IHCTPYKIIIA

[IUIs1 MeIHYHOI'0 3aCTOCYBaHHsI JIIKapChKOI'0 3aC00y

AYI'MEHTHUH™ ES

(AUGMENTIN™ ES)

Cknao:
0it04i peyoBUHU: aMOKCHULIUIIIH, KJIaByJlaHOBa KUCJIOTa;
1 ¢pmakoH MicTUTE OPOIIOK A1 NIpuroTyBaHHs 100 M cycreH3il TakKoro CKiamy:

5 MIJI CyCneH3il MiCTSITh aMOKCHUIUIIIHY (y hopMi amoKcuiuiainy Tpurigpaty) 600 Mr i KjiaBy/1aHOBOL
KucnoTu (y popMi Kasito KnaBynaHaty) 42,9 mr;

donomidcHi pevoguHu: KPEMHIiI0 HiOKCU KOIOImHUY 0e3BOMHUM, HATPiIO
KapOokcumeTuiIesnoao3a 12, acnapram (E 951), kcaHTaHOBa KaMenb, KPEMHIIO TiOKCH]T,
IITYYHUAU TOIYHUYHUM apoMaTru3aTop.

JIikapcbKa ¢popma. [IoponIiox st opajabHOI CyCIIeH3ii.

OcHosHi (¢i3uko-xiMiyHi 81acmusocmi: CUIIyunit IIOPOIIOK Malizke 6iJIOT0 KOJILOPY 3 XapaKTepPHUM
TIOJIyHUYHUM 3allaxoM.

dapMmakoTepaneBTHYHA rpyna. AHTuOaKTepianbHi 3acobu [y CUCTEMHOI0 3aCTOCyBaHHsA. bera-
nmakTaMHi aHTuGioTUKHY. [TeHinuninu. KomOinanii nexinuniniB 3 inribiTopamu 6eTa-nmakramasu. Kon
ATX J01C RO2.

dPapmakonoeiuHi e1acmueocmi.
®apmakoduHamika.

MexaHi3M mii

AMOKCHITMITIH € HAIliBCUHTETUYHUM TIEHIIUITiHOM (0eTa-TaKTaMHUM aHTUOIOTMKOM), IKUM iHTiOye
onuH abo KinmbKa (epMeHTiB (SKi 4acTo Ha3UBalOTh MeHiNuiH3B a3ytounMu 6inkamu, [136) y nporeci
6iocuHTeTMYHOTO MeTaboni3My OaKTepialbHOTO MENTUAOTIIKaHY, 110 € HEBil'€MHUM CTPYKTYPHUM
KOMITIOHEHTOM KJIITUHHOI CTiHKM OakTepiil. IuTiOyBaHHS CUHTE3Yy NMENTHHOTIIiKaHy IPU3BOTUTD O
moca0IeHHs KIITUHHOI CTiHKH, HACIiTKOM 40TO0 € JIi3uc i 3arubesb KIiTHH.



AMOKCUIIWITIH YyTIUBUY 0O pO3IlelyieHHs OeTa-TakTaMa3aMy, 10 IPOAYKYIOTLCSA PE3UCTEeHTHUMU
OakTepisiMu, OTKe, CIIEKTP aKTUBHOCTI aMOKCULIUIIIHY SIK MOHOTeparlii He BKJTI0Ya€ MiKpoOpraHi3zmu,
K1 IPOAYKYIOTh I1i (hepMEHTH.

KnaBynaHoBa KucnoTa € 6eTa-makTaMOM, CTPYKTYPHO CIIOPigHEHUM i3 neHinuninamu. BoHa
IeakTUBYE meskKi pepmeHTH GeTa-TakKTamMas3y, TUM CaMUM 3aro0iraoyy iHaKTUBAIlil aMOKCHUITUIIIHY.
KnaBynaHOBa KMCJIOTa Y BUTTISIAI MOHOTEpAIil He YUHUTD KIiHIYHO KOPUCHOTO aHTHOAKTepiaIbHOTO

edexry.
CoispimHomenusg OK/OIT

Yac 36epekeHHs KOHI[EHTPAIlil JTikapChbKOTo 3acoly, 1110 IepeBulye MiHiManbHy iHTi0youy
KoHIleHTpaI1io (Y>MIK), BBaxKa€eThCs OCHOBHUM (aKTOPOM, SKHM BU3HA4Ya€ e(eKTUBHICTh OIS
aMOKCHULIUIIIHY.

MexaHi3MU Pe3UCTEHTHOCTI
[cHYIOTH IBa OCHOBHMX MeXaHi3MU Pe3UCTEHTHOCTI 10 aMOKCHUIIUJIiHY/K/IaBy1aHOBOI KUCIIOTHU:

- inakTuBallis 6akTepianbHUMU OeTa-TaKTaMalaMH, SIKi caMi 1mo cobi He iHTiOYIOThCS
KJIaBYJIaHOBOO KMCJIOTOM, BK/IO4Yatouu Kinacu B, C i D;

- nmepetBopeHHs [136, 110 3MeHIye adiHHICTh aHTHOAKTEPiaIbHOTO ITpemnapaTy A0 MillleHi.

HenponukHicTs 6akTepiit abo MexaHi3M edIIIOKCHOTO HAcOCa MOXKe BUKIUKATH PE3UCTEHTHICTh
OakTepit abo cripusiTH iif, 30KpeMa, y TpaMHeraTuBHUX OaKTepil.

KoHTpONbHI TOYKHK

KouTpomnsHi Touku MIK s amMoKcunuiny/ Kj1aBy/1aHOBOL KMCJIOTH, BCTAHOB/IEHI €EBPONENCHKUM
KOMITETOM 3 BU3HAUeHHS aHTUMiKpoOHOl uyTnuBocTi (EUCAST)

MikpoopraHizmu KOHTpOJIBHI TOYKY YyTIUBOCTI (MKI/MJI)

YyT1nusi [TomipHo uyTnuBi  Pe3ucTeHTHI
Haemophilus influenzae' <1 - > 1
Moraxella catarrhalis' <1 - >1
Staphylococcus aureus * <2 - >2
Streptococcus A, B,C,G* =0,25 - > 0,25
Streptococcus pneumoniae’ < 0,5 1-2 >2

' TloBimOoMIIeHi 3HAYEHHS IS KOHIIEHTpallid aMOKCHUIIUJIIHY. 3 METOI0 BU3HAYEHHS YYTIUBOCTI
KOHIIEHTpAIligd KJIaByJIaHOBOI KMCJIOTHA BCTAHOBJIEHA Y 3HAUEHHI 2 MTI/I.

* TloBimoMIeHi 3HaYeHHS [ KOHIEHTpaIill OKCaIlIiHy.

* KOHTpONBHI TOYKK PO3PAx0BaHO i3 KOHTPOILHUX TOYOK Il aMIiIUIiHy.

* KOHTPO/IbHI TOYKH PO3PaxoBaHo i3 KOHTPOJIBLHUX TOUOK M7 GeH3UIIeHIUIiHy.

P03m0BCIOf7KEHICTh PE3UCTEHTHOCTI MOXKe 3MiHIOBAaTHCS reorpadiyHo i 3 4acoM [Jig OKpeMUX BUMIB,
ToMy 06aXKaHO MaTH MiCIleBy iH(OpPMaIlilo O[O0 YYTIUBOCTI, 0COOIMBO MPHU JIIKYBaHHI TIKKUX
inpexuit. 3a HeoOXimHOCTI MOTPiGEeH eKCIIepTHUH BUCHOBOK, SKIIIO0 MicIleBa PO3IOBCIONXKEHICTh
PE3UCTEHTHOCTI € TAKOI0, III0 KOPUCTH IIpelapary, IpuHaMHi IpX JesKUX TUIaX iHQeKIlil, BUKINKaE
CYMHIBH.

|3a331/1qa1?1 YYTJIWBI BUOK




['paMIO3KUTHBHI aepobu: Staphylococcus aureus (4yTAUBHI 70 MeTHLUMIHY)®, Streptococcus
pneumoniae’, Streptococcus pyogenes Ta iHIIi GeTa-reMOJIITHYH] CTPEITOKOKH.
I'paMHeratuBHi aepobu: Haemophilus influenzae’, Moraxella catarrhalis.

Buny, 0jis SKUX PO3BUTOK PE3UCTEHTHOCTI Moxke OyTH mpobiemMoio
['pamHeraTHBHi aepobu: Klebsiella pneumoniae.

[IpUPOOHO PE3UCTEHTHI MIKPOOPraHi3Mu
['paMHeraTHBHi aepobu: Legionella pneumophila.

[HI11i MIKPOOPraHi3Mu:
Chlamydophila pneumoniae, Chlamydophila psittaci, Coxiella burnetti, Mycoplasma

pneumoniae.

[ Bci cTadilloKOKY, PE3UCTEHTHI [0 METUIUIIIHY, € PE3UCTEHTHUMHU 0 aMOKCULIUITIHY/
KJIaByJIaHOBOI KMCJIOTH.

' TaHa nmikapchbka GpopMa aMOKCUIMIIIHY/ KJIaByIaHOBOI KMCJIOTH MOXKe OyTH 3aCTOCOBaHa AJIs
JIiKyBaHHSA Streptococcus pneumoniae, pe3UCTEHTHOIO [0 MEHIUIIHY, JIUIIE 3TifHO i3
3aTBEPAKEHUMU IOKa3aHHIMHU (OuB. po3min «Crocib 3aCTOCyBaHHS Ta IO3U»).

° IllTaMu 3i 3HUKEHOIO YyTIUBICTIO OYIM 3apeecTpoBaHi y medkux Kpainax €C i3 4acTOTOIO BUIIE
10 %.

dapmakokiHemuxka.

Abcopbuis. AMOKCULIUIIIH i KTaByJlaHOBa KMCJIOTa MOBHICTIO JUCOLIIOTh Y BOGHOMY PO3YMHI IPH
¢iziomoriunomy pirai pH. O6ugBa KOMIOHEHTH IIBUAKO Ta 4oOpe abcopOyr0ThCs MpU MepopabHOMY
npuiiomi. BiomoCTyNHICT, aMOKCHUIIMITIHY Ta KJIaByJ1aHOBOI KUCJIOTH CTAHOBUTD Npubnu3Ho 70 % mpu
nepopanbHOMY Impuiiomi. ITpodini 060X KOMIIOHEHTIB y MJla3Mi ileHTUYHi, a Yac JOCATHEHHS
MaKCHUMaJIbHOI KOHIleHTpanil B mna3mi (T,,,) A1 KOKHOT0 KOMIIOHEHTa CTaHOBUTEL IPUOJIU3HO OTHY
TOOUHY.

CeperHi (hapmakoKiHeTH4HiI napameTpu AyrMeHTUHY ES npu 3acToCyBaHHI A TiKyBaHHS OiTEeU y
mo3i 45 Mr/3,2 MT/KT MacH Tijla KOXHi 12 roguH HaBefieHi y Tabmuili:

[Tpemapat C o T o AUC . T,
(MKT/MIT) (rom) (MKT.TOO/MIT) (rom)
AyrmeHTHH ES QAMOKCHITUIIIH
[1o3a: 45 MI/Kr Macu Tina aMOKCULIUTIHY (15,7 2,0 59,8 1,4
Ta 3,2 MI/KT MacH Tija KJaBy/l1aHOBOI + 7,7 (1,0-4,0) |= 20,0 + 0,35
KVCJIOTH KOXKHi 12 rogun K/IaByJIaHOBA KWCJIOTA
1,7 1,1 4,0 1,1
+0,9 (1,0-4,0) |£1,9 + 0,29

*CepepnHe (miama3oH)

Kon1eHTpanii aMOKCHUIIXATIIHY Ta KJIaByJIaHOBOI KMCJIOTH Y CUPOBATII, 110 AOCSATAIOTLCS MIPU IPUKOMi
aMOKCHIIMIIIHY/ KJIaBy/IaHOBOl KMCJIOTH, iIEHTUYHI TUM, III0 JOCATAIOTHCS IIPU IIePOPaIbHOMY
IPUHOMi eKBiBaJIeHTHUX 003 aMOKCHIIUTIIHY ab0 KJIaBy/TaHOBOI KMCIOTA OKPEMO.

Po3nodin. Bnu3bpko 25 % 3aranbHOro 06CSATY KJIaBy/IaHOBOI KMCJIOTH Y Mmia3Mi Ta 18 %
3arajabHOTO aMOKCHUIIMIIIHY B IJ1a3Mi 3B’ A3YI0ThCA 3 OiKamu. YSIBHUU 00’'€M PO3MOTiTY



cTaHoBUTb 0m3bK0 0,3-0,4 n/KT O1g aMOKCUIMITIHY i 01u3bKo 0,2 JI/KT A1 KlaByJ1aHOBOI
KHUCJIOTH.

[Ticns BHYTPIITHHOBEHHOTO BBEJEHHS aMOKCHUILIUIIH i KJIaByJlaHOBa KHUCI0Ta Oy/iu BUSIBIIEH] B
JKOBYHOMY MiXypi, OUepeBUHi, IKipi, KUPOBIU TKaHUHI, M’s130Bill TKAHWHI, CUHOBia/IbHIU Ta
IepUTOHEeaIbHIN PifKHI, K0BYi i THOI. AMOKCUITUIIH He PO3NOAINAETHCSA JOCTATHBOIO MipOIO B
CIMHHOMO3KOBIH PiguHI.

HocmimKeHHS Ha TBAPMHAX He BUSIBUIIM XKOJHUX JOKa3iB 3HAYHOI 3aTPUMKHU PEUOBUH, MTOXiTHUX OyIb-
SIKOT'0 KOMIIOHEHTA TIpenapary, y TKaHUHax opraHiaMy. AMOKCHUIIUIIIH, K i OibLIiCTh NEHIIUITIHIB,
Moxke OyTH BUSIBIIEHUU y TPygHOMY Mosolli. HeaHayHa KinbKiCTh KJIaByJIaHOBOI KHCIJIOTH TaK0XK MOXKe
OyTH BUSIBIIEHA B IPYIHOMY MOJIOI (O¥B. po3fin «3aCTOCYBaHHS Yy Mepiof BariTHOCTI abo
TONyBaHHS I'PYAIIO»).

