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IHCTPYKUIA

ANS MegUYHOro 3aCTOCyBaHHSA NiKapCbKOro 3ac06y

AYTMEHTUH™ ES
(AUGMENTIN™ ES)

Cknaga:
AioYi pe4yoBUHU: aMOKCULUMUNIH, KNaBy/laHOBa KUCNOTA;

1 dnakoH MICTUTb MoOpoLIOK ans MPUroTyBaHHA 100 M
CyCneH3il Takoro cksaay:

5 M cycneHsii MicTaTb amokeuumniny (y dpopmi amokeuumniny tpurigpaty) 600
Mr i KnaBynaHoBoi kncnotu (y opmi Kanito knasynaHaty) 42,9 mr;

AOMOMIDKHI  pPEeYOBUHMW: KPEMHIil0 AioKcua KONoigHun 6e3BOAHWMIK, HaTpito
KapbokcuMmeTunuentonosa 12, acnaptam (E 951), KkcaHTaHoBa Kamendb,
KPEMHIt0 AioKCuAa, WTYYHUN NONYHUYHUW apoMaTmM3aTop.

Jlikapcbka ¢opma. MNopolok Ana opanbHOI CyCrieHsil.

OcCHOBHi  i3NKO-XiMiYHI  BNacTUBOCTI: CMNY4YMA MOPOLIOK Mamxe 6inoro
KOJIbOPY 3 XapaKTEPHUM MOJIYHUYHUM 3araxom.

dapMakoTepaneBTUYHa rpyna. AHTUbaKTepianbHi 3acobu aANg CUCTEMHOrO
3aCTocyBaHH4. beTa-nakTaMHi aHTUB6IOTUKMN. MeriynniHwn. KoMb6iHauii
neHiunniHie 3 iHribitopammn 6eta-nakrtamasun. Kog ATX J01C RO2.

dapMaKoNorivyHi BlaCTUBOCTI.
dapmakognHaMika.

MexaHi3M aii

AMOKCUUNNIH € HanMniBCUHTETUYHUM neHiynniHom (beTa-nakTaMHUM
aHTU6IOTUKOM), aKUK I[Hribye oanMH abo Kinbka ddepMeHTiB (AKi 4vacto
Ha3nBalTb NeHiunniH3e a3younmm binkamu, MN3B) y npoueci 6iOCMHTETUYHOIO
MeTaboniamy 6akTepianbHOro NenTUAOrniKaHy, Wo € HEBIA'EMHUM CTPYKTYPHUM
KOMMOHEHTOM KJITUHHOI  CTiHKM bakTepin. IHribyBaHHS CUHTE3Y
nenTMaornikaHy npussBoauTb A0 NocnabneHHs KAITUHHOI CTiHKW, HAcNiaKoM
4yoro € nisuc i 3armbenb KNITUH.

AMOKCUUMAIH  4yTAMBM A0  po3wenneHHa  6eTa-naktamasamm,  Wo
NPOAYKYIOTbCA pPe3nCTEHTHUMM bakTepissMu, OTXe, CrneKTp aKTUBHOCTI
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aMOKCULUMIIIHY K MOHOTepanii He BKJIIOYAE MiKpOOpraHiaMu, aKi NpoayKyTb
ui dpepmeHTN.

KnaBynaHoBa kucnota € 6eTa-nakraMoMm, CTPYKTYpHO CrnopigHeHuMm i3
neHiunniHamn. BoHa aeakTuByeE aeski pepmeHTn 6eTta-nakramasu, TUM CaMuUM
3anobiratoum iHakTuBauii amokcumumniHy. KnaBynaHoBa KWUCNOTa Yy BUMASAI
MOHOTepanii He YNHUTb KNiIHIYHO KOPUCHOro aHTubakTepianbHOro edekTy.

CniBBigHoweHHa OK/dA

Yac 36epexeHHa KOHUeHTpauii nikapcbkoro 3acoby, WO nepeBULLYE
MiHiManbHy iHribytouy KoHueHTpauito (Y>MIK), BBaXa€TbCd OCHOBHUM
dakTopoM, KN BU3HAYAE ePEKTUBHICTb AN aMOKCULUIHY.

