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IHCTPYKIIA

AJISI MEAUYTHOI'O 3aCTOCYBAHHSA JIiKapCLKOFO 33C06y

AYI'MEHTHUH
(AUGMENTIN)

Cknao:

Ol1o4i peuosuru: AMOKCULIMIIIH, KUCJIOTa KJIaBYJIaHOBA,;

5 Ma cycnensii MicTsITh aMokcHImiiHy (y gopmi amokcuumiiny tpuriapary) 400 mr i KHCIOTH
KJ1aByJ1aHOBOI (y popmi Kamiro KiaByjaHaTy) 57 mr;

O00NOMIdCHI peyosunu. KCaHTaHOBa Kamenb, acnaptam (E 951), kucnora sHTapHa, KpeMHii
TIOKCUJ ~ KONOIMHWUN  O€3BOAHMIA, TIAPOKCUNPONIIMETUIIIENION03a, AapOMaTU3aTOPH  CyXi
anenscuHOBI (1 Ta 2), apoMaTH3aTOp CyXHil MaJIMHOBHMA, apoMaTH3aTop cyxuil «CBiTiia MaToOKay,
KPEMHIIO JIOKCH]I.

Jlikapcbka ¢opma. [Toporok 11t opanbHOT CycneHsii.
OchosHi Qizuxo-ximiyni enacmusocmi. 0inuit abo OLTyBaTHA BUTBHOCHITYYHH TTOPOIIIOK.

@apmaxomepanesmuuna cpyna. AHTHOAKTEPiaIbHI 32CO0U IS CHCTEMHOTO 3aCTOCYBAaHHS.
bera-nakramai aHTHOiOTHKM, TmeHimwIiHK. KoMOiHamii meHiwiiHIiB 3 iHrioiTopamu OeTa-
makramasu. Kog ATX JO1C RO2.

Dapmakonoziuni eracmueocmi.

Dapmaxoounamixa.

MexaHi3m aii

AMOKCHITWIIIH SIBJIIE COOOK0 HAIMBCUHTETUYHHUHN NEHINMIIIH (OeTa-JTaKTaMHUM aHTHOI0THK), SIKAN

1Hr10y€ ouH a00 KiibKa GEepMEHTIB (4acTO IMEHOBAHMX NEHIIMIIH3B’ sI3ytounMu Ouikamu, [136) y

nporieci 610CMHTETHYHOIO MeTabodi3My OaKTepialbHOTO MEeNTUAOINIKaHY, 10 € HEeBiJ €MHUM

CTPYKTYpPHUM KOMIIOHEHTOM KJIITMHHOI CTIHKM Oaktepiil. [HriOyBaHHS CHHTE3y MENTHUIOTIIKaHy

MPU3BOAUTH A0 MOCHabIeHHS KIITHHHOI CTIHKHU, HACTIAKOM YOTO € JII3HUC 1 3aru0enb KIITHH.

AMOKCUITWJIIH € 9YyTIWBUM JO pO3IICIUICHHS OeTa-JIakTamMazamM, 10 MPOAYKYIOThCS

PE3UCTEHTHUMHU OakKTepisiMU, OT)KE, CHEKTP AaKTHUBHOCTI aMOKCHLMIIHY $SK MOHOTepamii He

BKJIIOUAE OPraHi3MH, K1 IPOIYyKYIOTh 11l epMEHTH.

KnaBynanoBa kuciora € Oera-JJakTaMOM, CTPYKTYPHO CIOpIAHEHUM 13 NeHiuwiIiHaMu. BonHa

NeaKTuBye Jeski ¢epMeHTH Oera-lmakTamasd, THUM CaMHM 3alo0iraloyu  iHaKTHBAIil

amokcuiiiny. KiaBynaHoBa KuciaoTa y BUIUIAAI MOHOTepanii HE YMHUTH KJIIHIYHO KOPHCHOIO

aHTHOAKTepiaTbHOTO eEeKTy.

CuiiHomeHHs DK/DJ]

Yac, mo mnepeBuilye MiHiMalbHy iHTIOytouy koHueHtpaiiro (Y>MIK), BBakaeTbCsi OCHOBHUM

dakTopoMm, sikuil BU3Ha4Ya€ e(heKTUBHICTD JIsI aMOKCULIMITIHY.

MexaHi3MHU pe3UCTEeHTHOCTI

IcHyIO0TH 1Ba MEXaH13MH PE3UCTEHTHOCTI 10 aMOKCHIIMIIIHY/KIaBYJIaHOBOI KUCIIOTH:

- 1HakTHBaulis OakTepiabHUMU OeTa-lakTamasaMH, SKi cami 1o co0i He iHTiOyroThCs
KJIaBYJIaHOBOIO KHCIIOTOIO, BKJITtouatouu kiac B, C 1 D;

- mneperBopenns [13b, 1o 3mMeHmye adinHICTh aHTHOAKTEPI1ATIBLHOTO Mpenapary 10 MilleHi.




Henponuknicte 6aktepiii a00 MexaHi3M pe(IOKCHOr0 Hacoca MOKE BHUKJIMKATU PE3UCTEHTHICTD
OakTepiit a00 CIIpUATH iii, 30KpeMa, y TpaMHETaTUBHUX OaKTepi.

['paHuyHi 3HAYCHHS

I'pannuni  3nauenHs MIK s aMOKCHIMIIIHY/KJIaBYJaHOBOI  KHCIIOTH,  BCTaHOBIICHI
€BpoIeHCHKUM KOMITETOM 3 BUNPoOyBaHHs aHTUMiKpoOHOi uyTnuBocTi (EUCAST)

MikpoopraHizmMu ['paHnYHI 3HAYEHHS Yy TIMBOCTI (MKI/MJT)
YyTnusi [TomipHO YyTIUBI PesucrentHi

Haemophilus influenzae! <1 - >1
Moraxella catarrhalis! <1 - >1
Staphylococcus aureus 2 <2 - >2
KoarynazoneratuBHi <0,25 > 0,25
cradinokoku
Enterococcus’ <4 8 > 8
Streptococcus A, B, C, G° <0,25 - > 0,25
Streptococcus pneumoniae® <0,5 1-2 >2
Enrepobakrepii -4 - - > 8
['pamHeraTtuBHiI aHaepoOHi <4 8 >8
GakTepii
['pammio3uTHBHI aHaepoOHi <4 8 >8
GakTepii
I'paHnYHI 3HAYCHHS, 110 HE <2 4-8 >8
CTOCYIOTHCS OKPEMHUX BHJIB
! TMoBinomeni 3nauenus mist KOHIEHTpaLi aMOKCHUIIIIIIHY. 3 METOI0 BUIIPOOYBAHHS Yy TIUBOCTI
KOHIICHTpAIlisl KJIaBYJIaHOBOI KUCJIIOTH BCTAHOBJICHA Y 3HAUYEHH1 2 MT/J1.
2 [MoBimoMiieni 3HAUECHHS IS KOHIIEHTpALlil OKCAIWIIIHY.
3 'pannuni 3HaUeHHs, HABeIeHI B TaOMHIII, PO3PAXOBaHi i3 TPAHUYHMX 3HAYEHD I AMITIUITIHY.
4 'paHnuHe 3HAUEHHS PE3UCTEHTHOCTI R>8 Mr/i1 03Hauae, 10 BCi ITAMH 3 MEXaHi3MaMU
PE3UCTEHTHOCTI 3asBJICHI SIK PE3UCTEHTHI.
® 'paHnuHi 3HaUYeHHs, HaBeIeHI B TAOJIHIL, pO3pax0oBaHi i3 TPAHMYHUX 3HAUECHD JUIS
OCH3WINCHIINIIIHY.

Po3noBcro/KEHICTh PE3UCTEHTHOCTI MOXE 3MIHIOBAaTHCS reorpaiqHo 1 3 4acoM Ul OKPEeMHUX
BUIB, TOMY Oa)kaHO MaTH MicCIeBy iH(pOpMaIlilo 1100 YYTJIUBOCTI, OCOOIMBO IMpH JIIKyBaHHI
TSOKKUX 1HQeKuid. 3a HeoOXiZHOCTI MOTpiOeH eKCHepTHUH BUCHOBOK, SKILIO MiclieBa
PO3MOBCIOKEHICTh PE3UCTEHTHOCTI € TaKO0, 110 KOPUCTh Ipenapary, NpUHAHMHI MpU AESIKUX
TUnax iHQeKIiil, BUKIUKAE CYMHIBH.

