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IHCTPYKIIA
AJIS MEUYHOI 0 32CTOCYBAHHS JIIKAPCHKOIo0 3ac00y

AYTMEHTHH™ (BD)
[AUGMENTIN™ (BD)]

Cknao:

Oitoui peyosunu: aMOKCHUIIMIIIH Ta KJIaByJIaHOBA KHUCIIOTA,

1 TabneTka MicTUTH aMOKCHUIIMIIHY (y (Gopmi aMOKCHUWIIHY TpuriapaTy) 875 Mr, KiaByJaHOBOI
kucinoTH (y ¢popmi Kauito KiaByianary) 125 mr;

OONOMIJICHI pevosuHU: MATHIIO cTeapaT, HATPIF0 KPOXMAJIBITKOMAT (TUI A), KPEMHIIO TIOKCHI
KOJIOTIHUI 0€3BOHUH, IENI0I03a MIKPOKPUCTAIIIYHA, TUMETHKOH;

obononka mabnemxu: tatany miokeua (E 171), rimpomenosa (5 cps), rimpomenosa (15 cps),
maxporou 4000, makporosn 6000.

Jlikapcbka ¢gopma. TabiieTku, BKPUTI TUTIBKOBOKO 000JIOHKOIO.

OcHosni gizuxo-ximiuni énacmugocmi: TabneTku y Gopmi kancynu 0igoro abo 61100 3 BIATIHKOM
KOJIBOPY, BKPHTI TUTIBKOBOIO 0OOJIOHKOIO, 3 JIIHIEIO PO3JIOMY 3 OJHOTO 00Ky Ta MoHOTrpamamu A C 3
000X OOKiB.

dapmakoTepaneBTHYHA rpyna. AHTHOaKTEpianbH1 3aco0U I CHCTEMHOTO 3aCTOCyBaHHsA. bera-
JaKTaMHi aHTHO10THKY, eHinuaiHu. KoMOiHaIii neHiuiiniB 3 iHridiTopamu 0eTa-lnakraMasH.
Kox ATX JO1C RO2.

Dapmakonoziuni e1acmueocmi.

Dapmaxoounamixa.

Mexani3m aii

AMOKCHUIIMIIH € HaIMiBCUHTETUYHUM MEHIIIIIHOM (OeTa-TaKTaMHUM aHTUOIOTUKOM), SIKUH 1HTiOye
olMH abo Kiulbka (epMEeHTIB (SIKI 4acTO HA3MBaIOTh MEHINWJIIH3B A3ytounMu Ouikamu, [13B) y
nporeci OG10CMHTETHYHOIO MeTaboii3My OakTepiaJbHOro MENTHAOTIIKaHy, L0 € HEeBiJ €MHUM
CTPYKTYpPHUM KOMIIOHEHTOM KIIITUHHOi CTiHKM OakTepiil. IHriOyBaHHS CHHTE3y HENTHAOIJIKAHY
MPU3BOAUTH J0 OCTa0IeHHS KIITHHHOI CTIHKH, HACTIAKOM YOTO € JII3UC 1 3aru0eNb KIIITHH.
AMOKCHIIWJTIH 9yTIUBHUI IO pO3MICTUICHHS OeTa-TakTaMa3aMu, 0 MPOIYKYIOThCS PE3UCTEHTHHMU
OakTepisiMH, OTXKE, CHEeKTp aKTUBHOCTI aMOKCHLWIIHY $K MOHOTepamii He BKIIOYae
MIKpOOPTaHi3MH, K1 IPOAYKYIOTh I1i (JEPMEHTH.

KnaBynaHoBa kuciora € OeTa-1akTaMOM, CTPYKTYpHO CIOpiAHEHUM 13 MeHiwiiHamu. Bona
JIEaKTUBYE JiesKi (hepMeHTH OeTa-TakTama3u, THM CaMHUM 3aro0iralouu iHaKTUBAIlll aMOKCHUIIHITIHY.
KnaBynanoBa kucinora y BUIVISIII  MOHOTepamii HE  BHSBISIE  KIIHIYHO  KOPHCHOTO
aHTHOAaKTepiaabHOTO e(heKTy.

CuiiHomeHHs DK/DJ]

Yac 30epekeHHs KOHIIEHTpaLii JIKapChKOTO 3aco0y, IO TMEpeBHILye MiHIMAIbHY 1HTIOyHOUYy
koHueHTpauito (Y>MIK), BBakaeTbcsi OCHOBHUM (akTOpoM, SKMM BHU3Haua€e e(PEKTUBHICTh
AMOKCHIIHITIHY.

MexaHi3MHU pe3UCTEHTHOCTI

[cHYIOTH 1Ba OCHOBHUX MEXaHI3MH PE3MUCTEHTHOCTI 1O aMOKCUIIMIIIHY/KJIaBYJIaHOBOT KUCIIOTH:




- iHakTHMBauUis OakTepiaJbHUMHU OeTa-TakTamazamu, fAKi cami 1o co0i He 1HTrIOYIOThCS
KJIaBYJIAaHOBOIO KHUCIIOTOO, BKJITtouatoun kinacu B, C 1 D;

- mneperBopenns [13b, mo 3mMenmye adiHHICTh aHTHOAKTEPI1ATIBLHOTO MpenapaTy A0 MilleHi.

HemnponukHicth OakTepiii abo MexaHI3M e(JIFOKCHOTO Hacoca MOKE BUKIHMKATH PE3UCTCHTHICTH

OakTtepiii abo cpusTH iif, 30KpemMa, y rpaMHETaTUBHUX OaKTEpii.

KoHTposbHI TOYKH

Kontponbai Toukn MIK a5 aMOKCHIIMIIIHY/ KJIaByJIaHOBOI KMCIIOTH, BCTAaHOBIICHI €BpONEHCHKUM

KOMITETOM 3 BU3HaueHHs aHTUMiKpoOHoi uyTiuBocTi (EUCAST)

MikpoopranizmMu KOHTpOJIbHI TOYKH YYTIUBOCTI (MKI/MII)
UyTausi ITomipHO UyTIHMBI PesucrenTHi

Haemophilus influenzae? <1 - >1
Moraxella catarrhalis <1 - >1
Staphylococcus aureus 2 <2 - >2
KoarymazoneratuBHi <0,25 > 0,25
cradinokoxu
Enterococcus® <4 8 >8
Streptococcus A, B, C, G° <0,25 - > 0,25
Streptococcus pneumoniae® <0,5 1-2 >2
EnTepobaktepii -4 - - >8
['pamHeraTuBHI aHACpOOHi <4 8 >8
6akrepii
I'pammio3uTuBHI aHaepoOHi <4 8 >8
6akrepii
KoHTpomnbHi TOUKH, 1110 HE <2 4-8 >8
CTOCYIOTHCS OKpEMUX BHIB
! [Mosinomuieni 3HaueHHs 11 KOHLEHTpPALlili AMOKCHIIMIIIHY. 3 METOI0 BUIPOOYBaHHS UYTIMBOCTI
KOHIIEHTpAIlis KJIaByJIaHOBOI KMCIIOTH BCTAHOBJICHA y 3HAUEHH1 2 MI/IL.
2 TToBinmoMIIeHi 3HAYEHHS I KOHIIEHTPAIlil OKCAIMITiHY.
% KOHTpOIIbHI TOYKH PO3PaxOBaHO i3 KOHTPONGHUX TOUOK [T aMITiLIAITiHY.
4 KoHTponbHa TOYKAa pE3MCTEHTHOCTI R>8 MI/m o3Hayae, MmO BCi IMTaMM 3 MeXaHi3MaMH
PE3UCTEHTHOCTI 3asBIIEH] SIK PE3UCTEHTHI.
® KOHTpOIIbHI TOYKH PO3PAXOBaHi i3 KOHTPOILHUX TOYOK TS OeH3UIIEHI iRy .

Po3noBcro/KeHICTh PE3UCTEHTHOCTI MOKE 3MIHIOBATHCS reorpaiyHo 1 3 4acoM MJii OKpPEMHX
BU/IB, TOMy OaXaHO MaTH MicLeBy iH(pOpMaIlilo MO0 YYTJIMBOCTI, OCOOJIMBO MpH JIIKYBaHHI
TSOKKUX  1HQexnid. 3a HeoOX1JHOCTI MOTpiOeH eKCHepTHUH BHCHOBOK, SKIIO MICLIEBa
PO3MOBCIOKEHICTh PE3UCTEHTHOCTI € TaKoOl, 110 KOPUCTh Mpemnapary, NpUHANMHI NpU JEsIKUX
TUnax iHQeKIii, BUKIMKAE CYMHIBH.

3a3BUyail YyTJIMBI BUAU

'pammosuTrBHi aepodu: Enterococcus faecalis, Gardnerella vaginalis, Staphylococcus aureus
(qyTnuBHi 110 MCTI/II_II/IJ'IiHy)£, KOaryja30HeraTuBHUN CTa(iIOKOK (YyTIAMBHA O METHLMIIHY),
Streptococcus agalactiae, Streptococcus pneumoniae!, Streptococcus pyogenes Ta immi GeTa-
TeMOJIITHYHI CTPENITOKOKH, Tpymna Streptococcus viridans.

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

Amnaepo6u: Bacteroides fragilis, Fusobacterium nucleatum, Prevotella spp.

Bunu, uis aKux po3BUTOK PE3UCTEHTHOCTI MOXKe OYTH OpoOJIEMOIO

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

I[IpupoHO PE3UCTEHTHI MIKPOOPTraHI3MHU

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.

$ IIpupoaua momipHa 4yTIUBICTE 3a BiICYTHOCTI HAGYTOrO MEXaHI3My PE3HCTEHTHOCTI.

£ Bci cTadinoKkoKH, pPEe3MCTEHTHi 0 METHIMIIHY, € pPEe3HCTEHTHHMH [0 aMOKCHIMIiHY/
KJIABYJIAHOBO1 KHCJIOTH.

! Jlns nikyBaHHS Nalli€eHTIiB, y SKMX 3aXBOPIOBAHHS CHpHUuUMHEHe Streptococcus pneumoniae,
PE3UCTEHTHUM JI0 TEHIIMIIHY, HE CJIiJ] BUKOPUCTOBYBATH L0 JIIKAPCHKY (hOpMy aMOKCHLIMITIHY/
KJIaByJ1aHOBOi Kucinotu (amB. po3aimm «Croci®é 3actocyBaHHS Ta A03u» Ta «OcoOIMBOCTI
3aCTOCYBAHHS»).

2 [IITamu 31 3HIDKEHOO UyTIMBICTIO OYIIM 3apeecTpoBaHi y neskux kpainax €C i3 4acTOTO BHIIE
10 %.

Dapmaxokinemuxa.

Abcopbyis. AMOKCULIMIIIH 1 KJIaBYJIaHOBA KUCJIOTa TOBHICTIO AUCOIIIOIOTH Y BOJHOMY PO3UUHI MPU
¢izionoriunomy piBHi pH. OOuaBa KOMIIOHEHTHM WIBHIKO Ta J00pe abcopOyloThCs MpH
HepopaIbHOMY MpuiOoMi. BioJOCTYNHICTP AMOKCUIMIIIHY Ta KJIaBYJIaHOBOi KHMCJIOTH CTAHOBHUTH
npubimzno 70 % npu nepopansHOMy TpuiioMi. [Ipodini 060X KOMIIOHEHTIB y TUIa3Mi iIGHTHYHI, a
4yac JOCATHEHHS MaKCUMajbHOi KoHUeHTpauii B ia3Mi (Tmax) Ul KOXHOIO KOMIIOHEHTA
CTaHOBUTH MPHUOJIM3HO OIHY T'OJIHHY.

KoHueHTpanii aMOKCHUIMIIIHY Ta KJIABYJAaHOBOI KHUCIOTH Yy CHpOBATI, L0 JOCATAIOTHCA IPU
pUtoMi KOMOIHAIIT aMOKCUIIWITIHY/ KJIABYJIAHOBOT KHCJIOTH, IICHTHYHI TUM, IO JTOCSTAIOTHCS TTPU
HepopaIbHOMY MPHUIIOMi €KBIBAJIEHTHHX /103 aMOKCHUILMIIIHY a00 KJIaByJIaHOBOT KUCIIOTH OKPEMO.
Po3noodin. brmsbko 25 % 3aranbHOTO 00CITY KJIABYJIAHOBOI KHCIIOTH Y mia3mi Ta 18 % 3aramsHoro
AMOKCHIIWIIIHY B TJIa3Mi 3B’SI3YIOThCS 3 Olnkamu. YsSBHUN 00’€M pO3MOALTY CTAaHOBHUTH OJIM3BKO
0,3-0,4 n/xr st aMmoKcHIMITIHY 1 61u3bKo 0,2 J/KT 115 KIJIaBYJIaHOBOI KUCIIOTH.

[Ticns BHYTPIIIHBOBEHHOTO BBEIEHHS aMOKCHUIWIIH 1 KJIaByJIaHOBa KHUCJIOTa OynM BHSBICHI B
JKOBUHOMY MiXypl, OYEpEeBHUHI, LIKipl, >KUPOBIM TKAHWHI, M’S30Blil TKAHWHI, CHHOBIAJbHINA Ta
NEPUTOHEAIBHIN PIJUHI, KOBUl 1 THOi. AMOKCHULMIIIH HE PO3MOJALISIETHCS JAOCTATHHOIO MIpOIO B
CIIMHHOMO3KOBIH piAMHI.

JlocmikeHHsT Ha TBapUHAaX HE BUSIBHJIM JKOJHHMX JIOKa3iB 3HAUHOI 3aTPUMKHU PEUOBHH, MOXITHUX
OyIb-sIKOTO KOMIIOHEHTa Ipernapary, y TKaHMHAaX OpraHizMy. AMOKCHULWIIH, SIK 1 OUIBIIICTh
NEeHINUIIIHIB, MOXXe OyTH BUSBICHUN y rpyaHoMy Mojoli. He3HauHa KIJIbKICTh KJIaBYJaHOBOT
KHCJIOTH TaKOXX MO)XEe OyTH BUSIBJIICHA B TPYIHOMY MOJIOII (IUB. PO3/IT «3aCTOCYBaHHA Yy TEPioj
BariTHOCTI a00 TOAyBaHHS TPYIIION).

Bymo BusBIEeHO, MmO SK aMOKCHIWIIH, TaK 1 KJIaByJlaHOBa KHCIOTa TPOHUKAIOTh Kpi3b
iareHTapHuii 6ap’ep (IHUB. po3/ia «3acTOCYBaHHS y Mepioj BariTHOCTI a00 royBaHHS TPYIIO»).
biompancgopmayis. AMOKCHULIMIIIH YAaCTKOBO BHUBOJUTBHCSA 13 CEUCHD Y BUIJISAI HEAKTHUBHOT
MEHIIMIONHOT KUCIOTH B KUTBKOCTSX, ekBiBaeHTHUX 10-25 % mouatkoBoi no3u. KiaBymanoBa
KHCJIOTA 3HAYHOI MIPOK0 METa0OMI3yEThCS B OpPraHi3Mi JIFOJAWHH 1 BUBOJUTHCA 13 CEYCHO 1
dexanisMu Ta y BUTIISA1 IBOOKUCY BYTJICLIO 3 MOBITPSM, 1110 BUAMXAETHCS.