MexaHi3MU pe3ncTeHTHOCTI

IcHy0Tb ABa OCHOBHMUX MeXaHi3Mu pPE3NCTEHTHOCTI Ao
aMOKCULUMIIHY/KNaByaHOBOI KNCNOTH:

- iHakTMBaUia 6akTepianbHMMKM 6eTa-nakTamMasaMu, aKi cami no cobi He
iHFiBYOTbCA KaByNaHOBOK KMCNOTOW, BKAtoYatoum knacu B, Ci D;

- nepersopeHHs 136, WO 3MeHWYE adiHHICTb aHTMbakTepianbHOro
npenapaTy 40 MilleHi.

HenpoHukHicTb 6bakTepin abo MexaHi3mM eIIOKCHOro HacoCca MOXe BUKIMKATKU
pe3nUCTEeHTHICTb 6akTepin abo cnpuatu i, 30KpeMa, Yy rpaMHeraTtMBHUX
bakTepin.

KOHTPOJIbHI TOYKMU

KoHTponbHi  Toukn MIK ans amMokcuumniHy/ KnaBynaHOBOI  KWUCOTH,
BCTAHOBNEHI E€BPOMEenCbKNUM KOMITETOM 3 BM3HAYEHHS AHTUMIKPOBHOI
yytnmeocTi (EUCAST)

MikpoopraHiamu KOHTPO/IbHI TOUKW YyTAUBOCTI (MKI/Mi1)
YyTnusi NMoMipHO 4YyTNnuBi|Pe3NCTeHTHI

Haemophilus <1 - > 1

influenzael

Moraxella catarrhalis! (<1 - > 1

Staphylococcus <2 - > 2

aureus 2

Streptococcus A, B, C,|< 0,25 - > 0,25

G 4

Streptococcus <0,5 1-2 > 2

pneumoniae3




¥ HapopHa anTtexa

1 MoBigoOMNEHi 3HAUEeHHA [ANA  KOHLUEHTpauiA aMOKCUUMNIHY. 3 MEeTolo
BM3HAYEHHS YYTNIMBOCTI KOHLUEHTpauisa KnaBy/laHOBOI KUCOTU BCTAHOBMEHA
Yy 3Ha4eHHi 2 mr/n.

2 MNoBigoM/IEHI 3HAYEHHS AN KOHLEHTpaUili oKcauusiHy.
3 KOHTPO/IbHI TOUKM pO3paxoBaHO i3 KOHTPOSIbHUX TOUOK A/ aMMiLuUliHYy.

4 KOHTPONbHI  TOYKM  poO3pax0BaHO i3  KOHTPOJIbHUX  TOYOK AN
6eH3uneHiunniHy.

PO3n0OBCIOAXKEHICTb PE3UCTEHTHOCTI MOXE 3MiHIOBATUCA reorpadidyHo i 3 4acom
ANs OKpeMUX BMAiB, ToMy 6axxaHoO MaTu MicueBy iHPOpMaLito WoA0 YYTIMBOCTI,
0cobnmMBO nNpu NiKyBaHHI TAXKKMX iHdeKUin. 3a HeobxigHocTi noTpibeH
€KCNepTHUN BUCHOBOK, SIKWO MiCUeBa pPO3MOBCHAXEHICTb Pe3UCTEeHTHOCTI €
TaKol, WO KOpUCTb npenapaTty, NpUHaMMHIi Npu aesakux Tunax iHdekuin,
BUKJINKAE CYMHIBWU.

3a3Bmyav YyTAMBI BUAU

(PpaMNO3nNTUBHI aepobu: Staphylococcus aureus (4yTnMBUN Ao
MeTMUUNiHY )%, Streptococcus pneumoniael, Streptococcus pyogenes Ta iHLWi
6eTa-reMonliTUYHi CTPENTOKOKMU.

[paMHeraTmBHi aepobu: Haemophilus influenzae?, Moraxella catarrhalis.

Buamn, ansa asKkux po3BUTOK PE3UCTEHTHOCTI Moxe 6byTu npobnemoro

paMHeraTmeHi aepobu: Klebsiella pneumoniae.

NMpnpoaAHO PEe3UCTEHTHI MIKpOOpraHi3amMum

pamHeraTmneHi aepobu: Legionella pneumophila.

IHLWIi MiKpoOpraHiamMun:

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

$Bci CcTadiNOKOKW, PE3UCTEHTHI A0 METULUMUNIHY, € PE3UCTEHTHMMU [0
aAMOKCUUMIIHY/ KNaBynaHOBOI KUCIOTMW.