3a3BUyail YyTIMBI BUINA

['pammosuTrBHi aepodu: Enterococcus faecalis,Gardnerella vaginalis, Staphylococcus aureus
(uyrmuBuit mo merumuiiny)®, Coagulase-negative staphylococci (uyTnuBumii 10 MeTHUUITIHY),
Streptococcus agalactiae, Streptococcus pneumoniae!, Streptococcus pyogenes Ta immi GeTa-
TeMOJTITHYHI CTPENTOKOKH, rpyna Streptococcus viridans.

I'pamueratuBHi aepo6u: Capnocytophaga spp., Eikenella corrodens, Haemophilus influenzae?,
Moraxella catarrhalis, Pasteurella midtocida.

Amnaepoou: Bacteroides fragilis, Fusobacterium nucleatum, Prevotella spp.

Buam, aus akux HaGVTT}I DCSI/ICTCHTHOCTi MOXKEC 6VTI/I HDO6HCMOIO

I'pamnosuTBHI aepobu: Enterococcus faecium?®.,
I'pamueratuBHi aepoou: Escherichia coli, Klebsiella oxytoca, Klebsiella pneumoniae, Proteus
mirabilis, Proteus vulgaris.

[TpupoaHO PE3UCTEHTHI MIKDOOPTAHIZMHU

I'pamueratuBHi aepobu: Acinetobacter sp., Citrobacter freundii, Enterobacter sp., Legionella
pneumophila, Morganella morganii, Providencia spp., Pseudomonas sp., Serratia sp.,
Stenotrophomonas maltophilia.




[HII11 MIKPOOPraHi3MH:
Chlamydophila pneumoniae, Chlamydophila psittaci, Coxiella burnetti, Mycoplasma pneumoniae

$ IIpupoana momipHa 4yTIMBICTE 3a BiACYTHOCTi HAGYTOrO MEXaHi3My PE3HCTEHTHOCTI.

£ Bci cTadiToKOKH, pE3UCTEHTHi 1O METHIWIIHY, € PE3HCTEHTHHMH JO0 aMOKCHIHITiHY/
KJIABYJIAHOBO1 KUCJIOTH.

! Streptococcus pneumoniae, pe3sHCTEHTHHI 10 NEHIIMIiHY, He CIi JIKYBAaTH Ii€l0 JTiKapChKOIO
($hopMOIO aMOKCHITHITIHY/KTaBYJIaHOBOT KUCIOTH (UB. po3aiau «CrociO 3aCTOCYBaHHS Ta JO3M»
ta «OcO0JIMBOCTI 3aCTOCYBAHHS).

2 [1ITamu 3i 3HIKEHOIO YYTIHBICTIO OYJIHM 3apeecTpoBaHi y Aeskux kpainax €C i3 4acTOTOIO BUIIE
10 %.

Dapmakokinemuxa.

Abcopbyis. AMOKCHLIWIIH 1 KJaByJIaHOBAa KHCJIOTa MOBHICTIO JHCOIIIOIOTh Y BOJHOMY PO3YHHI
npu ¢dizionoriuHomy piBHi pH. OOmaBa KOMIIOHEHTH IIBHAKO Ta H00pe abcopOyrOThCS MpH
nepopasbHOMY TMpHiioMi. BioJOCTYyMHICT aMOKCHIIMIIIHY Ta KJIAaBYJIaHOBOI KHCIIOTH CTAaHOBHTH
npubau3Ho 70 % npu nepopaibHoMy npuiiomi. [Ipodini 060X KOMIIOHEHTIB y IJ1a3Mi 1IeHTUYHI,
a Yac JOCATHEHHS MakcuMalibHOi KOHUEeHTpamii B 1wia3mi (Tmax) A7 KOXXKHOTO KOMITOHEHTA
CTaHOBUTH MPHUOIU3HO OAHY TOAHHY.

KonuenTparii aMOKCHLIMIIIHY Ta KIJIABYJAHOBOI KHCIOTH y CHPOBATI, IO JOCATAIOTHCSA IPH
OpUifoMi  aMOKCHUUMIIHY/KJIaBYJIaHOBOT KHUCIIOTH, 1J€HTHYHI THUM, IO JOCSTAIOThCS TMpH
NEepOpPATbHOMY MPUIOMi €KBIBAJIEHTHHX /103 aMOKCHITIITIIHY 200 KJIaBYJIaHOBOI KUCIIOTH OKPEMO.
Po3nooin. binsbko 25 % 3araibHOro o0cAry Ki1aByJaHOBOI KUCIOTH Yy I1a3mi Ta 18 % 3araibHOro
AMOKCHUIIWIIIHY B TUIa3Mi 3B’SI3YIOThCS 3 OUKamu. YSBHUI 00’€M pO3MOALTY CTAHOBUTH OJHM3BKO
0,3-0,4 n/kr nns amokcuUUIiHy 1 61m3bKo 0,2 J1/Kr U1l KJIaByJ1aHOBOT KUCIIOTH.

[Ticnss BHYTpIITHPOBEHHOTO BBEJICHHS aMOKCHUIWIIIH 1 KJIaByJIlaHOBAa KHCIIOTa OYyJM BUSBIICHI B
YKOBUHOMY MiXypi, YepeBHIi TKaHWHI, IKipi, )KUPOBii TKaHWHI, M’ A30Bii TKaHWUHI, CHHOBIaJbHII
Ta NEPUTOHEAIBHIN PiIUHI, )KOBYI 1 THOI. AMOKCHIIMJIIH HE PO3MOAIIAETHCS TOCTATHHOIO MIpOIO B
CIIMHHOMO3KOBIH piJIUHI.

JlocmikeHHsT Ha TBapHHAX HE BUSBWIM JKOIHUX JIOKa3iB 3HAYHOI 3aTPUMKHU PEUYOBUH, MOXITHUX
OyIb-sIKOTO KOMIIOHEHTa Mpemnapary, y TKaHMHAX OpraHiaMy. AMOKCHIIWIIH, SIK 1 OUIBIIICTb
NEeHIWIIHIB, MOXe OyTH BUSBIEHUH y rpyAHOMYy Mouioli. He3HauHa KUIBKICTH KIIaBYJIaHOBOI
KHCJIOTH TaKOX MOke OyTH BHUSBJICHA B IPyJIHOMY MOJIOLI (JIUB. PO3/iT «3acTOCYBaHHS y Mepiof
BariTHOCTI a00 TOyBaHHS TPYIIO»).

byno BusBIEHO, IO SK AaMOKCHUIWJIIH, TaK 1 KJIaByJaHOBa KHCJIOTa IPOHUKAIOTh Kpi3b
TJIareHTapHuil 6ap’ep (AMB. po3aul «3acTOCyBaHHS y TE€pioj BariTHOCTI abo0 TOMXyBaHHS
TPYIUIION).

biompancgopmayis. AMOKCULIMIIIH YaCTKOBO BHMBOJUTHCS 13 CEUEI0 y BHIJISNIAI HEAKTUBHOI
MEHIIMIONHOT KUCIOTH B KUTBKOCTSX, ekBiBaieHTHUX 10-25 % mouatkoBoi no3u. KnaBynanoBa
KHCJIOTA 3HAYHOIO MIPOI0 METa0OMI3y€eThCd B OpraHi3Mi JIIOJUHU 1 BUBOJUTHCA 13 CEUCHO 1
(dexanisMu Ta 'y BUIJIAI IBOOKHUCY BYTJICIIO Y BUIMXYBAaHOMY IOBITPI.

Bugedenns. OCHOBHMM ILUISIXOM BUBEJCHHS aMOKCHLIMJIIHY € HUPKH, TOAl SIK KJaBYyJIaHOBa
KHCJIOTa BUBOAUTHCS SIK HUPKAMH, TaK 1 IUIAXOM Jii MO3aHUPKOBUX MEXaHi3MiB.