Bugeodennsa. OCHOBHUM HUISXOM BUBEICHHSI aMOKCHIIMJIIHY € HUPKU, TOJ1 SIK KJIaByJIaHOBA KHCJIOTa
BUBOJIUTHCS SIK HUPKaMH, TaK 1 HUISAXOM JIii TO3aHUPKOBUX MEXaHI3MiB.

VY 3m0poBuX JI00OpOBOJIBIIIB CEPENHIN TMepioj] HAMiBBUBEACHHS aMOKCHUIIWIIHY/ KIJIaBYJIaHOBOT
KHACJIOTH CTaHOBUTHh NPUOJIM3HO OJHY TOAMHY, a CEpeIHid 3arajJbHUM KIIpeHC — NPUOIU3HO
25 n/rox. Pi3HOMaHITHI JOCIIKEHHS TOKa3alid, 110 BUIUIEHHS 13 ceuyero ctaHoBUTh 50-85 % mis
amokcuumininy ta 27-60 % ang KiIaByJdaHOBOI KHCIOTH MPOTATOM 24-TOJUHHOTO Tepiojy.
Haiibinpma KUIBKICTh KJIaBYJAHOBOT KHCIIOTH BHMBOJUTBHCS TMPOTATOM MEpIIMX 2 TOAUH MicCis
IpUHOMY.



OpnHoyacHe 3aCTOCYBaHHS MPOOSHEIHY CIIOBUTHHIOE BUBEICHHS aMOKCHIIHIIIHY, ajle HE 3aTPUMY€E
HUPKOBOI €KCKpeIlii KIaByJaHOBOI KHCIOTH (AWB. po3ail «B3aemomis 3 1HIIMMH JTIKAPCHKUMH
3aco0aMH Ta iHIII BHINA B3aEMOIIMN»).

Bix. Tlepion HamiBBHUBEICHHS aMOKCHIWUIIHY € 1IEHTHYHUM ISl JITeH BiKOM Bij 3 MicsIiB 0 2
POKiB, AiTell cTapmioro BiKy Ta nopociux. OCKIIbKM MAI[iEHTH JITHBOTO BIKY OUTBII CXHJIBHI 10
3HIKCHHS (YHKINI HUPOK, JO3yBaHHS CJiJi oOMpaTH 3 0OEpPEk)HICTIO, PEKOMEHAYETHCS TaKOX
KOHTPOJIb HUPKOBOI (PYHKIIIi.

IHopywennsa ¢yukyii Hupok. 3arallbHUA CHUPOBATKOBUN KIIPEHC aMOKCHUIMJIIHY/ KIJIaBYJIaHOBOI
KHCJIOTH TPOMOPIIIHHO 3MEHIIYETHCSA 31 3HIKEHHSM HHUPKOBOI (YHKIII. 3HMKEHHS KIIpEHCY
npernapary OUTbII BUpaKeHE /IS aMOKCULIMIIIHY, HIXK JIJIs KJIaBYJIAHOBOI KHCIIOTH, OCKIJTbKY OlTbIa
yacTKa aMOKCUIWJIIHY BHUBOJIUTHCA HHUpKaMu. [IpM HUPKOBIN HEJOCTATHOCTI JO3YBaHHS Mae
3arnobiraTi HaAMIpHIA KyMmynslii aMOKCHLMIIHY, Yy TOW e d4ac 30epiraroud JOCTaTHI PiBHI
KJIaBYJIAHOBOI KUCIOTH (AuB. po31in «Croci0 3acTOCYBaHHS Ta T031»).

Hopywennus @yukyii neuinku. llarieHTaM 3 TEYIHKOBOI HEIOCTATHICTIO PEKOMEHIYETHCS
obOepexHe 3aCTOCYBaHHS Mpenapary 1 perysapHUi KOHTPOJb (YHKIIIT MEUiHKH.

KuiniyHi XapakTepucTHKH.
Ilokazannus.
JlikyBaHHs y JOpociux Ta JiTed OakTepiadbHUX 1H(EKIINH, CIPUYMHEHUX YYTIUBHUMH [0
AyYTrMEHTHHY MiKpOOpraHi3MaMH, TaKHUX SK:

- roctpuil 6akTepianbHUl CUHYCUT (TIATBEPAKEHUN);

- TOCTpHH cepelHiil OTHT;

- MiATBEp/KEHE 3aTOCTPEHHS XPOHIYHOTO OPOHXITY;

- HErocIiTajbHa ITHEBMOHIS,

- LHUCTUTH;

- mienonedpuTy;

- iHQeKuii mKipu Ta M’IKUX TKaHUH, y T. Y. LETIOJITH, YKYCH TBApUH, TAKKI OJJOHTOTCHHI

a0CIIeCH 3 TIOMIHUPEHUM IIEITOJIITOM;

- iH(ekuii KiCTOK Ta Cyrao0iB, y T. 4. OCTEOMIEIITH.
[Tpy nmpu3HadeHHI aHTUOAKTEpIaJbHUX IpernapaTiB CliJl KepyBaTHUCS MpaBHJIAMHU IX HaJEKHOIO
3aCTOCYBaHHS.

Ilpomunokaszanns.

[TinBuIIeHa YyTIUBICTh 10 OYJb-SIKHX KOMIIOHEHTIB Mpenapary, 10 0y/b-IK1UX aHTHOaKTepiabHUX
3ac001B IpyINu NEHILWIIHIB.

HasiBHiCTh B aHamMHe31 TSOKKUX peakiid TiNepuyTIMBOCTI (B T. 4. aHadiiakcii), MOB’s3aHUX 13
3aCTOCYBaHHAM IHIIMX [-TaKTaMHUX areHTiB (y T. 4. HedaloclopuHiB, KapbareHemiB abo
MOHOOAKTamiB).

HasiBHiCTh B aHamHe31 >KOBTSHUII a00 Auc(yHKIi MediHKH, MOB’S3aHUX 13 3aCTOCYBaHHSIM
aMOKCUIIMITIHY/KJIaBYyJIaHATYy.

B3aemoodia 3 inwumu nikapcoKumu 3acodoamu ma inuii 6UOU 63aEMOOI.

Anmukoazynanmu 0Jis NepopaIbHO20 3ACMOCYBAHHS

AHTUKOAryJISIHTU 1711 IEPOPATILHOTO 3aCTOCYBAaHHS Ta AaHTUO10TUKY MEHIIMIIHOBOTO PALY IIMPOKO
BUKOPUCTOBYIOTbCS Ha MPAKTUI 0e3 MOBIIOMIIEHb HpO B3aemoAiro. OJHAK OMUCAHO BUMIAIKU
301IbIIEHHS MDKHAPOAHOTO KoedilleHTa HopMallizallii y Mali€eHTiB, K1 NpUuiAManIu aieHoKyMapos
abo Bap¢apuH Ta AKMM OyB NMpPHU3HAYEHHMH KypC JIIKYBaHHS aMOKCHIIMJIIHOM. SIKIIO HEoOXigHMH
OJIHOYAaCHUM MPHUIOM TaKHX IMpenapariB, CiiJl PeTeIbHO KOHTPOJIIOBATH MPOTPOMOIHOBUN 1HIEKC,
abo MibKHapogHMM KoedilieHT HopMmamizalii, NpH JojAaBaHHI ab0 MNPHUNMHEHHI NpuioMy
amokcumiiiny. KpiM Toro, moxe OyTH mOTpiOHAa KOPEKIis J103W AaHTUKOArYJISHTIB JUIS
MEPOPaATLHOTO 3aCTOCYBaHHS (IUB. po3ainu «Oco0nmuBocTi 3acTocyBaHHs» Ta «[10014HI peakiii»).
Memompexcam



[TeHinMIiHA MOXKYTh 3HI)KYBaTH BUBEICHHS METOTPEKCATy, 110 BUKJIMKA€E MOTEHIIIHE 301IbIICHHS
TOKCUYHOCTI.

Ilpobeneyuo

OpHo4YacHe 3acTOCYBaHHS NPOOCHEIHIy HE peKOMeHAyeThes. [IpoOeHenu 3MEeHIIye HUPKOBY
KaHAJIBLIEBY CEKpeLil0 aMOKculmIiny. OnHoYacHe 3aCTOCYBaHHS MPOOCHEINIY MOXKE MPHU3BECTH
J10 30UTBIICHHS PIBHS Ta TPUBAJIOCTI 3HAXO/KCHHSI aMOKCHIIMITIHY (ajie HEe KJIaBYJIaHOBOI KHCIIOTH)
y KpOBI.

Mixkoghenonamy moghemun

VY XBOpHX, SKi JIKYIOThCA MiKO(EHOIaTy MO(PETUIIOM, TICHIS MTOYATKy 3aCTOCYBaHHS MEPOPATBHOTO
AMOKCHULIWJIIHY 3 KJIaBYJIaHOBOIO KHCJOTOI MOXE 3MEHLIMTHUCH TPEN030Ba KOHIICHTpPALis
AKTUBHOTO MeTabo0IiTy — MiKO(EeHO0JI0BOT KUCIOTH — mpubian3Ho Ha 50 %. Ll 3miHa npeno30Boro
piBHS MO’KE HE TIOBHICTIO BIATOBIIaTH 3MiHI 3arajlbHOT €KCIO3UIIiT MiKO(EHOIOBOT KUCIOTH. Takum
YUHOM, 3MiHa JI03yBaHHS Miko(deHoIaTy MOdeTUTy 3a3BU4ail He MOTPiOHA, KO HEMAE KITHIYHOTO
HiATBEpKCHHS JUCQYHKLIT TpaHciuiantata. OpfHaK peTelbHE CIOCTEPE)KEHHS HEOoOXigHe
IPOTSITOM OJTHOYACHOTO 3aCTOCYBAHHS Ta BIPOJIOBXK JCSIKOT0 Yacy Micis aHTHOI0TUKOTEpartii.

Ocoonueocmi 3acmocyganns.

[lepen mouyaTkoM Teparmii aMOKCHIMIIHOM/ KJIaBYJIAHOBOIO KHCJIOTOIO CIIiJ] PETENBHO 3i0parn
iH(dOopMAalliIO0 1010 MOMEPeaHIX peakiiid MiABUIIEHOT YyTIUBOCTI Ha MEHIWIIHH, 1ehaToCIOpuHU
abo iami Oerta-makTamHi npenapati (auB. po3aimm «IIpotumokazanus» Ta «I1o6iuHi peakiii»).
[ToBigoMIIsIIOCS TIPO CEPHO3HI Ta B OKPEMHUX BHMAJKaX JETadbHI Peakilii MmiABUIICHOT YyTJIUBOCTI
(Bimrouaroun aHa(iIaKTHYHI peakmii Ta THOKKI MKIpHI MOOIYHI peakuii) y Mami€eHTiB, Ki
OTpUMYBAJIM JIIKYBaHHS TeHINWIIHOM. Taki peakuii OUIbII BIPOTiIHI Y XBOPUX 3 MiABUIIECHOIO
YYTJIMBICTIO 0 TICHILWIIHY B aHaMHe31 Ta MAIieHTiB 3 aTONMIYHUMHU 3aXBOPIOBaHHSAMU. [IpHu mosBi
JIepriyHol peakuii ciiji OPUIUHUTU 3aCTOCYBAaHHS aMOKCUIIWIIHY/ KJIaBYJIaHOBOI KHCIOTH Ta
PO3MOYATH BiANOBIAHY aJbTEPHATUBHY TEPAIIilo.

Sxmo noBemeHo, 1m0 1HGEKIis BHKIMKaHA MIKPOOPraHi3MOM(-aMu), YyTIUBUM(-UMH) [0
aMOKCHIIWIIHY, CIJIJ PpO3MJSHYTH TepexiJ BiJ aMOKCUIWIIHY/ KJIaBYJIaHOBOI KHUCJIOTH 1O
AMOKCHIIMIIIHY BiJIOBIJTHO JI0 3arajJbHONPUNHHATHX HACTAHOB.

Hany nikapceky ¢popmy AYrMEHTHHY HE CIIiJI 3aCTOCOBYBATH 3a HAsIBHOCTI BUCOKOTO PU3HKY TOTO,
110 BipOTifHi 30yJHUKHU 3aXBOPIOBAHHS MAIOTh 3HIKEHY UYTJIMBICTh a00 PE3UCTEHTHICTh 10 OeTa-
JAKTaMHHUX TIpernapariB, sKa HE OMOCEpe/IKoBaHa OeTa-jJaKkTaMa3aMu, YyTJIMBUMHU J0 1HTI0yBaHHS
KJIaBYJIaHOBOIO KHUCJIOTOIO. [l JiKyBaHHS TNAlLli€HTIB, y SKUX 3aXBOPIOBAHHS CIPUYMHEHE
Streptococcus pneumoniae, pe3suCTeHTHUM JI0 TEHIIUIIIHY, HE CJIiJ| BAKOPUCTOBYBATH I[fO JIIKAPCHKY
bopmy.

VY naumieHTiB 3 MOPYIIEHHSIM (QYHKIII HUPOK Ta y TMAaLI€HTIB, Kl NpUHMaIOTh BHCOKI 103U
npernapary, MOKJINBE BUHUKHEHHS CylIoM (IuB. po3ain «[1o0iuHi peakiiiy).

Crnif yHMKaTH 3aCTOCYBaHHS aMOKCHULIMIIHY/ KJIaBYJaHOBOI KMCIOTH IPU MiA03pl Ha 1HQEKIIHHUI
MOHOHYKJIE03, OCKUIBKM B I[bOMY BHUMAJKy i3 3aCTOCYBaHHSIM AaMOKCHUIMIIHY OyJo IOB’si3aHe
BUHUKHEHHS KOPOIOA10HOTO BUCUIIAHHS.

OpHouacHUI MPUIOM aJONMyPHHONY IIiJ Yac JIIKYBaHHS aMOKCHUI[MJIIHOM MiJABHILYe HMOBIPHICTBH
BUHUKHEHHS aJepriuHuX peakuii 3 00Ky MIKIpH.

TpuBane 3acTocyBaHHS B OKPEMHX BHIIaJKaX MOKE MPU3BECTH /0 HAIMIPHOTO PO3MHOKEHHS
MIKpOOPTaHi3MiB, HEUYTIUBUX JI0 Mpenapary.

BuHuKHEHHST Ha TOYAaTKy JIIKYBaHHS TapsYKOBOi TEHEpalTi30BaHOI epUTEeMH, IOB’S3aHOI 3
YTBOPEHHSIM ITYCTYJ, MOX€ OYyTH CHMIITOMOM TOCTPOTO T'€HEepali30BaHOTO EK3aHTEMAaTO3HOTO
nyctynbo3y (I'TEITl) (muB. po3min «Ilobiuni peakuii»). Taka peakiis BUMarae NPUITHHEHHS
3aCTOCYBaHHS AYTMEHTHHY Ta € MPOTUTIOKA3aHHSM JIJIS TTOIaJIBIIIOTO 3aCTOCYBAHHS aMOKCHITHITIHY.
Crin 3 006epeXHICTIO 3aCTOCOBYBATH aMOKCHULIMIIIH/ KJIABYJaHOBY KHCJIOTY MAI[iEeHTaM 3 O3HAKaMu
nopyueHHs1 QyHKIII neyiHku (auB. po3aiin «Crocid 3acTocyBaHHA Ta 103W», «IIpoTunokazanHs»
ta «Ilo6iuHi peakiii»).