1 NlaHa nikapcbka opMa aMOKCULUMAIHY/ KNnaBy/1laHOBOI KMCNOTU MOXe 6yTu
3acTocoBaHa ans nikyeBaHHa Streptococcus pneumoniae, pe3uCcTeHTHOro 40
NeHiuMNiHy, nNuwe 3rigHo i3 3aTBEPAXXEHHUMU MOKAa3aHHAMKU (AWB. PO34iN
«Cnoci6 3acTocyBaHHS Ta 403U>»).

2 lWTamu 3i 3HMXKEHOI YYTNAMBICTIO BYNM 3apeecTpoBaHi y Aesiknx KpaiHax EC
i3 yacrtoTtoto Buwe 10 %.

dapMaKkoKiHeTuKa.
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Abcopbuis. AMOKCMUMAIH | KNaBynaHOBa KUCAOTa MOBHICTO AMCOUIOKOTL Y
BOAHOMY PO34MHIi npu @isionoriyHomy piBHi pH. ObnaBa KOMNOHEHTU LWIBUAKO
Ta pobpe abcopbyoTbCcsas npu nepopanbHOMY MpUKAOMI. BioAOCTYNHICTb
aMOKCUUMAIHY Ta KNaBYy/aHOBOI KUCAOTU CTaHOBUTb npubnmnsHo 70 % npwu
nepopanbHOMy npuiioMi. MNMpodini 060X KOMMNOHEHTIB Yy NAa3Mi iAEHTUYHI, a Yac
AOCArHEHHS MaKCUMManbHOI KoOHuUeHTpauii B nnasMmi (Tmax) AN KOXHOrMO
KOMMNOHEHTa CTaHOBUTb NPUOBN3HO O4HY FOAMHY.

CepenHi papMakoKkiHETUYHI NnapamMmeTpu AyrMeHTUHY ES npu 3acTtocyBaHHi ans
NiKyBaHHS AiTen y Ao3i 45 Mr/3,2 Mr/Kr macum Tina KOXxHi 12 rognH HaBedeHi y
Tabnuui:

Mpenapat Crnax Trmax* AUCo-t) T 12
(mkr/mn) | (roa) (mkr.rog/mn) | (roa)

AyrmeHTUH ES aMOKCULMIIH

[o3za: 45 Mr/kr macu | 15,7 2,0 59,8 1,4

Tina aMOKCULWUIIIHY Ta 3,2

Mr/Kr Macu Tifla KnaByflaHOBOI + 7,7 2116())_ + 20,0 +0,35

KWUCNOTU KOXHi 12 roanH

Kj1aBy/laHOBa KUC/1O0Ta

1,7 1,1 4,0 1,1
+ 0,9 (1,0- |+£1,9 + 0,29
4,0)

*CepeaHe (aiana3oH)

KoHuUeHTpauii aMOKCUUWMIHY Ta K/aByNaHOBOI KWUCAOTM Yy CupoBaTui, WO
A0CAratTbCs NpU NPUMNOMI aMOKCULUMAIHY/ KNaByNaHOBOI KUCNOTU, iAEHTUYHI
TUM, WO [0CAralTbCA Npu NepopasbHOMY MPUUOMI eKBiBaneHTHUX [03
aMoKkcuumniny abo KnaBynaHOBOI KUC/IOTU OKPEMO.

Posnogin. bansbko 25 % 3aranbHoro obcary knaBysiaHoOBOI KUCIOTK Y Mnia3Mi
Ta 18 % 3arasibHOro aMoKCMUMAiHY B Nia3Mi 3B'A3yl0TbCH 3 GilkaMn. YSBHUN
06’em po3noginy ctaHoBuTb 6nm3bko 0,3-0,4 n/Kr Ans aMmoKcnuuniHy i 6an3bpko
0,2 n/Kr gnsa KnaBynaHOBOI KUCIOTW.

[Micna BHYTPILWHLOBEHHONO BBEAEHHSA aMOKCUUWMANIH | KNaBy/llaHOBA KWUCIOTa
6ynn BUSABMEHI B >XXOBYHOMY MiXypi, OYepeBMHI, LWKIipi, XWPOBIK TKAHWHI,
M'S30BiN TKaAHWHI, CUMHOBIANbHIN Ta NepuUTOHeasnibHiM piAMHI, XOBYi i THOI.
AMOKCULWNAIH HE PO3MNOAINSAETLCA AOCTAaTHbOK MipOKO B CMMHHOMO3KOBIN pPignHI.

