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IHCTPYKUIA

ANA MeAUYHOro 3aCTOCyBaHHS JlIikapCbKOro 3acoby

AMOKCUKIJIAB® 2S

(AMOKSIKLAV © 2S)

Cknap:
Aio4i pe4oBMHMN: aMOKCUUWNIH, KNaBy/laHOBa KUC/OTA;

5 mMn opanbHoi cycneHsii MictaTb 400 Mr amokcnumnniHy (y dopMi aMoOKCUUUNIHY
Tpurigpaty) i 57 Mr knasynaHoBoi KMcnoTtn (y dopMi Kanito knasynaHaTty);

AOMOMDKHI ~ pe4YOBMHM: KUWCNOTa JNIMMOHHaA 6e3BoAHa, HaTpito  uyuTpart
6e3BoaHUN, LeNt103a MiKpOKpUCTasidyHa Ta HaTpito KapMenos3a, KCaHTaHoBa
KamMeab, KpeMHilo Jiokcma KonoigHun 6e3BOAHMW, KPEeMHilo  aiokcua,
apoMaTm3aTop AMKOI BULIHI, IMMOHHUI apoMaTnU3aTop, CaXxapuH HaTpito, MaHIT
(E 421).

JNNikapcbka dpopma. lNopowok Ang opanbHOI CyCrneHsii.

OCHOBHI @i3nKO-XiMiYHI B/1IGCTUBOCTI: KpUCTaniyHM nopowok Big 6inoro Ao
XXOBTYBaTO-6i/10ro KONbopy.

dapMakoTepaneBTUYHa rpyna. AHTnbakTepianbHi 3acobu An9 CUCTEMHOrO
3aCTOCYBaHH4.

beta-naktaMHi  aHTUb6ioTMKM, neHiunmniHM. KoMbiHauii neHiuuniHie 3
iHriiTopamn 6eta-naktamasn. Kog ATX J01C RO2.

dapMaKoIoriyHi BJ1aCTUBOCTI.

QapmakognHamika.
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MexaHi3mM aii

AMOKCUUMNIH aBNSE coB6O0 HaANIBCUMHTETUYHUM NeHiuymniH (6eTa-nakTtaMHUN
aHTMNBIOTKK), AKUIM iHribye oanH abo Kinbka ¢depMeHTiB (4acTo iMeHOBaHUX
neHiumniHse’'asyrounmMn  binkammn, T[3B6) y npoueci 6iOCMHTETUYHOIO
mMeTaboniamy 6akTepiasibHOro NenNTUAOriKaHy, WO € HeBiA EMHUM CTPYKTYPHUM
KOMMOHEHTOM KJITUHHOT  CTiHKM bakTepin. IHribyBaHHS CUHTE3Y
nenTuaornikaHy NpusBoAuUTb A0 NocniabneHHs KAITUHHOI CTiHKW, HaCNiaKoM
4yOro € fni3unc i 3arnbenb KNiTUH.

AMOKCUUMAIH € 4yTAMBMM 40 po3lwersieHHsa 6eTa-naktamMasamm, Wo
NPOAYKYIOTbCS pPe3nCTEHTHMMM HaKTepissMu, OTXe, CNeKTp aKTUBHOCTI
aMOKCUUMIIHY 9K MOHOTepanii He BKJ/KOYaE OpraHiamMu, AKi NMpoAyKYHTb Ui
dbepMeHT!.

KnaBynaHoBa kucnota € 6eTa-nakraMoMm, CTPYKTYpPHO CrnopigHeHuMm i3
neHiunniHammn. BoHa aeakTueye geski depmeHTn 6eta-nakrtamasm, TUM CaMUM
3anobiratoumn iHakTuBauii amokcuumniHy. KnaBynaHoBa KWUCNOTa Yy BUMASAI
MOHOTepanii He YNHUTb KNiHIYHO KOPUCHOro aHTnbakTepianbHOro edekTy.

CniBBigHoweHHa OK/d

Yac, Wo nepeBULLYE MiHiManbHy iHribytouy KoHueHTpauito (Y>MIK),
BBAXXAETbCA OCHOBHMM ((aKTOpPOM, $HKMKW BU3HaAYae edeKTUBHICTb AN
aMOKCULMNNIHY.

MexaHi3MU pe3nCTeHTHOCTI

ICHYIOTb fABa MexaHi3MMU pe3nCTEHTHOCTI A0 aMOKCUUWNiHY/KNnaBy/aHOoBOI
KUCNOTU:

- iHakTMBauUia 6akTepianbHMMK 6eTa-nakTamMasaMu, aKi cami no cobi He
iHFiGYOTbCA K1aByNaHOBOK KMCNOTOW, BKAtovatoum knac B, Ci D;

- nepetBopeHHa [3B6, WO 3MeHWwye adiHHICTb aHTMbakTepiasnbHOro
npenapaTy A0 MilleHi.

HenpoHukHicTb 6akTepin abo MexaHi3M ped/IlOKCHOr0 Hacoca MoOXe BUKINKATKU
pPe3NCTEHTHICTb bakTepin abo cnpuaTn M, 30KpeMa, Yy rpaMHeraTuBHUX
bakTepin.

[paHWYHi 3Ha4YEeHHS

paHW4Hi  3HavyeHHa MIK ana aMOKCUUWAiIHY/KNaBy/aHOBOI  KUCIOTH,
BCTAHOBNEHI E€BpPONENCbKMM KOMIiTeTOM 3 BUNPObOyBaHHA aHTUMIKPOOHOI
yytnmeocTti (EUCAST)
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MikpoopraHiamu FPaHMYHI 3HAYEHHS YyTAnBOCTI (MKF/MA)
YyTnuei MoMipHO Pe3ncTeHTHi
YyTNmBI

Haemophilus <1 - > 1
influenzae!
Moraxella catarrhalis! <1 - > 1
Staphylococcus <2 - > 2
aureus ?
KoarynasoHeraTusHi < 0,25 > 0,25
cTadinokokm 2
Enterococcus? <4 8 > 8
Streptococcus A, B, C, < 0,25 - > 0,25
GS
Streptococcus <0,5 1-2 > 2
pneumoniae3
EHTepobakTepii 1/ 4 - - > 8
paMHeraTmuBHi <4 8 > 8
aHaepobHi bakTepii !
PaMNO3nNTUBHI <4 8 > 8
aHaepobHi bakTepii !
PaHWYHI 3HaYEeHHSH, <2 4-8 > 8
LLIO He CTOCYHTbCS
oKpeMux Buais 1

! MoBiaoMNeHi 3HaYeHHSA ANS KOHUEHTpaUii aMoKCcMUWiHy. 3 METO
BUNPOOYBaHHS YyTAIMBOCTI KOHLEHTPpaUis KlaBy/laHOBOI KNCTOTH
BCTAHOBJ/IEHA Y 3HAYEHHI 2 Mr/n.

2 MNoBigoOM/IEHI 3HAYEHHS A/ KOHLEHTpaUii oKcauuiHy.

3 paHWYHi 3HaYeHHs, HaBeleHi B TabnuLi, po3paxoBaHi i3 rpaHUYHNX
3HayeHb ANa aMmniunniny.

4 'paHMYHEe 3HAUYEHHS Pe3NCTEHTHOCTI R>8 Mr/n o3Hauvae, Wo BCi WTamMn 3
MeXaHi3MaMu pe3NCTEHTHOCTI 3adBNEHI AK PE3UCTEHTHI.