By1o BusiBIeHO, 10 AK aMOKCUIIUIIIH, TaK 1 KJIaByJlaHOBa KMCJI0Ta IIPOHUKAIOTh KPi3b
narneHTapHu 6ap’ep (IUB. po3mdin «3acToCcyBaHHS Y Iepiof BariTHOCTI abo romyBaHHS

TPYAOI0»).

biompaHcgopmauia. AMOKCULIUTIH YaCTKOBO BUBOJUTHCS i3 CeUel0 Y BUTIISMi HEaKTHBHOI
MIEeHIIMIIOBOI KUCJIOTH B KiTbKOCTSX, eKBiBameHTHUX 10-25 % moyaTkoBol f03u. KnaBynaHoBa KUCIIOTa
3HAYHOI0 Mipo10 MeTaboi3yeThCS B OpraHi3Mi TIOOUHY i BUBOOUTHCS i3 cevero i pekamisamu Ta y
BUTJISZ1 ABOOKUCY BYTJIEIIO 3 ITOBITPSM, [0 BUAUXAETHCH.

BugedeHHs. OCHOBHUM ILJISIXOM BHBEHNEHHS aMOKCHUIIMIIIHY € HUPKH, TOMI SIK KJIaBy/JIaHOBA KKCIIOTa
BUBOIUTHCS SIK HUPKAMM, TaK i IIISXOM [Iil T03aHUPKOBUX MEXaHi3MiB.

Y 3mopoBux H0OPOBOJIBIIB CepenHiil epio HaliBBUBeIeHHS aMOKCUIIUITIHY/ KJIaBy/IaHOBOI KUCJIOTH
CTQHOBUTH NPUOIN3HO OOHY FOJUHY, @ CepelHill 3araabHUN KIipeHC - Tpubau3Ho 25 J1/Tof.
PisHOMaHITHI AOCHIAKEHHS ITOKa3alH, 110 BUAIIEHH i3 ce4yero cTaHOBUTH 50-85 % mms
aMoKcuIiuiiny ta 27-60 % misi KnaBy/IaHOBOI KUCJIOTH IIPOTIToM 24-roguHHOrO mepiony. Haitbinbia
KiTbKiCTB KJ1aByJIaHOBOL KACJIOTA BUBOAUTELCS MPOTATOM IEPIINX 2 TOAUH IiCNIS IPUIAOMY.

OpHOYacHe 3aCTOCYBaHHS ITPOOEHEIUAY CIIOBIIBHIOE BUBEIeHHSI aMOKCHIIWITIHY, ajie He 3aTPUMYE
HUPKOBOI €KCKpellii KJTaByJIaHOBOI KMCIIOTH (OMB. po3min «B3aeMofis 3 iHIIUMHU JTIKapChKUMU
3aco0aMu Ta iHIIT BUOU B3aEMOMI»).

ITopyweHHA pyHKUil HUPOK. 3aralbHUN CUPOBAaTKOBUY KJIipEHC aMOKCHUIUIiHY/ KJIaBy1aHOBOL
KMCJIOTH TIPOIOPLIiMHO 3MEHIIYEThCS 31 3HUKEHHSIM HUPKOBOI QyHKII. 3HUKEHHS KITipeHCY
npemnapary OinbIll BUpaXKeHe OIS aMOKCHULUIIIHY, HiX [JIS KJ1aByJIaHOBOI KMCJIOTH, OCKiIbKY Oinbia
YacTKa aMOKCHUIWIiHY BUBOOUTHLCSA HUPKaMu. [Ipy HUPKOBi HEIOCTaTHOCTI O3yBaHHS Ma€
3amobiraTy HagMipHiN KyMyJsdlii aMOKCULIMIIIHY, Y TO¥ e yac 30epiraiouu mOCTaTHi piBHI
KJIaByJIaHOBOI KMCIOTH (muB. po3min «Crocib 3aCTOCyBaHHS Ta IO3U»).

ITopyweHHs ¢pyHKYii nevinku. [TanieHTaM 3 Ie4iHKOBOIO HEIOCTAaTHICTIO PEKOMEHIYETHCS
ob0epexkHe 3aCTOCYBAHHS i PEryIsIpHUM KOHTPOJIb QYHKITI Ie4iHKH.

Kniniuni xapakKTepuCTHKH.

IToka3auns.



[Hdexknil y miTeit BikoM Bim 3 MicsIliB, Maca Tina skux He mepesuinye 40 Kr, cupuunHeHi abo iMOBipHO
CIIpUYMHEH] NeHIUIIHPe3UCTEeHTHUMU LITaMaMu Streptococcus pneumoniae, Taki sK:

- TOCTPUU CepefHiil OTUT;
- HETOoCIIiTaJIbHa ITHEeBMOHIs.

[Tpu npu3HadeHHi aHTHOaKTepiaTbHUX MIpernapaTiB CIifl KepyBaTHCS IIpaBUIaMH iX HalekHOT0
3aCTOCYBaHHS.

IIpomunoka3aHHs.

[TinBuIeHa 4yTnuBIiCTh 00 OyIb-KUX KOMIIOHEHTIB IIpelapary, A0 Oyob-aKux
aHTubOaKTepianbHUX 3ac00iB IPyNy NEHIIUTIHY.

HasiBHiCTh B aHaMHe3i TSXKKUX peaklliil TinepuyyTnIuBocCTi (B T.4. aHadinakcii), mop’si3aHux i3
3aCTOCYyBaHHSM iHINMX GeTa-TaKTaMHUX areHTiB (y T.4. medanocnopuHis, KapbaneHemiB abo
MOHOOAKTaMiB).

HasBHiCcTb B aHaMHe3i KOBTSAHUII ab0 AUCOHYHKIII IeYiHKH, OB’ I3aHUX i3 3aCTOCYBaHHIM
aMOKCUIUIIiHY/ KJ1aBy/1aHOBOI KUCJIOTH.

B3aemodisn 3 iHwumu snikapcoKumu 3acobamu ma iHwi eudu e3aemoditi.
AHmMukoazyasaHmu 0151 NepopanbHO20 3aCMOCYB8AHHS

AHTHKOATYJISHTH OJIS1 TIePOPaIbHOT0 3aCTOCYBAHHS Ta aHTUOIOTUKY TEHIIIUIIIHOBOTO PSAY IIMPOKO
BMKOPUCTOBYIOThCSI Ha ITpaKTHUIli 6e3 MoBimoMIeHb PO B3aeMoAio. OgHaK ONKMCcaHO BUMAAKU
30i/bIIeHHS MiXKHapOgHOTro KoedillieHTa HOpMaJli3allil y malieHTiB, SKi TpuiMaiy alleHoKyMapo abo
BapdapuH Ta TKuM OyB MIPHU3HAYEHUH KYPC JIIKyBaHHS aMOKCHUITUIIHOM. K10 HeOOXigHu!
OIHOYACHMY IPUKMOM TaKuX IIPelaparis, CJIif peTeIbHO KOHTPOIIOBATH MPOTPOMOiHOBHM iHIEKC, abo
MiKHapogHUY KoedillieHT HopMaJidallii, Tpu fogaBaHHi ab0 MPUNMHEHHI TPUIOMY aMOKCULIUITIHY .
Kpim Toro, moxke 6yTu moTpiOHa KOPEKIIis 403U aHTHKOATYJISHTIB AJIS TepopabHOTO 3aCTOCYBaHHS
(muB. po3minu «OcoOMMBOCTI 3aCcTOCyBaHHA» Ta «I[100iuHi peakiii»).

Memompexcam

[TeHIUMTiHY MOXYTh 3HUKYBATU BUBEJEHHS METOTPEKCATy, 1[0 BUKJIMKAE MOTeHIliiHe 30i/blIeHHS
TOKCHUYHOCTI.

ITpobeHeyud

OnHovacHe 3aCTOCYBaHHS IPoOeHelNly He peKOMeHAyeThCs. [IpoOeHenuss 3MeHIIye HUPKOBY
KaHAaJIbIIEeBY CeKpelilo aMoKcuImIiny. OnHoOYacHe 3aCTOCYyBaHHS IpOoOeHeUay MOXKe IIPU3BECTH [I0
30inbIIIeHHS PiBHS Ta TPHMBAJIOCTi 3HAXOMXKEHHS aMOKCHUIUIIIHY (ajle He KJIaByJIaHOBOI KUCJIOTH) ¥
KPOBI.

MikogeHoramy mopemun



Y xBopux, SIKi JMiKyIOThCS MiKOQEHOIaTy MOMETHUIIOM, ITiCIIS TOYATKY 3aCTOCYBaHHS II€POPaIbHOTO
aMOKCHIIUIIIHY 3 KJIaBy/IaHOBOIO KMCJIOTOI0 MOXKe 3MEHIIUTUCH ITPEN030Ba KOHIIEHTPAIlisi aKTUBHOTO
MeTabomiTy - MiKoheHO10BOI KucaoTH - mpubnu3no Ha 50 %. L 3MiHa mpemo30BOro PiBHS MOXKe He
IIOBHICTIO BiAIIOBimaTH 3MiHi 3arajbHOI €KCII03uIlii MiKOQEHOJIOBOI KUCJIOTHA. TaKMM YMHOM, 3MiHa
no3yBaHHS MiKodeHomaTy ModeTuy 3a3BU4dall He MOTPiOHA, SKIO HeMae KIIiHiYHOTO
nigTBEpAXKEHHS AUCPYHKINI TpaHcnmanTaTa. OgHaAK peTesibHe CIOCTEPeXKEeHHS HeoOXifHe MPOTSATroM
OJTHOYACHOT'0 3aCTOCYBaHHS Ta BIPOMOBXK AESIKOT0 Yacy Iicias aHTUOi0TUKOTepaIrii.

Oco06.1ueocmi 3acmocyeaHHsi.

[Tepen moyaTKOM Teparlil aMOKCULIMITIHOM/ KJIaBy/IaHOBOIO KMCJIOTOIO CJIifi peTeIbHO 3i0paTu
iH(dopMaliifo moao nonepegHix peakilii MiABUINEHO0] YYTIUBOCTI Ha NMEHIIUITiHH,
1edanocnopunu abo iuimni 6eTa-TakTaMHi mpenapaT# (AuB. po3minu «IIpoTHIIOKa3aHHSI» Ta
«[Tob6iuHi peakirii»).

[ToBigomsizocs PO CepHo3Hi Ta B OKPeMUX BUIIAfIKaX JIeTalIbHi peakilil migBuIeHol
YYTNIMBOCTI (BKJIOYarouy aHadinaKTUYHi peaklii Ta TAXKKi MIKipHi mo6iuHi peakiii) y
IaIli€HTIB, SIKi OTPUMYBAJIH JIiKyBaHHS MeHiIWIiHOM. Taki peakiril 6isiblI BipOTifiHI ¥ XBOPUX 3
MIIBUILIEHO YYT/IMUBICTIO OO IEHIUIIIHY B aHaMHe31 Ta Malli€HTiB 3 aTONIYHUMU
3axBOpIOBaHHAMU. [Ipy MOABi anepriyHol peaxiiil C/Iil IPUINHATH 3aCTOCYBaHHS
aMOKCHUIIMITiHY/ KJTaBYJIaHOBOI KMCJIOTH Ta PO3IOYaTH BiTIOBIIHY albTEPHATHUBHY Tepalliio.

Y pasi K110 moBefieHo, 110 iHdeKIlis BUKIHKaHa MiKpOOpPraHi3aMOM(-aMH1), YyTIUBUM(-UMHU) [0
aMOKCHIIWIIIHY, CHi[l PO3TIAHYTH IePeXif Bif aMOKCHUIUIIHY/ KJIaByJ1aHOBOI KUCJIOTH JO
aMOKCHIIMIIIHY BifTIOBIIHO 0O 3araJbHONPUUHATUX HAaCTaHOB.

Y nami€eHTiB 3 mopyIeHHSAM (QYHKI1 HUPOK Ta Yy Malli€eHTiB, AKi IPUKMMalOTh BUCOKIi 03U IIpemapary,
MOXKJIMBe BUHUKHEHHS CyoM (auB. «I100iuHi peakirii»).

Crip yHUKaTH 3aCTOCYBaHHS aMOKCUIIMIIIHY/ KJIaBy/IaHOBO1 KMCJIOTH IIPH Mif03pi Ha iHeKIinHnM
MOHOHYKJI€03, OCKiJIbKY B I[bOMY BUIIQ[IKY i3 3aCTOCYBAHHSIM aMOKCULIUIIIHY OyJI0 IIOB’si3aHe
BUHUKHEHHS KOPOIOiOHOI0 BUCUIIAHHS.

OpHOYaCHUM IPUKOM aJIONypPUHOJY Iif Yac JIiKyBaHHSA aMOKCULWIIHOM IiABUIIY€E UMOBIPHICTh
BUHUKHEHHS aJepriyHuX peakiliil 3 00Ky IIKipH.

TpuBase 3aCTOCYyBaHHS B OKPEMUX BUIIaIKaX MOXKe IIPU3BECTH [0 HAAMIPHOIO PO3MHOXKEHHS
MIKpOOpPraHi3MiB, HEUYTIUBUX [0 [Ipenapary.

BuHUKHEHHS Ha II0YaTKY JiKyBaHHS rapsyKoBOi reHepai3oBaHOI epUTEMH, ITOB’I3aHOI 3
YTBOPEHHSIM IIYCTYJI, MOXKe OyTH CUMIITOMOM T'OCTPOTO TeHepali3oBaHOT0 eK3aHTeMaTO3HOT 0
nyctynbo3y ([TEIT) (guB. po3nin «ITo6iyHi peakuii»). Taka peakxilis BUMara€ IpUINUHEHHS
3aCTOCYBaHHS AyrMeHTHHY Ta € IPOTUIIOKA3aHHAM [JId IIOAAJIbIIOr0 3aCTOCYBaHHSA aMOKCULIUATIIHY.

Crnim 3 00epexkHICTI0 3aCTOCOBYBATH aMOKCHITUITiH/KITaByIaHOBY KHUCJIOTY ITalliEHTaM 3 03HaKaMu
OPYIIEeHHS QYHKIII MeviHnky (OuB. po3pinu «Crnocid 3aCcTOCyBaHHS Ta HO3UY,
«IIpotunoka3aHHs», «I1o6iuHi peakirii»).