[ToBimomisTOCS TIPO YCKIAAHEHHS 3 OOKY MEYIHKH MEePEBAKHO Y YOJIOBIKIB Ta MaIli€HTIB JIITHHOTO
BiKy, II0 MOXYThb OyTH MOB’si3aHi 3 TpHUBaJUM JiKyBaHHsM. [Ipo Taki yckiIagHeHHs y niTei
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MOBIIOMJISIIOCS Ty’Ke€ PiAKO. Y BCIX IPYI MAalli€HTIB CUMIITOMH, SIK IPAaBUIJIO, BHHUKAIOTh MiJ 4yac
a0o0 3roJI0OM TIICJIA JIIKYBAHHS, MPOTE B OKPEMUX BUMAIKAX MOXKYTh 3 SIBUTHUCH JIUIIE Yepe3 KiJIbKa
TH)KHIB TICJIS 3aKiHYCHHS JIiKyBaHHs. Taki siBUIA, SIK MPABWIO, € OOOPOTHUMHU. YCKIaTHEHHS 3
00Ky IE4iHKH MOXYTh OYTH TSHKKUMHU, Y TOOAMHOKHUX BUIAJKaX — JIeTaIbHUMHU. Taki sBUILA Mailxe
3aBXKAM CIHOCTEpIrajiiucs y MAaIli€HTIB 3 TSHKKMM OCHOBHHMM 3aXBOPIOBAHHSIM a00 y THX, XTO
OJIHOYACHO MpHIIMaB MpernapaTH, 3aCTOCYBaHHS SIKUX, K BIJOMO, MO>KE MPU3BECTH J0 YCKJIaJIHEHb
3 00Ky meuinku (nuB. po3nin «[1obiuHi peakii»).

IIpu 3actocyBaHHI Maiike BCIX aHTHOAKTEpiaJIbHUX IpenapariB, BKIIOYAIOYH aMOKCHIIHIIIH,
MOBIIOMJISUIOCS PO aHTUOI0TUKOACOIIHOBAHUIA KOJIT, CTYIIHb TSHKKOCTI SIKOTO MOJKE BapilOBaTH
BiJl JIETKOro A0 HeOe3meyHoro mis KUTTA (muB. po3ain «lloGiuni peakiii»n). Tomy BakIMBO
BpaxoOBYBaTH IIeH J1arHO3 IS MAIll€HTIB 3 HAsABHOIO Jiapecro i yac abo Mmicis nmpuiioMy Oynib-
AKUX aHTHOI0THKIB. IIpu mosiBi aHTHOIOTHKOACOIIIOBAHOTO KOJITY CJiJ HETalHO NPUITUHHUTU
3aCTOCYBaHHS AYIrMEHTUHY, 3BEpHYTHUCA [0 MEAMYHY JOMOMOTY 1 pO3I[OYaTd BiJIOBIIHE
JiKyBaHHS. 3aCTOCYBAaHHS MPOTUIIEPUCTAIBTHYHHUX MPEnapaTiB y TAKOMY pasi MPOTUIIOKA3aHO.

[Ipu TpuBamiii Teparii peKOMEHIYETHCS TIEPi0IMYHA OIiHKA (PYHKITIH CUCTEM OpraHiB, Y TOMY YHCII
byHKIIT HUPOK, MEYiHKH Ta KPOBOTBOPEHHS.

VY mnarieHtiB, AKi OpuiMany aMOKCULWIIH/ KJIaBYJaHOBY KHCIOTY, B TOOAMHOKHMX BHIAJKaX
MOBITIOMJISUIOCST TIPO TOJIOBKEHHS MPOTPOMOiIHOBOTO iHAEKCY. Ilpm ogHOYacHOMY mpU3HAYEHHI
AHTUKOAryJSHTIB CIiJ 3A1ACHIOBATH BIAMOBITHUM KOHTPONb. JlJis MiATPUMKHU Oa’kaHOTO PpiBHS
AQHTHKOATYIAAIT MOKe OyTH TOTpiOHA KOPEKIis J03M AHTHKOATYISHTIB JUIA TEPOPaIbHOTO
3acTocyBaHHs (OuB. po3ain «B3aemomis 3 I1HIIMMH JKapChbKUMHU 3aco0aMy Ta 1HINI BHUIU
B3aeMoii» Ta «I106iuHi peakiiin).

[TamienTamM 3 MOpYIIEHHSIM (QYHKIII HUPOK CIiJ CKOPUTYBAaTH 03y 3ale)KHO BIJ CTYIEHS
nopyueHHs (IuB. po3aia «Croci0 3acTOCyBaHHS Ta 1031»).

VY mami€eHTiB 31 3HIKEHUM J1ype3oM AyXKe PIIKO CIOoCTepiraiacs KpUCTalLypis, MEpeBa)xKHO MPHU
napeHTepanbHiid Tepamii. [lim wac mpuiioMy BHCOKMX J03 aMOKCHIIWIIHY CIiJ MiATPUMYBaTH
JIOCTATHE CIOKMBAHHS PIAMHM Ta J1ype3 3 METOIO 3HIKEHHS MMOBIPHOCTI KpUCTANYpii, OB’ A3aHO1
3 MPUHAOMOM aMOKCHITWIIHY. Y TAaII€HTIB 3 KaTETEPH3alll€l0 CEYOBOTO MiXypa CIifl PeryjspHO
HepeBIpATH MPOXITHICTh KaTeTepiB (IUB. po3ain «Ilepeno3yBaHHm»).

[Tin vac niKyBaHHS AMOKCHUIIMJIIHOM CJIIJI 3aCTOCOBYBaTH ()EPMEHTATHBHI METOAM BU3HAYEHHS
TJIFOKOOKCHJIa3u TIPH JIOCTIPKEHHI Ha HASBHICTh TIIOKO3M B C€Yl, OCKUJIBKM MpPH 3aCTOCYBaHHI
He(epMEHTATUBHUX METO/IB € BIPOT1JHICTh OTPUMAHHS XMOHONO3UTUBHUX PE3YyJIbTATIB.

HasBHICTH KJ1aBYJIaHOBOI KMCJIOTH y Ipenapari AYTMEHTHH MO)Ke IMPU3BECTH JI0 Hecenn(piYHOro
3B’s3yBaHHs  [gG 1 anpOyMiHy Ha MeMmMOpaHaX EpUTPOLUTIB, IIO MOXE MPU3ZBECTH [0
XMOHOIO3UTUBHHUX pe3yibTaTiB mpoou Kymbca.

[ToBigoMIIsIIOCS PO MO3UTUBHI pe3yabTaTH (PEPMEHTHOTO IMyHOAHali3y 3 BUKopucTaHHsIM Platelia
Aspergillus BupobnuntBa Bio-Rad Laboratories y mnamieHTiB, sKi TpUiMamd aMOKCHIIMIIIH/
KJIaByJIAaHOBY KHUCJIOTY Ta y SKHUX 3roJoM Oyna BHU3HaHa BiJACyTHICTH 1HGekuii Aspergillus.
[ToBimoMitsiiocss po MepexpecHi peakiii 3 momicaxapuaamu Ta noiidypanosamu non-Aspergillus
IIpU MPOBEJIEHH1 IMyHO(GEpMEHTHOTO aHali3y 3 BukopuctanHaM Platelia Aspergillus BupoOHuITBa
Bio-Rad Laboratories. Tomy mNO3MTHBHI pe3yJbTaTH aHai3iB y TMAaIli€HTIB, $Ki OTPUMYIOTbH
JTIKYBaHHS aMOKCHUIIMJIIHOM/ KJIaBYJIAHOBOIO KHCIJIOTOIO, CJiJI IHTEPIIPETYBATH 3 OOEPEekHICTIO 1
HiATBEP/KYBATH 1HITUMHU A1arHOCTUYHUMH METOJIaMHU.

3acmocysanus 6 nepiod gacimuocmi abo 200y8anHsA 2py0or0.

BariTtHicTb. JlocnipkeHHs Ha TBapHHAX HE BKa3YIOTh Ha MPSIMUNA a00 OMOCepeIKOBAHUN LIKIITUBUHA
BIUIMB Ha mepedir BariTHOCTI, PO3BUTOK eMOpiOHa/TI0/Aa, MOJOTH a00 MOCTHATAJIbHUNA PO3BUTOK.
OOMmeskeH1 JaHi 111010 3aCTOCYBAaHHS aMOKCHUIMIIIHY/ KJIaBYJIaHOBOI KMCJIOTH IiJ Yac BariTHOCTI Y
JIOIMHU HE BKa3YIOTh Ha MiJBULICHUN PU3WK BUHUKHEHHS BPOKEHUX BaJ PO3BUTKY. Y €IMHOMY
JIOCIIIJDKEHHI Yy OKIHOK 3 TIepeAYacHHM pPO3PUBOM OOOJIOHOK TUIOJ@ TOBIAOMIISIOCS, IO
npodiIakTUYHE JIKYBaHHA aMOKCHIIMJIIHOM/ KJIaBYJaHOBOIO KHCIIOTOIO MOKE OYTH TOB’S3aHE 3
HiABUIIEHUM PHU3MKOM PO3BUTKY HEKPOTHUHOTO €HTEPOKOJIITY Y HOBOHapoxkeHux. Ciifi yHUKaTu



3aCTOCYBaHHA IMperapary IiJ 4Yac BariTHOCTI, 32 BUHATKOM BHIIQJKIB, KOJH JIKap BBAaXKae 1€
HEOOX1IHUM.

[epion roayBanHs Tpyaao. OOuIBa aKTHBHI KOMIIOHEHTH MpENapaTry eKCKPETYIOThCS Yy TpyTHE
MOJIOKO (Hemae iH¢opMalii CTOCOBHO BIUIMBY KIIABYJAHOBOI KHCJIOTH Ha HEMOBIS, SIKE
3HAXOJHUTHCA HA TPYJHOMY BHIOJOBYBaHHI). TakuM YHMHOM, y HEMOBIISATH, sKE MepeOyBae Ha
rPYJHOMY BHUTOJIOBYBaHHI, MOXJIMBE BHHHKHEHHS Jiapei Ta TpHUOKOBOI 1H(EKII CIU30BHX
000JIOHOK, TOMY IIiJl Yac MpUOMY Mpenapary rogyBaHHs Ipyar0 ciif npunuHuty. Ciiij B3ATH 10
yBaru MOKJIMBICTh BHHUKHEHHS aJIePTIYHUX PEaKiliid. 3aCTOCYBaHHS aMOKCHUIIMITIHY/ KJIaBYJIaHOBOL
KHCJIOTH TiJ] 4ac TOAYBAHHS TPYAAI0 MOXKIWBE JIMIIE IICIS OIIHKHM JIIKApeM CIIiBBIIHOMIECHHS
PHU3UK/KOPUCTD.

30amuicme éniusamu Ha WEUOKICMb pearkyii npu Kepy8auHi asMOmMpAaHCnopmom ado IHuUMU
MexXarnizmamu.

JocmimkeHHss 070 3JaTHOCTI NIpenapaTy BIUIMBAaTH Ha IIBUJAKICTh peakiii Hpu KepyBaHHI
ABTOTPAHCIOPTOM 1 POOOTI 3 IHITUMHU MEXaHI13MaMU He MPOBOAUIHNCH. [IpoTe MOKIIMBE BUHUKHEHHS
HeOaxaHnX e(peKTiB (TakuX sK aJepriyHi peaxiii, 3arraMOpOYeHHs, CYIOMH), SIKi MOXKYTh BIUIMHYTH
Ha 3/IaTHICTh KEPYyBaTH aBTOMOOLJIEM 1 MPAIIOBATH 3 IHIIUMU MexaHi3MaMu (quB. po3ain «I[lobiuni
peakiii»).

Cnoci6 3acmocyseannsa ma 0o3u.
Jlo3yBaHHsSI BUpaXX€HE B IE€pepaxyHKY Ha BMICT aMOKCHUIWJIIHY/ KJIaBYJIaHOBOi KHCIIOTH, 3a
BUHSTKOM BUIAJIKiB, KOJIM JI03YBaHHS BUPAXECHE B MIEPEPAXyHKy HA OKPEMHI KOMITOHEHT.
[Tpu BuOOpi 103yBaHHA AYrMEHTUHY Ui JIKyBaHHS OKpeMoi iH(eKIii ciIi1 BpaxoByBaTH:
- BiporizHi 30yJHHKH 3aXBOPIOBaHHA Ta iX IMOBIPHY YYTIHUBICTh /0 aHTHOAKTEpiallbHUX
npenapariB (IuB. po3aiin «OcoOIMBOCTI 3aCTOCYBAHHS);
- CTYITIHB TSKKOCTI Ta JIOKAJI3aIif0 1HPEKITii;
- BiK, Macy TiJia 1 HUPKOBY (DYHKIIIIO MAIli€HTa, SIK BKa3aHO HUXKYE.
V¥ pazi HeoOX1AHOCTI CHiJl PO3MISIHYTH MOXKJIUBICTh 3aCTOCYBaHHS albTEpPHATUBHUX (OPM BUITYCKY
AyrMeHTHHY (TOOTO TakuxX, IO 3a0e3NedyloTh BHIII JI0O3M aMOKCHLWIIHY Ta/abo pi3Hi
CHIBBI/IHOIIIEHHS BMICTY aMOKCHIIWJIIHY Ta KJIaBYJIaHOBOI KUCJIOTH) (AuB. po3aun «OcoOInBOCTI
3acTOoCyBaHHD» Ta «PapMaKkoANHAMIKAY).
Hnst mopocnux Ta miTed 3 Macoro Tima > 40 kr 3arampHa J1000Ba J03a CTaHOBUTH 1750 mr
aMOKCHULIMITIHY/250 MI' KJIaByJaHOBOI KHUCIOTH (2 TabyeTku), 1000BY 103y pO3MOAUIAIOTH HA 2
npuiiomu. [l mited 3 macoro Tina < 40 kr MakcuManbHa J1000Ba no3a craHoBuTh 1000-2800 mr
amokcumininy/143-400 mr ki1aByJ1aHOBOI KUCJIOTH ITPU MPU3HAYEHHI, SIK 3a3HAYE€HO HIDKYE.
k1o nns giKyBaHHS MOTPIOHO NMpU3HAYaTH OUIBII 03U AMOKCHULIMIIIHY, CJi/1 3aCTOCOBYBATH 1HIII
dopmMu AyrMeHTHHY, 100 YHUKHYTH MpPHU3HAYCHHS 3alBUX BHUCOKMX J103 KJIaBYJIaHOBOI KHUCIOTH
(zuB. po3aian «OcoO6nMMBOCTI 3acTOCyBaHH» Ta «DapmMakoaUHAMIKAY).
TpuBamnicTe JIKyBaHHS BU3HAYalOTh 3a KIIHIYHOIO BIAMOBIAMIO MAallieHTa Ha JiKyBaHHA. Jleski
1H(eKil (HalpHuKiIal OCTEOMIENIT) NOTPEOYIOTh TPUBATIIIOrO JiKyBaHHs. JIIKyBaHHS HE MOBUHHO
TpuBatu Outblie 14 nHiB Oe3 mepernany (IuB. po3aun «OcOOIUBOCTI 3aCTOCYBaHHS» CTOCOBHO
TPUBAJIOT Teparii).
Jopocii Ta 1iTH 3 Macoo Tina > 40 kr
PexomenoBana cranmapTHa j03a (715 BCIX TIOKa3zaHb): 875 mr/125 mr 2 pa3u Ha 100y.
Jlitu 3 Macoto Tina Big 25 10 40 kr
JlixyBaHHS MOKe MPOBOJAUTUCH AYTMEHTHHOM Yy (hopmi TabieTok abo cycreHsii.
PexomenioBani 103u:
e 25 wmr/3,6 mr/kr macu Tina/mo0y go 45 mr/6,4 mr/kr macu Tina/noOy, posjijeHa Ha 2
MIpUHOMU;
e IS JIKYBaHHS JEAKUX 1HQEKUIN (Takux sK cepelHId OTUT, CHHYCUT Ta 1H(EKUii HUXKHIX
IUXaJbHUX NUISXIB) MOXKHA 3acTocoByBaTu j0 70 mr/10 mr/kr mMacu Tina/no0y, po3aijaeHy
Ha 2 IPUHOMHU.




