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IHCTPYKIIA
AJIS1 MEIUYHOI0 32CTOCYBAHHS JIIKAPCHKOI0 3ac00y

AYITMEHTHH ES
(AUGMENTIN ES)

Cknao:

Oitoui peyosunu: aMOKCHUIIIIIIH, KJIaByJIaHOBA KUCIIOTA;

1 dbnakoH mMicTuTh MOpoMIOK i purotyBanHsa 100 mi cycneHsii Takoro ckiany:

5 Mu1 cycrieH3ii MiCTATh aMOKCHIMITIHY (Y popMi aMOKCHIIMITIHY TpuTinpary) 600 Mr i KilaByJaHOBOI
kucnotu (y hopmi Kamito kiaBynaHaty) 42,9 mr;

OONOMINCHI pedo8uHU. KPEMHIIO JTIOKCHI KOJIOIMHUI O€3BOJHMIA, HATPiI0 KapOOKCHMETHIIIEIION03a
12, acmapram (E 951), kcanTtaHoBa KaMme[p, KPEMHIIO IOKCHJ, IITYYHHH TOJTYHUUHUN
apoMaTH3aTop.

Jlikapcbka gopma. [Topoiok jyist opaibHOI CyCIeH31i.
OcHogni @hizuko-xXimiuHi 61acmugocmi: CUIYYHi MOPOIIOK Maike O17I0T0 KOJIbOPY 3 XapaKTepHUM
MOJTYHUYHUM 3aI1aXOM.

dapmakoTepaneBTHYHA rpyna. AHTHOaKTepianbHI 3aco00M ANl CHUCTEMHOTO 3aCTOCYBaHHS.
bera-nakramuai antuOiotnku. I[lenimwmmian. KomOinamii mneHimwiiHIB 3 iHTIOITOpamMu Oeta-
maktamasu. Kox ATX JO1C RO2.

Dapmaxonoziuni enacmueocmi.

Dapmakoounamika.

MexaHi3m jii

AMOKCHUITWIIH € HANBCUHTETHYHUM TEHIIWIIHOM (0eTa-TakTaMHUM aHTHOI0THKOM), SIKHM 1HT10ye€
onuH a0o Kulbka (pepMeHTIB (SKI 4YacTO HA3MBAIOTh MEHIWIiH3B sA3yrounmu Oinkamu, [13B) y
npoueci OI0CHHTETHYHOrO MeTaloJi3My OakKTepialbHOTO MEeNTHUJIOTIIKaHy, IO € HEeBIJ €EMHHUM
CTPYKTYPHUM KOMITOHEHTOM KJIITUHHOI CTIHKM OakTepid. [HriOyBaHHS CHHTE3y MNENTHAOTIIKaHY
MPU3BOJIUTH JI0 MOCTA0JEHHS KIIITHHHOI CTIHKH, HACJIIIKOM YOTO € JII3UC 1 3aru0eb KIITHH.
AMOKCHLIWIIH YyTJIMBUI 10 pO3ILEIUIEHHS OeTa-TaKkTamMa3aMy, 10 MPOJYKYIOThCS pe3UCTEHTHUMHU
OaKTepisiIMH, OTKE, CIIEKTP aKTUBHOCTI aMOKCUILIMJIIHY SIK MOHOTEpaMnii He BKJII0Ya€ MIKpOOPTaHi3MH,
K1 IPOJYKYIOTh 111 (hepPMEHTH.

KnaBynanoBa kuciota € OeTa-JJakTaMOM, CTPYKTYpPHO CIOPIIHEHHMM 13 NeHiliiHaMu. Bona
JIEaKTUBYE Jesiki pepMeHTH OeTa-lIakTamasu, THM CaMUM 3ano0iraloyu iHaKTUBAIlll aMOKCHUIIITIHY.
KnaBynaHnoBa KucioTa y BUIJIsI1 MOHOTEpAIii HE YHHUTH KIIHIYHO KOPHCHOTO aHTHOAKTEpialbHOIO
edexry.

CuiBigHomeHHs DK/DJ]

Yac 30epexeHHs KOHLEHTpAIl JIKapChKOro 3aco0y, IO MEpEeBHINy€e MiHIMAIbHY I1HTIOYyIOUy
koHueHTpauito (Y>MIK), BBaxaeTbcs OCHOBHMM (PAkTOpOM, KM BH3HA4ae €(QEKTHUBHICTH JUIf
AMOKCHIIWITIHY .

MexaHi3MHU pe3UCTEHTHOCTI




[cHYIOTB 1Ba OCHOBHUX MEXaHI3MU PE3UCTEHTHOCTI 0 aMOKCHUIMIIIHY/KJIaByJaHOBOT KHCIIOTH:

- 1HaKkTWBaIis OakTepialbHUMHU OeTa-JaKkTamMazamH, SKi camli 1Mo co0i He 1HTIOyIThCS
KJIaBYJIAaHOBOKO KHCJIOTOO, BKJIFOUatouu kiacu B, C 1 D;

- nepetBopeHHs [13b, mo 3Meniye agiHHICTh aHTHOAKTEPIAILHOTO MIPenapary A0 MIIIeHi.

Henponuknicte Oaktepiii abo MexaHi3M e(IIOKCHOIO Hacoca MOXKE BHKJIMKATH PE3UCTEHTHICTH

OakTepiii a00 CIIpUATH iii, 30KpeMa, y TpaMHETaTUBHUX OaKTepi.

KoHTpOoIbHI TOYKH

Kontponbai Toukn MIK a1 aMOKCUITMIIiHY/ KJIaBYJIaHOBOI KHCJIOTH, BCTAHOBJICHI €BPONCHCHKUM

KOMITETOM 3 BU3HaueHHs1 aHTUMiKpoOHoi yyTanBocti (EUCAST)

MikpooprauizmMu KouTposbHi Touk# 9y TiuBoCTi (Mr/i)
UyTtnusi < PesucrenTHi >
Enterobacterales npu HeyckiagHeHux 32! 32!
1H(EKITISIX CEYOBUBITHUX IIJISAXIB
Staphylococcus spp. [pumitka®3* pumitka®3*
Enterococcus spp.® 416 glé
Streptococcus groups A, B, C ta G’ [pumitka® [pumitka®
Streptococcus pneumoniae’ 0,5 1!
Crpenrokoku rpynu Viridans’ pumitka®? pumitka®°
Haemophilus influenzae 0,001! 2!
Moraxella catarrhalis 11 11
Pasteurella multocida 11 11
Burkholderia pseudomallei 0,0011 g!
KoHTpoJIbHI TOUYKH, HE TIOB’SI3aHi 3 2! gt
BHUJIAMU

! Jlns nepesipku uyTIMBOCTI KOHLIEHTpALlis KIIaByJaHOBOI KMCJIOTH BCTAHOBJIEHA HA PiBHI 2 MI/JL.

2 Binpmmicth S. aUreus € MpoAyLEeHTaMH MEHIlMTiHAH, a JeAKi € PE3UCTEHTHUMH 0 METHIIIIIHY.
Bynp-skuit MexaHi3M poOMTH iX CTIHKMMHM 10 O€H3WJINEHIUWIIHY, (EHOKCUMETWINEHIIWIIHY,
aMOINWIIHY, AaMOKCHUIIWIIHY, MiNepaliIiHy Ta TUKapuuiaiHy. [3omstH, 4yTiauBI 10
OCH3WINEHIINUTIHY Ta 11e()OKCUTHHY, MOXKHA 3a3HAYaTH SIK YYTJIMBI JO BCIX MEHIWTIHIB. [3075TH,
PE3UCTEHTHI 10 OCH3WINEHIUWJIIHY, ajlé YyTJIWBl J0 LEPOKCUTHHY, YYTIMBI /10 KOMOIHAIi
iHT10iTOpiB OeTa-makTaMHUX OeTa-lakTaMas, 130KCa30JUIMEHINUIIIHIB (OKCAlUIIiH, KIOKCAIWTiH,
JTUKIIOKCAIWIIIH 1 QUIYKJIOKCAlWIIiH) 1 HaImtiHy. Y pa3i mepopajbHOTO 3aCTOCYBAaHHS JIIKAPCHKUX
3ac00iB CIiJl JOTPUMYBATHUCS 00EPEKHOCTI, 00 JOCATTH JIOCTATHHOTO BIUIMBY Ha Micile iH}eKIii.
[30s1TH, CTIHKI 10 IEPOKCUTUHY, € CTINKUMU J0 BCIX NEHIIMIIIHIB.