Y 310poBUX J0OPOBOJBIIIB CEpeaHIA TMEpioj HAMIBBUBEACHHS aMOKCHIIMIIIHY/KJIaBYJIaHOBOT
KHUCJIOTH CTAHOBUTh NPUOIU3HO OJAHY TOJUHY, a CEpelHiil 3aranbHUN KIIpEeHC — MpHOIM3HO
25 n/rox. Pi3HoMaHITHI TOCTIKEHHS ITOKA3aJId, [0 BUIIJIECHHS 13 ceuero cTaHoBUTL 50-85 % mist
amokcumininy ta 27-60 % uis KiaByJaHOBOI KHMCJIOTH MPOTAToM 24-TOAMHHOTO mepiony. Y
BUIAJKy KJIABYJIaHOBOI KUCJIOTH, HallOUIbIIA KUTBKICTh PEYOBUMHU BUBOJUTHCS MPOTATOM HEPIINX
2 TOAMH MicCJis IpUHoMYy.

OpHOYacHe 3acTOCYBaHHS MMPOOCHEIU/TY CIIOBUTBHIOE BUBEICHHS aMOKCHUIIIIIIHY, alle He 3aTPUMY€
HUPKOBOI €KCKpelii KJIaBYJaHOBOI KUCJIOTH (IMB. po3ain «B3aemomis 3 1HIIMMHU JiKapChKUMHU
3ac00aMU Ta 1HII BUAM B3AEMOIIIN).

Bix. Tlepion HamiBBUBEIEHHS aMOKCHUIIWIIIHY € 1IEHTUYHUM JUIsl AiTel BIKOM Bix 3 MICSIB 70 2
POKIB, JITEH CTapmioro BiKy Ta mopociux. s mitedt (y TOMY YHCII HEJOHOUIEHWX HEMOBIIAT)




MEPIIOTO THOKHS JKUTTS 4acTOTa MPHUHOMY HE MOBHMHHA MEPEBUINYBATH JBa pa3d Ha JCHb depes
HE3pUTICTh HUPKOBOTO NUIAXY BHUBEACHHS. OCKUIBKM TMALIEHTH JITHHOTO BIKY OUTBII CXWJIBHI J0
3HIKEHHA (YHKLII HUPOK, JO3YBaHHS CIiJ] OOMpaTH 3 OOEPEKHICTIO, PEKOMEHIYETHCS TaKOXK
KOHTPOJIb HUPKOBOI (PyHKITI1.

THopywenns ¢yuxyii Hupok. 3arallbHUA CUPOBATKOBUN KIIPEHC aMOKCHIIMIIHY/KIaBYJIaHOBOI
KHCJIOTH TPOTOPIIHHO 3MEHIIYEThCS 31 3HM)KCHHSIM HHUPKOBOI (QYyHKIII. 3HMKEHHS KIIIPEHCY
npernapary OiUTbIl BUPaXEHE I aMOKCUIIMIIHY, HDK JUIS KJIaBYJAHOBOI KHUCIIOTH, OCKUIBKH
OlIbIlIa YaCTKa aMOKCHULIMJIIHY BUBOJMUTHCS HUpKamH. [Ipy HUPKOBiN HEIOCTAaTHOCTI JO3yBaHHSA
Mae 3amo0iraTd HaaMIpHIA KyMyJIAIii aMOKCHUIIWJIIHY, Y TOW K€ Yac 30epiraroud JOCTaTHI piBHI
KJIaBYJIaHOBOI KMCJIOTH (auB. po3/it «CrociO 3acTOCYBaHHS Ta J03H»).

Hopywennua ¢@yukyii neuinku. IlamieHTaM 3 TEYIHKOBOIO HEJOCTATHICTIO PEKOMEHYEThCS
o0epeXHEe 3aCTOCYBaHHS IpenapaTy 1 peryIspHUi KOHTPOIb PYHKIIT TeUiHKH.

Kuiniuni xapakTepucTuKH.

Ilokazannua.

JIikyBaHHS y JOpOCHHMX Ta JiTell OakrepiadbHUX i1HQEKIiH, CIPUYMHEHUX YYTIUBHUMHU [0

AyrMEHTHHY MIKpOOpPraHi3MaMH, TaKUX SIK:

- TOCTpuUii OaKkTepiadbHUN CHHYCHT (T ITBEPKEHUIN);

- TOCTpH CepeIHINi OTHT;

- MiATBEpKEHE 3arOCTPEHHS XPOHIYHOTO OPOHXITY;

- HerocmitajbHa THEBMOHIS;

- UUCTHTH;

- mienonedpuTy;

- iH¢ekuii mKipu Ta M’IKUX TKaHWH, y T.4. HEIIOJITH, YKYCH TBapuH, TSKKI JEHTOATHBEOISIPHI
a0CIIeCH 3 TTOIIMPEHUM IIEITIOJIITOM;

- iH(ekuii KicTOK Ta Cyrio0iB, y T.4. OCTEOMIETITH.

[Ipu npusHaueHHi aHTHOAKTEepialbHUX MpenapaTiB CliJl KepyBaTUCS IMpPaBUIAMM iX HAJEKHOIO

3aCTOCYBaHHSI.

Ilpomunoxazauus.

[TlinBumiena  4ymIMBICTH A0  OyAb-SIKHX  KOMIIOHEHTIB  Tpemapary, [0 OyIb-SKHUX
aHTHOAaKTepiaIbHUX 3aC001B IPyIU MEHIIMIIIHIB.

HasBHicTh B aHaMHe31 TSXKKUX peaklii rinepyymIMBocTi (B T.4. aHadinakcii), MOB’A3aHUX 13
3aCTOCYBAHHSIM I1HIIMX OeTa-makTaMHUX areHTiB (y T.4. IedalocnopuHIB, KapOarmeHeMmiB ado
MOHOOAKTaMiB).

HasBHicTh B aHamHe3l >KOBTSHUII a00 JUCQYHKII MEYiHKH, MOB’SA3aHUX 13 3aCTOCYBaHHIM
aMOKCHLIMITIHY/KJIaByJIaHAaTY.

B3aemooia 3 inwuumu nikapcoKumu 3acovamu ma inuwii 6u0u 63aeMo0iil.

Anmukoazynsinmu 015 nepopaIbHO20 3ACMOCYBAHHS

AHTHKOAryJIsIHTH JJI TEepPOpaJIbHOrO 3aCTOCYBAaHHS Ta AHTHOIOTUKM NEHIIMIIHOBOIO psiy
HIMPOKO BUKOPHUCTOBYIOTHCSl Y MPAKTHIIl MPU BIACYTHOCTI MOBIIOMJIEHBb NP0 B3aemofit0. OnHaK
OMKCAHO BWIMAJKU 30UIBIICHHS MIKHApOAHOro KoedilieHTa HOpMami3alii y Nalli€eHTiB, SKi
npuiiManu  aneHokyMapoia a0o BapdapuH Ta SKUM OyB NPONHCAHMM Kypc JIIKyBaHHS
AMOKCHUIMIIIHOM. SIKIIO HEOOXiHMH OJHOYACHUI NpPUIOM TakuX MpenapariB, CIiJl peTeabHO
KOHTPOJIIOBAaTH MPOTPOMOIHOBHI 1HIEKC, a00 MDKHAPOIHUN KOe]illleHT HopMaui3alii, Mpu
J0JlaBaHHI a00 MPUITMHEHHI NpuiloMy amokcuiminy. KpiM Toro, Moxke 0yTu moTpiOHa KOpeKIlist
O3 aHTUKOATYJISIHTIB JUIS  TEpOpPajbHOTO 3acTOCyBaHHA (IuB. po3aum  «OcobmmuBocTi
3actocyBaHHs» Ta «[1o0iuHi peakii»).

Memompexcam

[TeHiumMmiHM MOXYTh 3HHXKYBAaTH BHUBEACHHS METOTPEKcaTy, IO BHUKJIMKA€E TIOTEHIIHEe
301IbIIEHHS] TOKCUYHOCTI.