[ToBimomIsizioCs PO yCKIafHEeHHS 3 00Ky MeUYiHKYU ITepeBaXkKHO Y YOJIOBIKiB Ta MalliEHTiB TITHHOTO
BiKy, Ha TJIi TPUBAJIOro JIiKyBaHHs. [Ipo Taki yCKIagHeHHd Yy OiTed MOBIAOMIIANIOCS AyXKe PimKo. Y BCixX
T'PYII MAllieHTiB CHMIITOMH, SK IIPABUJIO0, BUHUKAIOTH ITif 9ac abo 3romoM micyis JiKyBaHHS, IPOTE B
OKpeMUX BUIlaKaX MOXYThb BUSIBJIATUCS JIALLIE Yepe3 KiJlbKa TUXKHIB IIIC/ISA 3aKiHYEeHH JIiIKyBaHHS.
Taki sBHIIa, IK IPaBUJI0, € 000POTHUMHU. Y CKIafHeHHS 3 00Ky MeYiHKU MOXKYTh OYTU TSXKKUMHU, Y
BUHSITKOBO ITIOOJMHOKHUX BUIIafKax - JJeTalbHUMU. Taki SBUIlA 3aBXKAU CIIOCTEPiraaucs y NalieHTiB 3
TSI2KKMM OCHOBHUM 3aXBOPIOBaHHSIM a00 y THX, XTO OQHOYACHO IIPUMMaB MIpellapaTy, 3aCTOCYBaHHS
SIKMX, SIK BiJOMO, MOXe MPU3BECTH [0 YCKIIafHeHb 3 00Ky mediHku (OuB. po3min «[To6iuHi peakii»).

[Tpu 3acToCcyBaHHi MaliKe BCix aHTHOAKTepiaTbHUX ITPenapaTiB, BKIIOYAI0OU aMOKCHUIIVITIH,
TIOBimOMJISANIOCS TIPO aHTUOGIOTUKOACOLINOBaHUM KOJIIT, CTYIiHb TSAKKOCTI IKOTO MOXe BapiloBaTH Bif
JIETKOTO0 [10 He0e3meyHoro Ay KUTTS (IuB. po3nin «I1o6iuni peakirii»). ToMy BaXKIUBO BPaXOBYBaTU
el miarHO3 [Jid TallieHTiB 3 HasgBHOIO [iape€lo i yac abo micis mpuiioMy OyOob-IKUX aHTHOIOTHKIB.
[Tpu nosiBi aHTUOIOTUKOACOIiI0BAHOTO KOJIITY CJIiff HeTalHO IPUNIMHUTH 3aCTOCYBaHHS AYTMEHTHHY,
3BEPHYTUCA 10 MeIUYHY JOIIOMOTY i pO3MOYaTH BiANOBiAHE JIiKyBaHHSA. 3aCTOCYyBaHHS
IPOTUIIEPUCTAIBTUYHUX [IPelapaTiB y TAaKOMY pa3i IpoTUIIOKa3aHe.

[Tpu TpuBasii Teparil peKOMEHAYETHCS NepioanYHa OIliHKa (YHKIIi CUCTEM OpraHiB, ¥ TOMY YUCIi
(GYHKII HUPOK, TeYiHKYU Ta KDOBOTBOPEHHS.

Y mallieHTiB, fKi IpAiManyd aMOKCUIIUJIIiH/ KJIaByJIaHOBY KHACJIOTY, B IIOOAMHOKHUX BHAMaAKax
TIOBITOMJISIIIOCS IIPO ITOOBXKEHHS ITPOTPOMOiHOBOTO iHmeKcy. [Ipu ogHOYaCHOMY NpU3HAYEHH]
AQHTHMKOATYJISTHTIB CJIif 3[ifCHIOBATH BiflITOBimHUI KOHTPOIb. [IJ151 MigTPUMKHU 6axKaHOTO PiBHS
aHTHKOAryJsiili Moxe OyTH MOTpPiOHa KOPEKIlis 103U aHTUKOATYJISIHTIB IJ151 IepOpabHOT0
3aCTOCyBaHHS (IUB. PO3Ainu «B3aeMopis 3 iHIMMY TiKapchKUMU 3acob6aMu Ta iHIIi BUOW B3a€MOTi»
Ta «I100iuHi peakirii»).

Y mauienTiB 31 3HUKEHUM [iype30M AyzXKe PIAKO CIocTepiransacsa KpUCTalLypid, IepeBaXxHo IIpU
napeHTepanbHil Tepamii. [lig 9ac npuitoMy BUCOKHX 003 aMOKCULIMIIIHY CJIifl MifTPUMyBaTH NOCTATHE
CIIOKVBaHHA DiIVHU Ta Aiype3 3 MeTOI0 3HUXKEHHS UMOBIPHOCTI KpUCTaIypil, IOB’I3aHO0l 3 IPUHOMOM
aMOKCHULMIIIHY. ¥V Ial[leHTiB 3 KaTeTepU3alli€l0 CeY0BOr0 MiXypa CIIi[i peryiaspHO IIepeBipsaTu
IPOXiAHICTH KaTeTepiB (AuB. po3nin «[Ilepemo3yBaHHS»).

[Tig 9ac mikyBaHHS aMOKCHIUJIIHOM CJIiff 3aCTOCOBYBaTH (pepMEHTATHBHI METOOY BU3HAYEHHS
TJIFOKOOKCHUa3U IIPU JOCIIiAXKeHH] Ha HasfBHICTh IJIIOKO3U B CeYi, OCKIIbKY IIPU 3aCTOCYBaHHI
HepepMEeHTaTHBHUX METO/IB € BipOTiHICTh OTPUMaHHS XMOHOMO3UTUBHUX Pe3yIbTaTiB.

HasiBHiCTH KJ1aByJ1aHOBOI KHCJIOTH Y IIpenapaTti AyTMeHTHH MOXKe IIPU3BECTH 10 HeCTelnupiyHOTO
3B’a3yBaHH4 IgG i anp0yMiHy Ha MeMOpaHax epUTPOLUTIB, 1[0 MOXKe IIPU3BECTH 10 XUOHOIIO3UTUBHUX
pe3ynbraTiB nmpobu KymoOca.

[ToBigOMIISANIOCS PO IO3UTHBHI pe3yabTaTé (ePMEHTHOTO iMyHOaHasi3y 3 BUKOpucTaHHAM Platelia
Aspergillus Bupo6uuiTBa Bio-Rad Laboratories y nari€enTis, siki mpuiiMany aMOKCULIMITIH/
KJIaByJIaHOBY KHCJIOTY Ta Yy SKUX 3rofgoM Oyia BU3HaHA BigcyTHIiCTh iHekuii Aspergillus.
[ToBimoMIIsinocs Mpo IepexpecHi peakllil 3 mojicaxapumaMu Ta nojidypano3aMu non-Aspergillus npu
IpoBefieHHI GhepMeHTHOro iMyHoaHai3y 3 BukKopucrtanusM Platelia Aspergillus Bupo6uuITBa Bio-Rad
Laboratories. ToMy mo3uTHBHI pe3yabTaTH aHai3iB y MAI[i€HTIB, Ki OTPUMYIOThH JIiIKyBaHHSI
aMOKCUIMIIHOM/KJIaBYyJIaHOBOIO KHUCJIOTOIO, CIIif] iHTEpIIpeTyBaTH 3 00epeXKHICTIO i miATBEpAXKYBaTH
IHIMUMU [iaTHOCTUYHUMU METOLaMU.

Cycnenaisg AyrmenTuH ES mictuts acnapramy (E 951) 2,72 Mr/mi, SIKuii € JKepenoM
GbeHinanaxiny, TOMy IIpenapaT CJifl Tpr3Ha4YaTu 3 00epexkHiCTIO NalieHTaM 3 GeHiTKeTOHYpi€elo.



JlikapchbKuii 3acib MiCTUTh MalIbTOEKCTPHUH (T/1I0K03Yy). He 3acTocoByBaTH mpemapar
nalfieHTaM 3 PifKiCHUM CUHAPOMOM MababCcopOiii rioK03u-raakTo3u.

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py001o.

BaritHicTs. [JocnigXeHHS HA TBapUHaX HE BKA3yIOTh Ha MPsSIMUiL ab0 0TI0CepeIKOBaHUM LIKiIIBIHI
BIINB Ha 1epelir BariTHOCTi, pO3BUTOK eMOpPioHa/moaa, moioru abo mocTHaTalIbHUN PO3BUTOK.
OOMexeHi JaHi 100 3aCTOCYBaHHS aMOKCHIIMIIiHY/ KJTaByJIaHOBOI KMCJIOTH IIiJ] Yac BaTriTHOCTI y
JIIOOWHU He BKa3yIOTh Ha IiABUINEHNN PU3UK BUHUKHEHHS BPOAKEHHUX Baj PO3BUTKY. Y €IUHOMY
[OCTiAKEeHH] y XKIiHOK 3 TepeqYacHUM PO3PHBOM 000JIOHOK IIJI0fa IMOBiAOMIISIOCS, IO
npodinakTUYHe TiKyBaHHS aMOKCHUIUJIIHOM/ KJIaBy/IaHOBOIO KMCJIOTOI MOXKe OyTH IIOB’sg3aHe 3
MiJBUIIEHNM PU3UKOM PO3BUTKY HEKPOTHUYHOI'O EHTEPOKOJIITY Y HOBOHapoAKeHuX. Crlify yHUKaTH
3aCTOCYBaHHS IIpernaparTy IMifi Yac BariTHOCTI, 3a BUHATKOM BUIIA[KiB, KOJIX JIiKap BBaXKae Iie
HeOoOXimHUM.

[lepion rogyBanHg rpynmgio. O0uABa aKTUBHI KOMIIOHEHTH IIpenapaTy eKCKPeTYIOThCS y
TPyHZHE MOJIOKO (HeMae iHdopMallil CTOCOBHO BILIMBY KJ1aBYJIaHOBOI KUCJIOTH HAa HEMOBJIS,
SKe 3HaXOJUTLCS Ha TPYAHOMY BUTOOOBYBaHHi). BiATIOBIgHO y HEMOBIATH, IKe 3HAXOOUTHCS
Ha TPYOHOMY BUTOLOBYBaHHI, MOXKJIMBA MOsiBa Aiapel Ta rpuOKoOBOi iHdeKIil c1u30Bux
000JIOHOK, TOMY TOlyBaHHS T'PYOAI0 CIif TPUIAHUTHU. CIiif B3SITH 10 YBard MOKJIUBICTh
BUHUKHEHHS aJlepPrivYHUX peakiii. AMOKCULINUIIIH/ KJIaByJIaHOBY KUCJIOTY V IIepiof rogyBaHHs
TPYAA0 MOXKHa 3aCTOCOBYBATH JIMIIE TOAI, KOJIHU, Ha AYMKY JIiKaps, KOPUCTH Bif
3aCTOCyBaHHS Oyfe mepeBaxKaTu PU3UK.

30amHicmb eniueamu Ha weudKicmb peakuyii npu KepysaHHi asmompaHcnopmom abo iHwumu
MeXaHizMamu.

HocnifKeHHS MO0 30ATHOCTI IIpelapaTy BIIMBATH Ha IIBUAKICTh peakllil Ipu KepyBaHHI
aBTOTPAHCIIOPTOM i po0OoTi 3 iHIMMMHU MeXaHi3MaMHi He IPOBOAMIKNCE. [IpOTe MOXK/IMBe BUHUKHEHHS
HebOaxkaHUX eeKTiB (TaKUX SIK ajleprivHi peakilii, 3alraMoOpoYeHHs, CYOOMHU), III0 MOXKYTh BIIMBATH
Ha 37]aTHICTh KepyBaTu aBTOMOOGiIeM i IpalffoBaTu 3 iHIIMMU MeXaHi3MaMH.

Cnocib 3acmocyeaHHsi ma do3u.

Io3yBaHHS BUpaxeHe B IepepaxyHKy Ha BMiCT aMOKCUIIMITIHY/ KJIaBy/IaHOBOI KMCJIOTH, 38 BUHATKOM
BUMAKIB, KOJIX O3yBaHHS BUpaXKeHe B IIepepaxyHKy Ha OKpeMUU KOMIIOHEHT.

[Tpu BuGOpi mo3yBaHHS AYrMeHTUHY OJIs JIiKyBaHHS OKpeMol iHGexKIil ciif BpaxoByBaTH:

- Biporigui 30ymHUKM 3aXBOPIOBAHHS Ta IX iIMOBipHY UyTIUBICTb 0O aHTUOAKTEPiaTbHUX
npemnapariB (AuB. po3ainn «OcobIMBOCTI 3aCTOCYBAHHS»);

- CTYIiHb TSXKKOCTI Ta JIOKaji3alito iHdeKIil;

- BiK, MacCy Tila i HUPKOBY (QYHKIIIO IIaIli€HTa, K BKa3aHO HUXKYE.



Kypc nmikyBaHHST He TIOBUHEH ITepeBuUIyBaTH 14 nHiB 63 10ro meperiasny (QuB. Po3min
«0Oc0ob6IMBOCTI 3aCTOCYBaHHS» CTOCOBHO TPUBAJIOl Tepallii).

ITopocni Ta miti 3 Macoio Tina = 40 Kr

Iocin 3acTocyBaHHS AyTMeHTHHY, CyCIIeH3il, JOPOCINM Ta HiTAM 3 Macoio Tina = 40 Kr BifCyTHiH,
TOMY PeKOMeHAallil CTOCOBHO AO3yBaHHS OJIS1 LIMX TPYII MAI[iEHTIB BigCyTHI.

ITiTy BikoM Bim 3 MicsIriB 3 Macoro Tina < 40 Kr

PekoMeHi0BaHa 003a AyrMeHTUHY, CycneH3il, cknagae 90/6,4 Mr/Kr Macu Tina/mo0y,
po3mofineHa Ha 2 IPUUOMHU.