> [paHUYHi 3Ha4YeHHs, HaBeAeHi B Tabnuui, po3paxoBaHi i3 rpaHUYHUX
3Ha4YeHb Ansa 6eH3nnneHiymnivy.

PO3n0OBCIOAXKEHICTb PE3UCTEHTHOCTI MOXe 3MiHIOBATUCS reorpadivyHo i 3 YacoMm
AN OKpeMnx BuAiB, ToMy 6axaHo MaTu MicueBy iHpoOpMaLito WoA0 YyTANBOCTI,
ocobnmMBO nNpu NiKyBaHHI TSXKKMX iHdeKUin. 3a HeobxigHocTi noTpibeH
€KCnepTHUN BUCHOBOK, SIKLWO MicueBa PO3MOBCHOAXEHICTb PE3UCTEHTHOCTI €
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TaKol, WO KOpUCTb npenapaTty, NpUHaMMHI nNpu aesakux Tunax iHdekuin,
BUKJIMKAE CYMHIBWU.

3a3Bmyan YyTAMBI BUAU

(pamMno3nTmnBHI aepobu: Enterococcus faecalis,Gardnerella vaginalis,
Staphylococcus aureus

(uyTnmBuMIA Ao MeTuuuniHy)£, Coagulase-negative staphylococci (4yTnnBuii
[0 MeTuuuniny), Streptococcus agalactiae, Streptococcus pneumonia€el,
Streptococcus  pyogenes Ta iHLWI beTa-reMoniTuyHi CTPEenTOKOKM,
rpyna Streptococcus viridans.

[paMHeraTuBHi aepobu: Capnocytophaga spp., Eikenella
corrodens, Haemophilus  influenzae?, Moraxella  catarrhalis, Pasteurella
midtocida.

AHaepobwu: Bacteroides fragilis, Fusobacterium nucleatum, Prevotella spp.
Buaun, ang akmx HabyTTa pe3uCTEHTHOCTI MoXxe 6yTu npobaemoro
paMno3unTmBHI aepobu: Enterococcus faeciums.

paMHeraTmeHi aepobu: Escherichia coli, Klebsiella oxytoca, Klebsiella
pneumoniae, Proteus mirabilis, Proteus vulgaris.

[MpnpoAHO PE3NCTEHTHI MIKPOOpPraHismMu

[paMHeraTuBHi aepobu: Acinetobacter sp., Citrobacter freundii,
Enterobacter sp., Legionella pneumophila, Morganella
morganii, Providencia spp., Pseudomonas sp., Serratia sp., Stenotrophomo
nas maltophilia.

THWIi MiKpoopraHiamun:

Chlamydophila pneumoniae, Chlamydophila psittaci, Coxiella burnetti,
Mycoplasma pneumoniae

$ MpupoAHa nNOMipHa YyTAMBICTb 3@ BIACYTHOCTI HabyToro MexaHi3aMmy
PEe3NCTEHTHOCTI.

£ Bci cTadinokoku, pesUCTEHTHI A0 METUUWUNIHY, € Pe3UCTEHTHUMKU A0
aAMOKCUUMIIHY/ KNaBynaHOBOI KUCIOTMW.

1 Streptococcus pneumoniae, pe3NCTEHTHUIA A0 MNeHiuuniHy, He cnif
NiKyBaTU L€ NiKapCbKO (HOPMOK aMOKCULMIIHY/KNaBynaHOBOI KUCIOTH
(ave. po3ainn «Cnocib 3acToCcyBaHHS Ta 403U»

Ta «Ocob6MBOCTiI 3aCTOCYBaHHA»).
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2 lUTamu 3i 3HMXKEHOK YYTNMBICTIO BYNM 3apeecTpoBaHi y aesakmx kpaiHax €EC
i3 yactoTtoto Buwe 10 %.

GapmaKoKiHETHKA.

Abcopbuis. AMOKCUUMIIH | KNaBy/laHOBaA KWUCNOTa MNOBHICTIO AMCOUIOTb Y
BOAHOMY PO34MHIi npu @isionoriyHomy piBHi pH. ObnaBa KOMNOHEHTU LWIBUAKO
Ta pobpe abcopbyoTbCs npu  nepopanbHOMY MpPUNOMI. BioaOCTYNHICTb
aMOKCUUMAIHY Ta KNaBYy/aHOBOI KMUCAOTU CTaHOBUTb npubnmsHo 70 % npwu
nepopanbHOMy npuioMi. NMpodini 060X KOMMNOHEHTIB Yy NAa3Mi iAEHTUYHI, @ Yac
AOCATHEHHSA MaKCUManbHOI KOHUeHTpauii B nnasMmi (Tmax) A9 KOXHOMO
KOMMNOHEHTA CTaHOBUTb NMPUO/IN3HO OAHY FOAMHY.

KoHueHTpauil aMoKCcuMuuniHy Ta K/AaBY/1laHOBOI KWCIOTM Yy cupoBaTui, WO
AOCAratTbCs NpU NPUMOMI aMOKCUUWNIHY/KNaBy/1laHOBOI KUCNOTU, iAEHTUYHI
TUM, WO AO0CArarTbCa MNpuM NepopasibHOMY MNPUMNOMI €eKBiBalleHTHUX 403
aMoKkcuumniny abo KnaBynaHOBOI KUCIOTU OKPEMO.

Po3riogin. bnnsbko 25 % 3aranbHOro o6cAry KnaBynaHOBOI KMCNOTU Y Mnasmi
Ta 18 % 3arasibHOro aMoKCMUMAiIHY B NAa3Mi 3B'A3yH0TbCA 3 6inkaMu. YaBHUI
06’eM po3noainy ctraHoBuUTb 6nm3bko 0,3-0,4 n/Kr 4ns aMoKCMUUNIHY | 61n3bKO
0,2 n/kr gna KnaBy/1aHOBOI KUCNOTH.

Micna BHYTPILWHLOBEHHOrO BBEAEHHHA aMOKCUUWAMIH i KNaBy/laHOBa KWUCIOTa
6ynun BUABNEHI B )XOBYHOMY MiXypi, YepeBHIN TKaHWHI, WKIipi, )XMPOBIN TKAHWHI,
M'A30Bi TKAHWHI, CUMHOBIANbHIN Ta NepUTOHeasnbHiW piaWHI, >XOBYi i THOI.
AMOKCULMIIIH HE PO3MOAINAETLCA AOCTAaTHLOK MipOO B CMMHHOMO3KOBIN pPigWHI.

JocnigXeHHa Ha TBapuHax He BUABUAN XOAHUX AO0Ka3iB 3HAYHOI 3aTPUMKU
peYoBWH, MNOXigHMUX OyAb-AKOro KOMMOHeHTa npenapaTty, Yy TKaHUHax
OpraHiamy. AMOKCULMAIH, 9K i BinbWIiCTb NEHIUWAIHIB, MOXe 6YTU BUABNEHUN Y
rpyaHoMy moJsioui. He3HauHa KiNbKiCTb KNaByJ/IAHOBOI KUCNOTU TaKOX MOXe
6yTn BuaBneHa B rpyaHoMmy Monoui (AMB. po3Ain «3acToCyBaHHA Yy nepiog
BariTHOCTi abo rogyBaHHA rpyanto»).

