHIKOCTH CpPEJAHEro yxa u
OKOJIOHOCOBBIX Ma3yX, KOCTAX, )KMPOBOH TKaHH, KETYHOM My3bIpe (KOHICHTpALHUs B KEIT4H
NPEBBIIIACT KOHIEHTPAIMIO B IUIasMe KpoBH B 10 pa3 — mpu HOpPManbHOW HPOXOAMMOCTH
KETYHBIX MPOTOKOB), TKaHAX Iutofa. [lpm yBennmueHun 1036l B 2 pa3a KOHLEHTpALUs TaKKe
yBeIMYMBaeTCs B 2 pa3a. B aMHHMOTHYECKOH KUIKOCTH U COCYyJaX MYNMOBHUHBI KOHLEHTPAIHA
aMOKCHUIIWJIJIMHA cocTaBisieT okojgo 50 % OT KOHLEHTpalMM B IUIa3Me€ KpOBU OepeMEHHOM
eHIUHBL. [1110X0 npoHnkaet yepes remarosHIedanndeckuii 6apbep, Ipu BOCIATICHUN MO3TOBBIX
000J104eK (MEHUHIUT) KOHLEHTpAIMsl B CIIMHHOMO3TOBOM XHUJIKOCTH yBennuuBaercs a0 20 % ot
KOHIIEHTPAIUH B TUIa3Me KpoBHU. CBsI3b ¢ Oelkamu I1a3Mbl KpoBu — 15-25 %.

Buorpancdhopmariusa

Yactuyno (10-20 %) metabonuszupyercst ¢ 00pa3oBaHUEM HEAKTUBHBIX META0OIUTOB.
DJIMMUHALNS

[Mepuon nonyseiBeaeHust (T12) — 1-1,5 yaca. BeiBogurces Ha 50—70 % noykamu B HEH3MCHEHHOM
BHUJIE TyTeM KaHaIbIIeBOH dKkckpennu (80 %) u kimy6oukoBoit punbTparmu (20 %), medennro — 10—
20 %. B HeOOMBIIIOM KOTUYECTBE BBIAENIAETCS C TPYIHBIM MoJokoM. [Ipu HapymeHun QyHKIUU
nouek (knupenc kpeatnauna [KK] < 15 mn/mun) T2 yanunsercs no 8,5 gaca.

AMOKCHUITMIUTMH YIAISICTCS TIPH TEMOTHAITH3E.

Oco0ble TPVIIILI TAIUEHTOB

Jluya noswcunozo eéospacma

Tak Kak y MalMeHTOB MOXKUIIOr0 BO3pacTa BO3pacTaeT BEPOATHOCTh CHUKEHUS (DYHKIMH MOYEK,
1o100p 03I IPOBOUTCS C OCTOPOKHOCTBIO, TAKXKE HEOOXOAUM KOHTPOJIb (PYHKLIUH ITOYEK.
ITon

IIpy mnpueme BHYTPp y 3J0POBBIX MYXYMH M JKEHIIMH I[IOJI NAIUEHTOB HE OKa3bIBaeT
CYULIECTBEHHOI'O BIMAHUSA Ha (PapMaKOKUHETHKY aMOKCUIIMIIJIMHA.

Tloueunas nedocmamoyrnocms

OO61muii CHIBOPOTOYHBIN KIHPEHC aMOKCUIIMIIIMHA YBEIMYUBAETCS IPOTIOPIIMOHATIBHO CHUKEHUIO
¢byuxun noyek. [Tpu napymenun ¢pynknuu novek (KK < 15 mu/mun) T2 yauinHsgercs u MoxeT
JIOCTUTaTh NIpH aHypuH 8,5 Jaca.

Tleuenounas nedocmamoyrHocms

VY nanueHToB ¢ HapyleHueM (GyHKIUH TeYeHH MoA00p J03bl MPOBOAUTCS C OCTOPOKHOCTBIO, a

Tak)Ke HEOOXOAUM PEeryJIsIpHbII KOHTPOJIb QYHKIH TEYEHH.
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C€THU
T1/, aMOKCUIIMIUIMHA Y AETEH B BO3pacTe OT 3 MeCsIEB J0 2 JIET CXO0/IeH ¢ T1/2 y ieTel cTapiiero

BO3pacTa U y B3pPOCJIbIX.