AyrMmeHTHH ES MicTUTH iHIIY KiNBKiCTh KJ1aBYJIaHOBOI KUCIIOTH (Y GOPMi KamieBoi coi), Hix 6ymb-
siKa inma ¢popma cycmensii Ayrmentuny. Ayrmentud ES micTuth 42,9 Mr K1aBy/1aHOBOI KUCJIOTH Ha 5
MJI CyCIIeHa3ii, Tomi ik cycrensis AyrmenTuny 200 mMr/5 mn mictuTh 28,5 MT KJ1aBy/J1aHOBOI KMCIIOTH Ha
5 M1, a cycren3ist 400 Mr/5 My MiCTHTB 57 MT KJIaBy/IaHOBOI KuciaoT Ha 5 M. Tomy AyrmenTus ES
He Moxe OyTH 3aMiHEeHUM XKOOHOW0 iHINO (HopMOI0 CycneH3ii AyTMeHTHHY .

ITopywenHs ¢pyHKYii HUpokK. [TanienTaM 3 KinipeHcoM KpeaTuHiny (CrCl) 6inbur Hixk 30 M/xB
KOPEKIIisl 103U He IMOTpibHa.

[TamienTaM 3 KIipeHCOM KpeaTuHiHy MeHII HikK 30 MJ1/xB faHa ¢opMa AyrMeHTHUHY He
PEKOMEHOYEThCS [ 3aCTOCYBaHHS, OCKiTbKM HEMa€E PeKOMeHallill 00 KOPeKIlil Mo3H.

ITopyweHHs ¢pyHKUiI neuiHku. PeKoMeHOyeThCS 00epekKHe 3aCTOCYBaHHS 3 PETYIIPHUM KOHTPOJIEM
¢byHKLil medinku (ouB. po3pinu «[IpoTunokasanHHg» Ta «OCOGIUBOCTI 3aCTOCYBaHHS»).

Cnocib 3acTocyBaHHS

AyrmenTuH ES npusHadeHuy Ojis IepopasbHOr0 3aCTOCYBaHHS.

[Tpemapar cyig mpuiMaTu Imif 9ac igy, o0 3BeCTH A0 MiHIMyMy IOTEHINHHY IIUTYHKOBO-KUIIIKOBY
HEIEePEeHOCUMICTb.

IHcmpyKyia 048 npu2zomyBaHHA CycneHasii.

[Tepen 3acTOCyBaHHSAM IEPEBIPUTH LiTiCHICTh m1oMOu Ha Kputiili. CTpycuTtyu ¢hiakoH, 1100
PO3PUXJIUTH TIOPOIIOK. [logaTu HeOOXigHY KinbKiCTh BOOY (SIK BKa3aHO HUXKYeE), IEPEBEPHYTH Ta
peTenbHO 300BTATH. [HIMH CIIOCiO: 3amMOBHUTH (PIaKOH BOMOI0 TPOXU HUKYeE BiIMITKM Ha €TUKETI,
IIepeBepPHYTH i peTeNibHO 360BTATH, MIOTIM 3alIOBHUTH (IaKOH BOLOI0 OO BiIMiTKH, IepeBEPHYTH i
3HOBY PETENbHO 300BTATH.

o3yBaHHS 006’eM BoOU, IKUH HEOOXiOHO KinneBuit 00'eM po3YMHEHO1
IofaBaTy AJIs PO3UYMHEHHS (MJI) OpasibHOI CycreHsii (M)
600 mr/42,9 mMr/5 Mn 90 100

[Tepen KOXKHUM 3aCTOCYBaHHSIM (PJIaKOH CJIifi peTeNTbHO 300BTYBaTH.

Himu.



[TpemapaTt y popmMi cycneHsii mpu3HadyaTy OiTAM BiKOM Bif 3 Mics1iB, Maca Tijla IKAX He IepeBUIIYE
40 xr. JliTam 3 Macoro Tina Oinbire 40 KT mpu3HayaTy penapar B iHmIiM nikapceKii Gopmi.

Ilepedo3yeanHsi.
CumnroMu

MoxyTh CrIOCTEpIiraTUCs CUMIITOMHU, XapaKTEPHI A1 po3/1afy UITyHKOBO-KUAIIKOBOTO TPAKTy Ta
nopyieHHs 6anaHCy pPiguHY Ta eleKTpoiTiB. CrocTepiranacss KpUCTanypisi, IoB’si3aHa 3 MPUAOMOM
aMOKCUIMIIIHY, 10 B OKPeMUX BUIIafKaX IPU3BOLUIIO JO PO3BUTKY HUPKOBOL HEIOCTATHOCTI (IUB.
po3min «Oco6IUBOCTI 3aCTOCYBaHHS»).

Y namieHTiB 3 mopyieHHSAM QYHKIIl HUPOK Ta Yy Malli€eHTiB, IKi IPUKAMalOTh BUCOKI IO3H Mpelapary,
MOXKJIBE BUHUKHEHHS CyIOM.

[ToBimOMIISANIOCS PO OCiaHHA aMOKCHLIMJIIHY y KaTeTepaxX Ce40BOro Mixypa, epeBaxKHO IiClis
BHYTPIIIIHLOBEHHOI'0 BBEIEHHS Y BUCOKUX [03aX. CIIif peryasapHO NepeBipsaATH MPOXiIHICTh KaTeTepiB
(ouB. po3min «OcoOIMBOCTI 3aCTOCYBaHHS»).

JIiKyBaHHSA

[MopyuienHs 3 60Ky IITYHKOBO-KUAIITKOBOT'O TPAKTY MOXKHA JIIKyBaT! CUMIITOMaTUYHO, 3BePTal04u
yBary Ha 6ajaHC pigWHYU/€JIEeKTPOIITIB.

AMOKCHITMITIH/ KJTaByJIaHOBA KHUCJIOTA MOXKYTh OyTH BUAaEHi 3 KPOBOTOKY 3a AOIIOMOTO0I0
reMofianisy.

ITobiuni peakuii.

Ha#binbpi yacTo moBimOMIISITIOCS PO TakKi MoOiyHi peakilil Ha Ipenapar, K fdiapes, HyAoTa Ta
OJTIOBaHHS.

[Tepenik HebaxkaHUX Peakilili Ha Iperapar, BifoMux 3 KIiHIYHUX JOCTigXKeHb AYTMEHTHHY i
IIOCTPEECTPALIIMHOTO HaTIAAY Ta K1aCu(iKoBaHUX 3a CUCTEMHO-OPraHHUM KinacoM MedDRA,
3a3Ha4Y€HO HUXKYE.

3aCTOCOBYETHCS Taka Kiacudikallis 4aCTOTH BUHUKHEHHS MOOiuHUX eeKTiB:
nyxe 4dacto 3 1/10;

yacto 3 1/100 ta < 1/10;

HeyacTo 3 1/1000 ta < 1/100;

pigxo 2 1/10000 ta < 1/1000;

nyxe pigko < 1/10000;

HEBiOMO (4aCTOTY HEMOXKJIUBO OI[IHUTH 3 HasIBHUX JaHUX).



IHexuii ma iHeasii.

YacTo: KaHAKUI03 IIKipU Ta CIU30BUX 000JIOHOK.

HesigoMo: HagMipHe PO3MHOXKEHHS MIKPOOpPraHi3MiB, HEUYTIIMBUX [0 IIpenapary.
Posaadu 3 60Ky kpogomeopHoi ma aimgpamu4Hoi cucmemu.

Pigko: 000poTHa IeWKOmIeHis (BK/II0Yalo4Yy HEeHTPOIEeHi0) Ta TPOMOOLIUTOIIEeHis.

HeBigmomo: 060pOTHMI arpaHyJIOIUTO3 i FeMOJIiTUYHA aHeMisT; 30iIbIIeHHST Yacy KPOBOTedi Ta
IPOTPOMGIHOBOTO iHmeKCy'.

Posnadu 3 60Ky imyHHOT cucmemull.

Hesigomo: aHTioHeBpOTHYHUM HAOPSK, aHadinakcisg, CHHOPOM, IOAiOHUY 00 CUPOBATKOBOI XBOPOOH,
aJIepriyHuil BaCKyJIiT.

Po3nadu 3 60Ky Hepeosoi cucmemu.

HeuacTo: 3artaMopoyYeHHsI, TOJIOBHUM Oinb.
Hesimomo: 060poTHa rinepakTUBHICTS i Cy,E[OMI/IZ.
HeBimoMo: acenTUYHUM MEHIHTIT.

Po3aadu 3 60Ky wWAyHKOBO-KUWKOB020 MPAKmMy).
Yacro: miapes, Hy110T&3, OJIIOBaHHS.

HeuacTo: po3nagy myHKa.

Hesimomo: aHTH6i0THKOACOIIifOBAHUH KOJIIT ', YOpHMI BOJIOXaTHI A3UK, 3MiHa 3a0apBlIeHHs 3y0HOI
+5
emai °.

I'enamobiaiapHi po3aadu.

Heuacro: nmigsumenss piasa ACT Ta/a6o AJIT®.
HeBimoMo: TenaTuTH Ta XOIeCTaTH4YHa XKOBTSIHHULS .
Po3znadu 3 60Ky wkipu ma niowkipHux mKaHuH’.
Hewacro: mKipHi BucumaHHs, cBepOixK, KPOIUB' SHKA.
Pigko: mynbTudoOpMHa epuTeMa.

Hesigomo: cuapgpom CTiBeHca - [I2KOHCOHA, TOKCUYHUH ellifepMalbHIN HEKPOJIi3, OyIb03HUM
exchoniaTUBHUMN JepMaTHUT, TOCTPHI FeHepali3oBaHuil eK3aHTeMaTO3HMI MyCTyIh03  , peakilis Ha
JiKu 3 eo3uHodinieio Ta cucreMauMu cumntomMamu (DRESS).

Po3nadu 3 60Ky HUPOK ma ceuo8ugioHuX Wasxis.

Hesimomo: iHTepcTuLianbauil HeGpuT, KpECTAIypis’.



' Mus. po3min «Ocob6IMBOCTI 3aCTOCYBaHHS».
2 . .
HuB. po3nin «OcobIUBOCTI 3aCTOCYBaHHS».

’ HymoTa 4dacTille oB’si3aHa 3 IPUIAOMOM Oi/bII BUCOKKX IIepOpaIbHUX 03 Ipenapary. Ilpu
BUHVKHEHHI IIJTYHKOBO-KUIITKOBUX PEAKI[iN IX TAKKICTh MOXKHA 3HU3UTH IIJITXOM IPUIAOMY
AyrMeHTHHY IIifl Yac ifu.

* ¥V ToMy umcIi nceBroMeM6paHo3HKH KOTIT i reMopariuauii KomiT (AuB. po3fain «Oco6IuBoCTi
3aCTOCYBaHHS»).

* Tpo 3MiHy 3a0apBieHHs 3yOHOI eMaJli AyXe PifKo MOBiMOMIIANIOCS y miTeil. PeTenbHa ririeHa
POTOBOI TOPOKHUHY MOXKE MOMEPEeNUTH TAaKy 3MiHy 3a0apBIeHHs, OCKIIbKH Iie SIBUIIE YCYBA€ThCS
IIJISIXOM YHINEHHS 3y0iB.

6 [TomipHe mippumenHs piBHiB ACT Ta/a6o AJIT dacriie crocTepiranocs y namieHTiB, ki
OTPUMYBaJH JIiKyBaHHS aHTUOiIOTMKaMU OeTa-lTaKTaMHOI I'PYIH, ajle 3HaYUMICTh LIUX pPe3yJIbTaTiB
HeBizoMa.

" 11i ssBuIma crocTepiranaucs y pasi 3aCTOCyBaHHS iHIIWX aHTHOIOTHKIB MEeHIIMTIHOBOTO Ta
nedanocrnopuHOBOro psaay (AuB. po3min «Oco6IUBOCTI 3aCTOCYBAHHS»).

8 [Tpu BUHMKHEHHI peakI[iil MigBUILeHO] YYTIUBOCTI (JepMaTUTy) 3aCTOCYBaHHS IIpenapaTy CIIifg
IPUNHUHUTH (OUB. Po3min «OcoO0MMBOCTI 3aCTOCYBaHHS»).

® Tus. po3pin «Ilepemo3yBaHHs».
' ITus. po3min «Oco6IUBOCTI 3aCTOCYBaHHSI»

"' us. po3min «IIpoTunoka3aHHsa» Ta «OCOBIMBOCTI 3aCTOCYBAHHS».

Tepmin npudamHocmi.

2 poku. [IpuroroBana cycneHnsis - 10 gHiB.

YMmoBH 30epirannsi.
30epiratu npu TeMiepartypi He Buille 25 °C. 30epiratu y HegOCTYIIHOMY OJIS OiTel MicCIi.

[TpuroToBaHy CycHeH3iio 36epiraTu B XOIOOUIBHUKY IIPU TeMIepaTypi Bim 2 1o 8 °C Ta BUKOPUCTATH
npotsaroM 10 guiB. He 3aMopoxXyBaTty.

YnakoBKa. CKIsHUN (IaKOH 3 allOMiHIEBOIO KPUIIEUYKOIO0, 1[0 HAKPYYYEThCS (MICTUTh BCEPEOUHi
noJliMepHy (nomiBiHinxmopugHy abo nosionediHoBy) MIiBKYy), 3 KOHTPOJIEM MEPIIOro BifKPUTTS abo 3
IIJTaCTUKOBOIO KPHUILIKOIO i3 3aXMCTOM Bif] BIIKPUTTS OITbMU Ta IJIaCTUKOBOI MIPHOIO JIOXKKOIO 3
o3HaYKaMu 2,5 MJI Ta 5 MJI, Y KapTOHHiN KOpoOITi.



Kareropis Bignmycky. 3a penentom.

Bupoouuk. CmitKisiiin Biuem ®apmackioTukanc, Bexuka Bpuranisi/

SmithKline Beecham Pharmaceuticals, united Kingdom.

Micue3HaxoIKeHHsI BUPOOHHKA Ta ajipeca Micls MpoBaIXKeHHs HOro Tis/IbHOCTI.

CwMmitKnsiia bivem ®apmacriotukanc, Knapeunon Poyn, Bopciur, BN14 8QH, Benuka Bputanisi/

smithKline Beecham Pharmaceuticals, Clarendon Road, Worthing, BN14 8QH, United Kingdom.