Ockinbku Ta0JNeTKy HE MOXKHA MUIMTH, IITAM, Maca TUla SKUX MeHme 25 Kr, mo ¢gopmy
AyrMeHTHHY HE IPU3HAYaIOTh.

VY Tabauii HUXKYE 3a3HaYCHO /103y B MI/KI MacH Tijia, SKy OTPUMYE AUTHHA 3 MAcolo Tiia Bix 25 Kr
1o 40 xr npu 3acTocyBaHHi ojiHi€T TabaeTku AyrmeHTuny 875/125 wmr.

Maca Tina (kr) 40 | 35 | 30 | 25 PexomennoBana pa3oBa 103a
(MI/KT Macwu Tina)
(muB. BHIIIE)
KinpkicTh aMOKCHITMITIHY (MT/KT 21912501 29,2 | 35,0 12,5-22,5
MacH Tijia) pu npuiiomi pa3oBoi (e Bume 35)

703U, 110 CTAaHOBUTH | TaOJIeTKy
Ayrmentuny 875/125 mr

KinbpkicTh Ki1aByJ1aHOBOT KHUCIIOTH 31136 | 42 |50 1,8-3,2
(MI/Kr Macu Tija) npu npuiomi (e Bue 5)
Pa30BOi /103U, 10 CTAHOBUTH |

TabsneTky AyrmeHTuny 875/125 mr

JitsiM 3 Macoro Tija MeHme 25 Kr O0akaHO MpU3HAYATH JIKYBaHHS TpernapaTtoM AYrMEHTUH Yy
dbopMi cycrieHsii.

BincytHi ximiHiYHI JaHi IMOJO 3acTOCYBaHHS 103 JIKApChbkux ¢(opM AyrMmeHTHHy 7:1, sKi
MEePEeBUILYIOTH 45 Mr/6,4 MI/Kr Macu Tina Ha 100y, AITSM BIKOM JI0 2 POKIiB.

BincyTHi KITiHIYHI JaHI OO 3aCTOCYBAaHHS JIIKAPCHKUX (opM AyrmMeHTHHY 7:1 HiTsAM BikoM 110 2
MicsiB. ToMy pekoMeH Il CTOCOBHO J03YBaHHs UIA i€l TPYNHU MaII€HTIB BiACYTHI.

Xeopi nimuboeo 8iKy

Kopekitis 1031 He moTpiOHA.

Ho3zyeanns npu nopywenui yHKyii HUpoOK

[Mamientam 3 wiiperncom kpeatuniny (CrCl) OGimpire 30 MiI/XB KOpEKIliSl J03M HE TMOTpiOHA.
[Tamientam 3 kiipeHcoM KpeatuHiHy MeHme 30 MII/XB HE PEKOMEHIYEThCS 3aCTOCYBAHHS
JTiKapchKUX (opM AYrMEHTHHY 31 CHiBBIJHOIICHHSM aMOKCHIIMJIIHY Ta KJIaByJIaHOBOI kuciotu 7:1,
OCKUJTBKH BIJICYTHI PEKOMEH/Iallii 00 KOPEKIIil T03H.

Ho3zysanns npu nopyuwienui yHKyii nevinku.

3acTOCOBYIOTh 3 OOEpEXKHICTIO, HEOOX1IHO KOHTPOJIIOBATH (DYHKIIIO MEUYIHKH uYepe3 peryssipHi
NPOMDKKH 4acy (auB. po3ainu «IIpotunokazanus» Ta «OcoOIMBOCTI 3aCTOCYBAHHS).

Crocib 3acTocyBaHHs

[Tpenapat npu3HavyeHuit U1 NEpOPAILHOTO 3aCTOCYBAHHS.

TabneTky ciiji KOBTATH IIUJIOK0, HE PO3KOBYIOUH. SKIO HEOOXITHO, TAOJETKY MOKHA PO3JIaMaTH
HaBIIUI Ta MPOKOBTHYTH MOJIOBUHKH, HE PO3’KOBYIOYUH.

[Tpenapar Cnix npuiiMaTH mif 4ac inu, 1100 3BECTH 1O MIHIMYMY MOTEHILIHHY IUTYHKOBO-KHUIIKOBY
HENEPEHOCHMICTb.

Tepamito MOXHa poO3MOYaTH 3 MAPEHTEPAILHOIO BBEJCHHS, BIAMNOBIIHO N0 I1HCTPYKIIT AJs
MEINYHOTO 3aCTOCYBaHHSA 1H €KLIHHOI (GopMH AYIMEHTHHY, Ta HPOJOBXHUTH IEpPOPATLHUMU
dbopmamu.

Himu.
[Tpenapat y npoMy J03yBaHHI Ta JKapchbKiil (hopMi HE PEKOMEHIY€EThCsS Ui JIIKYBaHHS JiTed 3
Macolo TiJIa MeHIIe 25 K.

Ilepeoo3ysanns.

Cumnromu

MoXyTh criocTepiraTicss CHMITOMH, XapaKTepHi I Po3jany OUTYHKOBO-KHIIKOBOTO TPAKTy Ta
NOpYIIeHHs1 OanaHcy piIMHU Ta enekTpoiiTiB. Crocrepiranacs KpHCTalypis, IOB’s3aHa 3
NPUAOMOM aMOKCHITWIIIHY, [0 B OKPEMHX BHMAJAKaX MPHU3BOIWIO JIO PO3BUTKY HHPKOBOI
HEJAOCTATHOCTI (IUB. po31ia «OCOOIMBOCTI 3aCTOCYBAHHS).



VY mnauieHTiB 3 TOpYIICHHSM (QYHKLII HUPOK Ta Yy TNAli€HTIB, SKI NPUHAMAOTh BHCOKI J03U
npenapary, MO>KJIMBE BUHUKHEHHS CY/IOM.

[ToBimoMyIsIIOCST PO OCiAaHHS aMOKCHLMIIHY y KaTeTepax CEYOBOTO MiXypa, MEpeBa)KHO IiCIs
BHYTPIIIHFOBEHHOTO BBEACHHS Yy BHUCOKHMX go03ax. CIiI peryisipHO NepeBipATH NPOXiTHICTh
KareTepiB (QuB. po3ain «OCOOIMBOCTI 3aCTOCYBAHHSY).

JlikyBaHHS

[Topymienns: 3 60Ky IITYHKOBO-KHIIKOBOT'O TPAKTy MO>KHA JIIKYBaTH CHMIITOMAaTHYHO, 3BEpTAIOuU
yBary Ha OajaHcC piIMHU/€JIEKTPOIITIB.

AMOKCUIIMITIH/ KJIaBYJaHOBAa KHCJIOTa MOXYTh OyTH BHAaIEHI 3 KPOBOTOKY 32 JOHNOMOTOIO
reMo/ianisy.

Ilo6iuni peaxuii.

HaiiGiapIm 9acTo MmoBiIOMISUIOCS MPO Taki MOOIYHI peakiii Ha mperapar, SK aiapes, HyJoTa Ta
0JIFOBaHHS.

[Tepenmixk HeOakaHWX peakiii Ha Tpenapar, BiAOMHX 3 KIIHIYHUX JOCTIDKeHb AYTrMEHTHHY 1
MOCTPEECTPAIIIHHOrO HAarIAAy Ta KiIacH(PIKOBAaHUX 3a CHUCTEMHO-opraHHUM kiacoMm MedDRA,
3a3Ha4YEHO HIDKYE.

3acToCOBYETHCS Taka Kiacu(ikallis 4aCTOTH BUHUKHEHHS MTOO1YHUX eeKTiB:

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 JAHUX ).

Inghexyii ma ineasii.

YacTo: KaHAM103 MIKIPH Ta CIM30BUX 0OOJIOHOK.

Hesigomo: HaaMipHE PO3MHOKEHHSI MiIKPOOPTaHi3MiB, HEUYTIUBUX JI0 Tpenapary.

Po3znaou 3 6oky kposomeopHoi ma nimgamuunoi cucmemu.

Pinko: o6opoTHa neiikoneHis (BKII0Yal0Yl HEHTPOIIeHi0) Ta TPOMOOLIUTOIIEH .

Hesinomo: 00GopoTHUI arpaHyiaoIMTO3 1 TEMOJITHYHA aHeMis; 30UIbIIEHHS Yacy KpOBOTEUl Ta
POTPOMOiHOBOTO iHAEKCY,

Po3znaou 3 6oky imyunoi cucmemu™.
HeBizomo: aHrioHeBpoTHYHMH HaOpsK, aHadLIakcis, CHUHIPOM, MOAIOHMHA 10 CHPOBATKOBOL
XBOpOOH, aJepriuHui BaCKYJIIT.

Po3znaou 3 6oky nepsosoi cucmemu.

Heuacro: 3amamMmopoueHHs1, TOJTOBHUN O111b.

HesinoMo: 060pOTHA FiNepakTHBHICTE i CyI0OMEZ.
HeBigoMo: acenTHYHMI MEHIHTIT.

Po3znaou 3 60Ky winyHK080-KUUK08020 Mpaxkmy.
Hyxe gacTo: miapes.

Yacro: Hya0Ta®, GII0BAHHS.

Heuacro: po3nanu nuryHka.

Hesinomo: anTu6ioTukoacouiiiosanuii komit 4, yopHuii Bonoxaruii s3ux.
T'enamob6iniapui posnaou.

Heuacro: nigsumenns pisus ACT ta/a6o AJIT®.

Hesinomo: rematutu® Ta XoaecTaTHIHA JKOBTSIHULL'.

Po3znaou 3 60Ky wKipu ma niouKipHux mxanut’.

Heuacro: mikipHi BUCHIIaHHS, CBEpO1kK, KPOIIUB’ THKA.

Pinko: MmynpTH(OpPMHA epuTeMa.

Hesigomo: cunapom CriBeHca — J[»KOHCOHA, TOKCHYHHUM eMigepMaIbHUIl HEKpoJi3, OylbOo3HUMI
excoaTUBHUI IepMATHT, TOCTPUIA TeHepasli3oBaHUIl eK3aHTeMATO3HME MycTynbo3®, peakiis Ha
Jiku 3 eo3uHOdTiE0 Ta cucTeMHuMu cumntomamu (DRESS).



Posnaou 3 60Ky nupok ma ceyo8ugioHux wiiaxis.
Heginomo: inTepcTHIianbHA HebpUT, KpUCTATYpisS.

! JuB. po3min «Oco6IHBOCTI 3aCTOCYBAHHSY.

2 JluB. po3ain «OcoBIMBOCTI 3aCTOCYBAHHSY.

8 Hymora wacrime moB’s3aHa 3 MPUHOMOM OiNbII BHCOKHX MepOpaibHHX 103 mpemapary. Ilpu
BUHUKHCHHI IIIJTYHKOBO-KUIIKOBUX PEAKIiid 1X THKKICTP MOXHA 3HH3UTH ILISXOM MPUHOMY
AyrMeHTUHY Tij 9ac iam.

4V ToMy uHCIi NCeBIOMeMOPAHO3HMI KOJIT i TeMoparidnmii KomiT (auB. po3fin «Oco6IHMBOCT

3aCTOCYBAHHS»).

5 TMomipue mimsumenns piHiB ACT Ta/abo AJIT wacrime crocTepiramocsi y MNAIli€HTIB, SKi

OTPUMYBAJIM JIIKYBaHHS aHTHOIOTUKaMHU OeTa-JaKkTaMHOI IPyINH, aje 3HAaYMMICTh IIMX pE3yJbTATiB

HEBIIOMA.

® 1Ii sBmma crmocTepiraqucs y pasi 3acTOCYBaHHA iHIIMX AHTUOIOTHKIB IEHIIMIIHOBOTO Ta

nedamocnopuHoBOro psAxy (AuB. po3ait «OCOOIMBOCTI 3aCTOCYBAHHS).

" Ilpu BUHMKHEHHI peaKiliii MiJBUINEHOI YyTIMBOCTI (IE€pMATHTY) 3aCTOCYBAHHS HperapaTy CJij

OPUMHUHUATH (IUB. po31ii1 «OCOOIMBOCTI 3aCTOCYBAHHSY).

8 Jlus. posnin «Ilepenosypanus».

9 JuB. po3ain «OcobIMBOCTI 3aCTOCYBaHHS».

10 Nus. posainu «IpoTunokasannsy Ta «OCOOIMBOCTI 3aCTOCYBAHHS».

Tepmin npuoamnocmi. 3 poxu. [licns BigkputTs nakera — 30 qHIB.

YMmoBu 30epirannsi. 30epiratu npu temneparypi He Bume 25 °C B OpuriHadbHIN yIaKoBII.
30epiratu B HEAOCTYITHOMY JJISL AIT€H MiCIIi.

YnakoBka. [lo 7 Tabnerok y Omictepi; 1 Omicrep BMilIeHUI B MakeT 3 allOMiHIEBOi (OJBIH, 1€
JI0JJATKOBO PO3MIIIIEHO carllle 3 BOJIOTOMOTIMHAIOYUMH TPaHyliaMH; 2 TTaKeTH B KApTOHHIH KOpOOIIi.

Kareropis Binmycky. 3a peuentom.

BupoOnuk.

CwmitKnsita biuem ®@apmacsrotukaic, Benuka bpuranis/

SmithKline Beecham Pharmaceuticals, United Kingdom.

Micue3naxoaxeHHs1 BHPOOHUKA Ta ajpeca Miclsl NPOBAJ’KeHHS HOro AislJIbHOCTI.

CwmitKnsitn bivem ®apmacerotukaic, Knapennon Poyn, Bopeinr, BN14 8QH, Benuka BpuraHnis.