IIpobeneyuo



OpHouacHe 3acTOCYBaHHSI IpPOOEHEINIy He peKoMeHAyeThcsa. [IpoOeHenua 3MeHIye HUPKOBY
KaHAJIBILIEBY CEKPEIi0 aMOKCHIIMITIHY. OHOYaCHE 3aCTOCYBaHHS MPOOCHEINITY MOKE MPU3BECTH
70 30UIBIICHHS pIBHSA Ta TPHUBAJIOCTI 3HAXO/KCHHS AaMOKCHUIIMIIHY (ajge He KIaByJaHOBOL
KHCJIOTH) Y KPOBI.

Mikogenonam mogemun

Y xBopuX, SKI JIKYIOTbCA MIKO(QEHOIaTOM MOQETHUIOM, IICJIS II0YaTKy 3acTOCYBaHHS
NEpOPAIBHOTO AMOKCULIMIIIHY 3 KJIaBYJIAHOBOIO KHCIIOTOI0 MOXKE€ 3MEHIIUTHCH IPEI030Ba
KOHIEHTpAallil aKTUBHOTO MeTabodiTy MikodeHonbHOI kucinotu npubmuzHo Ha 50 %. g 3mina
MIPE030BOTO PiBHS MOXKE HE MOBHICTIO BIJIMOBIJIATH 3MiHI 3arajibHOI €KCIIO3HIIT MiKO()EHOIBHOT
KHACIOTH. TakuM 4YMHOM, 3MiHa y J03yBaHHI Miko(eHoJaTy MOoQeTHiy 3a3BHYail He MoTpiOHa,
SAKII0O HEMae KIIHIYHOTO MiATBEp/KEHHS AuChyHKIII TpaHcruiantata. OjHaK MHJIbHE
CIOCTepE)KEHHSI HEOOXITHE MijJ Yac CyMICHOTO 3aCTOCYBaHHS Ta BIPOJIOBXK JIESKOTO Yacy Iicis
aHTUO10THKOTEpAITii.

Ocoobnueocmi 3acmocy8amnnsi.

[lepen mouaTkoM Tepamii aMOKCHIIMJIIHOM/KJIaBYJAQHOBOIO KHCIOTOIO CIiJl PeTeinbHO 3i0paTh
1H(OopMaIiro 010 MOMEepPEaHIX PEeaKIlii MiIBUIICHOT YyTIMBOCTI Ha MEHIIWIIHH, 11edaIoCTIOPHHI
abo iami Oera-makTamHi npenapati (auB. po3aimm «IIporumokazanusy Ta «I1o6iuHi peakiii).
[ToBimomiIsIoCs PO cepiO3HI Ta B OKPEMHX BHUIMAJIKaX JIETabHI peakilii MiABUIIEHOT YyTIUBOCTI
(Bkirouaroun aHadiIaKTHYHI peakiii Ta TOKKI IMIKIpHI TOOIYHI peakiii) y Nalli€eHTiB, sKi
OTPUMYBAJIM JIIKYBaHHA MEHIIMIIHOM. Peakuii rinepuyTinBOCTI TaKOXK MOXKYTh MPOTPECYBATH 10
curnpomy Koynica — cepiio3Hoi anepriuyHoi peakiiii, sika MOXKe MPU3BECTH A0 iH(apKTy MioKapaa
(muB. pozain «lloGiynHi peaxiii»). Taki peakiii OUTBII BIpOTiAHI Yy XBOPUX 3 MiJBUIICHOIO
YYTJIMBICTIO JIO TICHIWIIHY B aHAMHE31 Ta Malli€HTIB 3 aTOMYHIMH 3aXBOpIOBaHHSAMU. [Ipu mosBi
aJIepriyHol peakuii ciiJi OPUIUHUTU 3aCTOCYBaHHS aMOKCHUIMIIIHY/KJIaBYJaHOBOI KHUCJIOTH Ta
PO3MOYaTH BiANOBIIHY albTEPHATUBHY TEpaIlito.

[ToBitomisIocst PO BUMNAJAKM BUHUKHEHHS CHHAPOMY MEAMKAMEHTO3HOro eHTepokomirty (drug-
induced enterocolitis syndrome — DIES) mnepeBaxHo y miTedd, SKi OTpUMYyBaJId
AMOKCHIIWIIIH/KJIaByJ1aHOBY ~ KucioTy  (auB.  po3min  «lloGiyni  peakuii»). Cunapom
MEIMKaMEHTO3HOTO EHTEPOKOJNIITy — ajiepriyHa peakiis 3 OCHOBHHM CHMIITOMOM — TpHBaJe
OmoBaHHsA (depe3 1-4 roaMHuU micias NpuUHOMy JIKapchKOro 3aco0y) 3a BiACYTHOCTI allepridyHUX
HIKIpHUX a00 pecnipaTOpHUX CUMOTOMIB. Jl0JaTKOBI CHUMNITOMHU MOXYTh BKIIOYATH OUIb Yy
KHUBOTI, JIlapeto, TIMOTEH3110 abo JIeHKonUTOo3 3 HeTpodiniero. 3adikcoBaHi cepiio3HI BUMAIKH,
BKJTIOYAIOUYH MPOTPECYBAHHS JIO IIOKY.

VY pasi Ko AoBeneHo, mo iH(EKIis BUKJIMKaHA MIKpOOPraHi3MOM(-aMH), YyTIUBUM(-UMH) 10
AMOKCHUIIWIIHY, CJiJ PO3IISHYTH NepexiJ Bl aMOKCHUIMIIHY/KJIaBYJIaHOBOI KHCIOTH [0
aMOKCHIMJIIHY B1JIMOBIIHO JI0 3arajJbHONPUNHHATHX HACTAHOB.

[Is nmikapcbka ¢opMa AYrMEHTHHY HE MiAXOJIUThH JJIsl 3aCTOCYBaHHS 3a HAsBHOCTI BUCOKOTO
PHU3HUKY TOTO, I10 BipOTiiHI 30yAHUKN 3aXBOPIOBAHHS MAIOTh PE3UCTEHTHICTh J10 OeTa-JIaKTaMHHUX
mpenapariB, sKa HE OIocepenkoBaHa OeTa-JakTama3aMd, YyTJIMBAMU JO 1HTIOyBaHHS
KJIaBYJaHOBOIO KHcioToro. He cnijg 3acTocoByBaTH IO JIIKAPChbKy (opMy s JIIKyBaHHS
PE3MCTEHTHOIO JI0 MEHIMWIIHY S. pneumoniae.

VY nmnamieHTiB 3 nopymeHHsIM (QYHKLII HUPOK Ta Yy MAalli€HTIB, SKI NPUIMalOTh BHCOKI JI03H
npernapary, MOKJIMBE BUHUKHEHHS cyJoM (auB. «I1o0iuH1 peakii»).

Crin yHUKATH 3aCTOCYBaHHS aMOKCHULIMITIHY/KJIaByJIaHOBOT KMCIOTH IIPH MiA03pi Ha 1HEKIiiHIHA
MOHOHYKJI€03, OCKUIBKM B LIbOMY BHIIAJIKy 13 3aCTOCYBAHHSIM aMOKCUIWIIHY OyJIO TOB’s3aHe
BUHUKHEHHS KOPOMOAIOHOT0 BUCUTIAHHS.

OHOYaCHUI TTPUIOM AJIONMYPUHOY I/ Yac JIIKYBaHHS aMOKCHIMJIIHOM ITABUIIYE€ WMOBIPHICTH
BUHUKHEHHS JIepPriYHUX peakiliil 3 00Ky IIKipH.

TpuBane 3acTocyBaHHS B OKPEMHX BHITaKaX MOXKE MPHU3BECTH JO0 HAJMIPHOTO PO3MHOKEHHS
MIKpPOOpraHi3MiB, HEUyTIUBHUX J0 Mpernapary.

BuHuKHEHHS Ha MOYaTKy JIIKYBaHHS TapsuKOBOI T'€HEpasli30BaHOI EpPUTEMH, IIOB’S3aHOI 3
YTBOPEHHSM IYCTYJd, MOK€ OyTH CHUMITOMOM TOCTPOrO T€HEpali30BaHOTO €K3aHTEMAaTO3HOI'0



nyctynbo3y (ITEID) (auB. po3min «IloGiuni peaxmii»). Taka peakiiiss BUMarae HMpUIIUHEHHS
3aCTOCYBaHHA AYIMEHTHMHY Ta € [POTUIIOKa3aHHAM [UIsi MOJAJbIIOr0 3aCTOCYBAaHHS
AMOKCHIIWITIHY .