% Binpmicts CcTadiloKoKiB € TpPOAYHEHTAMH MEHIlMITiHA3H, a MAeAKi € PE3HCTEHTHHMH [0
METULIWIIIHY.  Byap-sikuii  MexaHi3M  poOuTh  iX  CTIHKMMH 710  OCH3WINEHIIWIIHY,
(eHOKCUMETUIIEHILMITIHY, aMIIIIIIHY, aMOKCULIMITIHY, MINEpaliIiny Ta TUKapuuiiny. XKojeH 13
HasBHUX HA CHOTOJHI METOJIB HE MOKE€ HAJIWHO BUSBUTU BUPOOJIECHHS NMEHINUIIIHA3H B YCIX BHIAX
CTa(IJIOKOKIB, ajie CTIMKICTh 10 METHLMIIHY MOXHA BHSIBUTH 3a JONOMOIOI0 IE(POKCUTHHY, SIK
OIHCaHO.

4 CropuiiHaTiuBi 10 ammimwiiHy S. saprophyticus € meCA-HeraTUBHHUMH Ta YyTJIUBUMH 0
aMITIIUIIIHY, aMOKCHIIMJIIHY Ta mineparuiiny (6e3 abo 3 iHridiTopom OeTa-makTamasi).

> KOHTpOJNBHI TOYKHM aMiHOTIEHINWIiHYy /I €HTEPOKOKiB BH3HAYEHi MPH BHYTPIIIHLOBEHHOMY
BBeZIeHHI. [lepopanbHuil mpuiioM akTyaabHHM JMIIe MU 1H(EKIIIX CEHOBUBIIHUX IUIAXIB.

® YytnupicTs 10 aMminuIiHy, aMOKCHIIMIIIHY Ta TMiNMepanuiiHy (3 iHriGiTopom GeTa-TaKTamMasd Ta
0e3 HBOTO) MOXKHAa BHU3HAYUTH 32 AaAMIIIIIHOM. PE3HMCTEHTHICTh [0 aMMOIIWIIHY PiAKO
sycrpivaethcss 'y E. faecalis (miarBepautu 3a momomororo MIK), ame wacto 3ycrpidaeTscs y
E. faecium.

" Jlomasauns iHri6iTopa GeTa-makTaMasu He IPHHOCUTH KIiHI9HOT KOPHUCTI.




8 Uyrnusicts crpenrokokis rpyn A, B, C i G 10 NeHiluIiHIB BU3HAYAETHCA HA OCHOBI YyTIMBOCTI
10 OeH3WIMeHIMIiHy (1HII MOKa3aHHs, KPIM MEHIHTITY), 32 BUHATKOM (PEHOKCUMETUIITICHIITAIIIHY
Ta 130KCA30IUINEHIIUIIIHIB I CTPENTOKOKIB Ipynu B.

° Bemsmmneninmnin (MIK a6o amckoBa audys3is) MOKHA BHKOPHCTOBYBATH JUIS CKPHHIHTY
PE3HMCTEHTHOCTI /10 OeTa-JaKkTaMiB y cTpenTokokiB rpymu Viridans. [3omstu, knacugikoBaHi sk
HETaTHBHI HA CKPHHIHTY, MOKHA BiTHECTH JI0 YyTIUBUX JI0 O€Ta-JIAKTAMHHX IPENapariB, U STKUX
HaBE/ICHO KIIIHIYHI KOHTPOJIbHI TOYKHM (BKJIIOYArOud Ti, moO MaioTh «lIpumitky»). [3omsTw,
kiacu(ikoBaHi SK MO3WTUBHI Ha CKPUHIHTY, TOBUHHI OYTH IepeBipeHi Ha YYTIUBICTh JI0 OKPEMHX
areHTiB 200 BiJHECEHI 10 PE3UCTCHTHHUX.

10 s i3014TiB GeH3MITIEHINMIIHY 3 HETaTHBHHM pe3ylIbTaTOM CKPHHIHTY (30Ha iHTiOyBaHH:
>18 MM abo MIK <0,25 wmr/m) 4yTiauBICTP MOXKHA 3a3HAYUTH 3a OCH3WINEHIIWIIHOM abo
aMminuIiHOM. [[71s1 1307151TiB, MO3UTHBHHUX 10 OCH3WINEHIIWIHY (30Ha iHTIOyBaHHS < 18 MM abo
MIK > 0,25 Mr/m), 9yTIuBICTh BUBHAYAETHCSA Ha OCHOBI aMIIIIIMJIIHY .

PO3MOBCIOKEHICT PE3UCTEHTHOCTI MOXKE 3MIHIOBATUCSA reorpadidHo 1 3 4acoM JUIsl OKPEMHUX
BUIB, TOMYy OaXaHO MaTH MiCLeBY iH(OpMAIil0 MIOA0 YyTJIMBOCTI, OCOOJIMBO TpH JIKyBaHHI
TSOKKUX  1HeKmiid. 3a HeoOXiAHOCTI MOTpPiIOCH EKCIepTHHUH BHCHOBOK, SKIIO MicIleBa
PO3MOBCIOPKEHICTh PE3UCTEHTHOCTI € TaKO, 10 KOPUCTh Ipemnapary, MpHHAWMHI TPH JCSKUX
Tunax iHQekIiii, BUKIMKAe CYMHIBH.

3a3Buuai Il\/TJ'II/IBi BUOM

I'pammosutrBHi aepobu: Staphylococcus aureus (uyrnmemii 1o Metmmtiny) £, Streptococcus
pneumoniae?, Streptococcus pyogenes Ta iHmii 6eTa-reMoNIiTHYHI CTPENTOKOKH.
I'pamueratusni aepo6u: Haemophilus influenzae?, Moraxella catarrhalis.

Buau, 178 SKMX pO3BUTOK DC3I/ICT6HTHOCTi MOXKC 6VTI/I HDO6J'ICMOIO

I'pamuerarusni aepobu: Klebsiella pneumoniae.

[IpupoHO Pe3UCTEHTHI MIKPOOPraHi3MHU

['pamueraruBHi aepodu: Legionella pneumophila.
[HII11 MIKpOOPTraHi3MH:
Chlamydophila pneumoniae, Chlamydophila psittaci, Coxiella burnetti, Mycoplasma pneumoniae.

$ Bci cradimokokm, pe3NCTEHTHI 1O METHIMIiHY, € pPE3HCTEHTHHMH [0 aMOKCHITWIIHY/
KJIABYJIAHOBOI KHCIIOTH.

! Nlana mikapcbka (opma aMOKCHIMITIHY/ KJIaByJaHOBOI KMCJIOTH MOE OyTH 3aCTOCOBaHA JJis
JiKyBaHHsS ~Streptococcus pneumoniae, pe3UCTEHTHOrO [0 TEHIIWIiHY, JIWIIEe 3TiIHO i3
3aTBEP/UKEHUMHU MOKa3aHHAMM (UB. po3aii «Crocid 3aCTOCYBaHHS Ta J03W»).

2 [1ITamMu 3i 3HIDKEHOIO UyTIHBICTIO OYIIH 3apeecTpoBaHi y Aeskux kpainax €C i3 4acTOTOIO BUIIE
10 %.

Dapmarokinemuxa.

Abcopbyia. AMOKCULIMIIIH 1 KJIaBYJIaHOBA KHMCJIOTA MOBHICTIO JUCOLIIOIOTh Y BOAHOMY PO3YMHI IpU
¢izionorivHomy piBHi pH. OOuABa KOMIIOHEHTHM IIBUAKO Ta J00pe abcopOyroTbes MNpU
nepopajgbHOMY TpHiioMi. BioJOCTYIHICTP aMOKCHUIIMIIIHY Ta KJIABYJAaHOBOi KHCIIOTH CTaHOBHTH
npubimzno 70 % npu nepopaigbHoMy npuiioMi. [Ipogini 000X KOMIIOHEHTIB y I1a3Mi 1IGHTUYHI, a
yac JIOCSITHEHHSI MaKCUMaJibHO1 KOHIIeHTpalil B Tu1a3Mi (Tmax) 11 KOKHOTO KOMIIOHEHTAa CTaHOBUTh
NpUOJIM3HO O/IHY TOJIUHY.