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

JlaTa 0CTAaHHBOIO NeperJsay.
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3ATBEPIKEHO
Haka3 MinicTepcTBa 0XOpOHU
310pOB’sl YKpaiHu
31.10.2019  Ne 2205
PeecTpaniiine nocBigueHHs
NeUA/0987/02/01

IHCTPYKIIA
AJIS MEUYHOI 0 32CTOCYBAHHS JIIKAPCHKOIo0 3ac00y

AYTMEHTHH™ (BD)
[AUGMENTIN™ (BD)]

Cknao:

Oitoui peyosunu: aMOKCHUIIMIIIH Ta KJIaByJIaHOBA KHUCIIOTA,

1 TabneTka MicTUTH aMOKCHUIIMIIHY (y (Gopmi aMOKCHUWIIHY TpuriapaTy) 875 Mr, KiaByJaHOBOI
kucinoTH (y ¢popmi Kauito KiaByianary) 125 mr;

OONOMIJICHI pevosuHU: MATHIIO cTeapaT, HATPIF0 KPOXMAJIBITKOMAT (TUI A), KPEMHIIO TIOKCHI
KOJIOTIHUI 0€3BOHUH, IENI0I03a MIKPOKPUCTAIIIYHA, TUMETHKOH;

obononka mabnemxu: tatany miokeua (E 171), rimpomenosa (5 cps), rimpomenosa (15 cps),
maxporou 4000, makporosn 6000.

Jlikapcbka ¢gopma. TabiieTku, BKPUTI TUTIBKOBOKO 000JIOHKOIO.

OcHosni gizuxo-ximiuni énacmugocmi: TabneTku y Gopmi kancynu 0igoro abo 61100 3 BIATIHKOM
KOJIBOPY, BKPHTI TUTIBKOBOIO 0OOJIOHKOIO, 3 JIIHIEIO PO3JIOMY 3 OJHOTO 00Ky Ta MoHOTrpamamu A C 3
000X OOKiB.

dapmakoTepaneBTHYHA rpyna. AHTHOaKTEpianbH1 3aco0U I CHCTEMHOTO 3aCTOCyBaHHsA. bera-
JaKTaMHi aHTHO10THKY, eHinuaiHu. KoMOiHaIii neHiuiiniB 3 iHridiTopamu 0eTa-lnakraMasH.
Kox ATX JO1C RO2.

Dapmakonoziuni e1acmueocmi.

Dapmaxoounamixa.

Mexani3m aii

AMOKCHUIIMIIH € HaIMiBCUHTETUYHUM MEHIIIIIHOM (OeTa-TaKTaMHUM aHTUOIOTUKOM), SIKUH 1HTiOye
olMH abo Kiulbka (epMEeHTIB (SIKI 4acTO HA3MBaIOTh MEHINWJIIH3B A3ytounMu Ouikamu, [13B) y
nporeci OG10CMHTETHYHOIO MeTaboii3My OakTepiaJbHOro MENTHAOTIIKaHy, L0 € HEeBiJ €MHUM
CTPYKTYpPHUM KOMIIOHEHTOM KIIITUHHOi CTiHKM OakTepiil. IHriOyBaHHS CHHTE3y HENTHAOIJIKAHY
MPU3BOAUTH J0 OCTa0IeHHS KIITHHHOI CTIHKH, HACTIAKOM YOTO € JII3UC 1 3aru0eNb KIIITHH.
AMOKCHIIWJTIH 9yTIUBHUI IO pO3MICTUICHHS OeTa-TakTaMa3aMu, 0 MPOIYKYIOThCS PE3UCTEHTHHMU
OakTepisiMH, OTXKE, CHEeKTp aKTUBHOCTI aMOKCHLWIIHY $K MOHOTepamii He BKIIOYae
MIKpOOPTaHi3MH, K1 IPOAYKYIOTh I1i (JEPMEHTH.

KnaBynaHoBa kuciora € OeTa-1akTaMOM, CTPYKTYpHO CIOpiAHEHUM 13 MeHiwiiHamu. Bona
JIEaKTUBYE JiesKi (hepMeHTH OeTa-TakTama3u, THM CaMHUM 3aro0iralouu iHaKTUBAIlll aMOKCHUIIHITIHY.
KnaBynanoBa kucinora y BUIVISIII  MOHOTepamii HE  BHSBISIE  KIIHIYHO  KOPHCHOTO
aHTHOAaKTepiaabHOTO e(heKTy.

CuiiHomeHHs DK/DJ]

Yac 30epekeHHs KOHIIEHTpaLii JIKapChKOTO 3aco0y, IO TMEpeBHILye MiHIMAIbHY 1HTIOyHOUYy
koHueHTpauito (Y>MIK), BBakaeTbcsi OCHOBHUM (akTOpoM, SKMM BHU3Haua€e e(PEKTUBHICTh
AMOKCHIIHITIHY.

MexaHi3MHU pe3UCTEHTHOCTI

[cHYIOTH 1Ba OCHOBHUX MEXaHI3MH PE3MUCTEHTHOCTI 1O aMOKCUIIMIIIHY/KJIaBYJIaHOBOT KUCIIOTH:
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- iHakTHMBauUis OakTepiaJbHUMHU OeTa-TakTamazamu, fAKi cami 1o co0i He 1HTrIOYIOThCS
KJIaBYJIAaHOBOIO KHUCIIOTOO, BKJITtouatoun kinacu B, C 1 D;

- mneperBopenns [13b, mo 3mMenmye adiHHICTh aHTHOAKTEPI1ATIBLHOTO MpenapaTy A0 MilleHi.

HemnponukHicth OakTepiii abo MexaHI3M e(JIFOKCHOTO Hacoca MOKE BUKIHMKATH PE3UCTCHTHICTH

OakTtepiii abo cpusTH iif, 30KpemMa, y rpaMHETaTUBHUX OaKTEpii.

KoHTposbHI TOYKH

Kontponbai Toukn MIK a5 aMOKCHIIMIIIHY/ KJIaByJIaHOBOI KMCIIOTH, BCTAaHOBIICHI €BpONEHCHKUM

KOMITETOM 3 BU3HaueHHs aHTUMiKpoOHoi uyTiuBocTi (EUCAST)

MikpoopranizmMu KOHTpOJIbHI TOYKH YYTIUBOCTI (MKI/MII)
UyTausi ITomipHO UyTIHMBI PesucrenTHi

Haemophilus influenzae? <1 - >1
Moraxella catarrhalis <1 - >1
Staphylococcus aureus 2 <2 - >2
KoarymazoneratuBHi <0,25 > 0,25
cradinokoxu
Enterococcus® <4 8 >8
Streptococcus A, B, C, G° <0,25 - > 0,25
Streptococcus pneumoniae® <0,5 1-2 >2
EnTepobaktepii -4 - - >8
['pamHeraTuBHI aHACpOOHi <4 8 >8
6akrepii
I'pammio3uTuBHI aHaepoOHi <4 8 >8
6akrepii
KoHTpomnbHi TOUKH, 1110 HE <2 4-8 >8
CTOCYIOTHCS OKpEMUX BHIB
! [Mosinomuieni 3HaueHHs 11 KOHLEHTpPALlili AMOKCHIIMIIIHY. 3 METOI0 BUIPOOYBaHHS UYTIMBOCTI
KOHIIEHTpAIlis KJIaByJIaHOBOI KMCIIOTH BCTAHOBJICHA y 3HAUEHH1 2 MI/IL.
2 TToBinmoMIIeHi 3HAYEHHS I KOHIIEHTPAIlil OKCAIMITiHY.
% KOHTpOIIbHI TOYKH PO3PaxOBaHO i3 KOHTPONGHUX TOUOK [T aMITiLIAITiHY.
4 KoHTponbHa TOYKAa pE3MCTEHTHOCTI R>8 MI/m o3Hayae, MmO BCi IMTaMM 3 MeXaHi3MaMH
PE3UCTEHTHOCTI 3asBIIEH] SIK PE3UCTEHTHI.
® KOHTpOIIbHI TOYKH PO3PAXOBaHi i3 KOHTPOILHUX TOYOK TS OeH3UIIEHI iRy .

Po3noBcro/KeHICTh PE3UCTEHTHOCTI MOKE 3MIHIOBATHCS reorpaiyHo 1 3 4acoM MJii OKpPEMHX
BU/IB, TOMy OaXaHO MaTH MicLeBy iH(pOpMaIlilo MO0 YYTJIMBOCTI, OCOOJIMBO MpH JIIKYBaHHI
TSOKKUX  1HQexnid. 3a HeoOX1JHOCTI MOTpiOeH eKCHepTHUH BHCHOBOK, SKIIO MICLIEBa
PO3MOBCIOKEHICTh PE3UCTEHTHOCTI € TaKoOl, 110 KOPUCTh Mpemnapary, NpUHANMHI NpU JEsIKUX
TUnax iHQeKIii, BUKIMKAE CYMHIBH.

3a3BUyail YyTJIMBI BUAU

'pammosuTrBHi aepodu: Enterococcus faecalis, Gardnerella vaginalis, Staphylococcus aureus
(qyTnuBHi 110 MCTI/II_II/IJ'IiHy)£, KOaryja30HeraTuBHUN CTa(iIOKOK (YyTIAMBHA O METHLMIIHY),
Streptococcus agalactiae, Streptococcus pneumoniae!, Streptococcus pyogenes Ta immi GeTa-
TeMOJIITHYHI CTPENITOKOKH, Tpymna Streptococcus viridans.

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

Amnaepo6u: Bacteroides fragilis, Fusobacterium nucleatum, Prevotella spp.

Bunu, uis aKux po3BUTOK PE3UCTEHTHOCTI MOXKe OYTH OpoOJIEMOIO

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

I[IpupoHO PE3UCTEHTHI MIKPOOPTraHI3MHU

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

[HII11 MIKPOOPraHi3MH:

Chlamydophila pneumoniae, Chlamydophila psittaci, Coxiella burnetti, Mycoplasma pneumoniae.

$ IIpupoaua momipHa 4yTIUBICTE 3a BiICYTHOCTI HAGYTOrO MEXaHI3My PE3HCTEHTHOCTI.

£ Bci cTadinoKkoKH, pPEe3MCTEHTHi 0 METHIMIIHY, € pPEe3HCTEHTHHMH [0 aMOKCHIMIiHY/
KJIABYJIAHOBO1 KHCJIOTH.

! Jlns nikyBaHHS Nalli€eHTIiB, y SKMX 3aXBOPIOBAHHS CHpHUuUMHEHe Streptococcus pneumoniae,
PE3UCTEHTHUM JI0 TEHIIMIIHY, HE CJIiJ] BUKOPUCTOBYBATH L0 JIIKAPCHKY (hOpMy aMOKCHLIMITIHY/
KJIaByJ1aHOBOi Kucinotu (amB. po3aimm «Croci®é 3actocyBaHHS Ta A03u» Ta «OcoOIMBOCTI
3aCTOCYBAHHS»).

2 [IITamu 31 3HIDKEHOO UyTIMBICTIO OYIIM 3apeecTpoBaHi y neskux kpainax €C i3 4acTOTO BHIIE
10 %.

Dapmaxokinemuxa.

Abcopbyis. AMOKCULIMIIIH 1 KJIaBYJIaHOBA KUCJIOTa TOBHICTIO AUCOIIIOIOTH Y BOJHOMY PO3UUHI MPU
¢izionoriunomy piBHi pH. OOuaBa KOMIIOHEHTHM WIBHIKO Ta J00pe abcopOyloThCs MpH
HepopaIbHOMY MpuiOoMi. BioJOCTYNHICTP AMOKCUIMIIIHY Ta KJIaBYJIaHOBOi KHMCJIOTH CTAHOBHUTH
npubimzno 70 % npu nepopansHOMy TpuiioMi. [Ipodini 060X KOMIIOHEHTIB y TUIa3Mi iIGHTHYHI, a
4yac JOCATHEHHS MaKCUMajbHOi KoHUeHTpauii B ia3Mi (Tmax) Ul KOXHOIO KOMIIOHEHTA
CTaHOBUTH MPHUOJIM3HO OIHY T'OJIHHY.

KoHueHTpanii aMOKCHUIMIIIHY Ta KJIABYJAaHOBOI KHUCIOTH Yy CHpOBATI, L0 JOCATAIOTHCA IPU
pUtoMi KOMOIHAIIT aMOKCUIIWITIHY/ KJIABYJIAHOBOT KHCJIOTH, IICHTHYHI TUM, IO JTOCSTAIOTHCS TTPU
HepopaIbHOMY MPHUIIOMi €KBIBAJIEHTHHX /103 aMOKCHUILMIIIHY a00 KJIaByJIaHOBOT KUCIIOTH OKPEMO.
Po3noodin. brmsbko 25 % 3aranbHOTO 00CITY KJIABYJIAHOBOI KHCIIOTH Y mia3mi Ta 18 % 3aramsHoro
AMOKCHIIWIIIHY B TJIa3Mi 3B’SI3YIOThCS 3 Olnkamu. YsSBHUN 00’€M pO3MOALTY CTAaHOBHUTH OJIM3BKO
0,3-0,4 n/xr st aMmoKcHIMITIHY 1 61u3bKo 0,2 J/KT 115 KIJIaBYJIaHOBOI KUCIIOTH.

[Ticns BHYTPIIIHBOBEHHOTO BBEIEHHS aMOKCHUIWIIH 1 KJIaByJIaHOBa KHUCJIOTa OynM BHSBICHI B
JKOBUHOMY MiXypl, OYEpEeBHUHI, LIKipl, >KUPOBIM TKAHWHI, M’S30Blil TKAHWHI, CHHOBIAJbHINA Ta
NEPUTOHEAIBHIN PIJUHI, KOBUl 1 THOi. AMOKCHULMIIIH HE PO3MOJALISIETHCS JAOCTATHHOIO MIpOIO B
CIIMHHOMO3KOBIH piAMHI.

JlocmikeHHsT Ha TBapUHAaX HE BUSIBHJIM JKOJHHMX JIOKa3iB 3HAUHOI 3aTPUMKHU PEUOBHH, MOXITHUX
OyIb-sIKOTO KOMIIOHEHTa Ipernapary, y TKaHMHAaX OpraHizMy. AMOKCHULWIIH, SIK 1 OUIBIIICTh
NEeHINUIIIHIB, MOXXe OyTH BUSBICHUN y rpyaHoMy Mojoli. He3HauHa KIJIbKICTh KJIaBYJaHOBOT
KHCJIOTH TaKOXX MO)XEe OyTH BUSIBJIICHA B TPYIHOMY MOJIOII (IUB. PO3/IT «3aCTOCYBaHHA Yy TEPioj
BariTHOCTI a00 TOAyBaHHS TPYIIION).

Bymo BusBIEeHO, MmO SK aMOKCHIWIIH, TaK 1 KJIaByJlaHOBa KHCIOTa TPOHUKAIOTh Kpi3b
iareHTapHuii 6ap’ep (IHUB. po3/ia «3acTOCYBaHHS y Mepioj BariTHOCTI a00 royBaHHS TPYIIO»).
biompancgopmayis. AMOKCHULIMIIIH YAaCTKOBO BHUBOJUTBHCSA 13 CEUCHD Y BUIJISAI HEAKTHUBHOT
MEHIIMIONHOT KUCIOTH B KUTBKOCTSX, ekBiBaeHTHUX 10-25 % mouatkoBoi no3u. KiaBymanoBa
KHCJIOTA 3HAYHOI MIPOK0 METa0OMI3yEThCS B OpPraHi3Mi JIFOJAWHH 1 BUBOJUTHCA 13 CEYCHO 1
dexanisMu Ta y BUTIISA1 IBOOKUCY BYTJICLIO 3 MOBITPSM, 1110 BUAMXAETHCS.