THCTPYKIIA

TSI MEITHYHOTr'0 3aCTOCYBaHHSA JIIKAPCHKOT0 3aC00y

AYI'MEHTHUH™ ES

(AUGMENTIN™ ES)

Cknao:
0itoui pevoB8UHU: aMOKCHIIUITiH, KJIaByJIaHOBA KUCJIOTA;
1 dbnmaxoH MicTUTh MOPOIIOK A npurotyBanHsa 100 M1 cycreH3il TakKoro cKiamy:

5 MJI cycreH3ii MicTSITh aMOKCHLUTIHY (y opMi amokcuimniny tpurigpaty) 600 Mr i KaBynaHoBO1
kucnotu (y dopmi Kamito KnaBynaHaty) 42,9 mr;

donomidicHi pevoguHu: KPEMHII0 DiOKCUI KONOImHUY 0e3BOMHUM, HATPiIO
KapOokcumeTunIesnoso3a 12, acnapram (E 951), kcaHTaHOBa KaMeb, KPEMHIIO TiOKCHT,
IITYYHUH IIOJIyHUYHUY apoMaTU3aTop.



JIikapcbKa ¢popma. I[Toponiox st opaabHOI CyCIeH3ii.

OcHosHi (i3uko-xiMiyHi 81acmusocmi: CUIIy4nit IIOPOIIOK Malike 6iJIOT0 KOJIbOPY 3 XapaKTepPHUM
IIOJIyHUYHUM 3allaXxOM.

dapMmakoTepaneBTHYHA rpyna. AHTu0OaKTepianbHi 3acobu [y CUCTEMHOI0 3aCTOCyBaHHsA. beTa-
nmakTaMHi aHTuGioTUKHY. [TeHinuninu. KomOinanii nexinuminiB 3 iuribiTopamu 6eTa-nmakramasu. Kon
ATX J01C RO2.

dPapmakonoeiuHi e1acmueocmi.
®apmakoOuHamika.

Mexani3M mii

AMOKCHIIMITIH € HAIliBCHHTETUYHUM TIEHIINUITiHOM (0eTa-TaKTaMHUM aHTUOIOTMKOM), IKUH iHTiOye
onuH abo KinmbKa (epMeHTiB (SIKi 4acTO Ha3UBalOTh MeHINuTiH3B a3ytounmu 6inkamu, [136) y nporeci
6iocuHTeTMYHOTO MeTaboni3My OaKTepialbHOTO MENTUAOTIiKaHY, 110 € HEBil'€MHUM CTPYKTYPHUM
KOMITOHEHTOM KJIiTUHHOI CTiHKM OakTepiii. IuTiOyBaHHS CUHTE3y NMENTHUHOTIIiKaHy IPU3BOIUTD O
moca0IeH s KIITUHHOI CTiHKH, HACJIiTKOM YOTO € JIi3uc i 3arubesb KIiTHH.

AMOKCUIIMITIH YyTIUBUY 0O pO3IlelyieHHs OeTa-TakTaMa3aMH, 10 IPOAYKYIOTLCS PE3UCTEeHTHUMHU
OakTepisgMu, OTKe, CIIEKTP aKTUBHOCTI aMOKCULIMITIHY SIK MOHOTepallil He BKJII0Ya€E MiKpOOpTraHi3My,
SKi IPOAYKYIOThH I1i (hepMEHTH.

KnaBynaHoBa KucjoTa € 6eTa-nakTaMoM, CTPYKTYPHO CIIOPigHEHUM i3 neHinuminamMu. BoHa
IeaKTUBYE fesiki hbepMeHTH OeTa-TakTaMasy, TUM cCaMUM 3anobiraiouy iHakTUBallil aMOKCUIUITIHY .
KnaBynaHOBa KMCJIOTa Y BUTTISIAI MOHOTEpAIii He YUHUTD KIiHIYHO KOPUCHOTO aHTHOAKTepiaIbHOTO

edekTy.
CoisBinHomenus OK/OI

Yac 30epekeHHsT KOHIIEHTpallil TikapcbKoro 3acofy, 110 nepeBulye MiHiManbHy iHTi0yI04y
KoHIleHTpallio (Y>MIK), BBaxKa€eThCs OCHOBHUM (haKTOPOM, SKHM BU3HA4Ya€ e(eKTUBHICTh [
aMOKCHULIUJIIHY.

MexaHi3My pe3UCTEHTHOCTI
[cHYIOTH IBa OCHOBHUX M€XaHi3MU PE3UCTEHTHOCTI O aMOKCULIUITIHY/K/IaBy/IaHOBOL KUCJIOTHU:

- inakTuBaLia 6akTepiambHUMU GeTa-maKTaMa3aMH, ki cami 1o cobi He iHTiOyIOThCS
KJIaBYJIaHOBOIO KMCJIOTOM, BKIO4Yatouu Kinacu B, C i D;

- nepetBopenHs [136, 110 3mMeHIye ahinHiCTh aHTUOAKTEPiaIbHOTO IIpernapaTy 4o MillleHi.

Henponuknicts 6akTepiii a0 MexaHi3M e(dIIOKCHOTO HacoCa MOXKe BUKINKATHA PE3UCTEHTHICTh
OakTepiit abo cripuATH iif, 30KpeEMa, y TpaMHeraTUBHUX OaKTEpil.



KOHTpONbHI TOYUKHT

KouTpomnbHi Touku MIK g1 aMoKCcULIUITiHY/ KJTaBY/IaHOBOI KMCJIOTH, BCTAHOB/IEHI €BPONENCHKUM
KOMITETOM 3 BU3HaYeHHS aHTHMiKpoOHO1 uyTiauBocTi (EUCAST)

MikpoopraHizmMu KOHTpO/IBHI TOYKYM YyTIUBOCTI (MKI/MJI)

YyTnusi [TomipHo uyTnuBi  Pe3ucreHTHI
Haemophilus influenzae' <1 - >1
Moraxella catarrhalis' <1 - > 1
Staphylococcus aureus * <2 - >2
Streptococcus A, B,C,G* =10,25 - > 0,25
Streptococcus pneumoniae® < 0,5 1-2 >2

' [ToBimoMIeHi 3HaYeHHA [y KOHIEHTPaliil aMOKCHIMIIHY. 3 METOK BU3HAYEHHS Iy TIMBOCTI
KOHIIEHTpAIlisd KJIaByJIaHOBOI KUCJIOTHA BCTAHOBJIEHA Y 3HAUEHHI 2 MTI/II.

* TloBimoMyIeHi 3HAYEHHS IS KOHIIEHTpALlill OKCAlUIiHYy.

* KOHTpONBHI TOYKK PO3PAxX0BaHO i3 KOHTPOILHUX TOYOK /I aMIiIUIiHy.

* KOHTPOJIbHI TOYKH PO3PaxoBaHo i3 KOHTPOJIBLHUX TOUOK M7 GeH3UIeHiuIiny.

Po3moBCIOmKeHICTh PE3UCTEHTHOCTI MOXKE 3MiHIOBATUCS reorpadiyHo i 3 4acoM OJIsg OKPeMUX BHU[IIB,
ToMy 6akaHO MaTH MicleBy iH(hopMallifo IOA0 YYTIUBOCTI, 0COONIMBO NPH JIiKYyBaHHI TAKKUX
inpexmiin. 3a HeoOXimHOCTI MOTPiOeH eKCIepTHUH BUCHOBOK, SKII0 MiCIleBa PO3IOBCIONXKEHICTh
PE3UCTEHTHOCTI € TaKO0l0, 1110 KOPUCTh IIpenapary, IPUHAaWMHI IpY JesKUX TUNaX iH(peKil, BUKIUKAE
CYMHiBH.

3asBuyal Yy TIMBI BULK

['paMIO3KUTHBHI aepobu: Staphylococcus aureus (4yTAUBHI 70 MeTHLMIHY)®, Streptococcus
pneumoniae’, Streptococcus pyogenes Ta iHIIi GeTa-reMOJIITHYH] CTPEITOKOKH.
['paMHeratuBHi aepobu: Haemophilus influenzae’, Moraxella catarrhalis.

Bugy, o5 SKMX PO3BUTOK PE3UCTEHTHOCTI Moxe OyTH npobaeMor0

['pamHeraTHBHi aepobu: Klebsiella pneumoniae.

[IpUPOIHO PE3UCTEHTHI MIKDOOPraHi3Mu

['paMHeraTHBHi aepobu: Legionella pneumophila.

[HI1Ti MIKPOOPraHi3Mu:
Chlamydophila pneumoniae, Chlamydophila psittaci, Coxiella burnetti, Mycoplasma

pneumoniae.

[ Bci cTa(isIOKOKY, Pe3UCTEHTHI 10 METUIUJIIHY, € PE3UCTEHTHUMU 00 aMOKCHULIUAIIIHY/
KJIaByJIaHOBOI KMCJIOTH.

' Tana nmikapchbka GopMa aMOKCUIMIIIHY/ KIIaByIaHOBOI KMCJIOTH MOXKe OyTH 3aCTOCOBaHa AJis
TIiKyBaHHS Streptococcus pneumoniae, pe3uCTEHTHOIO [0 MEHIUIIHY, JIUIIe 3TifHO i3
3aTBEPAKEHUMU IIOKa3aHHIMHU (OuB. po3min «Crocib 3acTOCyBaHHS Ta I03U»).

* IllTaMu 3i 3HMAKEHOI YyTIMBICTIO Oy 3apeecTpoBaHi y Aeskux Kpainax €C i3 4aCTOTOK BUIIE
10 %.

dapmakoKiHemuxka.

Abcopbuis. AMOKCULIUIIIH i KTaByJIaHOBa KMCJIOTa MOBHICTIO JUCOLIIOTh Y BOGHOMY PO3YKHI IPH
¢iziomoriunomy pirai pH. O6uaBa KOMIOHEHTH IIBUAKO Ta JoOpe abcopOy0ThCs MpU MepopabHOMY
npuiiomi. BiomoCTyNHICT aMOKCHITMITIHY Ta KJIaByJaHOBOI KUCJIOTH CTAHOBUTD Npubnu3Ho 70 % mnpu
nepopanabHOMY ImpuiioMi. ITpodini 060X KOMIIOHEHTIB y MJla3Mi ileHTUYHi, a Yac JOCATHEHHS



MaKCHMaJIbHOI KOHIIeHTparii B mma3mi (T,,,) I KOXKHOT0 KOMIIOHEHTA CTAHOBUTE IPUOJIM3HO OTHY
TOJUHY.

CeperHi (hapmakoKiHeTH4HI napameTpu AyrMeHTUHY ES npu 3acToCyBaHHI A TiKyBaHHS OiTEU y
mo3i 45 Mr/3,2 MT/KT MacH Tijla KOXHi 12 roguH HaBefeHi y Tabmuili:

[Tpemapat Cnax T o AUC . T,
(MKT/MIT) (rom) (MKT.TOO/MIT) (rom)
AyrmeHTHH ES QAMOKCHITAIIIH
[lo3a: 45 MI/Kr Macu Tina aMOKCULIUATIHY (15,7 2,0 59,8 1,4
Ta 3,2 MI/KT MacCH Tija KJaBy/l1aHOBOI + 7,7 (1,0-4,0) |= 20,0 + 0,35
KVCJIOTH KOXKHi 12 rogun KTaByJIaHOBA KWCIIOTA
1,7 1,1 4,0 1,1
+0,9 (1,0-4,0) |x1,9 + 0,29

*CepenHe (miama3oH)

Kon1eHTpalii aMOKCHUIIXATIIHY Ta KJIaBy/JIaHOBOI KMCJIOTH Y CUPOBATII, 110 AOCATAIOTLCS IIPU IPUKUOMi
aMOKCHIIWIIiHY/ KJIaBy/1aHOBOl KMCJIOTH, iIEHTUYHI TUM, III0 OOCATAIOTHCS TP IIePOPaIbHOMY
IpUHOMi eKBiBaJIeHTHUX 003 aMOKCHILIUTIIHY ab0 KJIaBy/1aHOBOI KMCIOTA OKPEMO.

Po3nodia. Bnu3bpko 25 % 3aranbHOro 06CSATY KJIaBy/IaHOBOI KMCJIOTH Y Mmi1a3Mi Ta 18 %
3arajibHOro aMOKCHIIUJIIHY B IJIa3Mi 3B'3yI0ThCS 3 GimkaMu. YABHUN 00'€M PO3IMOMAiNTy
cTaHoBUTb 0u3bK0 0,3-0,4 n/KT O aMOKCUIMITIHY i 61u3bKo 0,2 JI/KT [ KIaByJ1aHOBOI
KUCJIOTH.

[Ticns BHYTPIIIHROBEHHOTO BBEJEHHS aMOKCUIIMIIIH i KJlaBy/laHOBa KHUCI0Ta Oynu BUSIBIIEHi B
JKOBYHOMY MiXypi, OYepeBUHi, IIKipi, 2KUPOBiM TKaHWHI, M’s130Bill TKAHWHI, CUHOBia/IbHIN Ta
IepPUTOHEAIbHIN PiMKHI, K0BYi i 'HOI. AMOKCUIIUTIIH HE PO3MOiNSIEThCS NOCTaTHHOIO MipOIO B
CIIMHHOMO3KOBIY piguHi.

HocnifKeHHS Ha TBApXMHAaX He BUSBUIM XKOJHUX J0Ka3iB 3HAUHOI 3aTPUMKHU PEUYOBUH, TOXiAHUX OyOb-
SIKOT'0 KOMIIOHEHTA IIpernapaTy, y TKaHMHAX OpraHiaMy. AMOKCHUIIUIIIH, K i OibUIiCTh IEeHIIUITiHIB,
Moxke OyTH BUSIBIIEHUH y TPyaHOMY Mosolli. HeaHayHa KinbKiCTh KJIaBYJIaHOBOI KUCJIOTH TAaK0XK MOXKe
OyTy BUSIBIEHA B IPYIHOMY MOJIOI (O¥B. po3fin «3aCTOCYBaHHS Yy Mepiof BariTHOCTI abo
TONyBaHHS I'PYLL0»).