Criz 3 00epexHICTIO 3aCTOCOBYBAaTH aMOKCHIIMJIIH/KJIaBYJIAHOBY KHCJIOTY TAIli€HTaM 3 O3HAaKaMH
nopyiieHHs QyHKIT nediHku (quB. po3aim «Crnoci0d 3acTocyBaHHs Ta 103W», «[IpoTunoka3zanHs»
Ta «I1o0iuHi peakiii»).

[ToBimoMsIoCs PO YCKJIAAHEHHS 3 OOKY NEUiHKM NePEeBAKHO Y YOJIOBIKIB Ta MAIi€HTIB JITHHOTO
BIKYy, 1[0 MOXYTh OyTH TOB’S3aHl 3 TpHUBAIMM JIiKyBaHHsAM. IIpo Taki yCKJIaJHEHHS y miTEeH
MOBIIOMJISUIOCS YK€ PiJIKO. Y BCIX TPYIl MAIlIEHTIB CUMIITOMH, SK MPABUIIO, BAHUKAIOTH ITi/1 Yac
abo He3abapoM mMicis JTIKyBaHHS, IPOTE€ B OKPEMUX BHUIAJKAaX MOXKYTh BHUSBIATHUCS JIMIIE Yepes3
KUIbKa TIJKHIB TICIs 3aKiHYCHHS JiKyBaHHS. Taki sBWINA, SIK TMPaBHIO, € OOOPOTHUMHU.
VYcknagHeHHs 3 OOKYy MEUYiHKM MOXYTh OYTH TSUKKUMH, y BHHATKOBO PIIKMX BHIIaJKaX —
netanbHUMU. Taki sBUINA 3aBXKIU CHOCTEpIraiucs Yy TMali€HTIB 3 TSDKKUM OCHOBHUM
3aXBOPIOBAHHAM a00 THX, XTO OJHOYACHO MpHUKMaB NpenapaTH 3 BiJOMUM TNOTCHUIHHUM
BILTMBOM, IT[0 MOX€E MPU3BECTH JI0 YCKIIATHEHD 3 00Ky nedinku (quB. po3aut «I1o0iuHi peakiii»).
[Ipu 3actocyBaHHI Maibke BCIX aHTHOAKTEpiaJbHUX MpENapaTiB, BKIIOYAOYH AMOKCHIIMIIIH,
MOBIIOMJISUTIOCS TIPO aHTHO10TUKOACOIIMOBAHUI KOJIT, CTYIIHb TSKKOCTI SIKOTO MOKE BapiloBaTH
BiJl JICTKOTO JIO HeOe3meuHoro Juist KUTTSA (nuB. posnin «[lobiuni peakmii»). Tomy BakIHBO
BpPaxOBYBAaTH II€il JiarHO3 Mali€eHTaM 3 HasBHOIO Jiapeero Mija yac ado micis mpuiiomMy Oyab-sSKUX
anTuOioTukiB. Ilpm mosBI aHTHOIOTHKOACOIIIOBAHOTO KOJITY CJiJ HErailHO NPHUIUHUTH
3aCTOCYBaHHA AYIMEHTHHY, 3BEpHYTHUCA 32 MEIMYHOIO JOIMOMOTOI0 1 pO3MOYaTH BiJMOBIIHE
JiKyBaHHA. 3aCTOCYBaHHS MPOTUIIEPUCTAIBTHYHUX penapaTiB y TAKOMY pa3i MpOTUIIOKa3aHe.
[Tpu TpuBamiii Tepamii peKOMEHIY€ThCS MEpioAUYHA OIiHKA (YHKI[IH CHUCTEM OpraHiB, y TOMY
yrcii QyHKIIT HIPOK, EYiHKHA Ta KPOBOTBOPEHHS.

Y nmamieHTiB, SKi NpUMald aMOKCHULIWJIIH/KJIaBYJIAHOBY KHUCJIOTY, B PIAKICHUX BHUIAAKaX
MIOBITIOMJISUIOCS] TIPO TIOJOBXKEHHS NPOTPOMOiIHOBOTO iHIEKCYy. [Ipu omHOUacHOMY MpH3HAuYEHHI
AQHTUKOAryJISIHTIB CJIiJl 3/A1MCHIOBAaTH BiANOBIAHUNA KOHTPONb. JlJis MIATPUMKH Oa)kaHOTO PIBHA
AQHTHUKOATYJALii MoXe OyTH TMOTpiOHAa KOPEKIsl J03M AaHTHUKOATYJISHTIB JJISl MEpOPATBbHOTO
3aCTOCYBaHHA (IWB. po3ain «B3aemonis 3 IHIIMMHU JIKapChKUMM 3aco0aMu Ta 1HINI BUIU
B3aemMoii» Ta «I1o6iuni peakmiin).

[TamienTam 3 mopyuleHHsM (YHKIIT HMPOK CIiJi CKOPUIYBAaTH J03y 3aJI€XKHO BiJl CTYHEHS
nopytieHHs (AuB. po3ia «Crnocid 3aCTOCYBaHHS Ta 031 ).

VY namieHTiB 31 3HMKEHUM J1ype3oM JyXe PiJKO crocTepiraiacs KpuUcCTalmypis (BKIOYAOUU
rOCTpe Ypa)keHHs HUPOK), EPEBaKHO MpHU MapeHTepanbHii Tepamii. [lin yac npuitoMmy BHCOKHX
7103 aMOKCHIMJIIHY CIiJi MiATPUMYBAaTH JIOCTaTHE CIOKUBaHHS PIAMHU Ta Jiype3 3 METO0
3HIDKEHHST HMOBIPHOCTI ~ KpUCTalypii, MOB’S3aHOI 3 AaMOKCHLIMJIIHOM. Y TMalll€eHTIB 3
KaTeTepHU3alli€l0 CEeUYOBOr0 MiXypa CIiJ PeryjsipHO MEepeBIpATH MNPOXiAHICTh KaTeTepiB (JIUB.
poszain «IloGiuni peaxiii» Ta «Ilepeno3yBanHs»).

[Ting yac miKyBaHHS aMOKCHIIMJIIHOM CIIiJ] 3aCTOCOBYBaTH (pepMEHTATHBHI METOJIM BU3HAYCHHS
TIFOKOOKCH/Ia3W MPU BUMPOOYBAaHHI HA HASIBHICTH TJIFOKO3M B CE€4i, OCKIJIBKH IMPHU 3aCTOCYBAHHI
He(epMEHTaTUBHUX METO/IIB € BIPOTiJHICTh OTPUMAaHHS XUOHOMO3UTUBHUX PE3YJIbTaTIB.
HasiBHICTH KJ1aByJ1aHOBOT KUCIIOTH y Tpenapari AyrMEHTHH MOK€e NMPU3BECTU 10 HECTEU(DIYHOTO
3B’a3yBaHHsa  IgG 1 anpOymiHy MeMmOpaHamMu €pUTPOLUTIB, IO MOXeE MpPHU3BECTH J0
XHMOHONO3UTUBHUX pe3ybTaTiB nmpodu Kymoca.

[ToBiomissiocst MPO MO3UTUBHI pe3yibTaTH (EPMEHTHOrO IMyHOAHAJi3y 3 BHKOPHCTAHHIM
Platelia Aspergillus BupoOHuntBa Bio-Rad Laboratories y mamieHTiB, sKki npuiiManu
AMOKCHLIMITIH/KJIaByJIJAHOBY KHUCIIOTY Ta y SKHUX 3roJloM Oyjla BHU3HaHAa BIJCYTHICTb iH]eKii
Aspergillus. TToBimomitsimocst po mepexpecHi peakiiii 3 mosicaxapuaaMu Ta mojidypaHozaMmu NON-
Aspergillus npu npoBeneHHi GepMeHTHOrO iMyHOaHali3y 3 BUKopucTaHHsAM Platelia Aspergillus
BupoOHuITBa Bio-Rad Laboratories. ToMy MO3WTHBHI pe3ysibTaTH aHANi3IB y TMAIli€HTIB, SKi
OTPUMYIOTh JIIKYBaHHS aMOKCHIIMJIIHOM/KJIaBYJaHOBOIO KHCJIOTOIO, CJiJl I1HTEpHIpEeTyBaTH 3
00€peXHICTIO 1 MATBEPHKYBATH THITUMU J1arHOCTUYHUMHU METOIaMH.