JocnigXeHHA Ha TBapuHax He BUABWUAM XOAHWX AOKa3iB 3HAYHOI 3aTPUMKMU
peyYoBUH, NOXiAHMX 6yAb-AKOro KOMMOHEeHTa npenapaTty, Yy TKaHUHax
OopraHiamy. AMOKCULUMAIH, 9K i BinbWiCTb NEHIUWAIHIB, MOXe 6yTU BUABNEHUN Y
rpyoHoMy Mosoui. He3HayHa KifbKiCTb KNaBY/1aHOBOI KUCAOTU TakOX MOXe
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6yt BusIBNeHa B rpyaHoMy Monoui (AMB. po34in «3acToCcyBaHHSA y nepiog
BariTHOCTi abo rogyBaHHSA rpyanto»).

Byno BusBneHo, Wo 9K aMOKCMUWUAIH, TaK i KNnaBy/aHOBa KMCN0Ta NPOHUKAKOTb
Kpi3b nnaueHTapHui 6ap’ep (aAmB. po3ain «3acTocyBaHHS y nepios BariTHOCTI
abo rogyBaHHSA rpyaaro»).

bioTpaHchopmauiss. AMOKCULWMAIH YaCTKOBO BMBOAUTLCH i3 ceyero y BUrNsai
HEeaKTUBHOI MEeHIUMI0BOI KWUCIOTU B KiNIbKOCTAX, ekBiBaneHTHUX 10-25 %
noyaTkoBOi A03M. KnaBynaHoBa KMUCA0Ta 3HAYHOK Mipoto MeTaboniszyeTbcsa B
OpraHi3Mi NanHKU | BUBOAUTBCSA i3 ceyeto | pekaniaMmm Ta y BUrnaai ABOOKUCY
BYr/euto 3 NOBIiTPSAM, WO BUANXAETLCA.

BuseneHHsA. OCHOBHUM LWISAXOM BUBEAEHHS aMOKCUUWMNIHY € HUPKWU, TOAi SK
KnaBy/naHOBa KWUCIOTa BUBOAUTLCA SAK HWUPKAMKM, TakK i wngaxom pgii
MO3aHUPKOBUX MEXAHI3MIB.

Y 300poBux A06pPOBOSLLIB CepefHi nepiog HaniBBMBEAEHHS aMOKCUUWUNIHY/
KNaBy/laHOBOI KWCNOTU CTaHOBUTb MNpPUBAM3HO OAHY rOAMHY, a cepenHin
3aranbHMM  KnipeHc - npubnusHo 25 n/roa. Pi3HOMaHITHI  gocnigXeHHs
nokasanu, Wwo BuAiNeHHs i3 cedero cTaHOBUTb 50-85 % anga amokcmuuniny Ta
27-60 % panga KnaBy/laHOBOI KWUCIOTWM MpPOTAroM 24-roAMHHOro nepioay.
Hanbinblwa KinbKiCTb KNaBynaHOBOI KNCNOTU BUBOAUTHLCS NPOTAroM nepmx 2
roAuvH MNicng Npunomy.

OpHouvacHe 3aCTOCYBaHHA npobeHeungy CMOBINbHIOE BUBELAEHHS
aMOKCULUUNIHY, afe He 3aTPUMYE HUPKOBOI eKCKpeuil KnaBynaHOBOI KUCIOTKU
(avB. po3gin «B3aemopaia 3 iHWWMMKM NikapCbkKMMM 3acobamu Ta iHWI BUAK
B3aEMOLIN>»).

MopyweHHA pyHKUIi HUPOK. 3arafbHUM CMPOBATKOBUMN KJTiPpEHC aMOKCULMNIHY/
KNaBy/aHOBOI KMUCAOTU MPOMNOPUIMHO 3MEHLUYETLCHA 3i 3HUXEHHAM HUPKOBOI
dYHKUIT. BHMXKEHHS KnipeHCy npenapaTy 6inbl BUpaxeHe ANs aMOKCULUIHY,
Hi>K ANS KNaBy/laHOBOI KUCAOTW, OCKiNIbKM 6inblla 4yacTka aMOKCUUWAIHY
BUBOAUTLCSA HUpKaMu. [lpyM HUPKOBIN HeAOCTAaTHOCTI AO03YBaHHS Mae
3anobiratM HaaMipHIN KyMynsauii aMOKCUUWAIHY, Y TOMW Xe 4dac 3bepiratoumn
AOCTaTHI piBHI KnaBynaHoBOi KMcnoTn (AmB. po3ain «Cnocib 3acTtocyBaHHSA Ta
A031>»).