Byrno BusiBI€HO, 10 AK aMOKCUIIUIIIH, TaK i KJlaByJlaHOBa KHCJI0Ta IIPOHUKAITh KPi3b
nnaleHTapHuM Oap’ep (AUB. po3[in «3acTOCyBaHHS y Mepiof BariTHOCTI abo rofyBaHHS
TPYLOII0»).

biompaHcgopmauisa. AMOKCHLIAITIH YaCTKOBO BUBOJUTHCS i3 CEUeI0 Y BUTJISMI HeaKTUBHOI
IIEeHIIUIIOBOI KUCJIOTH B KiNIbKOCTSX, eKBiBameHTHUX 10-25 % moyaTkoBoI f03u. KiiaBynaHoBa KUCIOTa
3HAYHOIO Mip0i0 MeTab0MMi3y€eThCsA B OPTraHi3Mi JIIOAUHY i BUBOTUTHCS i3 ceuelo i pekanmisiMu Ta y
BUTJISIMII IBOOKHUCY BYTJIELIO 3 IIOBITPSAM, II[0 BUOUXAETHCH.

BugedeHHA. OCHOBHUM ILJISIXOM BUBEIEHHS aMOKCHUIMIIHY € HUPKH, TO[i SIK KJIaByJIaHOBA KUCJIOTA
BUBOIUTHCS SIK HUPKAMM, TaK i IMIISXOM [Iii M03aHUPKOBUX MEXaHi3MiB.



Y 3mopoBux MO0OPOBOJIBIIB CEPEIHiM Iepion HaMiBBUBENEHHS aMOKCUIIMIIIHY/ KJTaByIaHOBOI KMCJIOTH
CTAHOBUTH NMPUONIU3HO ONHY TONUHY, a CEPEeNHiil 3araNbHUM KITipeHC - Tpubau3Ho 25 JI/Tof.
PizHOMaHITHI JOCTImKEHHS MOKa3alH, 0 BUOUIEHHS i3 ceuero cTaHOBUTh 50-85 % mns
aMoKcuIuiiny ta 27-60 % misi KnaBy/IaHOBOI KUCJIOTH IIPOTIToM 24-roguHHOrO mepiony. Haitbinbia
KiJIbKiCTh KJIaByJIaHOBOI KMCJIOTH BUBOJAUTHCS MIPOTSATOM IEPIINX 2 TOOUH IiCsA IPUIOMY.

OpHOYacHe 3aCTOCYyBaHHS IMTPOOEHEIUAY CIIOBIIbHIOE BUBEIEHHS aMOKCHUIIUITIHY, ajie He 3aTPUMY€E
HUPKOBOI €KCKpellii KJTaByJIaHOBOI KMCIIOTH (OMB. po31in «B3aeMofis 3 iHIIUMHU JTIKapChKUMU
3aco0aMu Ta iHIIT BUOU B3aEMOMIN»).

ITopyweHHA pyHKUiI HUPOK. 3araibHUM CUPOBAaTKOBUI KJTipEHC aMOKCHLIAIIIHY/ KJ1aBYyIaHOBOI
KHCJIOTH NTPOTIOPLIiMHO 3MEHIIYEThCS 3i 3HUKEHHSIM HUPKOBOI QyHKIII. 3HUKEHHS KITipeHCY
mpenaparty OifbIl BUpaXkKeHe [JIsT aMOKCHUIIUIIiHY, HiXK [ KJIaByJIaHOBOI KUCJIOTH, OCKiNTbKY OinbIlla
YacTKa aMOKCHULIUIIIHY BUBOJUTHCSA HUPKaMu. [Ipy HUPKOBi#l HEJOCTATHOCTI O3YBaHHS Ma€
3arnobiraTy HagMipHiN KyMyJsilii aMOKCHUIIUIIIHY, V TOH e 4yac 30epiraioyuu JOCTaTHI piBHI
KJIaByJIaHOBOI KMCIOTH (muB. po3min «Crocib 3aCTOCyBaHHS Ta IO3U»).

INopyweHHs ¢pyHKYii neviHku. [1amieHTaM 3 Ie4iHKOBOIO HEAOCTATHICTIO PEKOMEHIYETHCS
o0epexkHe 3aCTOCYBaHHS i PeryISIpHUM KOHTPOJIb QYHKITI IeUiHKH.

KniniuHi xapakKTepuCTHKH.
Iloka3zaHHA.

Indexkiril y miTedt BikoM Bif 3 MicslliB, Maca Tina sAKux He nepesumiye 40 Kr, cmpuyrHeHi abo iMoBipHO
CTIpUYMHEH] MeHIIuIiHpe3uCTEHTHUME IIITaMaMu Streptococcus pneumoniae, Taki sK:

- TOCTPUU CEepedHiil OTUT;
- HEToCIiTaJIbHa ITHEeBMOHIs.

[Tpu npu3HaveHHi aHTHOAKTEpiaTbHUX MTpenapaTiB ClIifl KepyBaTHUCS ITPaBUIaMH iX HalIeKHOT0
3aCTOCYBaHHS.

IIpomunoka3aHHs.

[TinBuIeHa 4yTnIuUBICTh M0 OyIb-IKUX KOMIIOHEHTIB IIpemapary, 00 Oyob-aKux
aHTHOaKTepiambHUX 3aC00iB IPynu NeHIiuIiHY.

HasiBHiICTh B aHaMHEe3i TAXKKHX peaklliid TinepuYyTaIuBOCTi (B T.4. aHadimakcil), I0B’I3aHuX i3
3aCTOCYBaHHSM iHIMX GeTa-TaKTaMHUX areHTiB (y T.4. HedanocnopuHis, KapbaneHemiB abo
MOHOOAKTaMiB).

HasgBHiCTh B aHaMHe31 KOBTAHUI a00 IUCOHYHKIIi] IeYiHKY, 0B’ I3aHUX i3 3aCTOCYBaHHIM
aMOKCUIMIIiHY/ KI1aBy/1aHOBOI KUCJIOTH.



B3aemodina 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemodiii.
AHmukoazyaaHmu 045 nepopasbHO20 3aCMOCY8AHHA

AHTHKOATYJISTHTH [JISI TePOPAIbHOT0 3aCTOCYBAHHS Ta aHTUOIOTHKY MEHIIIUITIHOBOTO PSAY IIMPOKO
BUKOPUCTOBYIOThCSI Ha ITPaKTHUIli 0e3 MoBimoMeHb Mpo B3aeMomio. OgHaK OMKMCAaHO BUIAIKU
30inbINeHHS MiXKHaPOAHOT0 KoedillieHTa HopMarilanii y maiieHTiB, SKi mpuiiMany areHoKyMapos abo
BapdapuH Ta sKuM OyB IpHU3HAYEHUM KypPC JIiIKyBaHHS aMOKCUIIMIiHOM. SKII0 HeoOXigHuM!
OJHOYACHUM MPUIOM TaKUX IIpelapariB, CJIifi peTeIbHO KOHTPOJIIOBaTH IPOTPOMOiIHOBHY iHEKC, abo
MiKHapogHUY Koe(illieHT HopMaJi3allii, Ipy fogaBaHHi ab0 NpUNUHEHHI IPUUOMY aMOKCULIUITIHY .
Kpim Toro, Moxke OyTy moTpiOHa KOPEKIlis 1031 aHTUKOATYJISHTIB [JIs1 TepPOPabHOT0 3aCTOCYBAHHS
(muB. po3minu «Oco6auBOCTI 3acTOCyBaHHSI» Ta «I100iuHi peakirii»).

Memompexcam

[TeHiuMmiHY MOXKYTh 3HUKYBATH BUBEIEHHS METOTPEKCATY, 1110 BUKIIUKAE MOTEHIliliHe 30i/bIIeHHS
TOKCHUYHOCTI.

ITpobeHeyud

OmHovacHe 3aCTOCYBaHHS MPOOeHeINy He peKOMeHAY€EThCs. [IpobeHenus 3MeHIye HUPKOBY
KaHaJIbL[eBY CEKpellilo aMoKcuuuiny. OgHoYacHe 3aCTOCYBaHHS IPOOeHeNray MoXkKe IPU3BECTH [0
30inbIIeHHS PiBHS Ta TPUBAJIOCTI 3HAXOMKEHHS aMOKCULIUIIHY (aJie He KJIaBy/1aHOBOI KUCJIOTH) Y
KPOBI.

MikopeHoramy mopemun

Y xBopuX, SIKi TiKyIOThCA MiKOGEHOIAaTy MO(PETUIIOM, IiC/IS TO0YAaTKy 3aCTOCYBaHHS II€POPAIbHOTO
aMOKCUIIMJIIHY 3 KJIaBYJIaHOBOI KUCJIOTOI0 MOXKe 3MEHIIUTUCH IPef030Ba KOHIIEHTPALliss aKTUBHOI'O
MeTabomiTy - MikKoheHOI0BOI KucaoTH - mpubnusno Ha 50 %. L 3MiHa Ipeg030BOTo PiBHS MOXKe He
IIOBHICTIO BiATIOBimaTH 3MiHi 3arajbHOI €KCIO3UIlil MiKOQEHOI0BOI KUCIOTH. TaKUM YHHOM, 3MiHa
no3yBaHHS MiKo(deHoaTy ModeTuy 3a3BUuall He MOTPiOHA, SKI0 HeMae KIIiHiYHOTO
IifTBepIKeHHS TUCOYHKIII TpaHcmmaHTaTa. OgHAK peTesbHE CIOCTEepeXKeHHs HeoOXilHe IPOTSATroM
OOHOYACHOT'0 3aCTOCYBAHHS Ta BIIPOJOBXK [IESIKOTO Yacy Iicyis aHTubioTuKoTeparrii.

Oco6 1ueocmi 3acmocyeaHHsi.

[Tepen moYaTKOM Teparrii aMOKCHUIIMITIHOM/ KJIaByJIaHOBOIO KHUCJIOTOIO CJIifl peTeIbHO 3i6paTu
iH(opmatio moa0 MomepeaHiX peakiliil MigBUILEHO0]l YyTIUBOCTI Ha IMeHIlUTiHY,
medanocnopunu abo iHir 6eTa-TakTaMHi mpenapaTu (AuB. po3minu «IIpoTHUIIOKa3aHHSI» Ta
«ITobiuHi peakirii»).

[ToBigomsizocst PO Cepro3Hi Ta B OKPEeMUX BUIIA[IKaX JIeTalbHi peakiiil migBUIleHol
YYTNIUBOCTI (BK/II0Ya0uM aHadimaKTUYHI peakilil Ta TAXKKi IMKipHi mobiuHi peakirii) y
TallieHTiB, SIKi OTPUMYBasH JIiKyBaHHS neHinuaiHoM. Taki peakiril Oinbi BiporigHi y XBOpux 3
IIIBUILIEHO0 YYTJIUBICTIO 0O IIEHIUIIIHY B aHaMHe31 Ta Malli€HTiB 3 aTOINIYHUMU
3aXBOPIOBaHHAMU. [1pu MOSIBi ajeprivyHol peakiil CIifi IPUIUHUTH 3aCTOCYBaHHS
aMOKCHIIMITIHY/ KJIaByJIaHOBO1 KMCJIOTH Ta PO3M0YaTH BifMIOBIIHY aJlbTEPHATUBHY Teparliio.



Y pasi K110 moBefieHo, 110 iHdeKIlis BUKIUKaHa MiKpOOPraHi3aMoM(-aMHu), YyTIUBUM(-UMHU) [0
aMOKCHITUIIIHY, CHi[l pPO3TISHYTH IIePeXi Bil aMOKCHUIIUIiHY/ KIaByJ1aHOBOI KUCIIOTH IO
aMOKCHULIUJIIHY BIiJIIOBIIHO [0 3araJbHONPUNHATUX HACTaHOB.

Y nmarieHTiB 3 MOPyIIeHHIM (QYHKIIl HUPOK Ta Y MAalli€HTiB, SKi IPUUMAOTh BUCOKI 03U Ipenapary,
MOXKJIMBE BUHUKHEHHS CymoM (muB. «I1o0iuHi peakirii»).

Cnip yHMKATH 3aCTOCYBaHHSI aMOKCULIUIIIHY/ KJIaBYJIaHOBOI KUCJIOTHU IIPHU Mifo3pi Ha iHpeKIinHun
MOHOHYKJIE03, OCKiJIbKY B IIbOMY BUIIAJKY i3 3aCTOCYBaHHSIM aMOKCHUIIMIIIHY OyJ10 IIOB’si3aHe
BUHUKHEHHS KOPOIOAiOHOT0 BUCUIIaHHS.

OpHOYacHUM IIPUMOM aJIONyPUHOJY IIif Yac JIiIKyBaHHS aMOKCULIUIIHOM IIiIBUIIYE UMOBIPHICTh
BUHUKHEHHS aJlepriyHuX peakiliit 3 00Ky IIKipH.

TpuBasne 3acToCyBaHHSI B OKpEMUX BUIIafIKaX MOXKe IIPU3BECTH A0 HAAMIPHOTO PO3MHOXKEHHS
MIKpOOpPraHi3MiB, HEUYTJIUBUX [0 [Ipenapary.

BuHUKHEHHS Ha [TOYaTKY JIiIKyBaHHS rapsg4KOBOl reHepasi30BaHOl epuTeMH, OB’ s13aHO1 3
YTBOPEHHSIM IIYCTYJI, MOXKe OyTH CUMIITOMOM T'OCTPOTO TeHepai3oBaHOT0 eK3aHTeMaTO3HOT 0
nyctynbo3y (ITEII) (ouB. po3gin «[1obiuHi peakuii»). Taka peakilis BUMara€ MpUIUHEHHS
3aCTOCYBaHHS AYyTMEHTHUHY Ta € IPOTUIIOKAa3aHHAM [JIS MOJabIIOr0 3aCTOCYBaHHSI aMOKCHUIIUITIHY.

Cnig 3 06epexkHiCTIO 3aCTOCOBYBATH aMOKCHIIVITiH/KIaBYJIAHOBY KMCIIOTY ITAlliEHTaM 3 03HaKaMu
OPYIeHHS QYHKIII Mewinky (OuB. po3minu «Crocid 3aCTOCYBaHHS Ta HO3UY,
«[IpoTunokasauHsa», «I100iuHI peakirii»).