Bugeodennsa. OCHOBHUM HUISXOM BUBEICHHSI aMOKCHIIMJIIHY € HUPKU, TOJ1 SIK KJIaByJIaHOBA KHCJIOTa
BUBOJIUTHCS SIK HUPKaMH, TaK 1 HUISAXOM JIii TO3aHUPKOBUX MEXaHI3MiB.

VY 3m0poBuX JI00OpOBOJIBIIIB CEPENHIN TMepioj] HAMiBBUBEACHHS aMOKCHUIIWIIHY/ KIJIaBYJIaHOBOT
KHACJIOTH CTaHOBUTHh NPUOJIM3HO OJHY TOAMHY, a CEpeIHid 3arajJbHUM KIIpeHC — NPUOIU3HO
25 n/rox. Pi3HOMaHITHI JOCIIKEHHS TOKa3alid, 110 BUIUIEHHS 13 ceuyero ctaHoBUTh 50-85 % mis
amokcuumininy ta 27-60 % ang KiIaByJdaHOBOI KHCIOTH MPOTATOM 24-TOJUHHOTO Tepiojy.
Haiibinpma KUIBKICTh KJIaBYJAHOBOT KHCIIOTH BHMBOJUTBHCS TMPOTATOM MEpIIMX 2 TOAUH MicCis
IpUHOMY.
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OpnHoyacHe 3aCTOCYBaHHS MPOOSHEIHY CIIOBUTHHIOE BUBEICHHS aMOKCHIIHIIIHY, ajle HE 3aTPUMY€E
HUPKOBOI €KCKpeIlii KIaByJaHOBOI KHCIOTH (AWB. po3ail «B3aemomis 3 1HIIMMH JTIKAPCHKUMH
3aco0aMH Ta iHIII BHINA B3aEMOIIMN»).

Bix. Tlepion HamiBBHUBEICHHS aMOKCHIWUIIHY € 1IEHTHYHUM ISl JITeH BiKOM Bij 3 MicsIiB 0 2
POKiB, AiTell cTapmioro BiKy Ta nopociux. OCKIIbKM MAI[iEHTH JITHBOTO BIKY OUTBII CXHJIBHI 10
3HIKCHHS (YHKINI HUPOK, JO3yBaHHS CJiJi oOMpaTH 3 0OEpPEk)HICTIO, PEKOMEHAYETHCS TaKOX
KOHTPOJIb HUPKOBOI (PYHKIIIi.

IHopywennsa ¢yukyii Hupok. 3arallbHUA CHUPOBATKOBUN KIIPEHC aMOKCHUIMJIIHY/ KIJIaBYJIaHOBOI
KHCJIOTH TPOMOPIIIHHO 3MEHIIYETHCSA 31 3HIKEHHSM HHUPKOBOI (YHKIII. 3HMKEHHS KIIpEHCY
npernapary OUTbII BUpaKeHE /IS aMOKCULIMIIIHY, HIXK JIJIs KJIaBYJIAHOBOI KHCIIOTH, OCKIJTbKY OlTbIa
yacTKa aMOKCUIWJIIHY BHUBOJIUTHCA HHUpKaMu. [IpM HUPKOBIN HEJOCTATHOCTI JO3YBaHHS Mae
3arnobiraTi HaAMIpHIA KyMmynslii aMOKCHLMIIHY, Yy TOW e d4ac 30epiraroud JOCTaTHI PiBHI
KJIaBYJIAHOBOI KUCIOTH (AuB. po31in «Croci0 3acTOCYBaHHS Ta T031»).

Hopywennus @yukyii neuinku. llarieHTaM 3 TEYIHKOBOI HEIOCTATHICTIO PEKOMEHIYETHCS
obOepexHe 3aCTOCYBaHHS Mpenapary 1 perysapHUi KOHTPOJb (YHKIIIT MEUiHKH.

KuiniyHi XapakTepucTHKH.
Ilokazannus.
JlikyBaHHs y JOpociux Ta JiTed OakTepiadbHUX 1H(EKIINH, CIPUYMHEHUX YYTIUBHUMH [0
AyYTrMEHTHHY MiKpOOpraHi3MaMH, TaKHUX SK:

- roctpuil 6akTepianbHUl CUHYCUT (TIATBEPAKEHUN);

- TOCTpHH cepelHiil OTHT;

- MiATBEp/KEHE 3aTOCTPEHHS XPOHIYHOTO OPOHXITY;

- HErocIiTajbHa ITHEBMOHIS,

- LHUCTUTH;

- mienonedpuTy;

- iHQeKuii mKipu Ta M’IKUX TKaHUH, y T. Y. LETIOJITH, YKYCH TBApUH, TAKKI OJJOHTOTCHHI

a0CIIeCH 3 TIOMIHUPEHUM IIEITOJIITOM;

- iH(ekuii KiCTOK Ta Cyrao0iB, y T. 4. OCTEOMIEIITH.
[Tpy nmpu3HadeHHI aHTUOAKTEpIaJbHUX IpernapaTiB CliJl KepyBaTHUCS MpaBHJIAMHU IX HaJEKHOIO
3aCTOCYBaHHS.

Ilpomunokaszanns.

[TinBuIIeHa YyTIUBICTh 10 OYJb-SIKHX KOMIIOHEHTIB Mpenapary, 10 0y/b-IK1UX aHTHOaKTepiabHUX
3ac001B IpyINu NEHILWIIHIB.

HasiBHiCTh B aHamMHe31 TSOKKUX peakiid TiNepuyTIMBOCTI (B T. 4. aHadiiakcii), MOB’s3aHUX 13
3aCTOCYBaHHAM IHIIMX [-TaKTaMHUX areHTiB (y T. 4. HedaloclopuHiB, KapbareHemiB abo
MOHOOAKTamiB).

HasiBHiCTh B aHamHe31 >KOBTSHUII a00 Auc(yHKIi MediHKH, MOB’S3aHUX 13 3aCTOCYBaHHSIM
aMOKCUIIMITIHY/KJIaBYyJIaHATYy.

B3aemoodia 3 inwumu nikapcoKumu 3acodoamu ma inuii 6UOU 63aEMOOI.

Anmukoazynanmu 0Jis NepopaIbHO20 3ACMOCYBAHHS

AHTUKOAryJISIHTU 1711 IEPOPATILHOTO 3aCTOCYBAaHHS Ta AaHTUO10TUKY MEHIIMIIHOBOTO PALY IIMPOKO
BUKOPUCTOBYIOTbCS Ha MPAKTUI 0e3 MOBIIOMIIEHb HpO B3aemoAiro. OJHAK OMUCAHO BUMIAIKU
301IbIIEHHS MDKHAPOAHOTO KoedilleHTa HopMallizallii y Mali€eHTiB, K1 NpUuiAManIu aieHoKyMapos
abo Bap¢apuH Ta AKMM OyB NMpPHU3HAYEHHMH KypC JIIKYBaHHS aMOKCHIIMJIIHOM. SIKIIO HEoOXigHMH
OJIHOYAaCHUM MPHUIOM TaKHX IMpenapariB, CiiJl PeTeIbHO KOHTPOJIIOBATH MPOTPOMOIHOBUN 1HIEKC,
abo MibKHapogHMM KoedilieHT HopMmamizalii, NpH JojAaBaHHI ab0 MNPHUNMHEHHI NpuioMy
amokcumiiiny. KpiM Toro, moxe OyTH mOTpiOHAa KOPEKIis J103W AaHTUKOArYJISHTIB JUIS
MEPOPaATLHOTO 3aCTOCYBaHHS (IUB. po3ainu «Oco0nmuBocTi 3acTocyBaHHs» Ta «[10014HI peakiii»).
Memompexcam
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[TeHinMIiHA MOXKYTh 3HI)KYBaTH BUBEICHHS METOTPEKCATy, 110 BUKJIMKA€E MOTEHIIIHE 301IbIICHHS
TOKCUYHOCTI.

Ilpobeneyuo

OpHo4YacHe 3acTOCYBaHHS NPOOCHEIHIy HE peKOMeHAyeThes. [IpoOeHenu 3MEeHIIye HUPKOBY
KaHAJIBLIEBY CEKpeLil0 aMOKculmIiny. OnHoYacHe 3aCTOCYBaHHS MPOOCHEINIY MOXKE MPHU3BECTH
J10 30UTBIICHHS PIBHS Ta TPUBAJIOCTI 3HAXO/KCHHSI aMOKCHIIMITIHY (ajie HEe KJIaBYJIaHOBOI KHCIIOTH)
y KpOBI.

Mixkoghenonamy moghemun

VY XBOpHX, SKi JIKYIOThCA MiKO(EHOIaTy MO(PETUIIOM, TICHIS MTOYATKy 3aCTOCYBaHHS MEPOPATBHOTO
AMOKCHULIWJIIHY 3 KJIaBYJIaHOBOIO KHCJOTOI MOXE 3MEHLIMTHUCH TPEN030Ba KOHIICHTpPALis
AKTUBHOTO MeTabo0IiTy — MiKO(EeHO0JI0BOT KUCIOTH — mpubian3Ho Ha 50 %. Ll 3miHa npeno30Boro
piBHS MO’KE HE TIOBHICTIO BIATOBIIaTH 3MiHI 3arajlbHOT €KCIO3UIIiT MiKO(EHOIOBOT KUCIOTH. Takum
YUHOM, 3MiHa JI03yBaHHS Miko(deHoIaTy MOdeTUTy 3a3BU4ail He MOTPiOHA, KO HEMAE KITHIYHOTO
HiATBEpKCHHS JUCQYHKLIT TpaHciuiantata. OpfHaK peTelbHE CIOCTEPE)KEHHS HEOoOXigHe
IPOTSITOM OJTHOYACHOTO 3aCTOCYBAHHS Ta BIPOJIOBXK JCSIKOT0 Yacy Micis aHTHOI0TUKOTEpartii.

Ocoonueocmi 3acmocyganns.

[lepen mouyaTkoM Teparmii aMOKCHIMIIHOM/ KJIaBYJIAHOBOIO KHCJIOTOIO CIIiJ] PETENBHO 3i0parn
iH(dOopMAalliIO0 1010 MOMEPeaHIX peakiiid MiABUIIEHOT YyTIUBOCTI Ha MEHIWIIHH, 1ehaToCIOpuHU
abo iami Oerta-makTamHi npenapati (auB. po3aimm «IIpotumokazanus» Ta «I1o6iuHi peakiii»).
[ToBigoMIIsIIOCS TIPO CEPHO3HI Ta B OKPEMHUX BHMAJKaX JETadbHI Peakilii MmiABUIICHOT YyTJIUBOCTI
(Bimrouaroun aHa(iIaKTHYHI peakmii Ta THOKKI MKIpHI MOOIYHI peakuii) y Mami€eHTiB, Ki
OTpUMYBAJIM JIIKYBaHHS TeHINWIIHOM. Taki peakuii OUIbII BIPOTiIHI Y XBOPUX 3 MiABUIIECHOIO
YYTJIMBICTIO 0 TICHILWIIHY B aHaMHe31 Ta MAIieHTiB 3 aTONMIYHUMHU 3aXBOPIOBaHHSAMU. [IpHu mosBi
JIepriyHol peakuii ciiji OPUIUHUTU 3aCTOCYBAaHHS aMOKCUIIWIIHY/ KJIaBYJIaHOBOI KHCIOTH Ta
PO3MOYATH BiANOBIAHY aJbTEPHATUBHY TEPAIIilo.

Sxmo noBemeHo, 1m0 1HGEKIis BHKIMKaHA MIKPOOPraHi3MOM(-aMu), YyTIUBUM(-UMH) [0
aMOKCHIIWIIHY, CIJIJ PpO3MJSHYTH TepexiJ BiJ aMOKCUIWIIHY/ KJIaBYJIaHOBOI KHUCJIOTH 1O
AMOKCHIIMIIIHY BiJIOBIJTHO JI0 3arajJbHONPUNHHATHX HACTAHOB.

Hany nikapceky ¢popmy AYrMEHTHHY HE CIIiJI 3aCTOCOBYBATH 3a HAsIBHOCTI BUCOKOTO PU3HKY TOTO,
110 BipOTifHi 30yJHUKHU 3aXBOPIOBAHHS MAIOTh 3HIKEHY UYTJIMBICTh a00 PE3UCTEHTHICTh 10 OeTa-
JAKTaMHHUX TIpernapariB, sKa HE OMOCEpe/IKoBaHa OeTa-jJaKkTaMa3aMu, YyTJIMBUMHU J0 1HTI0yBaHHS
KJIaBYJIaHOBOIO KHUCJIOTOIO. [l JiKyBaHHS TNAlLli€HTIB, y SKUX 3aXBOPIOBAHHS CIPUYMHEHE
Streptococcus pneumoniae, pe3suCTeHTHUM JI0 TEHIIUIIIHY, HE CJIiJ| BAKOPUCTOBYBATH I[fO JIIKAPCHKY
bopmy.

VY naumieHTiB 3 MOPYIIEHHSIM (QYHKIII HUPOK Ta y TMAaLI€HTIB, Kl NpUHMaIOTh BHCOKI 103U
npernapary, MOKJINBE BUHUKHEHHS CylIoM (IuB. po3ain «[1o0iuHi peakiiiy).

Crnif yHMKaTH 3aCTOCYBaHHS aMOKCHULIMIIHY/ KJIaBYJaHOBOI KMCIOTH IPU MiA03pl Ha 1HQEKIIHHUI
MOHOHYKJIE03, OCKUIBKM B I[bOMY BHUMAJKy i3 3aCTOCYBaHHSIM AaMOKCHUIMIIHY OyJo IOB’si3aHe
BUHUKHEHHS KOPOIOA10HOTO BUCUIIAHHS.

OpHouacHUI MPUIOM aJONMyPHHONY IIiJ Yac JIIKYBaHHS aMOKCHUI[MJIIHOM MiJABHILYe HMOBIPHICTBH
BUHUKHEHHS aJepriuHuX peakuii 3 00Ky MIKIpH.

TpuBane 3acTocyBaHHS B OKPEMHX BHIIaJKaX MOKE MPU3BECTH /0 HAIMIPHOTO PO3MHOKEHHS
MIKpOOPTaHi3MiB, HEUYTIUBUX JI0 Mpenapary.

BuHuKHEHHST Ha TOYAaTKy JIIKYBaHHS TapsYKOBOi TEHEpalTi30BaHOI epUTEeMH, IOB’S3aHOI 3
YTBOPEHHSIM ITYCTYJ, MOX€ OYyTH CHMIITOMOM TOCTPOTO T'€HEepali30BaHOTO EK3aHTEMAaTO3HOTO
nyctynbo3y (I'TEITl) (muB. po3min «Ilobiuni peakuii»). Taka peakiis BUMarae NPUITHHEHHS
3aCTOCYBaHHS AYTMEHTHHY Ta € MPOTUTIOKA3aHHSM JIJIS TTOIaJIBIIIOTO 3aCTOCYBAHHS aMOKCHITHITIHY.
Crin 3 006epeXHICTIO 3aCTOCOBYBATH aMOKCHULIMIIIH/ KJIABYJaHOBY KHCJIOTY MAI[iEeHTaM 3 O3HAKaMu
nopyueHHs1 QyHKIII neyiHku (auB. po3aiin «Crocid 3acTocyBaHHA Ta 103W», «IIpoTunokazanHs»
ta «Ilo6iuHi peakiii»).