Cepenni (hapmakokiHeTHYHI TapaMeTpu AyrmMeHTHHY ES mpu 3actocyBaHHI 115 TiKyBaHHS ITEH Yy
1031 45 mr/3,2 Mr/kr Macu Tiia KoxHi 12 roivH HaBeICHI y TaOHIIi:

[pemnapar Crmax Tmax AUC o) LRY
(MKr/MiT) (ronm) (mkr.roa/mi) (ronm)

AyrmenTuH ES aMOKCHUIMIIIH

Jo3a: 45 Mr/kr Macu Tijla aMOKCULIIIIIHY | 15,7 2,0 59,8 14

ta 3,2 MI/KI Macu Tija KJIaBYyJAHOBOi | + 7,7 (1,0-4,0) | £20,0 +0,35




KUCJIOTH KOXHI 12 roanu KJIaBYJIaHOBA KMCJIOTa
1,7 1,1 4.0 11
+0,9 (1,0-4,0) |19 +0,29

*CepenHe (miarma3oH)

KoHuenTpanii aMOKCHLIMIIIHY Ta KIaBYJAHOBOI KHCIOTH y CHPOBATI, L0 JOCSATAIOTHCS MpHU
NpUHOMI  aMOKCHIIWIIIHY/ KJIaBYJIAHOBOi KHCJIOTH, 1JICHTHYHI THM, IO JOCSATAIOTHCS IIPH
NepopaIIbHOMY MPUIOMi €KBIBAJIEHTHHX /103 aMOKCHUIIIIIIHY 200 KJIaByJIaHOBOI KUCIIOTH OKPEMO.
Posnodin. biusbko 25 % 3aranbHOr0o 00Csry KJIaByJaHOBOI KUCJIOTH y mia3Mi Ta 18 % 3aranbHOro
AMOKCHIIMITIHY B I1J1a3Mi 3B’ SI3yIOTbCs 3 OlTKaMu. YsIBHUH 00’ €M pO3MOJiTy CTaHOBUTH O13bK0 0,3—
0,4 n/xr nysg aMOKCHITIUTIHY 1 6s3bK0 0,2 J1/KT 171 KJIaBYJIaHOBOT KUCIIOTH.

[Ticnss BHYTpIIIHBOBEHHOTO BBEICHHS AMOKCHIIMJIIH 1 KJIaByJaHOBAa KHUCJIOTa OyJid BHSBICHI B
JKOBYHOMY MIXypi, OYEPEBHUHI, IIKipi, XUPOBIM TKaHWHI, M S30BId TKAaHWHI, CHHOBIaJbHIN Ta
NEepUTOHEAIBHIN PiIWHI, )KOBYI 1 T'HOI. AMOKCHUILIMIIIH HE PO3MOAUISETHCSA JTOCTATHHOIO MipOI0 B
CITMHHOMO3KOBIH piJIUHI.

JlocmikeHHsT Ha TBapWHAX HE BHSBHIIM JKOJHHX JIOKA3iB 3HAYHOI 3aTPUMKH PEYOBHH, MOXiTHUX
OyIp-sIKOTO KOMIIOHEHTa IMpenapary, y TKaHHMHAX OpraHizMy. AMOKCHIWIIH, fK 1 OiJbIIICTh
NEHINWIIIHIB, MOXe OyTH BHSBICHUH y TpyOHOMY Mouomi. He3HayHa KijbKICTh KJIaBYJIaHOBOI
KHCJIOTH TaKOX MO)Ke OyTH BHUSBJIEHA B IPyJHOMY MOJIOLI (AMB. PO31i1 «3acTOCYBaHHS Yy NEpiof
BariTHOCTI a00 TOAyBaHHS TPYIIO»).

Byno BusiBiIeHO, MO K aMOKCHULMWIIH, TaK 1 KJIaByJaHOBAa KHCJIOTa IPOHUKAIOTh Kpi3b
IIateHTapHui 6ap’ep (AMB. PO3/iT «3aCTOCYBaHHS Y MEPio]] BAriTHOCTI 200 TOAyBaHHS IPYJITIO).
biompancgopmayis. AMOKCUIMIIH YacTKOBO BHBOJIUTHCS 13 CEUYEI Y BUIJISAL HEAKTUBHOI
MIEHIIMIOBOT KHCIIOTH B KUIBKOCTAX, ekBiBaieHTHUX 10-25 % mouatkoBoi mo3u. KiaBymaHoBa
KHCIIOTa 3HAYHOIO MIPOI0 METaloIi3yeThCS B OpraHi3Mi JIFOJWHU 1 BUBOAMTHCS 13 Ceder 1
(exanissMu Ta y BUTJISAI IBOOKHUCY BYTJICHIO 3 MOBITPSM, III0 BUAUXAETHCS.

Bugeoenns. OCHOBHUM ILLUISIXOM BHBEJICHHS aMOKCHULIMIIIHY € HUPKH, TOJIl SIK KJIaByJaHOBA KUCIOTa
BUBOJIUTHCS K HUPKaMH, TaK 1 IUISTXOM JIii TO3aHUPKOBHUX MEXaHI3MiB.

VY 3710poBUX T0OPOBOJBIIIB CepeHiil MepioJl HamiBBUBEICHHS aMOKCHIMIIIHY/ KJaByJIaHOBOI
KHUCJIOTU CTAaHOBWUTH MPHUOJIU3HO OJHY TOJIMHY, a CEpeHIN 3arajJibHUN KIIpeHC — MpHOIN3HO
25 n/ron. PisHOMaHITHI TOCHIIKEHHS MOKa3alH, 10 BUIAIJIECHHS 13 ceuero cTaHoBUTHL 50-85 % mis
amokcummniny ta 27-60 % Juis KIaByJIaHOBOI KHCIOTH TPOTATOM 24-TOJAMHHOTO TEpiojy.
Haii0inpia KUTbKICTh KJIaBYJIAHOBOI KHCJIOTH BUBOJIUTBLCS IMPOTATOM MEpIIUX 2 TOAMH TMicis
IpUIOMYy.

OpHouacHe 3acTOCyBaHHs NMPOOCHELUAY CIOBIIBHIOE BUBEJCHHS aMOKCHULIMIIIHY, aje He 3aTpUMye
HUPKOBOI €KCKpellll KJIaByJaHOBOi KUCIOTH (AuB. po3aun «B3aemonis 3 IHIIMMH JTIKapChKUMH
3ac00aMH Ta iHIII BUIHM B3aE€MOIII»).

THopywenns ¢yukyii Hupok. 3arajlbHUN CHUPOBATKOBUN KIIPEHC aMOKCHUIIMIIHY/ KJIaBYJIaHOBOL
KHUCJIOTH TPOMOPLIAHO 3MEHLIYETbCS 31 3HMKEHHSM HUPKOBOI (YHKIIi. 3HMKEHHS KIpeHCy
npenapary OUTbII BUpaKEHE ISl aMOKCHIIMITIHY, HIK JIJIs1 KJIaBYJIAaHOBOT KUCJIOTH, OCKUIBKHU OlbIIa
YacTKa aMOKCHUIIWJIIHY BHUBOIUTHbCS HHUpKaMu. [Ipu HHUPKOBIN HEZOCTaTHOCTI J03yBaHHS Mae
3arnobiraTé HaAMIpHIA KyMyJndlii aMOKCHLMJIIHY, y TOH e dYac 30epirarouM JOCTaTHI piBHI
KJIaBYJIAHOBOI KUCIIOTH (AMB. po3.ii «Croci0 3acTOCYBaHHSI Ta J031»).

Topywennsa ¢hynkyii nevinku. I1anieHTaM 3 MEYIHKOBOIO HEJJOCTATHICTIO PEKOMEHIy€ThCS 00epekHe
3aCTOCYBaHHS 1 PETYJISPHUI KOHTPOJIb (PYHKIIIT MEYIHKH.

Kuainiuni xapakrepucTuku.

IHlokazannsa.

Iadexuii y miteil BikoM Bia 3 MicdliB, Maca Tila skuUX He nepeBuinye 40 Kr, cripuuuMHeHi abo
IMOBIPHO CHIPMYMHEHI TCHIIMIIHPE3UCTEHTHUMH ITaMaMu Streptococcus pneumoniae, Taki sik:

- TOCTPHIi cepesiHIi OTHT;



- HETOCITiTaThbHA THEBMOHISI.
[Ipn npusHayeHH! aHTHOAKTEplabHUX IpEnapariB CliJl KepyBaTUCA MpaBUIaAMH iX HaJEKHOTO
3aCTOCYBaHHS.