MopyweHHs dyHKLUiT nediHkW. MNMauieHTaM 3 Me4YyiHKOBOK HeAOoCTaTHICTIO
pPEKOMEHAYETLCS obepeXXHe 3aCTOCYBaHHSA i perynsipHuim KOHTPOSb (PYyHKLIT
MeviHKun.

KniHiYHi XapaKkTepucTuku.
Moka3saHHA.

IHdekuii y aiTen BikOM Big 3 MicsuiB, Maca Tina skux He nepesBuwlye 40 Kr,
CMpUYUNHEHI abo iMOBIpHO CMPUYNHEHI NeHiUUMIIHPE3UCTEHTHUMMU
wTamamm Streptococcus pneumoniae, Taki AK:

- FOCTPUN cepeaHin oTuT;
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- HerocniTasibHa NHEBMOHIA.

Mpn npu3HayeHHi aHTMbakTepianbHUX NpenapaTiB Cnig KepyBaTucs
npasuiaMmn iX HaNEXHOro 3aCTOCyBaHHS.

MpoTUNOKa3aHHA4.

MigBMweHa 4yTnmMBiCTb 40 6yAb-sIKMX KOMMOHEHTIB nNpenapaTty, 40 6yab-saKux
aHTMbakTepianbHMX 3acobiB rpynun NeHiunninHy.

HasBHICTb B aHaMHe3i TAXKUX peakuin rinepyyTameocTi (B T.4. aHadinakcii),
NOB'AA3aHMX i3 3acCTOCyBaHHAM iHWKUX 6eTa-nakTtaMHUX areHTiB (y T.u.
uedanocnopuHie, kapbaneHemis abo MoHobakTamiB).

HasBHICTb B aHaMHe3i XXOBTAHWULUiI abo AMCEHYHKLUIT MediHKkM, NoB’dA3aHux i3
3aCTOCYBaHHSAM aMOKCUUWMAIHY/ KNaBylaHOBOI KNCNOTH.

B3aemogia 3 iHWKMMN NikapCbKnMMK 3acobamm Ta iHWI BUAWM B3AEMOAIN.
AHTUKOArynaHTH 408 nepopasbHOro 3aCToCyBaHHA

AHTUKOArynssHTM AN NepopasibHOrO0  3acCTOCyYyBaHHS Ta  aHTMOBIOTUKM
NeHiUMNIHOBOro psiay LWMPOKO BUKOPUCTOBYKTbCS Ha npaktuui 6e3
nosigomseHb nNpo B3aemogito. OpHak onucaHo Bunagku 36inbleHHS
MiDKHapoAHOro KoediuieHTa HopManisauii y nauieHTiB, 4gKi npuiManu
aueHokyMmapon abo BapdapuH Ta kMM 6yB MpU3HAYEHUN KYpC NiKyBaHHS
aMOKCULUMMIHOM. SAKWO HeobXiaAHWM OAHOYaACHMW MPUMOM TakuxX npenapartis,
cnig peTtenbHO KOHTPOOBATUM NpPOTpPOMOGiHOBUMIM iHAeKC, abo MiHapoAHUN
KoediuieHT HopManisauii, npu agoaaBaHHi abo NpUNUWHEHHI nNpunomy
amokcuumniny. KpiMm  TOro, M™Moxe ©6yTn noTpibHa Kopekuia  [o3u
aHTUKOArynsHTIB  ANs  nepopanbHOro  3acTtocyBaHHs  (AMB.  po34inm
«0cobnunBOCTI 3acToCyBaHHA» Ta «[MobivHi peakuii»).

MeToTpekcaTt

MeHiuMNiHM MOXYTb 3HUXYBATU BMBEAEHHS MeETOTpeKcaTy, WO BUKIINKAE
noTeHLuinHe 36inblleHHSA TOKCUYHOCTI.

MpobeHeuuns

OpgHouacHe 3acTocyBaHHs npobeHeumay He pekoMeHAYeTbcs. lMpobeHeuuna
3MEHLIYE HUPKOBY KaHaNbLeBY ceKpeuito aMokcmumniny. OpHoyacHe
3aCToCyBaHHA npobeHeunay Moxe npussect A0 36inbleHHSA piBHA Ta
TPMBANOCTI 3HAaXOAXEHHSI aMOKCUUMAIHY (ane He KnaByJ/laHOBOI KWUCAOTWU) Y
KpOBi.