Byno BusBneHo, Wo 9K aMOKCUUWUAIH, TaK i KaBy/laHOBa KNCNOTa NPOHUKALOTb
Kpi3b nnaueHTapHun 6ap’ep (anB. po3a4in «3acTocyBaHHSA y nepioj BariTHOCTI
abo roayBaHHSA rpyaaro>»).

bioTpaHcgopmayisi. AMOKCMUMIIH YaCTKOBO BUBOAUTLCA i3 ceyver y BUMSAAi
HEaKTUBHOI MEHIUMIONHOI KUCMIOTU B KiNbKOCTAX, ekBiBaneHTHux 10-25 %
no4yaTkoBOi A03M. KnaBynaHoBa KMCA0Ta 3HAYHOK Mipoto MeTabonisyeTbcsa B
OpraHi3Mi NaANMHN | BUBOAUTBLCS i3 ceyelo | pekanismm T1a y BUrnsai ABOOKUCY
BYr/eu y BUANXYBaHOMY MOBITPI.
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BusegeHHsi. OCHOBHUM LWWINAXOM BUBELEHHS aMOKCULUMUIIHY € HUPKK, ToAi SK
KnaBy/llaHOBa KWUCIOTa BUBOAUTLCA SAK HWUPKAMKM, TakK | wngaxom pgii
MO3aHUPKOBUX MEXaHI3MiB.

Yy 340pOBUX nobpoBonbLUIB cepeaHin nepiog HaniBBUBEAEHHSA
aMOKCUUMAIHY/KNaBYyNaHOBOI KNCNOTU CTAHOBUTb NpUBAM3HO OAHY rOAMHY, a
cepefHin  3aranbHuUK  KnipeHc - npubnum3Ho 25 n/roa. Pi3HOMaHITHI
AOCNIAKEHHA MOKasanu, Wo BuAiNeHHa i3 cedeto ctaHoBuTb 50-85 % ans
amokcumumniny Ta 27-60 % ana KnaBynaHOBOI KWUCAOTUM MPOTAroM 24-
roAMHHOro nepiody. Y BMNaakKy KaaBy/laHOBOI KMCNOTK, Hanbinbwa KinbKicTb
peYOBMHU BUBOAMTLCS NPOTArOM rnepwmx 2 roauH nicng npumnomy.

OaHo4acHe 3aCTOCYBaHHA npobeHeunay CMOBINbHIOE BMBEAEHHS
aMOKCULUUNIHY, afie He 3aTpUMYE HUPKOBOI eKCKpeuil KnaBynaHOBOlI KUCIOTU
(avB. po3gin «B3aemopgia 3 iHWKMMKM NikapCbKMMM 3acobamu Ta iHWI BUAU
B3aEMOLIN>» ).

Bik. Mepiog HaniBBMBEAEHHS aMOKCULMITIHY € iAEHTUYHUM NS AiTeN BIKOM Bij,
3 MicauiB 4O 2 pokKiB, AiTen cTapworo Biky Ta gopocnux. Ans giten (y Tomy
YMCNi HEAOHOWEHMX HEMOBSAT) NEPLIOro TUXKHS XUTTS YacToTa NPUNOMY He
NMOBMHHA NepeBULLYBaTU ABa pa3n Ha AEeHb Yepe3 He3PiNliCTb HUPKOBOIO LWSAXY
BuBeAeHHA. OCKiNIbKW MauieHTU NITHbOro BiKy 6iNbll CXWAbHI A0 3HUXXEHHS
dYHKUIT HUPOK, A03yBaHHSA cnig obupatn 3 0bepexHicTio, peKoOMeHAYETbCS
TAKOX KOHTPO/b HUPKOBOI OYHKLT.

lMopylueHHs dyHKUIT HUPOK. 3aranbHUmn CUPOBATKOBUM KJlipeHc
aMOKCULUMMIHY/KNAaBYNaHOBOI  KUCNOTWU  MNPOMOPLIMHO  3MEHLWYETbCA  3i
3HMXKEHHSAM HUPKOBOI (YHKUiT. 3HWXEHHSA KhiipeHcy npenapaTty 6inbu
BUPaXeHe AN aMOKCUUWAMIHY, HIDK AN18 KNaBy/aHOBOI KWUCIOTU, OCKIiNbKU
binbWwa 4yacTka aMOoKCUUWNIHY BMBOAUTLCA HUpKaMu. [lpn  HUPKOBIN
He[OCTaTHOCTI A03yBaHHA Mae€ 3anobiratnm HaaAMIpHIN KyMynauii aMOKCULUAIHY,
y TOM e 4ac 36epiratoum AOCTaTHI piBHI KNaByaHOBOI KUCAOTU (AUB. poO34in
«Cnocib 3acTocyBaHHS Ta A03M»).

lMopyweHHs1 @dyHKUIT rne4diHku. TNayieHTaM 3 Ne4YiHKOBOK He[OCTaTHICTIo

peKoMeHAYETbCS obepexHe 3aCTOCyBaHHSA npenapaTy i perynsipHui KOHTpOsb
dyHKUIT NeYiHKku.

KniHiyHi XapakTepucTukm.
lMMoka3aHHSA.

JlikyBaHHSA Yy popocnux Ta Aiten bakTepianbHUX iHdEKUiN, CNpUYNHEHUX
yyTNMBMMKU A0 AMOKcMKNaBy® 2S MikpoopraHiaMaMu, Taknx siK:
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- roctpuin 6aktepianbHUM CUMHYCUT (NIATBEPAXEHUN);
- rocTpun cepeHin oTuT;

- nigTBepAXeHe 3aroCTpeHHs XPOHIYHOro 6poHXiTy;
- HerocnitTanbHa NMHEBMOHIS;

- LNCTUTH;

- nienoHedpuTH;

- iHeKUiT WKipy Ta M'AKUX TKaHWH, Y T. Y. LUESIONITU, YKYCU TBAPUH, TSXKI
AeHToanbBeosnApHi abcuecn 3 NOWUpPEHUM LIEeNoNITOM;

- iHeKuiT KicToK Ta cyrnobis, y T. 4. OCTEOMIENITW.

Mpn npu3HadyeHHi aHTubakTepianbHUX nMpenapaTiB Cai4 KepyBaTuUcs
npasuaaMmn iX HaJeXXHOro 3aCToOCyBaHH4.

lNporunoka3saHHA.

MigBMweHa 4yTnmBeicTb A0 6yab-sIKMX KOMMOHEHTIB nNpenapaTty, 40 6yab-saKux
aHTMbakTepianbHUX 3acobiB rpynu NeHiuuniHie.

HasBHICTb B aHaMHe3i TSXXKUX peakuin rinepuyTnmeocTi (B T. 4. aHadinakcii),
NOB'A3aHMX i3 3acCTOCYBaHHAM iHWKWX 6eTa-naktaMHUxX areHTiB (y T. 4.
uedanocnopuHia, kapbaneHemis abo MoHOb6akTaMiB).

HasBHICTb B aHaMHe3i XXOBTAHWULUiI abo AMCEHYHKLUIT nediHKkM, NoB’dA3aHux i3
3aCTOCYBaHHSAM aMOKCUUWUIHY/KaBy1aHOBOI KMCNOTMW.