Ilpomunoka3zanna.

[TinBuiieHa 9y TAUBICTh 1O OyIb-SIKHX KOMIIOHEHTIB MperaparTy, 10 OyIb-IKUX aHTHOaKTepiaIbHUX
3ac00iB TPYINH MEHIIWITIHY.

HasBHicT, B aHaMHE31 TSKKUX peakiii TinepuyTIuBOCTI (B T.4. aHadinakcii), MoB’s3aHUX 13
3aCTOCYBaHHSAM IHIIUX OeTa-JIaKTaMHUX areHTiB (y T.4. medalocrnopuHiB, kapOareHemiB abo
MOHOOAKTaMiB).

HasBHicTs B aHamMHe31 >KOBTAHHII a00 MUCYHKIT TMEYiHKH, TMOB’S3aHMX 13 3aCTOCYBaHHSIM
AMOKCHIIMITIHY/ KJIaByJIaHOBOT KHCIIOTH.

B3aemooia 3 inmumu nikapcoKumu 3acovamu ma iHwii 6u0u 63a€mMooill.

Aumukoaynanmu 015 NepopanbHO20 3aCmOoCy8aAnHs

AHTHKOATYJISIHTH JUTS TIEPOPAIHOTO 3aCTOCYBAaHHS Ta aHTHOIOTHKY MEHIIMIIHOBOTO PSAY LIIHPOKO
BUKOPUCTOBYIOTbCSL Ha MpakTHLl Oe3 IMOBAOMIIEHb HpPO B3aeMofit0o. OlHAaK ONMCAHO BUIMAJIKU
301IbIIEHHST MDDKHAPOIHOTO KoedillieHTa HOpMatizallii y MamieHTiB, SKi TpUAMaiu aleHOKyMapo
abo BapdapuH Ta sSKUM OyB MpU3HAYEHUH Kypc JIKyBaHHS aMOKCHUIWIIHOM. SIKIIO HeoOXiaHui
OJTHOYACHUHU TPHIOM TaKWX MpenapaTiB, CIiJl PETETbHO KOHTPOIIOBATH MPOTPOMOIHOBHH iHAEKC,
ab0 MbKHapoAHMI Koe(illieHT HopMami3amii, Nnpu JoJaBaHHI ab0 NPUIMHEHHI MpUiioMy
amokcumiiny. Kpim Toro, Moxke OyTH mOTpiOHAa KOpEKIlis O3 aHTHUKOATYJISHTIB IS
MEePOPaATLHOTO 3aCTOCYBaHHS (IUB. po3ainu «OcobnuBocTi 3acTocyBaHHs» Ta «I10014HI peakiii»).
Memompexcam

[TeHiuMIiHU MOXYTh 3HMKYBAaTH BUBEJICHHS METOTPEKCATy, L0 BUKJIMKAE MMOTEHLIHE 30UIbIICHHS
TOKCHYHOCTI.

Ilpobeneyuo

OpHouYacHe 3aCTOCYBaHHs NMPOOCHEUUAY HE pEeKOMEHAYeThcs. lIpoOeHenua 3MEHIIye HHUPKOBY
KaHaJIbLIEBY CEKpellit0 aMOKCHIMIIiHY. OlHOYacCHE 3aCTOCYBaHHS MPOOECHEIUTY MOXKE MTPU3BECTU 10
30UIBIIEHHS PIBHSI Ta TPUBAIOCTI 3HAXOJKEHHS aMOKCHIIWIIHY (ajie He KJIABYJIaHOBOi KHCJIOTH) Y
KpOBI.

Mikoghenonamy moghemun

VY XBOpHX, sIKI JIKYIOTbCs MiKo(eHoIaTy MOGETUIOM, MICH NOYaTKy 3aCTOCYBaHHS NEpOPaIbHOTO
AMOKCHUIIMITIHY 3 KJIABYJIAHOBOIO KHCIIOTOIO MOYE 3MEHIIUTUCH TIPEI030Ba KOHIICHTPAIlisi aKTUBHOTO
MeTaboITy — MiKO()EeHOTI0BOT KHCIO0TH — NnpuOian3Ho Ha 50 %. L1 3MiHa npeao30BOro piBHA MOXKe
HE MOBHICTIO BIANOBIJATH 3MiHI 3arajibHOT €KCIO3ULIi MIKOQEHOJOBOI KUCIOTH. TakuM 4YUHOM,
3MiHa JI03yBaHHs Miko¢eHonary ModeTminy 3a3Buuyail He MOTpPiOHA, SKIIO HEMae KIIHIYHOIO
HiATBEpKEHHS TucyHKIIT TpaHcmaHTata. OHaK peTesbHE CIIOCTEPEKEHHS HEOOX1JHE MPOTATOM
OJTHOYACHOTO 3aCTOCYBaHHs Ta BIPOJIOBX JAESIKOIr0 Yacy Miciis aHTHO10THKOTEpaii.

Ocoobnueocmi 3acmocy8amnnsi.

[lepen mouaTkoMm Teparii aMOKCHLMIIHOM/ KJIAaBYJIAHOBOI KHCIIOTOIO CIiJI PETeNbHO 3i0patu
iH(dopMalliIo MIOA0 MOMEepeaHIX peakiii MiJBUIICHOI YYTIMBOCTI HA MEHIUUIIIHY, 1e(aloCIOpHHA
abo i1 Oeta-makTaMHi npenapatH (auB. po3aum «IIpotunokazanus» Ta «I1o6iuHi peakii).
[ToBimomisIIOCS PO CEPHO3HI Ta B OKPEMHX BHUIIAJKaX JIeTadbHI peaKIlii MiBUIIEHOI YyTIHUBOCTI
(Biroyaroun aHagiIaKTOINHI peakmii Ta TsKKI IMIKipHI MOOIYHI peakiii) y NalieHTiB, sKi
OTPUMYBAJIM JIIKYBaHHS MEHIMIIHOM. Peakiii rinepyyTauBOCTI TaK0XX MOXKYTh MPOTPECyBaTH [0
curnpomy KyHnica — cepilo3HOi anepridHoi peaxiiii, sika MOXe MPU3BECTH 10 1H(apKTy Miokapaa
(muB. po3min «IloGiuni peakmii»). Taki peaxmii OUIbII BIPOTiAHI y XBOPUX 3 MiABHUIIEHOIO
YyTIMBICTIO JO0 TEHIWIIHY B aHaMHe31 Ta TAaIlieHTIB 3 aTOMYHUMH 3aXBOPIOBAHHSIMH.



[ToBiomisiocst MO BUMAJKW BHHUKHEHHS CHHAPOMY MEIMKAaMEHTO3HOTO eHTepokoiiTy (drug-
induced enterocolitis syndrome (DIES)) mnepeBaxxno y  miTed, SKi  OTpUMYyBaIu
AMOKCHUIWIIIH/KJIaByJJaHOBY ~ KHCIOTYy  (muB.  po3ain  «IlobGiuni  peakuii»).  Cunapom
MEIMKAMEHTO3HOT'O EHTEPOKOJITY — ajlepriyHa peaxilis, OCHOBHUM CHMIITOMOM SIKOI € TpUBaie
OmoBaHHs (uepe3 1—4 ToAMHU TicCisA MPUAOMY JIIKapChKOTo 3aco0y) 3a BIACYTHOCTI ajlepriuHUX
HIKIpHUX a00 pecnipaTOpPHUX CHMOTOMIB. J[04aTKOBI CUMITOMH MOXYTh BKJIIOYATH OUTb Y KHUBOTI,
niapero, TinmoTeHsiro abo JneiikonuTo3 3 HedTpodimiero. Bynu TsOKKI BHINAIKH, BKIIOYAIOYH
nporpecyBaHHs 10 Imoky. [Ipum mosiBi anepriyHoi peakuii ciaig NOPUIUHUTH 3aCTOCYBAHHS
aAMOKCHIIIIIIHY/ KJIaBYJaHOBOI KMCJIOTH Ta pO3MOYaTH BIANOBIIHY aJbTepHATUBHY TEpAIilo.

VY pasi sKmo AoBeneHo, mo iH(EKIisS BUKJIMKaHA MIKpOOPraHi3MOM(-amu), YyTIUBUM(-UMH) JIO
aMOKCHUIIWJIIHY, CJIJI PO3TJISAHYTH TIEepeXill Bil aMOKCHUIMIIHY/ KJIaBYJaHOBOI KHCJIOTH [0
AMOKCHUIIMITIHY BiJIMOBIIHO JI0 3arajJbHONPUNHHATHX HACTAHOB.