MikodeHonaTty MmodeTmn

Y XBOpMX, SKi NiKylOTbCA MikodeHonaty ModeTunioMm, nicna no4vatky
3aCTOCYBaHHA NepopasibHOro aMOKCUUUAIHY 3 K/1aBY/IaHOBOK KUC/IOTOK MOXe
3MEHWMUTUCb  MNpeno3oBa KOHUeHTpauis  akTmBHoro  Metabonity -
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MikoeHONoBOI KNCNOTKU — NpubansHo Ha 50 %. Lla 3MiHa Npeao30BOro piBHA
MOX€e He MOBHICTIO BiANOBiAATM 3MiHiI 3aranbHOi eKcno3uuii MikodeHo0BOoI
KUCIOTU. TakKnNM YMHOM, 3MiHa [03yBaHHA MikodeHonaTty ModeTuny 3a3Bnyan
He noTpibHa, SKWO HeMa€E KAiHIYHOro  niaTBepAXeHHs aAncdyHkKLii
TpaHcnnaHTata. OgHak peTenbHe CrnocTepeXeHHs HeobxiagHe npoTArom
OQHOYaCHOro  3aCTOCYyBaHHA Ta  BMNpPOAOBX  AeAKOro 4yacy nicns
aHTMbioTMKOTepanii.

OcobnunBoCTi 3acTOCyBaHHS.

Mepea no4aTkoOM Tepanii aMOKCUMUWAIHOM/ KNaBy/1aHOBOK KWUCNOTOK Chifg
petenbHO 3ibpaTn iHdoOpMauilo LWoAO0 nonepeaHiX peakuin niaBuLWEHOI
YYTAMBOCTI Ha nNeHiuuniHn, uedanocnopuHn abo iHWiI 6eTa-nakTaMHi
npenapaTtn (aMB. po3ainun «lMpoTunokasaHHa» Ta «[MobivHi peakuii»).

MoBigoMnAnoca nMpo Cepuo3Hi Ta B OKpeMUX BUNaAKax NeTanbHi peakuii
NiABULLEHOI YYT/IMBOCTI (BKOYaOUM aHadinakTUUHI peakuii Ta TAXKi WKipHi
nobiyvHi peakuii) y NauieHTIB, SAKi OTpMMyBann NiKyBaHHSA NeHiuuniHoM. Taki
peakuii 6inblu BiporigHi y XBOpuX 3 MiABULLEHOK YYTAUBICTIO A0 NEHIUWUNIHY B
aHaMHe3i Ta NauieHTiB 3 aTONIYHUMMN 3aXBOPOBaHHAMU. [1pn NOABI aneprivyHol
peakuii cnig NpUNMHUTK 3aCTOCYBaHHA aMOKCUUWAIHY/ KNaBy1laHOBOI KNCNOTU
Ta po3rMoyaTu BiAMNOBIAHY anbTepHATUBHY Tepanito.

Y pasi aKkwo posefeHo, Wo iHdekuid BUKIMKAHa MikpoopraHiamom(-ammu),
yyTamBmM(-MMMU) OO0  aAMOKCUUWAIHY, Cnig  poO3rnsHyTM nepexia  BiA
aMOKCUUMNIHY/ KNnaBy/laHOBOI KWCAOTWM A0 aMOKCUUMUNIHY BignNoBiAHO A0
3aranbHOMPUNHATUX HAaCTaHOB.

Y nauieHTiB 3 nopyweHHAM @GYHKLUIT HUPOK Ta Yy NauieHTIB, AKi MpurUMatoTb
BMCOKiI [03M npenapaTy, MOXJIMBE BUHUKHEHHS cyaoM (amB. <«[106ivHi
peakuii»).

Cnig yHuMKaTKM 3acCTOCYyBaHHS aMOKCUUWNiHY/ KaBy/laHOBOI KUCAOTU Mpu
nigo3pi Ha iHQPEeKUinHMA MOHOHYKNEO03, OCKiJIbKM B LUbOMY BWMNAAKY i3
3aCTOCYBaHHSAM aMOKCUUMAIHY 6yno noB’sA3aHe BUHMKHEHHSA KoponodibHoro
BUCUMAHHS.

OagHo4YacHMM nNpuMOM  anonypuHony nig 4Yac nikKyBaHHS aMOKCULMITIHOM
NiABULLYE MMOBIPHICTb BUHUKHEHHS anepriyHnx peakuin 3 60Ky LWKipw.