B3aemogin 3 iHWNMH nnikapCbKMMy 3acobamu 1a iHWI BUAN B3aEMOZIiN.
AHTUKOAaryssiHT1 47151 NepopasibHOro 3aCTocyBaHHS

AHTUKOArynsaHTM AN NepopasibHOr0  3acTOCyBaHHS Ta  aHTUMOGIOTUKMK
MeHIUMNIHOBOro paay WMPOKO BUKOPUCTOBYHOTbCA Y NpaKTULi NpU BiACYTHOCTI
nosigoMsieHb nMNpo B3aemogito. OagHak onuMcaHo BuNagku 36inblUeHHS
MiDKHapoAHOro koediuieHTa HopManisauii y nauieHTiB, gKi npuniManu
aueHokyMmapon abo BapdapuH Ta dkuM 6yB NponuUcCaHuUi KypcC NiKyBaHHS
aMOKCULMIHOM. SAKLWO HeobXiaAHWW OAHOYACHUM NPUMOM TakuUxX Mpenapartis,
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Ccnig peTesibHO KOHTPO/KBATU NPOTPOMOGIHOBMIK iHAEKC abo MiXKHapoaHWUMN
KoediluieHT HopManizauii npu godaBaHHi abo NPUNUHEHHI NpUAOMY
amokcuumniny. KpiMm  TOro, M™Moxe ©6ytn noTpibHa Kopekuia  [o3u
aHTUKOArynsaHTIB  ANS  nepopanbHOro  3acTocyBaHHsa  (AMB.  po34inu
«0co6nBOCTI 3acToCcyBaHHA» Ta «[ob6iuHi peakuii»).

MeTtoTpexkcart

lMeHiunniH MOXe 3HMXXYBATW EKCKpeLild MeToTpekcaTy, WO BUKIIMKAE
NoTeHUiNHEe NigBULWEHHS MOr0 TOKCUYHOCTI.

lpoberHeuns

OpnHoyacHe 3acTtocyBaHHs npobeHeumay He pekoMeHAYeTbcd. [MpobeHeuunp
3HUXYE HUPKOBY TpyboukoBYy cekpeuito amokcmuuniHy. OpagHovacHe
3acTocyBaHHsa npobeHeumay MoXe npu3BecT A0 36inblueHHa piBHS Ta
TPMBANOCTIi 3HAaXOAXEHHS aMOKCUUMAIHY (ane He KAaByJ/laHOBOI KWUCAOTWU) Y
KpOBI.

MikogpeHonat mogeTuns

Y XBOpMX, $£Ki NiKylOTbCA MikodpeHonatoM ModeTusioM, nicng noyaTky
3aCTOCYBaHHS NepopasibHOro aMOKCUUWUIIIHY 3 KNlaBY/1IaHOBOK KUC/IOTOK MOXe
3MEHLWNTUCb NMPeao30Ba KOHLEHTpaLis akTMBHOro MeTabonity MikodeHOIbHOI
KUcnotn npnbnmnsHo Ha 50 %. Lia 3MiHa Nnpeno30BOro piBHA MOXe He NOBHICTHO
BignoBiAaTW 3MiHi 3aranbHOi ekcno3uuii MiKkodeHONbHOI KUCAOTU. Takum
YMHOM, 3MiHa Yy A03yBaHHiI MikodeHonaty ModeTuny 3a3Buyanm He noTpibHa,
AKLWO HeMae KNiHiYHOoro nigTBepa)XeHHs anchyHKuii TpaHcniaHTaTa. OgHak
NUIbHE CMNoCTeEpeXeHHs HeobxiaHe nig4 4Yac CYMICHOro 3acToCyBaHHA Ta
BMPOAOBX AeAKOro vacy nicng aHtunbiotnkoTepani.

Oco6/1MBOCTIi 3aCTOCYBaHHSHI.

Mepea noyaTkoM Tepanii aMOKCUMUMAIHOM/KNaBYyNaHOBOK KWUCNOTOK Chig
peTenbHO 3ibpatu iHdoOpMauilo WoA0 nonepeaHiX peakuin niaBuLeHoi
YYTAMBOCTI Ha nNeHiunniHn, uedanocnopmHn abo iHWiI 6eTa-nakTaMHi
npenapaTtn (auB. po3ainun «lMpoTunokasaHHa» Ta «[Mob6ivHi peakuii»).

MoBigoMNanocs Npo CEepro3Hi Ta B OKpPeMUX BUNaAKaxX JeTasnbHi peakuii
NiABULLEHOI YYyTAMBOCTI (BKAKOYaYM aHadinakTUUHI peakuii Ta TSXKi LWKipHI
nobiuHi peakuii) y NauieHTIB, SKi OTpMMyBanu NiKyBaHHSA MeHiuWniHOM. Taki
peakuii 4acTiwe 3yCcTpidalTbCA Yy XBOpPUX 3 MiABULLEHOK YYT/IMBICTIO A0
neHiunniHy B aHaMHe3i Ta Maui€HTIB 3 aTOMiYHUMU 3axXBOPHOBaAaHHAMU. [pu
nosBi anepriyHoi peakuii cnig NMPUNNHUTU 3aCTOCYBaHHA
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aMOKCULUMIHY/KNaBynaHOBOI KUCNOTH Ta po3noyaTu BiANOBIAHY
anbTepHATUBHY Tepanito.

Y pasi 9Kwo aosBefeHo, WO iH@eKuia BUKAMKaAHa opraHiamoM(-ammn),
YyTAMBUM(-UMUN) A0 aMOKCULUWAIHY, CNig pO3rnsiHyTU AOUINIbHICTb Nnepexoay BiA
aMOKCUUMMIHY/KNaByaHOBOI KWUCAOTU A0 aMOKCUUMWIHY BignoBiAHO A0
3arasibHOMPUUHATUX HaCTaHOB.

LUsa nikapcbka ¢opma AMokcuknasy® He nigxoaAnTb AN 3aCTOCYBaHHS 3a
HasiBHOCTI  BMCOKOr0  PU3NKY  PE3UCTEHTHOCTI  iMOBIpHMX  36yAHUKIB
3axBOplOBaHHA A0 6eTa-nakTtaMHUX npenaparTiB, sfKa He ornocepeakKoBaHa
beTa-nakrtamMasaMu, YyTIMBUMKU A0 iHFiOyBaHHA K1aBy/1aHOBOK KUCNOTOM. He
Cnig 3acTocoByBaTW L0 JliKapCbKy (opMy AN NiKyBaHHA Pe3UCTEHTHOro A0
neHiunnivy S. pneumoniae.

Y nauieHTiB 3 nopyweHHAM GYHKLUiIT HUPOK Ta Yy MNAUI€HTIB, AKi NMpuMrUMatoTb
BMCOKiI 0031 npenapaTy, MOX/IMBE BUHUKHEHHS cyaoM (amB. <«[106ivHi
peakuii»).

MpenapaTy aMOKCUUUAIHY/KaByNaHOBOI KUCIOTW CNi4 YHUKATK Npu Nigo3pi Ha
iIHPEKUIMHWA MOHOHYKJ/1€03, OCKiIbKW B LbOMY BMUMNaAKy i3 3aCTOCYBaHHAM
aMoKcuumniny 6yno nos’azaHe BUHMKHEHHSA KOpONnoAibHOro BUCUNaHHS.

OpHoyvyacHe 3acToCyBaHHS anonypuHoONy Mig 4ac NikyBaHHA aMOKCULMAIHOM
NiABULLYE MMOBIPHICTb anepriuyHnx peakuin 3 60Ky WKipw.

[loBroTpmBane 3aCTOCYBaHHS MOXe iHOAI BWKAMKATU HaAMIpHUA  picT
HEeYyT/IMBUX MIKPOOpraHiamiB A0 npenaparTy.