VY mamieHTiB 3 mopymeHHsAM (QYHKII HAPOK Ta Yy TMAIlE€HTIB, SKi NPHHAMAIOTh BUCOKI J03H
npernapary, MOXKJIMBE BUHUKHEHHS cyoM (auB. «I1o0iuHi peakiii»).

Ciil yHUKAaTH 3aCTOCYBaHHS aMOKCHUIIMJIIHY/ KJIaBYJIaHOBOI KMCJIOTH MPH Mi03p1 HA 1HPEKIIHHMIMA
MOHOHYKJIC03, OCKIJIBKM B I[bOMY BHUIAJKY 13 3aCTOCYBaHHSM AaMOKCHUIWIIIHY OyJIO IOB’s3aHe
BUHUKHEHHS KOPOIOA10HOTO BUCUIIAHHS.

OpHOYacHM TPUIOM AJIOIYPUHONY MiJ Yac JIKyBaHHS aMOKCHLIMIIHOM ITiJIBUIIYE HMOBIPHICTh
BUHUKHEHHS aJepriuHUX peakiiid 3 00Ky HIKipH.

TpuBane 3acTocyBaHHS B OKPEMHX BHIIaJKaX MOXXE IMPHU3BECTH 10 HAIMIPHOTO PO3MHOXKECHHS
MIKpOOPTaHi3MiB, HEUYTIUBUX JI0 Mpenapary.

BuHuKHEHHS Ha TMOYaTKy JIIKyBaHHS TapsyKOBOi T'€HEPali30BaHOI EPUTEMH, IIOB’SI3aHOI 3
YTBOPEHHSIM IMYCTYJd, MOXE OYyTH CHMITOMOM TOCTPOrO TI'E€HEpaTi30BaHOTO EK3aHTEMAaTO3HOTO
nyctynbo3y (ITEIT) (muB. posmin «[lobGiuni peakiiin). Taka peakiis BUMarae TpPUITHHCHHS
3aCTOCYBaHHS AYrMEHTHHY Ta € MPOTUIIOKA3aHHAM IS MTOAJIBIIOr0 3aCTOCYBAHHS aMOKCHIIHIIIHY.
Crix 3 00epeXHICTIO 3aCTOCOBYBAaTH aMOKCHIMIIIH/KIIABYJIAHOBY KHCJIOTY Talli€HTaM 3 O3HAKaMu
nopyuieHHs: QyHKIII nediHku (quB. po3ainu «Crocid 3actocyBaHHs Ta A03u», «[IpoTunoka3zanus»,
«I1o6iuni peakii»).

[ToBitoMsIoCs PO YCKJIaJHEHHs 3 OOKY MEUYiHKU MEepeBaKHO y YOJIOBIKIB Ta MAlLli€HTIB JITHHOTO
BIKY, Ha TJI1 TpUBaioro JikyBaHHs. [Ipo Taki yckiagHeHHs y JIiTel MOBIIOMIISIOCA AyXkKe piako. Y
BCIX TIpyIl MAIli€EHTIB CHUMIITOMH, SIK MPaBWJIO, BUHUKAIOTh IiJ] yac abo 3rofoM Micis JIKyBaHHS,
IpOTE B OKPEMMX BHIIAJKaX MOXYTh BHUSBJISATHCS JIMIIE Yepe3 KiIbKa THXKHIB MICIs 3aKIHYEHHS
nikyBaHHA. Taki sBUIIA, SIK MPABUIIO, € OOOPOTHUMHU. Y CKIIaJHEHHS 3 OOKY MEeUYiHKU MOXYTh OyTH
TSOKKUMH, Y BHHATKOBO MTOOJMHOKMX BHIIAJKaX — JIETATbHUMH. TaKi sSIBUINA 32BN CIIOCTEPITaIiCs
y HAlli€HTIB 3 TSHKKMM OCHOBHUM 3aXBOPIOBaHHSM a00 y THX, XTO OJHOYACHO MpHIMaB mpenapary,
3aCTOCYBAaHHS SIKUX, SIK B1JIOMO, MOK€ MPHU3BECTU 1O YCKJIAJAHEHb 3 OOKYy MEYiHKU (AMB. PO3ILI
«ITob6iuHi peaxiii).

[Ipu 3acTocyBaHHI Maif’ke BCIX aHTHOAKTeplaIbHUX IIpernapaTiB, BKIIOYAIOYM aMOKCHIWIIIH,
MOBIJIOMJISIIOCS. IPO aHTHO10TUKOACOIIHOBAHUI KOJIT, CTYIiHb TSXKKOCTI SIKOTO MOX€ BapiloBaTh
B/l JIETKOTO 10 HebOe3nmeyHoro st KUTTS (auB. po3aiun «[loGiuni peakiii»). Tomy BakiIuBO
BpaxoBYBaTH Il MiarHO3 JIsA TAIIEHTIB 3 HAsSBHOKO Jiapeecro mig 4ac abo micis mpuiiomy Oyib-
SKUX aHTHOIOTHKIB. [Ipm mosBi aHTHOIOTHKOACOIIIOBAHOTO KOJITY CIiJi HEralHO MPUITUHUTH
3aCTOCYBaHHA AYTIMEHTHHY, 3BEpHYTHUCS IO MEAWYHY JONOMOTY 1 pO3MOYaTd BiJMOBIJHE
JKyBaHHA. 3aCTOCYBaHHS MPOTUTIEPUCTAIFTHYHHUX TpenapaTiB y TAKOMY pa3i MpOTHUTIOKa3aHe.

[Tpu TpuBamiif Teparii peKOMeHIy€eThCsl IepioInYHa OlliHKa (DYHKIIiH cucTeM OpraHiB, y TOMY YHCI1
GyHKIIT HUPOK, IE€YIHKH Ta KPOBOTBOPEHHS.

VY marieHTiB, fKi TpUAMaNTM aMOKCUILIUJIIH/ KIABYJIaHOBY KHUCIOTY, B TOOJMHOKUX BHUIAIKaX
MOBIAOMJISUIOCS. TIPO TOJOBXKEHHS MNPOTPOMOIHOBOTO 1HAEKCy. Ilpu ogHOUacHOMY MpHU3HAYEeHHI
AHTUKOATyJISIHTIB CNiJl 3A1MCHIOBATH BIAMOBITHUN KOHTPOJb. J[7s MiATPUMKH OakaHOTO piBHA
aHTUKoaryysanii Moke OyTH MOTpiOHAa KOpeKLis J03M aHTHUKOAryJsHTIB Jii IEepOpaJbHOro



3acTocyBaHHA (IWB. po3aiM «B3aemopis 3 IHIIMMHU JIIKapChbKMMM 3aco0aMy Ta 1HIN BUAM
B3aemoii» Ta «IloGiuHi peakiii»).

VY marienTiB 31 3HIKEHUM A1ype30M JIy’Ke PiAKO criocTepiranacs KpucTanypis (BKJIIOYAIOUU TOCTPE
YpaXXEHHSI HUPOK), TIEPEBXHO TNPHU NapeHTepayibHid Tepamii. Ilix yac mpuiioMy BHCOKHX 03
AMOKCUIWIIIHY CJiJl MIATPUMYBATH JAOCTATHE CIOKUBAHHS PIAMHU Ta Jiype3 3 METOI 3HMKEHHS
HMOBIPHOCTI KpUCTaNypii, OB’ S3aHOI 3 MPUMOMOM aMOKCHUIIMJIIHY. Y TAIIEHTIB 3 KaTETEPHU3aIli€l0
CEUOBOTO MiXypa CJiJl peryjsipHO HEepeBIpSATH MPOXiTHICTh KarerepiB (muB. po3ainu «Ilobiuni
peaxkiii» ta «IlepenozyBaHH ).

[Tim vac dikyBaHHS aMOKCHIIWUIIHOM CJiji 3aCTOCOBYBaTH ()EpMEHTATHBHI METOIW BU3HAYCHHS
TJIFOKOOKCHIa3W TPU JOCIHIPKEHHI Ha HAsSBHICTh TJIIOKO3M B CE€4Yi, OCKUIBKM MpPU 3aCTOCYBaHHI
He(hepMEHTaTUBHUX METOJIIB € BIPOT1IHICTh OTPUMaHHS XMOHOIIO3UTUBHUX PE3YJIbTATIB.