6. PAPMAIIEBTUYECKHUE CBOMCTBA

6.1. IlepeyeHb BCIOMOraTeIbHbIX BellleCTB

KpaxmaJl KapToQesIbHbIN

MarHus creapar

TaJlbK

KPEMHHUSI TMOKCH]I KOJUTOUIHBIN (a3pOCHIT)

nosugod K90

KaJIbLUs CcTeapaT

6.2. HecoBMecTUMOCTH

He npumennmo.

6.3. Cpok roaHocTu (CpoK XpaHeHHs)

3 rona.

6.4. Oco0ble Mepbl NPEI0CTOPOKHOCTH NPH XPAHEHUH

XpaHuTb 1pu Temieparype He Boiie 25 °C.

6.5. XapakTep u cofep:kaHHe YIAKOBKH

Tabmerku, 250 mr, 500 mr.

[To 10 TabneTok B KOHTYpHBIE AYEHKOBBIE YITAKOBKU U3 TUIEHKH MOJMBUHWIXJIOPUAHON U (ponbru
AJTIOMUHHUEBOM NTEYaTHOM JTaKUPOBAHHOM.

| nnm 2 KOHTYypHbIE SUEHKOBBIE YMAKOBKHM C JIMCTKOM-BKJIQJBIIIEM IMOMENIAIOT B IMaykKy W3
KapTOHa.

6.6. OcoOble Mepbl NPeIOCTOPOKHOCTH NPH  YTWIM3ALUUH  HCHOJIb30BAHHOIO
JIEKAPCTBEHHOI0 Npenapara WJIM OTX0A0B, TMOJYYEHHbIX TOcjde NpPUMEHEeHUus:
JIEKApPCTBEHHOI'0 Mpenapara, u Apyrue MaHUIyJ/JsIUH C PenapaTomM

Oco0ble TpeOoBaHUS OTCYTCTBYIOT.

7. JEP/KATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHU A
Poccuiickas ®@enepanns

ITAO «Cunres»

Anpec: 640008, Kypranckas o6i., r. Kypran, npocnext Koncturyuuu, a. 7.
Buinyckarowuti konmpons kauecmea

Kypranckas 06:1., r.0. 1. Kypran, r. Kypran, npocnekt Kouncturyuuu, ctp. 7/32.
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Tenedon: +7 (495) 646-28-68
OnekrponHas modra: info@binnopharmgroup.ru

7.1. IlpencraBuTeib Aep:KaTejisi perHCTPAIMOHHOIO YA0CTOBEPEHUsI
[IpeTen3un nmoTpeduTenel HarpaBsATh MO aIpecy:

Poccuiickas Penepanus

[TAO «Cunres»

Anpec: 640008, Kypranckas o06:., r. Kypran, npocrnekt Koncrutyiuu, 1. 7.
Tenedon: +7 (495) 646-28-68
OnekrponHas modra: info@binnopharmgroup.ru

Keipreisckas Pecriyoanka

AHO «HauuonanbHbIi Hay4HBIN HEHTP (hapMaKOHAI30pa»
Anpec: 105005, Poccus, r. Mocksa, yn. baymanckas, 1. 6, ctp. 2, atax 9, odpuc 923.
Temedon: +996 99 901-50-45, +7 499 504-15-19

Onekrponnas moura: adversereaction@drugsafety.ru

8. HOMEP (HOMEPA) PETUCTPALIMOHHOT' O YIOCTOBEPEHUSI
JITT-Ne(000479)-(PT-RU)

9. KATEI'OPHUS OTITYCKA JIEKAPCTBEHHOI'O ITIPEITAPATA

.HeKapCTBeHHHﬁ npenapat OTHOCUTCA K KaTCrOpuH OTITyCKa IO PCLCIITY.

OO6m1as xapakTepuCTHKa JiekapcTBeHHOTOo nipenapara AMokcuimumuH-AKOC noctymnHa B e iMHOM
peecTpe 3aperucTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB EBpa3nuiickoro s5KOHOMUYECKOTO COI03a 1
Ha oduuMaTbHOM  caliTe  YMOJHOMOYEHHOrOo  opraHa  (dKCIEPTHOW  OpraHM3aIliH)

(https://Ik.regmed.ru/Register/EAEU_SmPC).