BUHWKHEHHA Ha Mo4YaTKy iKyBaHHSA rapsa4koBOl reHepanizoBaHOl eputemu,
acouioBaHOl i3 YTBOPEHHSIM MyXupLuiB Ha wWKipi, Moxe 6yTM CUMMNTOMOM
rOCTPOro reHepanizoBaHOro ek3aHTeMmMaTto3Horo nyctynoo3y (ITEM) (aus.
po3ain «Mo6iuHi peakuii»). Taka peakuisa BuMara€e BigMiHM AMokcuknaesy® 2S,
i NMpy UbOMY nNpoTUNOKaszaHe OyAb-sKe 3acTOCOBYBAHHA aMOKCULUMUIIHY Y
ManbyTHbOMY.

Cnig 3 ob6epexHicTio 3acTocoByBaTM aMOKCUUMNIH/KMaByNaHOBY KWUCNOTY
nauieHTaM 3 O3HakKamMu MNopyleHHs YyHKUii nediHkn (amB. po3ainm «Cnocib
3aCTOCYBaHHA Ta A403u», «lpoTunokasaHHa» Ta «[obiuHi peakuii»).

MoBigoMnsnocsa Npo ycknaaHeHHs 3 60Ky nediHKK, NnepeBaxHo Yy YONOoBiKiB Ta
Naui€HTIB NiITHbOro BiKY, WO MOXYTb 6yTU NMOB'A3aHi 3 TpMBaNMUM NiKyBaHHSM.
Mpo Taki ycKnagHeHHs Yy AiTen NoBiAOMASANOCA AyXe pigko. Y BCiX rpyn
NMauieHTiB CUMNTOMMK, SIK NMpPaBuUIo, BMHUKAKOTbL Nig 4ac abo He3abapoM nicns
NiKyBaHHSA, NpoTe B OKPEMUX BUMAAKAX BOHU MOXYTb MPOABUTUCS NULLE Yepes
KilbKa TUXHIB Micng 3akiHYeHHSA NikyBaHHA. Taki dBuwa, 4K nNpaBwuno, €
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060pOTHMMUN. YcknagHeHHa 3 60Ky Ne4dYiHKM MOXYTb OyTu TSXKKUMKU, VY
BUHATKOBO  piAKMX  BuNagkax -netanbHUMU. Taki aBuMwa  3aBxau
CnocTepirannmcs y nauieHTiB 3 TAXXKUM OCHOBHUM 3axXBOPKOBaHHAM abo y Tux,
XTO OAHOYACHO NpUMMaB rnpenapaTtu, WO MOXYTb CIPUYNUHATU YCKNAAHEHHS 3
60Ky nediHkn (auB. po3ain «MobiuHi peakuii»).

Mpu 3acTocyBaHHi ManXe BCiX aHTMbakTepianbHUX NpenapartiB, BKOYaKuun
aMOKCUUWIIH, MOBIAOMAANOCSA NMPO aHTMBIOTMKOACOUIMOBAHWUN KOMIT, CTYMiHb
TSXXKOCTI SIKOFrO MOXe BapitoBaTW Bif nerkoro Ao Hebe3neyHoro ANns XuTTs
(avB. po3gin «lMobiyHi peakuii»). ToOMy BaXX/MBO BpaxoByBaTW iMOBIPHICTb
TaAKOro AiarHosy y rnMauieHTiB 3 HasiBHOW Aiapecto nig Yac abo nicna npunomy
6yab-aknx aHTmbioTukiB. MNpn nossi aHTUBIOTMKOACOLiIMOBAHOIrO KOMITY Cnig
HeramHo NMpUNUHUTK 3aCTOCYBaHHS npenapaTty AMokcuknae® 2S, 3BepHyTUCS
3a MeAM4YHOK AOMNOMOroK i po3noyaTu BiAMoOBiAHE NiKyBaHHS. 3aCTOCYyBaHHS
NPOTUMNEPUCTANIbTUYHMNX MNpenapaTiB Y TAaKOMYy pasi NpoTUNoKasaHo.

Mpu TpuBanin Tepanii peKoMeHAYETbCA MnepiognyHa ouiHka dyHKUIN cuctem
OpraHis, y ToMy umncni GyHKLUIiT HUPOK, NeYiHKM Ta KPOBOTBOPEHHS.

Y nauieHTiB, AKi NpUMMann aMOKCULUMIH/KNaByNaHOBY KWUCNOTY, B PiAKICHUX
BMNagKax crnocrepirasocs noAoBXeHHsT npoTpoMbiHoBoro iHgekcy. [pwu
OAHOYACHOMY MpPU3HAYEHHI aHTUKOArynsaHTIB cnig 34IMCHIOBATKM BigNOBIAHUN
KOHTpOnb. [ANng niagTpuMmkm 6a)kaHoro piBHSA aHTUKoarynsuii Moxe 6yTu
NoTpibHa KopekKuid A03M aHTUKOAryssHTIB 4S9 NepopasibHOro 3aCTOCYyBaHHSA
(amB. po3ain «B3aemogia 3 iHWMMKM NiKapCbKuUMK 3acobaMu Ta iHWI BuAuK
B3aemMoain» Ta «IMobivHi peakuii»).

MauieHTaM 3 NOpyLEHHAM (PYHKUIT HUPOK CNi CKOpUryeBaTu 403y 3a51eXHO Bij
CTyneHs nopyweHHa (auB. po3ain «Cnocié 3acTocyBaHHS Ta A03U»).

Y NauieHTIB 3i 3HMXKEHUM Aiype30oM AyXe PiAKO cnocTepiranaca Kpucrtanypis,
nepeBaXKHO MpW napeHTepasnbHin Tepanii. Mig Yyac NpMUOMY BUCOKUX [03
aMOKCMUMAIHY NauieHTY cnig BXWUBATWU A0CTATHLO PiAVMHUN 3 METOK 3HUXEHHSA
MMOBIPHOCTI KpucTanypii, NoB’A3aHOi 3 aMOKCULMNIHOM.

Y nauieHTiB 3 KaTeTepusaLui€lo Ce4oBOro Mixypa cnig perynsipHo rnepesipatu
NpoOXigHiCTb KaTeTepiB (AMB. po34in «lNepeno3yBaHHSA»).

Mig 4ac nikyBaHHS aMOKCUUWIIHOM Cnig 3actocoByBaTn depMeHTaTUBHI
MEeTOAN BU3HAUYEHHS MIOKOOKCKMAA3M Npu BUNPobyBaHHI Ha HasiBHICTb M1OKO3M
B Ceui, OCKi/IbKM MNpu 3acCTOCyBaHHi HedepMeHTaAaTUBHUX METOALIB MOX/InBe
OTPUMaHHS XMOHOMNO3UTUBHUX pe3y/bTaTiB.

HaaBHiCTb KnaBynaHoOBOI KWUCNOTM y npenapaTti Amokcuknae® 2S moxe
npu3BecTn A0 HecneumdiyHoro 3B’aA3yBaHHsA IgG i anbbymiHy MeMbpaHamu
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epuTpouMnTIB, WO MOXEe CMPUYMHUTU XMOHOMO3UTMBHI pe3ynbTaTn npobu
Kym6ca.