Cycnensiss AyrmentuH 457 mr/5 mn  wmictute acmapram (E 951) 25 wmr/mn — keperno
deHiananiny, TOMy mpernapar CiIiI Mpyu3HavYaT 3 00EPEKHICTIO MaIliEHTaM 3 PEHITIKETOHYPIEIO.
Jlikapchkuit 3aci0 MiCTUTh MaJbTOACKCTPHH (TTI0K03Y). He 3acTocoByBaTu mpemnapar namieHTam 3
PIIKICHIM CHHAPOMOM MaihabCcopOIIii TIIFOKO3U-TAIaKTO3H.

3acmocysanns y nepiod sacimnocmi abo 200y8anHus 2pyooro.

Baritricte. JlocmipkeHHsT Ha TBapUHAaX HE BKa3ylOTh Ha MNpsAMHUA abo OmocepeaKoBaHUI
IIKIIJTMBUNA BIUIMB Ha TepeOir BariTHOCTI, PO3BUTOK eMOpioHa/TI0/1a, TT0JIOTH ab0 MOCTHATAIBHHUI
po3BuTOK. OOMEXKEH1 JaHl MO0 3aCTOCYBaHHS aMOKCHIMIIHY/KJIaBYJIaHOBOI KHUCJIOTH ITiJI 4Yac
BariTHOCTI Yy JIFOJMHUA HE BKa3ylOTh Ha TIJABHUINECHUN PU3UK BHHUKHCHHS BPOJDKCHHUX BaJl
PO3BHUTKY. Y €IMHOMY JOCTIDKCHHI y JKIHOK 3 MepeJYacHHM pO3PUBOM OOOJIOHOK ILIOJA
MOB1IOMJISIIOCS, 110 TPOQIaKTUYHE JIIKYBAaHHS aMOKCHIMIJIIHOM/KJIABYJIaHOBOIO KHCJIOTOI0 MOXeE
OyTM TIOB’s3aHE 3 MIJBUIICHUM PH3UKOM PO3BUTKY HEKPOTHYHOTO EHTEPOKONITY y
HOBOHapo keHuX. Ciil YHUKaTH 3aCTOCYBaHHS Iperapary IMiJ 4Yac BariTHOCTI, 3a BHHSATKOM
BHITAJIKiB, KOJIH JIIKap BBAXKA€E 11€ HEOOX1THUM.

[lepion ronayBanus rpyuiro. OOuaBI peHOBMHHM BHIUISIOTHCS B TPYIHE MOJIOKO (HEMae TaHUX
IIO/I0 BIUIMBY KJIABYJIAHOBOI KHCJIOTH Ha HEMOBIIS, sike Nepe0yBae Ha TPYJAHOMY TOJyBaHHI).
TakuM YUHOM, Yy HEMOBISITH, sKe mepeOyBae Ha TPYJHOMY TOJyBaHHI, MOXJIMBE BUHUKHEHHS
niapei Ta rpuOKoBoOi 1HQEKIiT CIU30BUX 00OJIOHOK, TOMY IIiJl Yac MPHUIiOMY Mpenapary royBaHHs
rpynaro ciifg npunuHuTH. CIifg NPUHHATH 0 YBard MOJIIMBICTE BUHUKHEHHS aJepTidyHHX
peakmiii. 3acTocyBaHHS aMOKCHULIMJIIHY/KJIaBYJAHOBOI KHCJIOTH MiJ dYac TOIYBaHHS TPYIII0
MO>KJTBE JIMIIIE IiCIIsl OIIHKH JIIKAPEM CITIBBITHOIICHHS PU3HK/KOPHUCTb.

30amuicms enausamu Ha WEUOKICMb peakyii npu KepyeawHi agmompaHcnopmom abo HuuUMu
MeXaHizMamu.

JlocmiKeHHsT 100 3[JaTHOCTI MpenapaTy BIUIMBAaTH Ha MIBHJIKICTh peakilii MpH KepyBaHHI
aBTOTPAHCIIOPTOM 1 poOOTI 3 IHIIMMH MEXaHI3MaMH HE MPOBOAMIUCH. IIpoTre MoKIHMBE
BUHUKHEHHS HeOaKaHMX e(eKTiB (TaKMX SK aJepriuHi peakiii, 3aIraMOpOUYeHHS, CyIOMH), SIKi
MOKYTh BIUTMHYTH Ha 3/1aTHICTh KEPyBaTH aBTOMOOLIEM 1 MpAIOBaTH 3 IHIIUMHU MeXaHi3MaMu
(muB. po3nin «IloGiuHi peakmii).

Cnoci6 3acmocyeanns ma 0o3u.

Jlo3yBaHHS BHpaXK€HE B IepepaxyHKy Ha BMICT aMOKCHLMJIIHY/KJIaBYyJIaHOBOi KHCIIOTH, 3a

BUHSTKOM BUTIAJIKiB, KOJIM JI03yBaHHS BUPAXECHE B TIEPEPaXyHKy HA OKPEMHII KOMITOHEHT.

[Tpu BuGOPI 103yBaHHS AYTMEHTHHY JUIs JTIKYBaHHS OKpeMOi 1H(EKIIii ¢l BpaXxOByBaTH:

- BIpOriAHI 30yJHUKM 3aXBOPIOBAHHS Ta iX IMOBIPHY UYTJMBICTh JO aHTHOAKTEepiaJbHUX
npenapartiB (IuB. po3aia «OcoOIUBOCTI 3aCTOCYBAHHSY);

- CTYIIIHb TSKKOCTI Ta MicIe 1HQeKIii;

- BIK, Macy Tij1a 1 HUPKOBY (DYHKIIIIO MaIlI€HTA, SIK BKA3aHO HIDKYE.

VY pa3i HEOOXiNHOCTI Ciif PO3IJISHYTH MOXIIMBICTh 3aCTOCYBAHHS aJbTEPHATUBHUX (QOpPM

BUIYCKY AYTrMEHTHHY (TOOTO TakuX, 110 3a0e3MeuyloTh BHUIII J03UM aMOKCHULMIIHY Ta/abo pi3Hi

CIIBBIIHOIIIEHHS BMICTY aMOKCUIIMWJIIHY Ta KJIaBYJIaHOBOI KUCJIOTH) (AMB. po3auiu «OcoOauBoCTi

3acTocyBaHHA» Ta «PapMakoINHAMIKaY).

Hnst miteit 3 macoro <40 Kr 14 Jikapcbka popMa AyrMeHTHHY 3a0e3Medye MakKCUMalIbHY JOOOBY

no3y 1000-2800 mr amoxcunmiiny/143—400 Mr k1aBy/1aHOBOI KHCJIOTH, 32 YMOBH NpUlOMy, SK

PEKOMEHJIOBAHO HIDKYE. SIKIIO BBaXXKAa€ThCs HEOOXITHOI TIJABUINEHA J103a AMOKCHIIWIIIHY,

PEKOMEHYETbCs BHOpATH 1HIIY JIIKAPCbKY (opMy AYTMEHTHHY 3 METOI0 YHUKHEHHS IpUHOMY

HaAMIPDHO BHUCOKMX JOOOBUX JI03 KIJIABYJIAHOBOI KHCIOTH (auB. po3aimun  «OcoO0amBOCTI

3acTocyBaHHA» Ta «PapMakoInHAMIKaY).