[ToBimoMIsiNIOCS TIPO YCKJIafHEeHHs 3 00Ky IMeUiHKU IepeBaXkHO y YOJIOBIKiB Ta MalliEHTiB TITHHOTO
BiKy, Ha TJIi TpUBAJIOro JIiKyBaHHA. [Ipo Taki yCcKIagHeHHS y OiTel MOBIOMIIANOCS AyXKe pPigko. Y BCix
TPYII MallieHTiB CHMIITOMH, K IIPaBUJI0, BUHUKAIOTH IIif 9ac abo 3rofmoM Micyig JiKyBaHHS, IPOTE B
OKpeMuX BUITagKaX MOXKYTb BUSBISITUCS JIAILIE Yepe3 KibKa TUXKHIB IIiCNSA 3aKiHYeHHS JTiKyBaHHS.
Taxi sBUIIA, IK IPABUII0, € 000POTHUMHU. Y CKIIafHEHHS 3 00Ky MeYiHKU MOXKYTh OYTH TSIXKKUMH, Y
BUHSATKOBO IIOOAMHOKHKX BUTMAKaX - JIeTaJIbHUMU. Taki SBHUILA 3aBXKAM CIIOCTEPIrajucs y malieHTiB 3
TSKKUM OCHOBHMM 3aXBOPIOBAHHSM a00 y TUX, XTO OTHOYACHO IIPHMMaB IIperapaTu, 3aCTOCYBaHHS
SIKMX, SIK BiJOMO, MOXe NIPU3BECTH OO0 YCKIIafHEeHDb 3 O0KY mediHku (ouB. po3min «[1obiuHi peakii»).

[Tpu 3acTocyBaHHI MaliKe BCix aHTHOaKTepiaabHUX MTperapaTiB, BKIII0OYal0Yy aMOKCUIIUIIIH,
TIOBiIOMJISINIOCS IPO aHTHUOI0TUKOACOLiMOBAHUM KOJIIT, CTYIiHb TSKKOCTI IKOT0 MOKe BapiloBaTH Bif
JIETKOTO0 10 He0e3meyHoro Ag KUTTS (IuB. po3nin «I1obiuni peakiii»). ToMy BaXKIMBO BpaXx0ByBaTU
11e¥ [iarHO3 715 MallieHTiB 3 HAasIBHOO Aiapee€lo Iif yac abo micis npuitoMy O6yab-sKux aHTHOIOTUKIB.
[Tpu mosiBi aHTUOIOTUKOACOIIIOBAaHOTO KOJIITY CJIif] HEraHO NMPUIMHUTH 3aCTOCYBaHHS AYTMEHTHHY,
3BEPHYTUCH 10 MEOUYHY JOIOMOTY i pO3[0YaTH BifgIOBifHE JIiIKyBaHHSA. 3aCTOCYBaHHSA
[IPOTUIIEPUCTAIBTAUYHUX [IPelapaTiB y TAKOMY pa3i IPOoTUIIOKa3aHe.

[Tpu TpuBariii Tepanil peKOMeHAYEThCS NepioauYHa OLiHKa (PYHKIII CUCTEeM OpraHiB, y TOMY YHCIIi
GYHKIIII HUPOK, MTeYiHKY Ta KPOBOTBOPEHHS.

Y namieHTiB, SKi IpuiiMany aMOKCHALIWIIIH/ KJIaByJIaHOBY KUCJIOTY, B IOOOUHOKUX BUIIafKax
TIOBiIOMJISINIOCS TIPO MTOMIOBXKEHHS IPOTPoMOiHOBOTO iHmeKCy. [Ipy oqHOYaCHOMY NpU3HaYeHH
AQHTUKOATYJISHTIB CJIi 3[iiICHIOBATU BiNIOBiIAHMM KOHTPOIb. 1715 mMigTpuMKu 6aKaHOTO PiBHS
AHTHKOATYJIAII MoXe OyTH MOTPiOHA KOPEKIlis J03U aHTUKOATYJISIHTIB IJIsT IePOPaIbHOTO
3aCTOCYBaHHS (IUB. po3Minu «B3aeMomis 3 iHIMMY TiKapCchbKUMU 3aco0aMu Ta iHIIi BUOW B3a€MOMil»
Ta «ITo0iuHi peakirii»).



Y nanieHTiB 3i 3HUXKEHUM [iype30M OyXKe PiAKo crocTepiranacs KpucTaaypis, nepeBaxHo Ipu
napeHTepabHil Tepamil. [1ig 9ac npuitoMy BUCOKKX 003 aMOKCULIUJIIHY CJIif MifTPUMYyBaTH NOCTaTHE
CIIOXMBaHHS PiAMHYU Ta Aiype3 3 MeTOI 3HUKEHHS UMOBIPHOCTI KPUCTaNypil, TOB’s13aH01 3 TPUKAOMOM
aMOKCHULIMIIHY. ¥V IallleHTiB 3 KaTeTepU3alli€l0 CeY0BOr0 Mixypa CIIiJl peryiasipHO IIepeBipsaTu
IPOXiAHICTH KaTeTepiB (AuB. po3nin «[Ilepemo3yBaHHS»).

[Tig 9ac nmikyBaHHS aMOKCHUIMJIIHOM CJIifj 3aCTOCOBYBaTH (pepMeHTaTHBHI METOOY BU3HAYEHHS
TJIFOKOOKCHUa3U IIPU JOCIIiIXKEeHH] Ha HasfBHICTE IJIIOKO3U B CEeYi, OCKUJIBKY IIPU 3aCTOCYBaHHI
HepepMEHTaTHBHUX METO/IB € BipOTiIHICTh OTPUMaHHS XMOHOMO3UTUBHUX PE3yIbTaTiB.

HasiBHiCTH KJ1aByJ1aHOBOI KHCJIOTH Y IIpenapaTti AyTMEeHTHH MOXKe IIPU3BECTH 10 HeCTelupiyHOTo
3B’a3yBaHH4A IgG i anp0yMiHny Ha MeMOpaHax epUTPOLUTIB, 1[0 MOXKe IIPU3BECTH 10 XUOHOIIO3UTUBHUX
pe3ynbTaTiB mpobu Kymbcea.

[ToBimomIsANIOCS IPO MO3UTHUBHI pe3ynbTaTé HepMEHTHOI0 iMyHOaHasi3y 3 BUKopucTaHHsaM Platelia
Aspergillus BupoOuuITBa Bio-Rad Laboratories y maifieHTiB, sKi npuitMamyu aMOKCHUITUTIH/
KJIaBYJIaHOBY KHMCJIOTY Ta Y SKUX 3rogoM OyJia BU3HAHA BifcyTHiCTh iHpekii Aspergillus.
[ToBimoMIsinocs Mpo IepexpecHi peakllil 3 moicaxapupaMu Ta nomidypano3aMu non-Aspergillus npu
IpoBefieHHi (hepMeHTHOro iMyHOoaHai3y 3 BukopucranusaM Platelia Aspergillus Bupo6uuiTBa Bio-Rad
Laboratories. ToMy O3UTUBHI pe3yiIbTaTy aHasi3iB y Nali€HTIB, SKi OTPUMYIOTH JTiKyBaHHS
aMOKCUIMIIHOM/KJIaBYyJIaHOBOIO KHUCIIOTO0, CJIif iHTEepIIpeTyBaTH 3 00epeXKHICTIO i miATBEpAKYBaTH
IHIMUMU OiaTHOCTUYHUMU METOLAMHU.

Cycnensisg AyrmeHTrH ES mictuth acmapramy (E 951) 2,72 Mr/mi, Skuii € IKepenoM
deHinanaxiny, TOMy IpenapaT Cifl Tpr3Ha4YaTu 3 00epexkHiCTIO NalieHTaM 3 GeHiIKeTOHypi€lo.

JlikapchbKuit 3acib MiCTUTh MalbTOIEKCTPHUH (T/1I0K03Y). He 3acTocoByBaTH mpemapar
nalieHTaM 3 PifKiCHUM CUHAPOMOM ManbaOcopOIlil rT0KO3U-TalaKTO3H.

3acmocyeaHHs y nepiod sazimHocmi abo 200y8aHHs 2pyd01o.

BariTtHicTe. [JocmifiKeHHS Ha TBApUHaX He BKa3yIOTh Ha IMPsIMUM a00 0TlocepeqKOBaHUM MIKioIUBUN
BIIJIUB Ha TepeOir BariTHOCTI, pO3BUTOK eMOpioHa/mioAa, MoIoru abo MoCcTHAaTaIbHUN PO3BUTOK.
OO6MexeHi gaHi 00 3aCTOCYBaHHS aMOKCHIIMITIHY/ KJTaByJIaHOBOI KMCJIOTH ITiJ] YaC BariTHOCTI y
JIIOOVWHY He BKa3yIOTh Ha IiABUINEHNN PU3UK BUHUKHEHHS BPOOKEHUX Bajl PO3BUTKY. Y €IUHOMY
MOCTiAKEeHH] y XKIiHOK 3 TepeqYacHUM PO3PUBOM 000JIOHOK IIJI0fa IMOBiAOMIISIIIOCS, III0
npodinakTyHe JTiKyBaHHS aMOKCHIIMIIHOM/ KJ1aBy/IaHOBOIO KHCJIOTOI0 MOXkKe OyTH TOB’si3aHe 3
IiABUIIEHUM PHU3UKOM PO3BUTKY HEKPOTUYHOTO EHTEPOKOJIITY ¥ HOBOHapoKeHuX. Ciif yHuKaTu
3aCTOCYBaHHS IIpemnaparTy Mif Yac BariTHOCTI, 3a BUHATKOM BUIIAOKiB, KOJIX JTiKap BBaXxKac Iie
HeOOXimHUM.

I[lepion rogyBanHs rpynmio. OOuaBa aKTUBHI KOMIIOHEHTH ITperapaTy eKCKPeTYIOThCS Y
TPyIHE MOJIOKO (HeMae iHdopMallil CTOCOBHO BILIMBY KJTaBYJIaHOBOI KMCJIOTH Ha HEMOBJIS,
sIKe 3HaXO[UThCS Ha IPYAHOMY BUTOLNOBYBaHHi). BioBigHO y HEMOBNIATH, SIKE 3HAXOOUTHCS
Ha TPYAHOMY BUTOLOBYBaHHiI, MOXKJIMBA I0sIBa Aiapel Ta rpuOKOBOI iH(EKIIl CTu30BUX
000JIOHOK, TOMY TOlyBaHHS I'PYOOIO CIIif TPUIUHUTHU. CIIiff B3SATH [0 YBard MOXKJIMBICTh
BIUHUKHEHHS aJIePTiYHUX peakiii. AMOKCULIUIIIH/ KJIaByJIaHOBY KUCJIOTY V IIepiof rogyBaHHs
TPYAOI0 MOXKHA 3aCTOCOBYBATH JIMIIIE TOXI, KOJIA, Ha AYMKY JTiKaps, KOPUCTh Bif
3aCToCyBaHHS Oyne nepeBaXkaTd PU3UK.



30amuicmb 8niusamu Ha weudKicmbe peakyii npu KepysaHHi aBmompaHcnopmom abo iHwumu
MexaHiamamu.

HocmimKeHHS 000 3TaTHOCTI ITperapaTy BIJIMBATH Ha IIBUAKICTH peakllil Ipyu KepyBaHHI
aBTOTPAHCIIOPTOM i pOOOTi 3 iHIMMMY MexaHi3MaMu He IPOBOOUINCE. [IpoTe MOXK/IMBE BUHUKHEHHS
HeOaXaHUX epeKTiB (TaKuX K ajiepriyHi peakiiii, 3araMoOpoYeHHs, CYOOMH), 1110 MOXKYTh BIIMBATU
Ha 37aTHICTh KepyBaTu aBTOMOOGiIeM i paIffoBaTH 3 iHIIMMU MeXaHi3MaMHU.

Cnoci6 3acmocyeaHHss ma do3u.

Ilo3yBaHHS BHpaXkKeHe B IIepepaxyHKy Ha BMiCT aMOKCHLIMITIHY/ KJIaBy/IaHOBOI KUCJIOTH, 3@ BUHITKOM
BUIAOKIB, KOJIM IO3yBaHHS BUpaXxKeHe B IIepepaxyHKy Ha OKpeMHUU KOMIIOHEHT.

[Tpu BuGopi mo3yBaHHS AYrMeHTHUHY OJIs JTiKyBaHHS OKpeMoi iHdeKIil ¢y BpaxoByBaTH:

- BiporimHi 30yIHUKYM 3aXBOPIOBAHHS Ta iX iMOBIpHY YYTJIUBICTh 10 aHTUOAKTEpialbHUX
npernapariB (auB. po3ainn «OcobIUBOCTI 3aCTOCYBAHHSI»);

- CTYTiHb TSIKKOCTI Ta JIOKaJi3allito indekIi;
- BiK, Macy Tijla i HUPKOBY (DYHKIIiIO TIAlli€HTa, K BKa3aHO HUXKYe.

Kypc nmikyBaHHST He TIOBUHEH ITepeBuUIyBaTH 14 nHiB 63 10oro meperiasny (QuB. Po3min
«Oc0ob6IMBOCTI 3aCTOCYBaHHS» CTOCOBHO TPUBAJIOl Tepalrii).

ITopocni Ta miti 3 Macoio Tina = 40 Kr

IocBin 3acTocyBaHHS AyTMeHTHHY, CyCIIeH3il, JOPOCINM Ta HiTAM 3 Macoio Tina = 40 Kr BifCyTHiH,
TOMY PeKOMeHallil CTOCOBHO [I03yBaHHS [JIS LIUX TPYII MAIliEHTiB BiACyTHi.

ITiTy BikoM Bim 3 MicsIriB 3 Macoro Tina < 40 Kr

PekoMeHoBaHa fio3a AyrMeHTHHY, cycnensil, cknagae 90/6,4 Mr/kr macu Tina/go0y,
po3IofineHa Ha 2 IPUUOMHU.