MosigomMnanocsa Npo MO3UTUBHI pe3ynbTaTu (epMeHTHOro iMyHoaHanisy 3
BUKOpUCTaHHAM Platelia Aspergillus BupobHuutBa Bio-Rad Laboratories vy
NnauieHTiB, AKi NpuAManM aMOKCUUWIIH/KNaByNaHOBY KWUCIOTY Ta Yy SAKKUX
3rogoM byna BM3HaHAa BIiACYTHICTb iHdeKuii Aspergillus. TMosigoMnanoca npo
nepexpecHi  peakuii 3 nonicaxapugamm Ta  noJsidypaHo3aMu non-
Aspergillus npwn npoBeAeHHi depMeHTHOoro iIMyHOaHanisy 3
BUKOpUCTaHHAM Platelia Aspergillus BupobHuuTBa Bio-Rad Laboratories. Tomy
MO3UTUBHI pe3ynibTaTW aHani3iB y nNauieHTiB, 49Ki OTPUMYIOTb JNiKyBaHHS
aMOKCULMMIIHOM/KaBy1aHOBOLO KNCNOTOHO, cnig iHTepnpeTyBaTun 3
obepexHicTio | niaTBepAXXyBaTH IHWMMN AiarHOCTUYHUMU METOAAMM.

3acrocyBaHHS y riepioa BaritHoCTi abo rogyBaHHs rpyaaro.

BariTHicTb. [locnigXXeHHss Ha TBapuHax He BKa3ylTb Ha npaMunm  abo
onocepeakoBaHWUM WKIANMBMKA BNAMB Ha nepebir BaritTHOCTI, pPO3BUTOK
embpioHa/nnoaa, nonorn abo NocTHaTasbHUM po3BUTOK. OBMexeHi AaHi woao
3aCTOCYBaHHA aMOKCUUWNIHY/KNaBy/laHOBOI KUCAOTM Nig 4ac BariTHOCTI Yy
JIOANHM He BKa3yklTb Ha NiABULLEHUA PU3UK BUHUKHEHHS BPOAXEHUX Bag
pPO3BUTKY. Y €AWMHOMY [OCNIAXEHHI Yy XIHOK 3 nepeavyacHMM pO3pUBOM
060N10HOK naoaa rnoBiAOMNANOCH, o npodinakTMyHe  NikyBaHHS
aMOKCUUMMIHOM/KNaBYy1aHOBOK  KUCIOTOK  Moxe 6yTm nos’d3aHe 3
niagBULLEHUM PU3UKOM PO3BUTKY HEKPOTUYHOIO €HTEepoKoNiTy Yy
HOBOHapoaXeHux. Cnig YHUKaTH 3aCTOCyBaHHA npenapaTy nifg 4Yac BariTHOCTI,
3a BUHATKOM BMNAAKIB, KONU NiKap BBaXa€E Le HeObXiagHNM.

[Mepioa roayBaHHA rpyanro.

O6bunasi pe4yoBUHM BUAINSAKTLCA B rpyAHe MOIOKO (HEMAE AaHMX WoA0 BNAMBY
KN1aBYy/1aHOBOI KMCNOTM Ha HEMOBNSA, Ke nepebyBa€ Ha rpy4AHOMY roayBaHHiI).
TaknM YMHOM, Y HEMOBJIATU, SiKe nepebyBa€ Ha rpyaAHOMY roflyBaHHi, MOXMBe
BUHWKHEHHS Aiapei Ta rpubkoBoi iHdeKUii cnn3oBux 06010HOK, TOMY Mif vac
npuioMy npenapaTy roayBaHHA rpyaAato cnig npunuHutU. Chig npumnHATK 40
yBarm  MOX/MUBICTb BWHWUKHEHHS  anepriyHuMx peakuin. 3acToCyBaHHS
aMOKCUUMNIHY/KNaByNnaHOBOI KUCMOTU Ni4 4Yac roayBaHHS rpyanld MoOXavse
nvuwe nicns ouiHKKM nikapeM cniBBiAHOWEHHSA PU3NK/KOPUCTb.

34aTHICTb BMN/IMBATU HAa LUBUAKICTb peakuil rnpu KepyBaHHI aBTOTPaHCMOpPTOM
abo iHWnMn mexaHiamMamu.
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JocnigXxeHHsa WwWoao 34aTHOCTI NpenapaTy BrJiMBaTU Ha WBUAKICTb peakuii npu
KepyBaHHi aBTOTPAHCNOPTOM i poboTi 3 iHLWMMKM MEXaAHI3MaMK HE NPOBOANINCD.
MpoTe MOX/InBE BUHUKHEHHS HebaxaHux edekTiB (Taknx siK aneprivyHi peakuii,
3arnaMopoOYeHHs, CcyaoMMu), SKi MOXYTb BMJIMHYTWM Ha 34aTHICTb KepyBaTu
aBTomMob6ineM i npautoBaTh 3 iIHWWMMN MexaHi3MaMu.

Cnocib 3acrocyBaHHSA Ta 4O3M.

[103yBaHHS BUpaXkeHe B nepepaxyHKy Ha BMIiCT aMOKCUMUWMAiIHY/KNaBy1aHOBOI
KMCNOTU, 3@ BUHATKOM BUMAAKIB, KOM A03YBAHHSA BMpAXXeHe B rnepepaxyHKy
Ha OKpPEeMMI KOMMOHEHT.

Mpu3Hayaoun [o3yBaHHA npenapaty AMokcuknas® 2S ans  nikyBaHHSA
oKpeMoi iHdeKuUii cnig BpaxysaTu:

BiporigHi 36yAHWMKW 3aXBOPIOBAHHSA Ta iX iMOBIpHY YyTAMBICTb A0
aHTnbakTepianbHUX npenapartis (avs. po34in «OcobnusocTi
3aCTOCYBaHHA»);

- CTYNiHb TSXXKOCTI Ta Micue iHdeKLUil;

BiK, Macy Tina i HUPKOBY (PYHKLitO MauieHTa, IK BKa3aHO HUXYe.

Mpwn HeobXiaHOCTI cnip pPO3rNaHyTHU MOXJIMBICTb ~ 3aCTOCOBYBAHHA
anbTepHaTMBHUX (opM BUNyckKy npenapaty AMokcuknas® (To6To Takux, Lo
MICTSATb BULLI 403U aMOKCUUMANIHY Ta/abo iHwWi cniBBiAHOWEHHS aMOKCULWAIHY
Ta KNaByNaHOBOI KUCIOTK) (AMB. po3ainn «OcobnmBOCTi 3acTOCyBaHHA» Ta
«DapMakoAnHaMika»).

MpenapaT Npu3HayYeHUn AN 3aCTOCyBaHHS AiTAM 3 Macoto Tina < 40 Kr.

Ana pitert 3 Macow Tina < 40 kr npenapat AMokcukniaB® 2S 3abesnevye
MakcuMmanbHy pobosy po3y 1000-2800 Mmr amokcuuuniny/ 143-400 wmr
KN1laBy/1aHOBOI KMCNOTK, NpU AOTPUMAHHI HaBeAEeHMX HUXKYe pekoMeHAauin i3
A03yBaHHA. AKWO HeobxigHa nigBuweHa agoboBa Ao03a aMOKCUUWUAIHY, LWo6
3anobirtu BBeAEeHHI0 3aHaATO BMCOKMX A060BMX A03 KAaBY/aHOBOI KUCNOTH,
PEKOMEHAYETLCH obpaTun iHWY niKapcbKy dopmy npenaparty
AMokcunknas® (aus. po34inu «OcobnumBocCTi 3aCTOCYBaHHA» Ta
«DapMakoaAnHaMiKa»).

TpuBanicTb NiKyBaHHSA CNig BU3HAdYaTW iHAMBIAYaANIbHO ANS KOXHOMO nauieHTa.
Hesaki iHdekuii (Hanpuknag ocCTeoMieniT) BuMaratTb 6inbw TpuBanoro
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NikyBaHHs. JlikyBaHHS He NOBWMHHO TpuBaTtu b6inblwe 14 gHiB 6e3 nepernsgy
(avB. po3ain «0Ocob6nMBOCTI 3aCTOCYBAHHS»).