HasBHIiCTh KJIaByJIaHOBOT KMCIIOTH y mpernapari AyrMEHTHH MOKE MPU3BECTH 10 HecHeuudiyHoro
3B’si3yBaHHs  IgG 1 anpOymiHy Ha MeMmOpaHax EpUTPOLMTIB, M0 MOXXE IPHU3BECTH [0
XHOHOIIO3UTHBHUX pe3ybTatiB mpodu Kymoca.

[ToBimomIsLIIOCS TIPO TO3UTHBHI Pe3yJIbTaTh (PEPMEHTHOTO IMyHOAHaJi3y 3 BUKOopucTaHHsM Platelia
Aspergillus BupooHuuTBa Bio-Rad Laboratories y marieHTiB, sKi OpuiiMald aMOKCHIIMTIH/
KJIaByJIaHOBY KHCJOTY Ta y SKHX 3rojoM Oyna Bu3HaHa BincyTHicts iHgekiii Aspergillus.
[ToBimomisitocst PO MepexXpecHi peakiiii 3 mosicaxapuaamu Ta nojidypanozamu non-Aspergillus
IpU TPOBEJCHHI (epPMEHTHOrO iMyHOaHami3y 3 BukopuctaHusMm Platelia Aspergillus BupoOHuIITBA
Bio-Rad Laboratories. TomMy NO3MTHBHI pe3yJbTaTH aHAII3IiB y MAI€HTIB, SKi OTPUMYIOTh
JIKyBaHHS aMOKCHIIMJIIHOM/KJIaByJIaHOBOIO KHUCJIOTOIO, CIifl IHTepHIpeTyBaTH 3 OOEPEeKHICTIO 1
MiATBEPKYBATH 1HIIMMH JIarHOCTHYHUMHU METOIAMH.

Cycnenszis AyrmentuH ES wictute acmapramy (E 951) 2,72 wmr/mn, skuili € mgKepenom
deninananiny, TOMy npenapar i Mpu3HadaTy 3 00E€peKHICTIO NaIieHTaM 3 (PeHIIKETOHYPIE0.
Jlikapchkuit 3aci0 MICTUTh MaJIbTOACKCTPUH (TIr0OK03Yy). He 3acTocoByBatu mpemapar maiieHTaMm 3
PIAKICHUM CHHIPOMOM MaibabcopOIIii MIIOKO3HU-TaTaKTO3H.

3acmocysanus y nepiod eacimnocmi abo 200y8amnus 2pyooro.

BaritHicTs. JlocniykeHHs Ha TBapUHAX HE BKa3yIOTh Ha MPsAMHM ab0 onocepeKOBaHUH K1 TMBUN
BIIMB Ha INepelir BariTHOCTI, PO3BUTOK €MOpiOHa/MmIo/a, MOJord ado MOCTHATAIbHUM PO3BUTOK.
OOMexeHI JaHi 1110/10 3aCTOCYBAaHHS aMOKCHUIMIIIHY/ KJIaBYJIaHOBOI KHMCJIOTH MiJl 4ac BariTHOCTI y
JFOJIMHU HE BKa3yIOTh Ha ITiJIBUIICHWH PU3WK BUHUKHEHHS BPOJDKCHUX BaJ| PO3BUTKY. Y €IUHOMY
JOCTIJDKeHHI Yy OJKIHOK 3 TMepeJuyacHUM pPO3pHBOM OOOJIOHOK IUIO/A MOBLAOMIISIOCH, IO
npodiIaKTUYHE JTIKyBaHHS aMOKCHIMJIIHOM/ KJIaBYJAQHOBOIO KHCJIOTOK MOXe OyTH TMOB’si3aHE 3
HiABUILEHUM PU3HKOM PO3BUTKY HEKPOTUYHOI'O €HTEPOKOJIITY Y HOBOHApOKeHUX. CiiJl yHUKATH
3aCTOCYBaHHsI TIpemapary I 4ac BariTHOCTI, 3a BUHSTKOM BHWIAJKIB, KOJIU JIIKAp BBaXae€ IIe
HEOOX1HUM.

[lepion romyBanHs rpyaaro. OOuaBa aKTUBHI KOMIOHEHTH Mpemnapary €KCKPETYIOThCA y TpyIaHE
MOJIOKO (HeMae iH(popMallii CTOCOBHO BIUIMBY KJIaBYJIAaHOBOT KUCIIOTH Ha HEMOBIIS, SIKE€ 3HAXOUThCS
Ha TpPYAHOMY BWIOJIOBYBaHH1). BIJNOBIIHO y HEMOBIATH, SIK€ 3HAXOJUTHCA Ha TPYJAHOMY
BUTOZIOBYBaHHI, MOXJIMBa TMOsABa Jiapei Ta TpuOKOBOi 1H(EKIi CIN30BUX OOOJIOHOK, TOMY
TOJyBaHHS TPYIIIO CIiJ MpUunuHUTA. CIiJ B3ATH J0 yBard MOKJIMBICTh BUHUKHEHHS aJIePTidHUX
peakiiif. AMOKCULIMITIH/ KJIaBYJIAHOBY KHCIIOTY Yy MEpioj rOlyBaHHS IPYy/II0 MOXHA 3aCTOCOBYBATH
JIMILE TOJIl, KOJIU, Ha TyMKY JIIKapsi, KOPUCTh BiJ 3aCTOCYBaHHs OyJie IepeBaKaTH PU3HK.

30amuicmv enausamu Ha WEUOKICMb peaxyii npu Kepy8awHi A8MOMPAHCNOPMOM abO THWUMU
MexauizMamu.

JocnikeHHs IMIOAO0 3JaTHOCTI Mpenapary BIUIMBAaTH HAa MIBUAKICTh peakuii Ipu KepyBaHHI
aBTOTPAHCIOPTOM 1 poOOTi 3 IHIIUMH MEXaHI3MaMU He MPOBOAMIUCH. [IpoTe MOXKIIMBE BUHUKHEHHS
HeOakaHUX eeKTIB (TaKUX K alepriuHi peaxiii, 3amaMOpoUYeHHsI, CYJJOMH ), III0 MOXYTb BIUIUBATH
Ha 3/IaTHICTh KepyBaTH aBTOMOO1JIEM 1 MTpallOBAaTH 3 IHIIUMHU MEXaHi3MaMHU.



Cnocio 3acmocysanns ma 003u.

Jlo3yBaHHS BHpakeHE B IIepepaxyHKy Ha BMICT aMOKCHUIIWIIHY/ KIJIaBYJaHOBOI KHCIOTH, 32

BUHATKOM BUIIAJIKIB, KOJIU 103yBaHHS BUPAXEHE B IIEpEPaxyHKy HAa OKPEMHUI KOMIIOHEHT.

[Tpu BuOOPI 103yBaHHS AYTMEHTUHY JUIs JTIKYBaHHS OKpeMOi 1H(EKIIii ¢l BpaxOByBaTH:

- BiporiiHi 30yJAHMKMA 3aXBOPIOBaHHS Ta iX IMOBIPHY 4YyTJHMBICTh 10 AaHTHOAKTEpiaJbHUX
npemnapatiB (IuB. po3aia «OcoOIMBOCTI 3aCTOCYBAHHS );

- CTYHiHB TSDKKOCTI Ta JIOKaJIi3aIlito 1HPEKIIIT;

- BIK, Macy TiJIa 1 HUPKOBY (yHKIIIFO TAIlI€HTA, SIK BKA3aHO HUXKYE.

Kypc nikyBaHHs He TOBHMHEH IepeBuinyBaTH 14 nHiB 0e3 Horo meperisimy (IuB. pO3ZILT

«OcobaMBOCTI 3aCTOCYBaHHS» CTOCOBHO TPUBAJIOI Tepartii).

Jopocii Ta iTh 3 Macoro Tina > 40 kr

HocBin 3actocyBaHHsS AYyrMEHTHHY, CYCIIeH31i, JOPOCIUM Ta JITSIM 3 Macoro Tina > 40 Kr BiICyTHIH,

TOMY pEKOMEH/Iallii CTOCOBHO J103yBaHHS JJIS LIUX IPYT MAIIEHTIB BiJICYTHI.

ity BikoM Big 3 micsIiB 3 Macoro Tisia < 40 Kr

PexomennoBana mo3a AyrMeHTHHY, cycrieH3ii, ckinagae 90/6,4 mr/kr macu Tina/mo0y, po3nojaiieHa

Ha 2 IpUHOMH.