[ToBimomisTOCS TIPO YCKIAAHEHHS 3 OOKY MEYIHKH MEePEBAKHO Y YOJIOBIKIB Ta MaIli€HTIB JIITHHOTO
BiKy, II0 MOXYThb OyTH MOB’si3aHi 3 TpHUBaJUM JiKyBaHHsM. [Ipo Taki yckiIagHeHHs y niTei
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MOBIIOMJISIIOCS Ty’Ke€ PiAKO. Y BCIX IPYI MAalli€HTIB CUMIITOMH, SIK IPAaBUIJIO, BHHUKAIOTh MiJ 4yac
a0o0 3roJI0OM TIICJIA JIIKYBAHHS, MPOTE B OKPEMUX BUMAIKAX MOXKYTh 3 SIBUTHUCH JIUIIE Yepe3 KiJIbKa
TH)KHIB TICJIS 3aKiHYCHHS JIiKyBaHHs. Taki siBUIA, SIK MPABWIO, € OOOPOTHUMHU. YCKIaTHEHHS 3
00Ky IE4iHKH MOXYTh OYTH TSHKKUMHU, Y TOOAMHOKHUX BUIAJKaX — JIeTaIbHUMHU. Taki sBUILA Mailxe
3aBXKAM CIHOCTEpIrajiiucs y MAaIli€HTIB 3 TSHKKMM OCHOBHHMM 3aXBOPIOBAHHSIM a00 y THX, XTO
OJIHOYACHO MpHIIMaB MpernapaTH, 3aCTOCYBaHHS SIKUX, K BIJOMO, MO>KE MPU3BECTH J0 YCKJIaJIHEHb
3 00Ky meuinku (nuB. po3nin «[1obiuHi peakii»).

IIpu 3actocyBaHHI Maiike BCIX aHTHOAKTEpiaJIbHUX IpenapariB, BKIIOYAIOYH aMOKCHIIHIIIH,
MOBIIOMJISUIOCS PO aHTUOI0TUKOACOIIHOBAHUIA KOJIT, CTYIIHb TSHKKOCTI SIKOTO MOJKE BapilOBaTH
BiJl JIETKOro A0 HeOe3meyHoro mis KUTTA (muB. po3ain «lloGiuni peakiii»n). Tomy BakIMBO
BpaxoOBYBaTH IIeH J1arHO3 IS MAIll€HTIB 3 HAsABHOIO Jiapecro i yac abo Mmicis nmpuiioMy Oynib-
AKUX aHTHOI0THKIB. IIpu mosiBi aHTHOIOTHKOACOIIIOBAHOTO KOJITY CJiJ HETalHO NPUITUHHUTU
3aCTOCYBaHHS AYIrMEHTUHY, 3BEpHYTHUCA [0 MEAMYHY JOMOMOTY 1 pO3I[OYaTd BiJIOBIIHE
JiKyBaHHS. 3aCTOCYBAaHHS MPOTUIIEPUCTAIBTHYHHUX MPEnapaTiB y TAKOMY pasi MPOTUIIOKA3aHO.

[Ipu TpuBamiii Teparii peKOMEHIYETHCS TIEPi0IMYHA OIiHKA (PYHKITIH CUCTEM OpraHiB, Y TOMY YHCII
byHKIIT HUPOK, MEYiHKH Ta KPOBOTBOPEHHS.

VY mnarieHtiB, AKi OpuiMany aMOKCULWIIH/ KJIaBYJaHOBY KHCIOTY, B TOOAMHOKHMX BHIAJKaX
MOBITIOMJISUIOCST TIPO TOJIOBKEHHS MPOTPOMOiIHOBOTO iHAEKCY. Ilpm ogHOYacHOMY mpU3HAYEHHI
AHTUKOAryJSHTIB CIiJ 3A1ACHIOBATH BIAMOBITHUM KOHTPONb. JlJis MiATPUMKHU Oa’kaHOTO PpiBHS
AQHTHKOATYIAAIT MOKe OyTH TOTpiOHA KOPEKIis J03M AHTHKOATYISHTIB JUIA TEPOPaIbHOTO
3acTocyBaHHs (OuB. po3ain «B3aemomis 3 I1HIIMMH JKapChbKUMHU 3aco0aMy Ta 1HINI BHUIU
B3aeMoii» Ta «I106iuHi peakiiin).

[TamienTamM 3 MOpYIIEHHSIM (QYHKIII HUPOK CIiJ CKOPUTYBAaTH 03y 3ale)KHO BIJ CTYIEHS
nopyueHHs (IuB. po3aia «Croci0 3acTOCyBaHHS Ta 1031»).

VY mami€eHTiB 31 3HIKEHUM J1ype3oM AyXKe PIIKO CIOoCTepiraiacs KpUCTalLypis, MEpeBa)xKHO MPHU
napeHTepanbHiid Tepamii. [lim wac mpuiioMy BHCOKMX J03 aMOKCHIIWIIHY CIiJ MiATPUMYBaTH
JIOCTATHE CIOKMBAHHS PIAMHM Ta J1ype3 3 METOIO 3HIKEHHS MMOBIPHOCTI KpUCTANYpii, OB’ A3aHO1
3 MPUHAOMOM aMOKCHITWIIHY. Y TAaII€HTIB 3 KaTETEPH3alll€l0 CEYOBOTO MiXypa CIifl PeryjspHO
HepeBIpATH MPOXITHICTh KaTeTepiB (IUB. po3ain «Ilepeno3yBaHHm»).

[Tin vac niKyBaHHS AMOKCHUIIMJIIHOM CJIIJI 3aCTOCOBYBaTH ()EPMEHTATHBHI METOAM BU3HAYEHHS
TJIFOKOOKCHJIa3u TIPH JIOCTIPKEHHI Ha HASBHICTh TIIOKO3M B C€Yl, OCKUJIBKM MpPH 3aCTOCYBaHHI
He(epMEHTATUBHUX METO/IB € BIPOT1JHICTh OTPUMAHHS XMOHONO3UTUBHUX PE3YyJIbTATIB.

HasBHICTH KJ1aBYJIaHOBOI KMCJIOTH y Ipenapari AYTMEHTHH MO)Ke IMPU3BECTH JI0 Hecenn(piYHOro
3B’s3yBaHHs  [gG 1 anpOyMiHy Ha MeMmMOpaHaX EpUTPOLUTIB, IIO MOXE MPU3ZBECTH [0
XMOHOIO3UTUBHHUX pe3yibTaTiB mpoou Kymbca.

[ToBigoMIIsIIOCS PO MO3UTUBHI pe3yabTaTH (PEPMEHTHOTO IMyHOAHali3y 3 BUKopucTaHHsIM Platelia
Aspergillus BupobnuntBa Bio-Rad Laboratories y mnamieHTiB, sKi TpUiMamd aMOKCHIIMIIIH/
KJIaByJIAaHOBY KHUCJIOTY Ta y SKHUX 3roJoM Oyna BHU3HaHa BiJACyTHICTH 1HGekuii Aspergillus.
[ToBimoMitsiiocss po MepexpecHi peakiii 3 momicaxapuaamu Ta noiidypanosamu non-Aspergillus
IIpU MPOBEJIEHH1 IMyHO(GEpMEHTHOTO aHali3y 3 BukopuctanHaM Platelia Aspergillus BupoOHuITBa
Bio-Rad Laboratories. Tomy mNO3MTHBHI pe3yJbTaTH aHai3iB y TMAaIli€HTIB, $Ki OTPUMYIOTbH
JTIKYBaHHS aMOKCHUIIMJIIHOM/ KJIaBYJIAHOBOIO KHCIJIOTOIO, CJiJI IHTEPIIPETYBATH 3 OOEPEekHICTIO 1
HiATBEP/KYBATH 1HITUMHU A1arHOCTUYHUMH METOJIaMHU.

3acmocysanus 6 nepiod gacimuocmi abo 200y8anHsA 2py0or0.

BariTtHicTb. JlocnipkeHHs Ha TBapHHAX HE BKa3YIOTh Ha MPSIMUNA a00 OMOCepeIKOBAHUN LIKIITUBUHA
BIUIMB Ha mepedir BariTHOCTI, PO3BUTOK eMOpiOHa/TI0/Aa, MOJOTH a00 MOCTHATAJIbHUNA PO3BUTOK.
OOMmeskeH1 JaHi 111010 3aCTOCYBAaHHS aMOKCHUIMIIIHY/ KJIaBYJIaHOBOI KMCJIOTH IiJ Yac BariTHOCTI Y
JIOIMHU HE BKa3YIOTh Ha MiJBULICHUN PU3WK BUHUKHEHHS BPOKEHUX BaJ PO3BUTKY. Y €IMHOMY
JIOCIIIJDKEHHI Yy OKIHOK 3 TIepeAYacHHM pPO3PUBOM OOOJIOHOK TUIOJ@ TOBIAOMIISIOCS, IO
npodiIakTUYHE JIKYBaHHA aMOKCHIIMJIIHOM/ KJIaBYJaHOBOIO KHCIIOTOIO MOKE OYTH TOB’S3aHE 3
HiABUIIEHUM PHU3MKOM PO3BUTKY HEKPOTHUHOTO €HTEPOKOJIITY Y HOBOHapoxkeHux. Ciifi yHUKaTu
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3aCTOCYBaHHA IMperapary IiJ 4Yac BariTHOCTI, 32 BUHATKOM BHIIQJKIB, KOJH JIKap BBAaXKae 1€
HEOOX1IHUM.

[epion roayBanHs Tpyaao. OOuIBa aKTHBHI KOMIIOHEHTH MpENapaTry eKCKPETYIOThCS Yy TpyTHE
MOJIOKO (Hemae iH¢opMalii CTOCOBHO BIUIMBY KIIABYJAHOBOI KHCJIOTH Ha HEMOBIS, SIKE
3HAXOJHUTHCA HA TPYJHOMY BHIOJOBYBaHHI). TakuM YHMHOM, y HEMOBIISATH, sKE MepeOyBae Ha
rPYJHOMY BHUTOJIOBYBaHHI, MOXJIMBE BHHHKHEHHS Jiapei Ta TpHUOKOBOI 1H(EKII CIU30BHX
000JIOHOK, TOMY IIiJl Yac MpUOMY Mpenapary rogyBaHHs Ipyar0 ciif npunuHuty. Ciiij B3ATH 10
yBaru MOKJIMBICTh BHHUKHEHHS aJIePTIYHUX PEaKiliid. 3aCTOCYBaHHS aMOKCHUIIMITIHY/ KJIaBYJIaHOBOL
KHCJIOTH TiJ] 4ac TOAYBAHHS TPYAAI0 MOXKIWBE JIMIIE IICIS OIIHKHM JIIKApeM CIIiBBIIHOMIECHHS
PHU3UK/KOPUCTD.

30amuicme éniusamu Ha WEUOKICMb pearkyii npu Kepy8auHi asMOmMpAaHCnopmom ado IHuUMU
MexXarnizmamu.

JocmimkeHHss 070 3JaTHOCTI NIpenapaTy BIUIMBAaTH Ha IIBUJAKICTh peakiii Hpu KepyBaHHI
ABTOTPAHCIOPTOM 1 POOOTI 3 IHITUMHU MEXaHI13MaMU He MPOBOAUIHNCH. [IpoTe MOKIIMBE BUHUKHEHHS
HeOaxaHnX e(peKTiB (TakuX sK aJepriyHi peaxiii, 3arraMOpOYeHHs, CYIOMH), SIKi MOXKYTh BIUIMHYTH
Ha 3/IaTHICTh KEPYyBaTH aBTOMOOLJIEM 1 MPAIIOBATH 3 IHIIUMU MexaHi3MaMu (quB. po3ain «I[lobiuni
peakiii»).

Cnoci6 3acmocyseannsa ma 0o3u.
Jlo3yBaHHsSI BUpaXX€HE B IE€pepaxyHKY Ha BMICT aMOKCHUIWJIIHY/ KJIaBYJIaHOBOi KHCIIOTH, 3a
BUHSTKOM BUIAJIKiB, KOJIM JI03YBaHHS BUPAXECHE B MIEPEPAXyHKy HA OKPEMHI KOMITOHEHT.
[Tpu BuOOpi 103yBaHHA AYrMEHTUHY Ui JIKyBaHHS OKpeMoi iH(eKIii ciIi1 BpaxoByBaTH:
- BiporizHi 30yJHHKH 3aXBOPIOBaHHA Ta iX IMOBIPHY YYTIHUBICTh /0 aHTHOAKTEpiallbHUX
npenapariB (IuB. po3aiin «OcoOIMBOCTI 3aCTOCYBAHHS);
- CTYITIHB TSKKOCTI Ta JIOKAJI3aIif0 1HPEKITii;
- BiK, Macy TiJia 1 HUPKOBY (DYHKIIIIO MAIli€HTa, SIK BKa3aHO HUXKYE.
V¥ pazi HeoOX1AHOCTI CHiJl PO3MISIHYTH MOXKJIUBICTh 3aCTOCYBaHHS albTEpPHATUBHUX (OPM BUITYCKY
AyrMeHTHHY (TOOTO TakuxX, IO 3a0e3NedyloTh BHIII JI0O3M aMOKCHLWIIHY Ta/abo pi3Hi
CHIBBI/IHOIIIEHHS BMICTY aMOKCHIIWJIIHY Ta KJIaBYJIaHOBOI KUCJIOTH) (AuB. po3aun «OcoOInBOCTI
3acTOoCyBaHHD» Ta «PapMaKkoANHAMIKAY).
Hnst mopocnux Ta miTed 3 Macoro Tima > 40 kr 3arampHa J1000Ba J03a CTaHOBUTH 1750 mr
aMOKCHULIMITIHY/250 MI' KJIaByJaHOBOI KHUCIOTH (2 TabyeTku), 1000BY 103y pO3MOAUIAIOTH HA 2
npuiiomu. [l mited 3 macoro Tina < 40 kr MakcuManbHa J1000Ba no3a craHoBuTh 1000-2800 mr
amokcumininy/143-400 mr ki1aByJ1aHOBOI KUCJIOTH ITPU MPU3HAYEHHI, SIK 3a3HAYE€HO HIDKYE.
k1o nns giKyBaHHS MOTPIOHO NMpU3HAYaTH OUIBII 03U AMOKCHULIMIIIHY, CJi/1 3aCTOCOBYBATH 1HIII
dopmMu AyrMeHTHHY, 100 YHUKHYTH MpPHU3HAYCHHS 3alBUX BHUCOKMX J103 KJIaBYJIaHOBOI KHUCIOTH
(zuB. po3aian «OcoO6nMMBOCTI 3acTOCyBaHH» Ta «DapmMakoaUHAMIKAY).
TpuBamnicTe JIKyBaHHS BU3HAYalOTh 3a KIIHIYHOIO BIAMOBIAMIO MAallieHTa Ha JiKyBaHHA. Jleski
1H(eKil (HalpHuKiIal OCTEOMIENIT) NOTPEOYIOTh TPUBATIIIOrO JiKyBaHHs. JIIKyBaHHS HE MOBUHHO
TpuBatu Outblie 14 nHiB Oe3 mepernany (IuB. po3aun «OcOOIUBOCTI 3aCTOCYBaHHS» CTOCOBHO
TPUBAJIOT Teparii).
Jopocii Ta 1iTH 3 Macoo Tina > 40 kr
PexomenoBana cranmapTHa j03a (715 BCIX TIOKa3zaHb): 875 mr/125 mr 2 pa3u Ha 100y.
Jlitu 3 Macoto Tina Big 25 10 40 kr
JlixyBaHHS MOKe MPOBOJAUTUCH AYTMEHTHHOM Yy (hopmi TabieTok abo cycreHsii.
PexomenioBani 103u:
e 25 wmr/3,6 mr/kr macu Tina/mo0y go 45 mr/6,4 mr/kr macu Tina/noOy, posjijeHa Ha 2
MIpUHOMU;
e IS JIKYBaHHS JEAKUX 1HQEKUIN (Takux sK cepelHId OTUT, CHHYCUT Ta 1H(EKUii HUXKHIX
IUXaJbHUX NUISXIB) MOXKHA 3acTocoByBaTu j0 70 mr/10 mr/kr mMacu Tina/no0y, po3aijaeHy
Ha 2 IPUHOMHU.
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Ockinbku Ta0JNeTKy HE MOXKHA MUIMTH, IITAM, Maca TUla SKUX MeHme 25 Kr, mo ¢gopmy
AyrMeHTHHY HE IPU3HAYaIOTh.