NiTn 3 Macow Tina < 40 kr

PekomeHaoBaHi Ao3u:

- BiA 25 mMr/3,6 mr/kr/noby oo 45 mr/6,4 mr/kr/poby, po3aineHmnx Ha
ABa NMpumomu;

- ANs NiKyBaHHA AeKnX iHpeKUin (Taknx K cepenHin OTUT, CUHYCUT
i iHeKUiT HMKHIX BigAINIB AMXANbHUX LWNAXIB) AITAM 3 2 pPOKiB MOXHa
3actocoByBatu po3y a0 70 mr/10 mr/kr/pmoby po3aineHy Ha ABa
Nnpunomu.

Hemae KNiHiYHUX AaHUX Woao nikapcbkux dpopm AMokcmnknasy® 7:1 woao 403,
BUWMX HiX 45 Mr/6,4 mMr/kr/noby ansa nauieHTiB A0 2 poKiB.

HeMa€e kniHiYHMX gaHuX Woao nikapcbkmnx ¢gopm AMokcmknasy® 7:1 CTOCOBHO
nauieHTiB BiKkOM A0 2 MicAuiB. TaknMM YMHOM, peKkoMeHaauii CTOCOBHO
A03yBaHHA ANA Ui€l rpynu nauieHTiB BIACYTHI. layi€eHTH J1iTHbOro BiKy

Kopekuia no3n He noTpibHa.
lMopyweHHs pyHKUIi HUpOK

MauieHTam 3 knipeHcoM kpeaTuHiHy (KK) > 30 Mr/xB Kopekuis A03K He
noTpibHa.

MauieHTam 3 KK < 30 Mr/xB He peKOMeHAYETbCSA 3aCTOCYBaHHSA NiKapCbKUX
dopM npenapaTty AMoKcMkNaB® 3i  cniBBiAHOWEHHAM  aMOKCUUMUIHY Ta
KNaBynaHoOBOI KMCNOTU 7:1, OCKiNlbKWM HEMaE pekoMeHAauin LWoAo Kopekuii
A03Mu.

lMopyLieHHs pyHKUIT neviHku

PekoMeHAYeTbCA 0bepeXXHe 3aCTOCYBaHHS | perynspHuU KOHTPOJib (PYHKLi
nediHku (amB. po3ainn «lMpoTunokasaHHa» Ta «OcobnBOCTI 3aCTOCYBaHHS»).

Cnocib 3acTocyBaHHA

AMokcnknas® 2S npusHavyeHuin Ans nepopanbHOro 3aCTOCyBaHHS.

MpenapaT cnig Agasatu nepej 4ok, wob 3BeCcTM A0 MIHIMYMYy MOX/IUBY
LWYHKOBO-KULLKOBY HenepeHOCUMICTb [ ONTUMI3yBaTH abcopbuito
aMOKCULMMIHY/KNaByNaHOBOI KUCAOTW.
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Tepanito MOXHa po3Mno4vYaTu NapeHTepasibHO, 3aCTOCOBYHUM BiAMNOBIAHY
nikapcbky opMy, Ta NPOAOBXMUTM 3a AONOMOrot npenapaTty AMokcnknas® 2S
AN9 NepopasibHOro 3aCToCyBaHHA.

IHCTpyKUia 4518 NpurotyBaHHS CyCreHa3ii.

35 Mn cycneHsig AMokcuknias® 2S

[ob6pe cTpycHYTM bnakoH i3 nopowkoM. [ogatn gBomMa nopuismm 29,5 mn Boau
(cnepwy 2/3, a noTiM A0 MiTKM), wopa3sy Aobpe cTpywytoun driakoH. MNepen
KOXXHMM 3aCTOCyBaHHAM fobpe CTpyLlwyBaTh (GIAKoH i3 CyCneH3i€r.

70 mn cycneHsia AMokcuknas® 2S

[lobpe cTpycHyTU pnakoH i3 nopowkoMm. oaatu gBoMa nopuismm 59 mn Boam
(cnepwy 2/3, a noTiM A0 MiTKM), Wopa3sy Aobpe cTpylwytoun drakoH. MNepen
KOXXHMM 3aCTOCyBaHHAM fobpe cTpywwyBaTh GaKoH i3 CyCneHs3i€ro.

CTpycHyTM (pbnakoH, AoaaTu BOAWM 3rigHO i3 BKa3iBKaMn, nepeBepHyTM pnakoH
i 3HOBY CTpPYCHYTU. ®nakoH cnig CTpywyBaTn nepen KOXHUM MPUAOMOM
npenapary.

iTn. 3aCTOCOBYIOTb AiTAM BiKOM Big 2 micauis. [itaM 3 macoto Tina 6inbwe 40
Kr Npu3HayalTb NpenapaT B iHLWIN NikapcbKin GopMi.

lNMepeno3yBaHHs.
CuMnTOoMMU

MoXyTb CnOCTepiraTUcs WIyHKOBO-KULIKOBI po3/iagm Ta nopylweHHa 6anaHcy
piavHn Ta enekTponiTiB. CnocTepirasaca Kpuctanypida, nos’d3aHa 3
aMOKCULUMIIIHOM, WO Yy [AedKuxX Bunagkax npuisogunia A0 HUPKOBOI
HeaoCTaTHOCTI (AMB. po3ain «OcobnMBOCTI 3aCTOCYBaHHSA»).

Y nauieHTiB 3 NOpyWweHHAM (PYHKLIii HUPOK Ta Yy Naui€eHTIB, AKi NMpUUMaloTb
BMCOKIi 003U npenapaTy, MOXYTb CNOCTepiraTucs CyaoMu.

lMoBigoMnAN0OCH, WO aMOKCUUMNIH BiAKNafa€eTbCAd B KaTeTepax CevyoBOro
MiXypa, B OCHOBHOMY MiC/18 BHYTPilLHbOBEHHOIO BBEAEHHS BUCOKUX A03. TOMY
cnip perynsipHo nepeBipAaTV NPOXiAHICTb KaTeTepiB (AMB. po3ain «0cobaneocTi
3aCTOCYBaHHSNA»).
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JlikyBaHHA

LLINYHKOBO-KULLKOBI CMMNTOMU MOXHa NiKyBaTU CUMMTOMATUYHO, 3BEPTAKOUMn
yBary Ha niaTpuMKy BOAHOro/enekTponiTHOro 6anaHcy.

AMOKCUUMAIH/KNaBynaHOBa KMCNOTa BUBOASATLCS 3@ AOMNOMOIroK remoaianisy.

Mo6iuHi peakuyii.

Hanbinbw yacto nosigoMnanu Npo Taki NobivHi peakuii, AK giapes, HyAoTa Ta
bnroBaHHA.

Hwuxuye HaBeneHi NobivHi ehekTHn, SKi cnocTtepirannca nig Yac KNiHiYHUX aocni
AXXEeHb i Y NOCTMapKeTUHIoBUI nepioj, 3rpyrnoBaHi BiANoOBiAHO A0 KaciB CUCT
€M opraHis Mean4HoOro CNOBHWMKa HOpPMAaTMBHO-NPaBoBOiI AianbHOCTI MedDRA.
YacTtoTa nobivyHnX peakuin knacndikoBaHa TakMM YMHOM:

ayxe vacto 3 1/10;

yacto 3 1/100 Ta < 1/10;

HeuacTo 3 1/1000 Ta < 1/100;

piako 3 1/10000 ta < 1/1000;

ayxe pigko < 1/10000;

HEBiAOMO (YAaCTOTY HEMOX/IMBO OLLIHUTU 3 HassBHUX AaHUX).