TpuBane 3aCToCyBaHHSA B OKpeMMUX BUNaAKaxX MOXe NpuU3BeCcTM A0 HaAMipHOro
PO3MHOXEHHS MiIKpOOpraHiamiB, HeYyTAIMBUX A0 nNpenapaTy.

BMHUMKHEHHSA Ha No4aTKy NiKyBaHHA raps4koBOl reHepasi3oBaHOlI epuTemu,
NnoB’AA3aHOI 3 YTBOPEHHSAM nycTtyn, Moxe O6yTM CUMMOTOMOM TOCTPOro
reHepanizoBaHOro ek3aHTemaTo3Horo nyctynbo3dy (ITEM) (auB. po3ain
«Mob6iyHi peakuii»). Taka peakuia BMMara€e npuUNMUHEHHsT 3aCTOCYBaHHS
AyrMEeHTMHY Ta € TnMpOTUNOKA3aHHAM A/19 NOoAanblOro 3acToCyBaHHS
aMOKCULMUIHY.
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Cnig 3 obepexHicTio 3aCTOCOBYBATU aMOKCUMUWAIH/KNaByaHOBY
KMUCMOTY NauieHTaM 3 O3HaKamMu NopyleHHs dyHKUIT nedviHkn (avMB. po3ainu
«Cnocib 3acTocyBaHHS Ta Ao3n», «lMpoTtunokasaHHa», «lMobiuHi peakuii»).

MoBigoMnanocsa Npo yckaagHeHHs 3 60Ky MediHKM rnepeBa)kHO Yy YO0/0BIKiB Ta
MavuieHTIB NITHbOroO BiKYy, Ha T/i TPMBANoOro fNikyBaHH4A. [1po Taki yCKNagHEHHS
y AiTen nosigoMnsanocsa Ayxe pigko. Y BCiX rpyn MNaui€eHTIB CMMOTOMU, SK
npaBuno, BUHMKAKOTb Nig Yac abo 3roaoM nicns NikyBaHHA, NpoTe B OKPEMUX
BUMAAKaX MOXYTb BUSABJIATUCA /ULWIE 4Yepe3 KisibKa TUXHIB NiC/1A 3aKiHYeHHS
NnikyBaHHs. Taki sBuWa, SK nNpaBuio, € 060poTHUMU. YcknagHeHHSa 3 6oky
NeYiHKM MOXYTb OYyTU TSXKKUMKU, Y BUHATKOBO MOOAMHOKMX BUNaAKax -
netanbHUMKU. Taki gaBuWA 3aBXAW CNOCTepiranuca y Maui€HTIB 3 TAXKUM
OCHOBHMM 3axBOplOBaHHAM abo y TUX, XTO O4HOYACHO MpuiMaB nMpenapaTw,
3aCTOCYBaHHSA SKWUX, SK BiAOMO, MOXe€ Npu3BeCTU A0 YCKNaaHeHb 3 60Ky
nediHku (ame. po3ain «lMobivHi peakuii»).

Mpwn 3acTocyBaHHi Manxe BCiX aHTMbaKTepiasnbHMX NpenapaTiB, BKAKOYAK4U
aMOKCUUMWIIH, MOBIAOMAANOCA NPO aHTMBIOTMKOACOUIMOBAHUN KONIT, CTYMiHb
TS)KKOCTI SIKOro MOXe BapitoBaTW Big Nerkoro Ao Hebe3neyHoro Ans XuTTa
(avB. po3ain «lMobivHi peakuii»). ToMy BaXXIMBO BpaxoByBaTW Lien AiarHo3 An4
nauieHTiB 3 HasABHOKW Aiape€eto nig 4ac abo nicns npuromy 6yab-AKUX
aHTMbioTukiB. Mpu nogasi aHTUOBIOTMKOACOLIMOBAHOIrO KOMITY Cnig HeramHo
MPUMUHUTU 3aCTOCYBaAHHA AYrMEeHTUHY, 3BEPHYTUCHA MO MeAUYHYy AOMNOMOry i
po3noyaTtun BiANOBIAHE JliKyBaHHSA. 3acTOCyBaHHS MNpPOTUMEPUCTANIbTUYHUX
npenapaTiB y TakoOMYy pas3i NpoTunoKasaHe.

Mpu TpuBanin Tepanii peKoOMeHAYETbCA nepiogMyHa ouiHKa (yHKUIN cuctem
OopraHis, y ToMy umncni dyHKLUIiT HUPOK, NeYiHKM Ta KPOBOTBOPEHHS.