TpuBanicTe JIKyBaHHS BH3HAYAIOTh IHAMBIAYAJIbHO [UIsI KOXKHOTrO mauieHTta. [lpu gesxux

1HpeKUiAX (HampUKIaa MpU OCTEOMIENITI) HeoOXinHe OulblI TpuBaie JikyBaHHs. JIiKyBaHHS He

MOBUHHO TpuBaTu Ounbine 14 gHiB 0e3 mepermsaay (muB. po3ain «OCOOMMBOCTI 3aCTOCYBaHHS

CTOCOBHO TpHBaJIOi Teparmii).



ity 3 Macoto Tina > 40 Kr: c1iJi 3acCTOCOBYBATH 1HIII (opMu AYyTrMEHTHHY.

Jitu 3 macoro Tina <40 kr

PexomennoBaHi 103u:

- Bix 25 mr/3,6 mr/kr/mno0y no 45 mr/6,4 Mr/kr/no0y, po3noAiIeHUX Ha JABa IPUHOMH;

- s JiKyBaHHS JAEAKMX i1H(QEKUild (TakuxX K CepefHid OTUT, CHHYCHT Ta iHQEKIii HIKHIX
TUXAIbHUX MUIAXIB) JITSAM 3 2 POKiB MOXHa 3acTOCOBYBaTH 103y a0 70 mr/10 mr/kr/mo0y,
PO3MOAICHY Ha JBa MIPHIOMH.

Hemae xmiHIYHUX JaHUX I JIKapChKux ¢GopM AyrMeHTHHY 7:1 1OJ0 103 BHUIUX HIXK

45 Mr/6,4 Mr/kr/mo0y 11 MaIi€eHTiB A0 2 POKIB.

Hemae xmiHIYHEX JaHUX Ui JIKapcbkux (opM AyrMeHTHHY 7:1 CTOCOBHO Malli€HTIB BIKOM A0 2

MicsiB. TakuMm YWHOM, pEKOMEH/1aIlii CTOCOBHO J03YBaHHS IS Li€1 TPYIH MAIi€HTIB BICYTHI.

Hayienmu nimuvo2o 8iKy

Kopekiis 1031 He moTpiOHA.

THopywenns ¢hynxyii Hupok

[Tamtientam 3 kaipercoM kpeaturiny (CrCl) 6umbmn Hixk 30 MJI/XB KOPEKIlis 1031 HE TOTpiOHA.

[TamienTam 3 KJipeHCOM KpeaTHHiHy MeHII HiK 30 MJI/XB HE PEKOMEHIYETHCS 3aCTOCYBaHHS

JTiKapCchbKUX (opM AYrMEHTHHY 31 CIIBBITHOIICHHSIM aMOKCHIIMJIIHY Ta KJIaBYJIAHOBOI KHCIIOTH

7:1, OCKUIbKH HEMA€ HasIBHUX PEKOMEHJAIIN 1010 KOPEKIIil 103H.

Topywenns ¢hynxyii nevinku

Pexkomenmyerscsi oOepexHe 3aCTOCYBaHHS 1 PEryIspHANA KOHTPOJIb (YHKIIi TMEYiHKH

(nuB. po3ninu «IIporunokazanus» Ta «OCOOIUBOCTI 3aCTOCYBAHHS).

Crioci 3acTocyBaHHS

AyrmeHTHH™ npr3HaYeHUH 715 TepOPaIbHOrO 3aCTOCYBaHHS.

[Ipenapar Cuix mpuiiMaté mifg 4ac ind, 00 3BECTH A0 MiHIMyMy MOTEHIIHHY NUTYHKOBO-

KHIIKOBY HETIEPEHOCHUMICTb.

Tepamito MOXHa pO3MOYATH MAPEHTEPAIBLHO, BIAMOBITHO A0 I1HCTPYKLIi A METUYHOTO

3aCTOCYBaHHS 1H €KIIHOT opMu AYrMEHTHHY, Ta MPOJOBKHUTH 3a JOIOMOIOI0 Mpenapary s

MEePOPATLHOTO 3aCTOCYBaHHS.

Incmpykyis 0ns npueomysanms Cycnem3sii.

[lepen 3acTocyBaHHSIM TeEpeBIpUTH LUTICHICTH TuIoMOM Ha Kpumi. Ctpycutn (iakoH, mioo

po3puxiuTU nopomok. JlogaTu HeoOXiaHY KiTbKICTh BOAU (SIK BKa3aHO HIDKYE), TIEPEBEPHYTH Ta

petenbHO 300BTaTU. IHIIMI croci6: 3amoBHUTH (IAKOH BOAOK0 TPOXM HHUXKYE BIIMITKH Ha
€TUKETIll, IEPeBEpHYTH 1 PEeTeNbHO 300BTATH, MOTIM 3aMOBHUTH (PIAKOH BOAOIO /O BiIMITKH,

MIEPEBEPHYTH i 3HOBY PETEIIHLHO 300BTATH.

Jlo3yBaHHs O06’em BoH, SIKUM HEOOX1THO Kinuesuit 06’eM po3unHEeHOT
JI0JIaBaTH JIJIsl PO3YMHEHHS (MJI ) OpaJIbHOI CycIeH3ii (M)
400 mr/57 mr/5 mn 62 70

[Tepen KOKHUM 3aCTOCYBAaHHSAM (UIAKOH CIIiJI PETENbHO 300BTYBATH.

imu. 3acTOCOBYIOTH JiTSM BiKOM Bia 2 micsiiB. iTsm 3 Macoro Tina Oinbiie 40 Kr MprU3HAYaI0Th
npernapar B 1HIIIH JIKapchKiil popmi.

Ilepeoosysanns.

Cumnromu

MoXyTp criocTepiraTucs CHMIITOMH pO3JaJiB IUTYHKOBO-KHIIKOBOTO TPAKTy Ta TOPYIICHHS
OanaHcy piIMHM Ta enekTpoiTiB. Crioctepiranacs KpUCTanypis, OB’ s3aHa 3 aMOKCULIMIIIHOM, 110
B OKpPEMHUX BHIMAJKax MPU3BOAWIA JO HUPKOBOI HemocTaTHOCTI (auB. po3nin «OcoOnmBOCTI
3aCTOCYBaHHS» ).

VY nmnaiieHTiB 3 HOpYyIIEHHSAM (YHKIII HUPOK Ta y TMAalli€HTIB, SKI NMPUHAMAIOTh BHUCOKI 03U
npernapary, MOXJIMBE BAHUKHEHHS CYOM.

[ToBimoMIISITOCS TIPO OCITAaHHS aMOKCHIMIIIHY y KaTeTepax CEYOBOTO MiXypa, MEPEeBaKHO TMICIIs
BHYTPIIIHPOBEHHOT'O BBEJCHHS Yy BHUCOKHMX J03ax. CIiff peryiasipHO MEepeBIpATH MPOXiTHICTH
KaretepiB (quB. po3alT «OcoOIUBOCTI 3aCTOCYBAHHSI).



JlikyBaHHs
[TopymreHHs 3 60Ky NUTYHKOBO-KHIIIKOBOT'O TPAKTy MOJYKHA JIIKYBAaTH CUMITOMATHYHO, 3BEPTAIOYH

yBary Ha OajaHc piJUHH/€JIeKTPOIITIB.
AMOKCUIIMJTIH/KJIaBYJIaHOBAa KHCJIOTa MOXYTb OyTH BHJaJieHi 3 KPOBOTOKY 3a JOINOMOTOIO
reMoIianisy.

Ilo6iuni peaxuii.

HaiiGiap1m yacTo moBimoMIsIOCs Mpo Taki moOiuHi peakiii Ha npenapat (I1P), sk miapes, HynoTa
Ta OJIIOBaHHS.

[Tepenik HeOaxxaHWX peakliid Ha Mpemapar, BiIOMHX 3 KIIHIYHUX JOCTIKEHb AYTMEHTHHY i
HOCTPEECTPALIIMHOTO Harisay Ta KiIacH(IKOBaHUX 3a CHUCTEMHO-opraHHuM kiacoM MedDRA,
HA/Ia€ThCS HUKYE.

3acTOCOBYEThCS Taka Kiacudikallis 4aCTOTH BUHUKHEHHSI OOIYHUX €(EeKTiB:

ayxe gacto > 1/10;

gacto > 1/100 ta < 1/10;

Heyacto > 1/1000 ta < 1/100;

piako > 1/10000 ta < 1/1000;

ayxe piako < 1/10000;

HEBIJIOMO (YaCTOTY HEMOXJIUBO OLIIHUTHU 3 HASIBHUX JIAHUX).