AyrMmeHTHH ES MicTUTB iHIIY KiNBKiCTh KJ1aBYJIaHOBOI KUCIIOTH (Y GOPMi KamieBoi coi), Hix Oymb-
dKa iHma ¢opMa cycrneHsii AyrMeHTHUHY. AyrMeHTUH ES MicTuts 42,9 Mr Kj1aByJ1aHOBOI KUCJIOTH Ha 5
MJI CyCIeH3il, Tofi K cycneHn3is AyrmeHTury 200 Mr/5 mn MictuTh 28,5 MTI KJ1aByJ1aHOBOI KMCJIOTH Ha
5 M1, a cycneHnsist 400 Mr/5 MIT MiCTUTB 57 MT KJIaBy/IaHOBOI KUCIOTH Ha 5 M. Tomy AyrmenTus ES
He Moxe OyTH 3aMiHeHu# XKOgHOW iHIIOI0 GOpPMOIO CycneH3ii AyrMeHTUHY.

ITopywenHs ¢pyHKYii HUpokK. [TamienTam 3 KinipeHcoM KpeatuHiny (CrCl) O6inpur Hixk 30 M/xB
KOPEKIIis 103U He MoTpibHa.

[NTauieHTaM 3 KJIipeHCOM KpeaTHHiHY MeHII HixK 30 M/I/XB faHa (opMa AyrMeHTUHY He
PEKOMEHOYETHCS AJIS1 3aCTOCYBaHHS, OCKITbKM HeMa€e pPeKOMEeH Il 00 KOPEeKIIil 03H.

ITopyweHHs ¢pyHKUiI neuiHku. PeKoMeHOyeThCs 06epekHe 3aCTOCYBaHHS 3 PETYISIPHUM KOHTPOJIEM
byHKLil mevinku (ouB. po3minu «IIpoTunokasanHs» Ta «OCOGIUBOCTI 3aCTOCYBaHHS»).



Cmocib 3acToCcyBaHHS

AyrmenTuH ES npusHayeHun Ojis IepopajbHOro 3aCTOCYBaHHS.

[Tpemapar cyif mpuiMaTy Imif 9ac igy, o0 3BeCTH A0 MiHIMyMy IOTEHIHHY IUTYHKOBO-KUIIKOBY
HeIlepeHOCUMICTh.

IHCcmpyKyia 0414 npu20myB8aHHs CycneHasii.

[Tepen 3acTOCYBaHHSIM IEPEBIPUTH LiTiCHICTH myIoMOu Ha Kpuiiii. CTpycutu ¢QrakoH, o0
PO3PUXJIUTH TTOPOIIOK. [logatu HeoOXigHY KilbKiCTh BOOM (K BKa3aHO HUXKYe), IEPEBEPHYTH Ta
peTenbHO 300BTATH. [HIINY CIIOCiO: 3aMOBHUTH (PIIaKOH BOMOI0 TPOXY HUXKYE BiIMITKM Ha €TUKETI,
IIepeBEepPHYTH i peTenbHO 300BTATH, MIOTIM 3aIIOBHUTH (JIaKOH BOLO0 OO BiIMiTKH, IEPEBEPHYTH i
3HOBY peTeIbHO 300BTATH.

[lo3yBaHHS 00’eM BoOH, IKUH HEOOXigHO KinneBuit 00'eM po3YUHEHO1
OOOaBaTH MJIST PO3YMHEHHS (MJ1 ) OpasbHOI CyCIeH3il (M)
600 mr/42,9 mMr/5 Mn 90 100

[Tepen KOKHUM 3aCTOCYBaHHSIM (PIIaKOH CJIifi peTeNbHO 300BTYBaTH.

Himu.

[TpemapaT y popMi cycrneHsii mpu3HadyaTH OiTAM BiKOM Bif 3 Mics1liB, Maca Tijla SIKAX He IIepeBUIIYE
40 kr. [liTsim 3 Macoto Tina 6inbiie 40 Kr mpu3HavyaTy IpenapaT B iHIIN JTiKapchKik ¢hopMi.

IlIepedo3yeanHsi.
CumnoToMu

MoxyTh criocTepiraTuCs CUMIITOMHU, XapaKTEePHI [ pPo3/iafy LITyHKOBO-KUIIKOBOI'O TPAKTY Ta
nopylieHHs 6alaHCy PiguHU Ta eleKTporiTi. ClocTepiranacs KpUCTanypis, OB’ si3aHa 3 IPUHOMOM
aMOKCUIMIIIHY, III0 B OKPeMUX BUIIaIKaX IPU3BOLUIIO JO PO3BUTKY HUPKOBOI HEIOCTATHOCTI (IUB.
po3min «Oco6IUBOCTI 3aCTOCYBAHHS»).

Y nmaruieHTiB 3 MOpyIIeHHIM (QYHKIIl HUPOK Ta Y MAalli€HTiB, SKi MIpUUMAOTh BUCOKI 03U Ipenapary,
MOXKJIVBE BUHUKHEHHS CYIOM.

[ToBimOMIISINIOCS PO OCiaHHS aMOKCHLIUIIIHY y KaTeTepaxX Ce40BOro Mixypa, epeBaxKHO IiCls
BHYTPIIIIHbOBEHHOI'0 BBEEHHS Y BUCOKUX [03aX. CIIif peryasapHO MepeBipsaTH MPOXiAHICTh KaTeTepiB
(muB. po3min «OcoBIMBOCTI 3aCTOCYBaHHS»).

JIikyBaHHS

[Mopy1eHHs 3 60Ky IITYHKOBO-KHUIITKOBOT'O TPAKTY MOXKHA JIKYBaTH CUMIITOMAaTHYHO, 3BePTAI0UH
yBary Ha 6ajaHC PigWHU/€JIEeKTPOIITIB.

AMOKCHITMITIH/ KJTaBYyJIaHOBA KHUCJIOTA MOXKYTh OyTH BUAaIEHi 3 KPOBOTOKY 3a HOIIOMOT 00
reMopianisy.



ITo6iuni peakuii.

Haii6inbI yacTo MoBimoMIIII0Cs PO Taki moOiuHi peakilil Ha mpenapar, SK fiapes, HygoTa Ta
OJIIOBAHHS.

[Tepenik HeOaxkaHUX peakllii Ha IpenapaT, BifoMUX 3 KIiHIYHUX AOCTiAXKeHb AyTMEHTUHY i
IIOCTPEECTPALIIMHOTO HArIAAY Ta KJ1aCu(piKOBaHUX 3a CUCTEMHO-OPraHHUM KinacoM MedDRA,
3a3HaueHo HuXK4e.

3aCcTOCOBYEThLCA TaKa Kiacudikallis 4acTOTH BUHUKHEHHS M06iYHUX eeKTiB:
nyxe yacto 3 1/10;

yacTto 3 1/100 ta < 1/10;

HevacTo 3 1/1000 ta < 1/100;

pigko 2 1/10000 ta < 1/1000;

nyxe pigko < 1/10000;

HEeBiTOMO (JaCTOTy HEMOXKJIMBO OLiHUTH 3 HasBHUX HaHUX).

IHpekuii ma iHeasii.

YacTo: KaHAU[I03 IIKipPYU Ta CIU30BUX 000JIOHOK.

HesigoMo: HagMipHe PO3MHOXKEHHS MIKPOOpPraHi3MiB, HEUYTIMBUX OO0 IIpernapary.
Po3aadu 3 60Ky kpogomeopHoi ma aimpamu4Hoi cucmemu.

Pigko: 060poTHA NTeMKOMeHis (BK/II0YA0Yy HEHTPOIIeHii0) Ta TPOMOOIIUTOIIEHiS.

Hesigomo: 060pOTHUI arpaHyJIONUTO3 i TeMOJIiTUYHa aHeMis; 30iIbllIeHHS Yacy KpOBOTedi Ta
IIPOTPOMOBIHOBOTO iHfeKCy .
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Po3nadu 3 60Ky imyHHOI cucmemu™ ~.

Hesimomo: anrioHeBpoTHYHUN HAOPSK, aHabimaKcis, CHHOAPOM, IOmiOHKE 10 CHPOBATKOBOI XBOPOOH,
aJiepriyHuil BaCKyJIiT.

Posaadu 3 60Ky Hepeosoi cucmemu.

HewacTo: 3armaMoOpoYeHHsI, TOJIOBHUM Oiflb.
Hesimomo: 060pOTHa TinepakTUBHICTD i cymoMu’.
HesBigomo: acenTHYHUN MEHIHTIT.

Po3nadu 3 60Ky WayHKOBO-KUWKOB020 Mpakmy.

YacTo: miapes, HyfoTa’, GIOBaHHS.



Heuacro: Po3jiagyu OIJIYHKA.

Hesimomo: aHTHOI0TUKOACOIifOBAHMH KOJIT ', YOPHMI BOJIOXaTH 34K, 3MiHa 3a0apBlIeHHs 3yOHOI
;5
emai °.

I'enamobiaiapHi po3aadu.

Heuacro: migsumenHss pisEsa ACT ta/a6o AJIT®.
HeBimoMo: renaTuTd’ Ta X0JIeCTaTHYHA XKOBTSHHULS .
Po3znadu 3 60Ky wkipu ma niowkipHux mKaHuH’.
HeuacTo: mKipHi BucumanHs, cBepOixK, KpOIUB THKA.
Pigko: mynbeTudOpMHa epuTeMa.

Hesimomo: cuanpom CTiBeHca - [I2)KOHCOHA, TOKCUYHUM eliflepMalbHUN HEKPOIIi3, OyIb03HUMN
excoTiaTHBHUI JepMaTHUT, TOCTPHI TeHepali3oBaHuil eK3aHTeMaTo3HUII IyCTyIb03 ' , peakilis Ha
JIiKu 3 eo3uHOdinieio Ta cucreMauMu cumntomMamu (DRESS).

Po3snadu 3 60Ky HUPOK Ma ce4osusioOHUX Wasxis.

Hesimomo: iHTepcTHLianbaui HeGpUT, KpUCTAIypis .

' Mus. po3min «Ocob6IMBOCTI 3aCTOCYBaHHS».
2 . .
HuB. po3min «Oco6IUBOCTI 3aCTOCYBaHHS».

3 HymoTa dacrTiiie moB’si3aHa 3 MpuioMoM OifbIl BUCOKUX ITEPOPAbHUX 03 mpemnaparty. [Ipu
BUHUKHEHHI IINTYHKOBO-KUIIKOBUX PEaKIii 1X TAXKKICTh MOKHA 3HU3UTHU LIIIXOM IPUUOMY
AyTMeHTHHY Tif 4Yac 10H.

‘y TOMY YHCJIi ICeBIOMeMOPaHO3HUM KOJIIT i reMopariyHuii KOMmT (ouB. po3min «OcoOnmuBoCTi
3aCTOCYBaHHS»).

® TIpo 3MiHy 3a0apBieHHs 3y0HOI eMalli fyXe PifKo MOBiLOMIIANOCS V HiTeil. PeTentHa riricHa
POTOBOI MOPOKHUHY MOXKE IIOTIEPEeOUTH TaKy 3MiHy 3abapBiieHHSs, OCKiIbKHY IIe SBUIIE YCYBa€ThCS
IIJISTXOM YUIeHHS 3y0iB.

6 ITomipHe mipumenHs piBHiB ACT Ta/a6o AJIT vacTime crocTepiranocs y mamieHTiB, sSKi
OTPUMYBAJIH JIiKyBaHHS aHTUOiOTMKaMu OeTa-lTaKTaMHOI T'PYIIH, ajle 3HaYMMIiCTh IUX Pe3yJIbTaTiB
HeBizoMa.

’ 11i SiBMINa CIIOCTepiragucs y pasi 3acTOCyBaHHS iHINKMX aHTUOIOTHKIB MEHIIMIIHOBOTO Ta
nedanocrnopuHOBOro psaay (AuB. po3min «Oco6IUBOCTI 3aCTOCYBAHHS»).

® [Ipu BUHWKHEHHi peakI[iil MiIBUIEeHo] 9yTIUBOCTI (IepMaTUTy) 3aCTOCYBaHHS IpenapaTy CIif
IPUMHUHUTY (OUB. Po3ain «OcoOMMBOCTi 3aCTOCYBAHHS»).

° lus. po3pin «Ilepemo3yBaHHs».



' Tus. po3min «OCOBIUBOCTI 3aCTOCYBaHHSI»

" Tus. po3pmin «IIpoTunokasanus» Ta «OCOBIMBOCTI 3aCTOCYBAHHS».

Tepmin npudamuocmi.

2 poxku. [IpurotoBana cycnen3sis - 10 gHis.

YMoBu 30epiranHsi.
30epiratu npu TeMmepartypi He Buile 25 °C. 30epiratu y HegOCTYIHOMY IJIS OiTel Mici.

[TpuroToBaHy CycleH3iio 30epiratu B X0JIOAUILHUKY IIPK TeMepatypi Big 2 1o 8 °C Ta BUKOPUCTATH
npotsaroM 10 gHiB. He 3aMopoxXyBaTtu.

YnakoBka. CKigHUM (JIaKOH 3 a/JlOMiHI€EBOIO KPUILIEYKOI0, 1110 HAKPYYY€EThCS (MICTUTH BCepPequHi
noJTiMepHY (momiBiHimXIopugHy abo mosnionediHoBy) IIiBKY), 3 KOHTPOJIEM MIEPIIOTo BifKpUTTS abo 3
IIJTACTUKOBOIO KPUIIKOI) i3 3aXMCTOM Bifl BIIKPUTTS OIiThbMU Ta IJIaCTUKOBOI MIPHOO JIOXKKOM 3
TI03HauYKaMu 2,5 MJI Ta 5 MJI, y KApTOHHi# KOpPOOIIi.

Kareropis Bigmycky. 3a peLentom.

Bupoounk. | JTaKCO Bemnkowm [IpogaxkiiH, ®paHiris/

Glaxo Wellcome Production, France.

Micue3HaxoKeHHsI BHPOOHHKA Ta MOro ajJpeca MicCIsi IPOBaKeHHsI Tis/IbHOCTI.
I'makco Beikom IIponakmin, 31 me s [eiennep, 53100 Maiens, Qpanuiﬂ/

Glaxo Wellcome Production, ZI de la Peyenniere, 53100 Mayenne, France.