IHpekuii Ta iHBas3il.
YacTo: KaHAMAO03 WKipn Ta CIM30BMX 060NIOHOK.

HeBigoMo: HaaMipHe PO3MHOXEHHA MIKpOOpraHiaMiB, He4YyTAanMBuX A0
npenapary.

Po3nagn 3 60Ky KpOBOTBOPHOI Ta 1iMpaTu4HoOI cuctemu.
Piako: o6opoTHa ferKoneHia (BKAKYauYM HEMTponeHi) Ta TpoMbouuToneHis.

HeBigomo: 060pOTHUIN arpaHynouMTO3 i reMoniTM4YHa aHeMis; 36inbweHHs JYacy
KpoBoOTeui Ta NpoTpoMbiHoBOro iHaeKkcy!.
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Po3naaun 3 60Ky iMmyHHOI cuctemmto,

HeBigoMO: aHrioHeBpOTUYHUN HAbpsK, aHadinakcia, cuHApoM, noAdibHun Ao
CMPOBATKOBOI XBOpObU, anepriyHnmn BacKynirT.

Po3znaan 3 60Ky HEPBOBOI CUCTEMMU.

HeuacTo: 3anaMopoyeHHs, ronosHun b6inb.
HeBinomMo: 060poTHa rinepakTUBHICTb i cyaoMU2,
HeBigoMO: acenTUYHUN MEHIHTIT.

Po3nagn 3 60Ky LLJTYHKOBO-KULLIKOBOIO TPAKTy.
YacTo: giapes, HyaoTa3, 61t0BaHHA.

HeyacTto: po3naan WnyHkKa.

HeBigomMo: aHTMBiOTUKOACOLiMOBaHMI KONIT 4, «X4OPHWUIA BOSTOXaTUIN S3UK>,
3MiHa 3abapBneHHs 3y6Hoi emani 11,

lenarobiniapHi po3naau.

HeuacTo: niaBuuweHHs pisHa ACT Ta/abo AJIT>.
HeBigoMo: renatntn® Ta xonecrtaTmuyHa >XoBTAHMULSS.
Po3znaaun 3 60Ky LWKipY Ta MigLWKIPHUX TKaHUH’ .
HewacTo: WKipHi BUCUNaHHSA, cBepbix, KponuB’'aHKa.
Pioko: MynbTudopMHa eputema.

Hesigomo: cuHapoM CTtiBeHCa - [IDKOHCOHA, TOKCMYHWUI enigepMmanbHUK
Hekponi3, 6ynbo3HUN ekcdoniaTUBHUI AepMaTUT, FOCTPUN reHepanizoBaHUI
€K3aHTEMATO3HUMN NyCTyNbo3?, peakuis Ha Nikuy BUrISAi eo3unHodinii Ta
cuctemHux npossis (DRESS cuHApoM).

Po3nagn 3 60Ky HUPOK Ta CEHOBUBIAHNX LUJISIXIB.

[ly>xe piaKo: iHTepcTuuianbHUin HedpuT, KpucTanypiss.

1 Ine. po3ain «OcobMBOCTi 3aCTOCYBaHHSA».
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2 AnB. po3ain «OcobMBOCTi 3aCTOCYBaHHS».

3 HypoTa yacTiwe noB’si3aHa 3 NpUMOMOM 6inbll BUCOKMX MepopasibHUX A03
npenapaTty. [1py BUHUKHEHHI LWITYHKOBO-KULWKOBUX peakLUin iX TSXKICTb MOXHA
3HU3UTU WNAAXOM NpUMOMY AMOKCMKNIABY Mig 4ac iaw.

4Y TOMY umncni nceBagoMeMbpaHO3HWNIA KOMIT i remopariyHnii KoniT (ane. po3ain
«0Oco6/IMBOCTI 3aCTOCYBaHHSA»).

> MomipHe nigsuweHHs piBHiB ACT Ta/abo AJIT uyacTiwe cnocrepiranocs y
NnauieHTiB, AKi OTpUMyBann NikyBaHHA aHTUbioTMKaMM 6eTa-nakTtaMHOI rpynu,
ane 3HauYMMICTb UMX pe3ynbTaTiB HEBiAOMA.

6Lli saBuwa cnocTepiranMcs Yy pasi 3acToCyBaHHSA iHWWX aHTMGIOTUKIB
neHiunmniHoBoro Ta uedanocnopuHosoro psaay (avmse. po3ain «OcobnmnBocCTi
3aCTOCYBaHHSA»).

7 Mpn BUHUKHEHHI peakUi NiaBULLEHOI YyTNMBOCTI (AepMaTUTy) 3aCTOCYBaHHS
npenapaTty cnig npunMHNTM (Ane. po3ain «OcobnBOCTI 3aCTOCYBaHHSA»).

8 ln. po3ain «MepenosyBaHHS>».

° OmB. po3ain «Ocob/MBOCTi 3aCTOCYBaHHSA».

10 Ane. po3ain «MpoTrMnokasaHHsA» Ta «OCco6/IMBOCTI 3aCTOCYBaHHSA».

11 Mpo 3MiHy 3abapBrieHHs 3y6HOI eMani Ayxe piako MoBiAOMNSAnoCa y AiTen.

PetenbHa ririEHa poOTOBOI MNOPOXHWHMU MOXeEe nonepeauTn TaKy 3MiHy
3abapBneHHSs, OCKINbKK Lie SBuLLE YCYBAETbCA WIAXOM YMLleHHS 3y6iB.

TepMiH NpnNAaTHOCTI.
3 poKMu.

TepMiH NpunaaTHOCTI Nicng po34YnMHEeHHs/po3BeAeHHS.

7 ni6 3a ymoBu 36epiraHHs B OpuUriHanbHiM ynakosui npu TemnepaTtypi 2-8 °C.
YmMoBu 36epiraHHs.

36epiratm npun TemnepaTtypi He Buwe 25 O°C. 3b6epiratm B OpuUriHanbHin
ynakoBui. 36epirat¥ B He4OCTYNHOMY A4 AiTeln Micui.



¥ Hapopna anTeka

YnakoBka.
Mnawka 3 Kpmwkoto 3 pizbboto no 8,75 r (35 mn) abo no 17,5 r (70 mn) Ta

A03YHOYO0 MiNeTKOow, WO CKIaga€ETbCa 3 MOplHS Ta 6apens, y KapTOHHIlN
Kopobui.

KaTeropis Bianycky.

3a peuenTom.

Bupo6Huk.

Jlek ®apmaueBTMYHa KoMnaHiga a.4./Lek Pharmaceuticals d.d.

Micue3Haxoa)keHHs1 BUpO6HMKa Ta aapeca micuys
NpPoBaA)>XeHHA NOoro AiANbHOCTI.

Bunyck cepii:

BepoBwkoBa 57, JlobnsaHa 1526,
CnoseHiga/Verovskova 57, Ljubljana 1526, Slovenia.

BM,DO6HML[TBO 3a NMoBHUM LINKJIOM!

MepcoHani 47, 2391 T[pesanbe, CnoseHis/Perzonali 47, Prevalje 2391,
Slovenia.