AyrmentuH ES mMicTHTB 1HIIY KIJBKICTh KJIaBYJIaHOBOT KUCIOTH (y GOpMi KallieBoi coi), HixK Oyb-

gka iHma ¢opma cycrensii AyrmeHTHHY. AyrMeHTHH ES mictuth 42,9 Mr kiiaBy1aHoBOi1 KUCIOTH

Ha 5 MJI cycmeHsii, Toai sk cycnensis AyrmentuHy 200 Mr/5 mi MicTuth 28,5 Mr Ki1aByJIaHOBOI

KUCTIOTU Ha 5 mii, a cycnensiga 400 mr/5 mi MicTUTh 57 MT KJIaBYJIaHOBOI KUCJIOTH Ha 5 mi. Tomy

AyrmenTuH ES He Moke OyTH 3aMiHEHHH KOTHOI 1HIIOK POPMOIO CyCrieH31i AyrMEHTHHY.

Hopywennsa ¢ynxyii nupox. Ilauientam 3 xiipencom kpeatuniny (CrCl) Oimpmr HiK 30 MI/XB

KOPEKIIis J031 He MOTpiOHa.

[TamienTam 3 KJipeHcoM KpeaTuHiHy MeHm HDK 30 Mi/xB gaHa ¢opma AYrMEHTHHY He

PEKOMEHAYEThCS ISl 3aCTOCYBAHHS, OCKIIPKH HEMAE PEKOMEH/IAIlI 11010 KOPEKIIii TO3H.

Topywennsa ¢ynxyii neuinku. PeKoMeH1yeTbCsl 00epekHe 3aCTOCYBAHHS 3 PETYJISIPHUM KOHTPOJIEM

¢ynkuii nevinku (auB. po3ainu «[Ipotunokazanas» Ta «OcoOIMBOCTI 3aCTOCYBAHHS» ).

Crioci0 3acToCcyBaHHS

AyrmentuH ES npusHaueHmii 17151 mepoparbHOTO 3aCTOCYBaHHS.

[Tpenapat Cxix npuiiMaty mij yac iau, o0 3BECTH 10 MiHIMyMY HNOTEHIIHHY HUTYHKOBO-KHILIKOBY

HENEPEHOCUMICTb.

Inecmpykyis Ons npueomyeanHs Cycnensii.

[lepen 3actocyBaHHSIM NEPEBIPUTH LUIICHICTh IIOMOM Ha Kpummi. CtpycutH ¢(iaakoH, 1100

pO3pUxIUTU TMopoiok. Jlogatn HEoOXiAHY KUTBKICTh BOJAM (SK BKa3aHO HIDKYE), IEPEBEPHYTH Ta

petenbHO 300BTaTH. [HIINI croci0: 3aOBHUTH (PJIAKOH BOJIOIO TPOXH HIDKYE BIAMITKU Ha €THUKETI,

NEPEeBEPHYTH 1 PETENIbHO 300BTATH, MOTIM 3allOBHUTH ()JIAKOH BOJOIO JI0 BIAMITKH, NEPEBEPHYTH 1

3HOBY pETEIHHO 300BTATH.

Jlo3yBaHHs O06’em BoH, SIKUM HEOOX1THO Kinuesuit 06’eM po3unHEeHOT
JIOJTaBaTH JIJIs PO3YMHEHHS (MJT ) OpaJIbHO1 cycreH3ii (M)
600 Mr/42,9 mr/5 mi 90 100

[Tepen KOKHUM 3aCTOCYBAaHHSAM (JIAKOH CIIiJI pETENbHO 300BTYBATH.

Himu.
[Ipenapat y dhopMi cycniensii mpu3HauaTH AITSIM BIKOM Bij 3 MiCsIIiB, Maca Tija SIKUX HE EPEBUIILYE
40 xr. litam 3 macoro Tina Oinbine 40 Kr npu3HavaTH npenapar B iHIIIN JTiKapchKii popmi.

Ilepeoosysanns.

CumnromMu

MoxyTh CHocTepiratucs CUMIITOMH, XapaKTEpHi JAJs PO3Jiaqy NUTYHKOBO-KHIIIKOBOTO TPaKTy Ta
nopymieHHs: OanmaHCy piauMHM Ta ejekTpoiitiB. Crmocrepiraiiacs KpUCTalIypis, IOB’s3aHa 3



NPUIIOMOM aMOKCHUIIWIIHY, [0 B OKPEMHUX BHIIaJKax TMPHU3BOAWIO JO PO3BUTKY HHUPKOBOI
HEJ0CTaTHOCTI (AuB. po3aiT «OCOOIMBOCTI 3aCTOCYBAHHS ).

VY mnamieHTiB 3 mMOpymeHHSAM (YHKLII HUPOK Ta y MAaLi€HTIB, SKi NPUHAMAIOTh BHCOKI J03H
npernapary, MOXIIMBE BAHUKHEHHS CYIOM.

[ToBimOMIISIIOCS. TPO OCiIaHHS AMOKCHIIMJIIHY y KaTeTepax CEYOBOTO MiXypa, MEePEeBaXHO MICIs
BHYTPIIITHPOBEHHOTO BBEJICHHS Y BHCOKHX Jn03ax. CIi peryiaspHO IepeBIpATH MPOXIiIHICTH
KareTepiB (uB. po3ain «OCOOIMBOCTI 3aCTOCYBAHHSD» ).

JlikyBaHHs

[TopymieHHst 3 OOKY HITYHKOBO-KHIIKOBOTO TPAaKTy MOYKHA JIIKYBaTH CHMIITOMATHYHO, 3BEPTAIOYU
yBary Ha OajaHc piJuHH/E€JIEKTPOIITIB.

AMOKCHIIWJTIH/ KJIaBYJIAaHOBA KHUCIIOTa MOXYTh OyTH BHAAJCHI 3 KPOBOTOKY 3a JIOTIOMOTOIO
reMoIianisy.

Ilo6iuni peaxuii.

Haii6iapm 9acTo moBiIOMIISIIOCS TPO Taki MOOIYHI peakiii Ha Mpemnapar, sk Jiapes, HyJoTa Ta
0JItOBaHHS.

[lepenik HeOakaHMX peakiiii Ha mIpenapar, BIAOMUX 3 KIIHIYHHUX JOCTIIKeHb AYIMEHTHUHY 1
MOCTPEECTPAIIIHHOTO HAIISIY Ta KIaCH(pIKOBaHUX 3a CHUCTEMHO-OpraHHUM kiacomM MedDRA,
3a3HaYCHO HUXKYE.

3acTOCOBYETHCS Taka Kiacu(ikallis 4aCTOTH BUHUKHEHHS MTOO1YHUX €eKTiB:

ayxe gacto > 1/10;

yacro > 1/100 Ta < 1/10;

Heuacto > 1/1000 Ta < 1/100;

pinko > 1/10000 Ta < 1/1000;

ayxe piako < 1/10000;

HEBIZIOMO (4aCTOTY HEMOXKIIUBO OIIIHUTH 3 HAssBHUX JTaHUX).

Inghexyii ma ineasii.

Yacro: kKaHAM103 HIKIPU Ta CIM30BUX 00OJOHOK.

HeBinomo: HaiMipHE PO3ZMHOKEHHS MIKpOOPraHi3MiB, HEUyTJIMBUX JI0 IIpenapary.

Po3znaou 3 6oky kposomeopHoi ma nimgamuunoi cucmemu.

Pinko: o6opoTHa neiikoneHis (BKII0Yal0Yl HEHTPOIIEeHi0) Ta TPOMOOLIUTOIIEH .

HeBimoMo: 00OpOTHHII arpaHyJONUTO3 1 TEMOJITHYHA aHeMis; 30UIbIICHHS Yacy KpOBOTEYl Ta
pOTpoMGiHOBOTO iHAeKCY .

Po3znaou 3 6oky cepys.

Hesinomo: Cunapom Kynica.

Po3znaou 3 6oky imyunoi cucmemu®.

HeBizomo: aHT10HEBpOTUYHMI HAOPsK, aHadiIaKCist, CHHAPOM, MOIOHUI 10 CHPOBAaTKOBOI XBOPOOH,
aJlepriuHui BaCKyJIiT.