VY Tabauii HUXKYE 3a3HaYCHO /103y B MI/KI MacH Tijia, SKy OTPUMYE AUTHHA 3 MAcolo Tiia Bix 25 Kr
1o 40 xr npu 3acTocyBaHHi ojiHi€T TabaeTku AyrmeHTuny 875/125 wmr.

Maca Tina (kr) 40 | 35 | 30 | 25 PexomennoBana pa3oBa 103a
(MI/KT Macwu Tina)
(muB. BHIIIE)
KinpkicTh aMOKCHITMITIHY (MT/KT 21912501 29,2 | 35,0 12,5-22,5
MacH Tijia) pu npuiiomi pa3oBoi (e Bume 35)

703U, 110 CTAaHOBUTH | TaOJIeTKy
Ayrmentuny 875/125 mr

KinbpkicTh Ki1aByJ1aHOBOT KHUCIIOTH 31136 | 42 |50 1,8-3,2
(MI/Kr Macu Tija) npu npuiomi (e Bue 5)
Pa30BOi /103U, 10 CTAHOBUTH |

TabsneTky AyrmeHTuny 875/125 mr

JitsiM 3 Macoro Tija MeHme 25 Kr O0akaHO MpU3HAYATH JIKYBaHHS TpernapaTtoM AYrMEHTUH Yy
dbopMi cycrieHsii.

BincytHi ximiHiYHI JaHi IMOJO 3acTOCYBaHHS 103 JIKApChbkux ¢(opM AyrMmeHTHHy 7:1, sKi
MEePEeBUILYIOTH 45 Mr/6,4 MI/Kr Macu Tina Ha 100y, AITSM BIKOM JI0 2 POKIiB.

BincyTHi KITiHIYHI JaHI OO 3aCTOCYBAaHHS JIIKAPCHKUX (opM AyrmMeHTHHY 7:1 HiTsAM BikoM 110 2
MicsiB. ToMy pekoMeH Il CTOCOBHO J03YBaHHs UIA i€l TPYNHU MaII€HTIB BiACYTHI.

Xeopi nimuboeo 8iKy

Kopekitis 1031 He moTpiOHA.

Ho3zyeanns npu nopywenui yHKyii HUpoOK

[Mamientam 3 wiiperncom kpeatuniny (CrCl) OGimpire 30 MiI/XB KOpEKIliSl J03M HE TMOTpiOHA.
[Tamientam 3 kiipeHcoM KpeatuHiHy MeHme 30 MII/XB HE PEKOMEHIYEThCS 3aCTOCYBAHHS
JTiKapchKUX (opM AYrMEHTHHY 31 CHiBBIJHOIICHHSM aMOKCHIIMJIIHY Ta KJIaByJIaHOBOI kuciotu 7:1,
OCKUJTBKH BIJICYTHI PEKOMEH/Iallii 00 KOPEKIIil T03H.

Ho3zysanns npu nopyuwienui yHKyii nevinku.

3acTOCOBYIOTh 3 OOEpEXKHICTIO, HEOOX1IHO KOHTPOJIIOBATH (DYHKIIIO MEUYIHKH uYepe3 peryssipHi
NPOMDKKH 4acy (auB. po3ainu «IIpotunokazanus» Ta «OcoOIMBOCTI 3aCTOCYBAHHS).

Crocib 3acTocyBaHHs

[Tpenapat npu3HavyeHuit U1 NEpOPAILHOTO 3aCTOCYBAHHS.

TabneTky ciiji KOBTATH IIUJIOK0, HE PO3KOBYIOUH. SKIO HEOOXITHO, TAOJETKY MOKHA PO3JIaMaTH
HaBIIUI Ta MPOKOBTHYTH MOJIOBUHKH, HE PO3’KOBYIOYUH.

[Tpenapar Cnix npuiiMaTH mif 4ac inu, 1100 3BECTH 1O MIHIMYMY MOTEHILIHHY IUTYHKOBO-KHUIIKOBY
HENEPEHOCHMICTb.

Tepamito MOXHa poO3MOYaTH 3 MAPEHTEPAILHOIO BBEJCHHS, BIAMNOBIIHO N0 I1HCTPYKIIT AJs
MEINYHOTO 3aCTOCYBaHHSA 1H €KLIHHOI (GopMH AYIMEHTHHY, Ta HPOJOBXHUTH IEpPOPATLHUMU
dbopmamu.

Himu.
[Tpenapat y npoMy J03yBaHHI Ta JKapchbKiil (hopMi HE PEKOMEHIY€EThCsS Ui JIIKYBaHHS JiTed 3
Macolo TiJIa MeHIIe 25 K.

Ilepeoo3ysanns.

Cumnromu

MoXyTh criocTepiraTicss CHMITOMH, XapaKTepHi I Po3jany OUTYHKOBO-KHIIKOBOTO TPAKTy Ta
NOpYIIeHHs1 OanaHcy piIMHU Ta enekTpoiiTiB. Crocrepiranacs KpHCTalypis, IOB’s3aHa 3
NPUAOMOM aMOKCHITWIIIHY, [0 B OKPEMHX BHMAJAKaX MPHU3BOIWIO JIO PO3BUTKY HHPKOBOI
HEJAOCTATHOCTI (IUB. po31ia «OCOOIMBOCTI 3aCTOCYBAHHS).
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VY mnauieHTiB 3 TOpYIICHHSM (QYHKLII HUPOK Ta Yy TNAli€HTIB, SKI NPUHAMAOTh BHCOKI J03U
npenapary, MO>KJIMBE BUHUKHEHHS CY/IOM.

[ToBimoMyIsIIOCST PO OCiAaHHS aMOKCHLMIIHY y KaTeTepax CEYOBOTO MiXypa, MEpeBa)KHO IiCIs
BHYTPIIIHFOBEHHOTO BBEACHHS Yy BHUCOKHMX go03ax. CIiI peryisipHO NepeBipATH NPOXiTHICTh
KareTepiB (QuB. po3ain «OCOOIMBOCTI 3aCTOCYBAHHSY).

JlikyBaHHS

[Topymienns: 3 60Ky IITYHKOBO-KHIIKOBOT'O TPAKTy MO>KHA JIIKYBaTH CHMIITOMAaTHYHO, 3BEpTAIOuU
yBary Ha OajaHcC piIMHU/€JIEKTPOIITIB.

AMOKCUIIMITIH/ KJIaBYJaHOBAa KHCJIOTa MOXYTh OyTH BHAaIEHI 3 KPOBOTOKY 32 JOHNOMOTOIO
reMo/ianisy.

Ilo6iuni peaxuii.

HaiiGiapIm 9acTo MmoBiIOMISUIOCS MPO Taki MOOIYHI peakiii Ha mperapar, SK aiapes, HyJoTa Ta
0JIFOBaHHS.

[Tepenmixk HeOakaHWX peakiii Ha Tpenapar, BiAOMHX 3 KIIHIYHUX JOCTIDKeHb AYTrMEHTHHY 1
MOCTPEECTPAIIIHHOrO HAarIAAy Ta KiIacH(PIKOBAaHUX 3a CHUCTEMHO-opraHHUM kiacoMm MedDRA,
3a3Ha4YEHO HIDKYE.

3acToCOBYETHCS Taka Kiacu(ikallis 4aCTOTH BUHUKHEHHS MTOO1YHUX eeKTiB:

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 JAHUX ).

Inghexyii ma ineasii.

YacTo: KaHAM103 MIKIPH Ta CIM30BUX 0OOJIOHOK.

Hesigomo: HaaMipHE PO3MHOKEHHSI MiIKPOOPTaHi3MiB, HEUYTIUBUX JI0 Tpenapary.

Po3znaou 3 6oky kposomeopHoi ma nimgamuunoi cucmemu.

Pinko: o6opoTHa neiikoneHis (BKII0Yal0Yl HEHTPOIIeHi0) Ta TPOMOOLIUTOIIEH .

Hesinomo: 00GopoTHUI arpaHyiaoIMTO3 1 TEMOJITHYHA aHeMis; 30UIbIIEHHS Yacy KpOBOTEUl Ta
POTPOMOiHOBOTO iHAEKCY,

Po3znaou 3 6oky imyunoi cucmemu™.
HeBizomo: aHrioHeBpoTHYHMH HaOpsK, aHadLIakcis, CHUHIPOM, MOAIOHMHA 10 CHPOBATKOBOL
XBOpOOH, aJepriuHui BaCKYJIIT.

Po3znaou 3 6oky nepsosoi cucmemu.

Heuacro: 3amamMmopoueHHs1, TOJTOBHUN O111b.

HesinoMo: 060pOTHA FiNepakTHBHICTE i CyI0OMEZ.
HeBigoMo: acenTHYHMI MEHIHTIT.

Po3znaou 3 60Ky winyHK080-KUUK08020 Mpaxkmy.
Hyxe gacTo: miapes.

Yacro: Hya0Ta®, GII0BAHHS.

Heuacro: po3nanu nuryHka.

Hesinomo: anTu6ioTukoacouiiiosanuii komit 4, yopHuii Bonoxaruii s3ux.
T'enamob6iniapui posnaou.

Heuacro: nigsumenns pisus ACT ta/a6o AJIT®.

Hesinomo: rematutu® Ta XoaecTaTHIHA JKOBTSIHULL'.

Po3znaou 3 60Ky wKipu ma niouKipHux mxanut’.

Heuacro: mikipHi BUCHIIaHHS, CBEpO1kK, KPOIIUB’ THKA.

Pinko: MmynpTH(OpPMHA epuTeMa.

Hesigomo: cunapom CriBeHca — J[»KOHCOHA, TOKCHYHHUM eMigepMaIbHUIl HEKpoJi3, OylbOo3HUMI
excoaTUBHUI IepMATHT, TOCTPUIA TeHepasli3oBaHUIl eK3aHTeMATO3HME MycTynbo3®, peakiis Ha
Jiku 3 eo3uHOdTiE0 Ta cucTeMHuMu cumntomamu (DRESS).
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Posnaou 3 60Ky nupok ma ceyo8ugioHux wiiaxis.
Heginomo: inTepcTHIianbHA HebpUT, KpUCTATYpisS.

! JuB. po3min «Oco6IHBOCTI 3aCTOCYBAHHSY.

2 JluB. po3ain «OcoBIMBOCTI 3aCTOCYBAHHSY.

8 Hymora wacrime moB’s3aHa 3 MPUHOMOM OiNbII BHCOKHX MepOpaibHHX 103 mpemapary. Ilpu
BUHUKHCHHI IIIJTYHKOBO-KUIIKOBUX PEAKIiid 1X THKKICTP MOXHA 3HH3UTH ILISXOM MPUHOMY
AyrMeHTUHY Tij 9ac iam.

4V ToMy uHCIi NCeBIOMeMOPAHO3HMI KOJIT i TeMoparidnmii KomiT (auB. po3fin «Oco6IHMBOCT

3aCTOCYBAHHS»).

5 TMomipue mimsumenns piHiB ACT Ta/abo AJIT wacrime crocTepiramocsi y MNAIli€HTIB, SKi

OTPUMYBAJIM JIIKYBaHHS aHTHOIOTUKaMHU OeTa-JaKkTaMHOI IPyINH, aje 3HAaYMMICTh IIMX pE3yJbTATiB

HEBIIOMA.

® 1Ii sBmma crmocTepiraqucs y pasi 3acTOCYBaHHA iHIIMX AHTUOIOTHKIB IEHIIMIIHOBOTO Ta

nedamocnopuHoBOro psAxy (AuB. po3ait «OCOOIMBOCTI 3aCTOCYBAHHS).

" Ilpu BUHMKHEHHI peaKiliii MiJBUINEHOI YyTIMBOCTI (IE€pMATHTY) 3aCTOCYBAHHS HperapaTy CJij

OPUMHUHUATH (IUB. po31ii1 «OCOOIMBOCTI 3aCTOCYBAHHSY).

8 Jlus. posnin «Ilepenosypanus».

9 JuB. po3ain «OcobIMBOCTI 3aCTOCYBaHHS».

10 Nus. posainu «IpoTunokasannsy Ta «OCOOIMBOCTI 3aCTOCYBAHHS».

Tepmin npuoamnocmi. 3 poxu. [licns BigkputTs nakera — 30 qHIB.

YMmoBu 30epirannsi. 30epiratu npu temneparypi He Bume 25 °C B OpuriHadbHIN yIaKoBII.
30epiratu B HEAOCTYITHOMY JJISL AIT€H MiCIIi.

YnakoBka. [lo 7 Tabnerok y Omictepi; 1 Omicrep BMilIeHUI B MakeT 3 allOMiHIEBOi (OJBIH, 1€
JI0JJATKOBO PO3MIIIIEHO carllle 3 BOJIOTOMOTIMHAIOYUMH TPaHyliaMH; 2 TTaKeTH B KApTOHHIH KOpOOIIi.

Kareropis Binmycky. 3a peuentom.

Bupoouuk. I'makco Bemnkom [IpomaxiH, @paniis/
Glaxo Wellcome Production, France.

Micue3naxonxeHHs1 BAPOOHHKA TAa HOT0 afpeca Micls NPOBAIKEeHHA AislIbHOCTI.
I'nakco Bemnkowm [poaaxiin, 31 ae ns Ietiensep, 53100 Maiienn, ®paniris/

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

JlaTa 0CTAaHHBOI'O MeperJsay.
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