Inghexyii ma ineasii.

YacTo: KaHAM103 WIKIPHU Ta CIAM30BUX 0OOIOHOK.

HeBizomo: HaaMipHE PO3ZMHOKEHHS MIKpOOPraHi3MiB, HEUYTJIMBUX JI0 TIpenapary.

Posznaou 3 6oky kposomeopnoi ma nimgpamuuroi cucmemu.

Pinko: o6opoTHa selikoneHis (BKII0Ual0Yd HEHTPOIIEH 10) Ta TPOMOOLIUTOIICH .

HeBigomo: 0GopoTHHMII arpaHyJoLMTO3 1 TeMOJITHYHA aHeMis; 301IbIIEHHS Yacy KpOBOTeYl Ta
poTpoM6iHOBOTO iHAEKCY®.

Posznaou 3 6oky cepys.

Hesigomo: Cunnpom KoyHsica.

Posnaou 3 6oky imynnoi cucmemu®.
HeBinomo: aHrioHeBpoTHYHMI HaOpsK, aHadimakcis, CHHAPOM, NOAIOHWN 10 CHPOBATKOBOI
XBOPOOH, aJlepriYHUN BaCKYJIIT.

Po3znaou 3 6oky nepeosoi cucmemu.

HeuacTo: 3anmamopo4eHHs1, TOJIOBHUHN O1Jb.

HeBioMo: 060pOTHA TillepaKTHBHICTb i CYIOMH2, ACENTHYHNH MEHIHTIT.

Posnaou 3 60Ky wnynKo8o-KUuK08020 mpaxmy.

Yacro: miapes, Hy10Ta®, GIIFOBAHHS.

HeuacTo: po3nanu nutyHkKa.

Hesinomo: anTHO10THKOACOIIHOBAaHUI KOJIT “, «YOPHHUI BOJOXaTUM S3UMK», 3MiHA 3a0apBICHHS
3y6mHoi emani !, cumapom MemumkamenrtosHoro entepokonity (drug-induced enterocolitis
syndrome — DIES)), roctpuii HaHKpeaTHT.

T'enamob6iniapui posnaou.

Heuacro: nigsumenns pisus ACT ta/a6o AJIT®,

Hesinomo: rematutu® Ta Xo1ecTaTHYHA )KOBTAHULLA'.

Po3znaou 3 60Ky wKipu ma niowKipHux mxanun’.

Heuacro: mikipHi BUCHIIaHHS, CBEpO1kK, KPOIUB’ THKA.

Pinko: MyneTH(OpPMHA epuTeMa.

Hesigomo: cunnpom CriBeHca — J[KOHCOHA, TOKCHUYHUHM €MiJepMaIbHUN HEKPOIi3, OyIbO3HMIA
ekcONaTUBHUI IepMATHT, TOCTPHil TeHepali30BaHMH eK3aHTEMATO3HUI MycTynbo3®, peakiis Ha
JKY 3 eo3uHodIier0 Ta cucteMHuMu cumntoMamu (DRESS), xBopo0Oa miHIHHOTO IMyHOTIIO0YTIHY
A (IgA).

Po3znaou 3 6oky Hupox ma cewougioHux WLAXI8.

Jly’e pijKo: iHTepCTUIiabHNIA HeDPUT, KpECTATypis® (BKIIIOUAIOUM TOCTPE YPakeHHs HUPOK).
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! NMus. po3ait «OcobIUBOCTI 3aCTOCYBAHHSI.

2 JuB. po3in «OcoGIMBOCTI 3aCTOCYBAHHS.

% Hynora yacrilme mop’s3aHa 3 OpUHOMOM OiNbIN BUCOKHX TEpOpalbHMX 103 IpemapaTy. Ilpu
BUHUKHEHHI MUTYHKOBO-KHMIIKOBUX pEaKIil X THKKICTb MOXKHA 3HU3UTH LUIIXOM MNpUIOMY
AyrMeHTUHY T Yac iau.

4V ToMmy umcini mceBIoMeMOpPaHO3HMH KOMIT i reMopariunuii Komit (auB. po3ain «OcoGmuBocCTi

3aCTOCYBAHHSD?).

S Tlomipre mimBumenns piBHiB ACT Ta/a6o AJIT wacrimme crocTepiramocs y MaIli€HTIB, sKi

OTPUMYBAJIM JIIKYBaHHS aHTHOIOTUKAMU OeTa-JIaKTaMHOI TPYIMH, ajleé 3HAYUMICTh IIUX PE3yJIbTaTiB

HEBiOMa.

 Ili sBuma crocrepiraamcss y pasi 3acTOCYBAaHHS iHIIMX AHTHOIOTHKIB IICHII[MJIIHOBOTO Ta

11e(haIoCOpUHOBOTO PSAY (IUB. PO3ia «OCOOIMBOCTI 3aCTOCYBAHHSD» ).

" TIpu BMHUKHEHHI PeaKIiil MiJBHIIEHOI YyTIMBOCTI (IEPMATHUTY) 3aCTOCYBAHHS IIpEHapaTy Clil

OPUMTUHUTH (IUB. po3aia «OCOOIUBOCTI 3aCTOCYBAHHS).

8 Tus. po3nin «Ilepeno3yBaHHs».

% JTuB. po3ain «OcoOIMBOCTI 3aCTOCYBAHHS.

10 Nus. posain «IIpoTunokaszanus» Ta «OcoOIMBOCTI 3aCTOCYBAHHSY.

11 Mpo 3miny 3a6apsiaenns 3yOHOI eMani IyKe Piako MOBimoMusanocs y jiteil. PeTenpHa Tiriena

POTOBOI MOPOKHUHU MOXKE MOMEPEAUTH TaKy 3MiHY 3a0apBIICHHS, OCKUIBKHU 1€ SBUIIE YCYBAETHCS

NUISTXOM YHINEHHS 3yOiB.

Tepmin npuoamuocmi. 2 poxu.

YMmoBu 30epiranns. OpuriHajabHI YHakoBKH 30epiraTé 3aKpUTHMHU IpPU TEMIIEpaTypi HUXKUE
25 °C y cyxomy Mmicui. [IpuroroBany cycrnensito 30epiratu y X0oJIOAUIBHUKY MPU TEMIEpaTypi Bijll
2 o 8 °C mpotsirom 7 mHiB. 30epiraTv y HEIOCTYITHOMY JUISI IITEH MiCIIi.

YnakoBka. [lopomok st mpuroryBanHs 70 M cycrnensii y ¢uiakoHax 3 MPo30poro CkKia 3
METaJIeBOI0 KPUILIKOIO, IO 3arBUHYYETHCA (3 KOHTPOJEM IMEPLIOro BIJKPHUTTSA 1 HOJIMEPHOIO
IUTIBKOIO, IO MICTUTBCSI BCEPEIUHI) pa3oM 3 JA03YIOYHM HINMPHUIIOM a00 MipHHM KOBIAYKOM, 200
MIpHOIO JIOKKOIO, MOMIIIEHUI B KapTOHHY KOPOOKY ab0 3 KPHILIKOIO 13 3aXUCTOM BiJ| BIAKPUTTA
JTITBMH Pa30M 3 J03YIOUUM IIIPUIIOM 200 MIPHOIO JIOKKOIO, TOMIILIEHUH B KAPTOHHY KOPOOKY.

Kareropis Binnmycky. 3a penenTtom.

Bupoonunk. CmitKusiin biuem ®apmacerotukanc, Benuka bpuranis.
SmithKline Beecham Pharmaceuticals, United Kingdom.

Micue3naxonxeHHss BAPOOHHKA TA HOr0 agpeca Micusi POBA/KeHHs! NiAJIbHOCTI.
SmithKline Beecham Pharmaceuticals, Clarendon Road, Worthing, BN14 8QH, United Kingdom.

CwmitKnsita biuem ®@apmacsrotukainc, Knapennon Poyn, Bopcinr, BN14 8QH, Benuka bputanis.

Jata octanHboro neperasay 08.11.2024.
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