Po3znaou 3 6oky nepsosoi cucmemu.

Heuacro: 3amamMmopoueHHs, TOJTOBHUHN O11Tb.

HeBizoMo: 060pOTHA TiMepaKTHBHICTH i CyI0MU .
HeBigomMo: acenTHYHNI MEHIHTIT.

Posnaou 3 60Ky wnynKo8o-KuuK08020 mpaxmy.
YacTo: fiapest, Hy0Ta2, GIIOBaHHS.

Heuacto: po3nanu nutyHka.

Hesigomo: anTHO10THKOACOLIHOBAaHUH KOJIIT °, YOPHUN BOJIOXAaTUH A3HK, 3MiHA 3a0apBlIeHHS 3yOHOI
emani 4, cunipom MenukameHTo3HOTO eHTepokoniTy (drug-induced enterocolitis syndrome (DIES)),
TOCTPUH MTAHKPEATHT.

T'enamobiniapui posnaou.

Heuacro: migsumenns pisas ACT ta/a6o AJIT®.

Hesinomo: renatutu® Ta XonecTaTHYHA KOBTSHULSA®.
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Po3nadu 3 60Ky wKipu ma niouKipHux mxanut’.

Heuacro: mikipHi BUCHITaHHSI, CBEpOIXK, KPOTIMB’ STHKA.

Pigxo: MmyneTH(OpMHA epuTeMa.

Hesinomo: cunmpom CriBeHca — J[>KOHCOHA, TOKCHYHHUH eMigepMaJbHUI HEKpOIi3, OYyJIbO3HHIA
ekc(OmaTHBHUI JEPMATHT, TOCTPUIl TeHEepaTi30BaHMI €K3aHTEMATO3HHI MycTybo3!, peakiis Ha
niku 3 eosuHodimiero Ta cuctemaumu cumntomamu (DRESS), xBopoba niHiliHOTO iMyHOTI00YTiHY
A (I1gA).

Po3znaou 3 6oky Hupox ma cewousioHux WLAXI6.

Heinomo: inTepcTULianbHui HeDpUT, KPUCTAIYPis® (BKIIFOUAIOUH TOCTPE YPAKEHHS HUPOK).

! TuB. po3min «OcoGIMBOCTI 3aCTOCYBAHHS.

2 Hypmota wyacTille MoB’s3aHa 3 NPHOMOM OiNbIN BHCOKHX HepoOpalbHUX 103 Ipemapary. Ilpu
BUHUKHEHHI [UTYHKOBO-KHMIIKOBUX peEaKUid IX THKKICTh MOXHA 3HU3UTH HUIIXOM HpUHOMY
AyrMeHTUHY T Yac iau.

3V ToMy umcni mceBIOMeMOPAHO3HMI KOJIT i reMopariunuii Komirt (muB. po3fin «OcoGmuBocTi

3aCTOCYBAHHSD?).

4 [Ipo 3miny 3abapBreHHsi 3yOHOI emani JyXe piAKo MoBimomuisiocss y aiteid. PerenbHa ririeHa

POTOBOT TTOPOKHUHUA MOXKE TIONEPESIUTH TaKy 3MiHY 3a0apBJICHHS, OCKUIBKH 1€ SBUIIE YCYBAETHCS

[UISXOM YHILEHHS 3y0iB.

® Tlomipue mnigsumenns pisHiB ACT Tta/a6o AJIT wacTime crocrepiramocs y Halli€HTiB, SKi

OTPUMYBAIIM JIKyBaHHS aHTUOIOTHMKaMHU OeTa-JTaKTaMHOI TpyMH, aje 3HAYMMICTh LUX pPe3yJbTaTiB

HEBioMa.

6 Ili sBUImIAa crocTepirayvcs y pasi 3acTOCYBaHHsS IHIIMX AaHTUOIOTHUKIB MEHIIMIIHOBOTO Ta

11e(aIoCOPUHOBOTO PSAY (IUB. Po3ia «OCOOIMBOCTI 3aCTOCYBAHHSD» ).

" Tlpu BUHMKHEHHI peakIii NiJBUIIEHOI YYTIMBOCTI (IEPMATUTY) 3aCTOCYBAHHS IMpemnapaTy CIi

OPUTTUHATH (IUB. po3aia « OCOOIUBOCTI 3aCTOCYBAHHS).

8 Jus. po3ain «Ilepeno3yBanusy.

% NTus. posnin «IIpoTunokasanns» Ta «OCcoOIMBOCTI 3aCTOCYBAHH.

3BiTyBaHHs Npo nigo3proBani No0iuHi peakuii

[ToBitomMaeHHs Tpo MOOIUHI peakiii micis peecTpallii JiKapchbKoro 3aco0y Mae BaXKJIMBE 3HAYECHHS.
Ile nae 3Mory NmpoBOJUTH MOHITOPHHI CHIBBIJHOLIEHHS KOPUCTH/PU3MK MPHU 3aCTOCYBaHHI 1IbOTO
JiKapchKoro 3aco0y. MeanuHum Ta GapManeBTHYHKUM IpalliBHUKAM, a TaKOXK MallieHTaM abo iXHIM
3aKOHHMM IPEICTaBHUKAM CJIiJ1 MOBIJOMIITH PO YC1 BUMAJKU M1JO3PIOBAaHUX MOOIYHUX peakiii Ta
BIJICYTHOCT1 €()eKTUBHOCTI JiKapchbkoro 3aco0y dyepe3 ABTOMAaTH30BaHy 1H(GOpMaliliHy CHCTEMY 3
(bapmakoHarysay 3a nocuwiianHaM: https://aisf.dec.gov.ua.

Tepmin npuoamnocmi.
2 poku. [IpuroroBana cycnensis — 10 gHiB.

YmoBu 30epiranus.

36epiratu pu Temneparypi He putie 25 °C. 30epiratd y HeIOCTyITHOMY JUTsI IIT€H MiCIIi.
[TpuroroBany cycnensito 30epiraTu B XOJOAMJIBHHMKY IpH Temreparypi Binx 2 g0 8 °C Ta
BUKOpHcTatu mpoTsaroM 10 nxiB. He 3amopoxyBatu.

YnakoBka. CxisHu (QIakoH 3 aFOMiHIEBOIO KPHUILEUKOIO, 1[0 HAKPYUYEThCS (MICTUTH BCEPEIHUHI
noJIiMepHY (MOJIBIHUIXJIOPUIHY a0 MOMi0JIe(piHOBY) IUIIBKY), 3 KOHTPOJEM MEPIIOro BIAKPUTTA
a00 3 MJIACTUKOBOIO KPUIIKOIO 13 3aXUCTOM BiJl BIAKPUTTS JITHbMU Ta IJIACTUKOBOIO MIPHOIO JIOKKOIO
3 MO3HaYKaMu 2,5 MJI Ta 5 MJI, y KapTOHHIN KOpOOIIi.

Kareropis Binmycky. 3a peuentom.
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Bupoonux. CmiTKusiin bivem ®@apmacsrotukanc, Bennka bpuranist/
SmithKline Beecham Pharmaceuticals, United Kingdom.

Micue3Haxo/:KeHHsI BAPOOHUKA Ta aJpeca MiCUs MPOBA/KeHHsI HOT0 TiAJILHOCTI.
CwmitKnsita biuem ®@apmacsrotukaic, Knapennon Poyn, Bopciar, BN14 8QH, Benuka bpuranis/
SmithKline Beecham Pharmaceuticals, Clarendon Road, Worthing, BN14 8QH, United Kingdom.

IIpencraBHUK 3asiBHMKA.
TOB «I'makcoCmitKnsitn @apmacproTikaic Ykpainay.

Micue3HaxoaKeHHs MPeICTABHUKA 3asiBHUKA.
02152, m. KuiB, npocniekr [TaBna Tuuunu, 6yn. 1-B, ten: (044) 585-51-85, daxc: (044) 585-51-92.

Takox mnpo yci BUMAAKK MiAO3PIOBAHUX TMOOIYHUX peakiiii Ta BiICYTHOCTI €(QEKTHUBHOCTI
Jikapcekoro 3aco0y moxHa nosigomisitu TOB «I'makcoCmitKusiin @apmaceroTikaiic Ykpaina» 3a
uinogo6osuM tenedonom (044) 585-51-85 abo Ha email 0ax70065@gsk.com.

Jata octannboro neperasay 11.04.2025.
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