Y nauieHTiB, 4Ki nNpuAManM aMoOKCUUMWMIH/ KNaBynaHOBY KWCNOTY, B
NOOAMHOKMX BMMAAKax MOBIAOMASANOCA MNPO MNOAOBXEHHS MpOoTpOMBIHOBOro
iHaekcy. MNMpu ogHOYACHOMY MpPU3HAYEHHI aHTUKOArynsHTIiB CNig 34iMCHIOBATKU
BiAMOBIAHUN KOHTPONb. N NiATPUMKKM 6axXaHOro piBHA aHTUKOArynsauii Moxe
6yTM noTpibHa KoOpeKuis A03W aHTUMKOArynsaHTiB AN nepopanbHOro
3aCTocyBaHHs (AMB. po3ainun «B3aemopaisa 3 iHWKWUMK NlikapcbKMMKU 3acobamum Ta
iHWI BMAW B3aeModin» Ta «lMobiuHi peakuii»).

Y nauieHTiB 3i 3HMXKEHUM Aiype30oM AyXe piAKOo CrocTepiranacsa Kpucranypid,
nepeBa>KHO Mpu napeHTepanbHiKn Tepanii. Mig Yyac NpuUMOMY BUCOKUX [03
aMOKCUUMUAIHY cnig niaTpUuMyBaTW AOCTATHE CNOXWMBAHHA pPiAMHW Ta Adiypes 3
METOK 3HMXEHHS WMMOBIPHOCTI KpucTanypii, nos’a3aHoi 3 NpPUAOMOM
aMOKCUUMIIHY. Y NaUiEHTIB 3 KaTeTepm3aLlieo Ce4oBOro Mixypa cnig perynsapHo
nepeBipATX NPOXiAHICTb KaTeTepiB (ANB. po3ain «llepeno3yBaHHSA»).

Mig 4ac nikyBaHHS aMOKCUUMMIIHOM Cnif 3actocoByBaTn ¢depMeHTaTUBHI
MEeTOAN BU3HAYEHHS MTIOKOOKCMAA3M NpU A0CIAXEHHI HA HAsIBHICTb M1HOKO3U
B Ceui, OCKifIbKM Npn 3acCToCyBaHHi HedpepMeHTaTUBHUX METOAIB € BipOrigHiCTb
OTPUMAHHS XMOHOMO3UTUBHUX pe3ynbTaTiB.
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HasaBHICTb KNaBy/1aHOBOI KNCNOTK Yy nNpenapaTi AYyrMEHTUH MOXe Npu3BecTu 40
HecneuudivyHoro 3B'a3yBaHHA IgG i anbbyMiHy Ha MeMbpaHax epuTpouuTIB, WO
MOXe NpuU3BecTn A0 XMHBHOMNO3UTUBHUX pe3ynbTaTiB Npobu Kymbea.

MosigoMnsanocsa npo MNO3UTUBHI pe3ynbTaTh (pepMeHTHOro iMyHoaHanisy 3
BUKopucTaHHAM Platelia Aspergillus BupobHunutea Bio-Rad  Laboratories vy
nauieHTiB, gKi NpuvMManuM aMOKCUUWIIH/ KNaByNaHOBY KUCAOTY Ta Y SKUX
3rogoM byna BM3HaHa BIiACYTHICTb iHdekuii Aspergillus. lMosigoMnanocsa npo
nepexpecHi  peakuii 3 nonicaxapugamMu Ta  nonipypaHo3amu non-
Aspergillus npu npoBeAEeHHI dhepMeHTHOoro IMyHOaHanisy 3
BUKopuctaHHAM Platelia Aspergillus BupobHunutea Bio-Rad Laboratories. Tomy
MO3UTUBHI pe3ynbTaTW aHani3iB y nauieHTiB, 49Ki OTPUMYIOTb JNiKyBaHHSA
aMOKCULMMIIHOM/KaBy1aHOBOLO KNCNOTOlO, cnig iHTepnpeTyBaTun 3
obepexHicTio | niaTBepAXXYyBaTH IHWMMN AiarHOCTUYHUMU METOAAMM.

CycneHsiga AyrMeHTUH ES mictutb acnaptamy (E 951) 2,72 wmr/mn, skun €
akepenoMm deHinanaHiHy, ToOMy npenapaTt cnig npusHadatn 3 obepexHicTio
nauieHTaM 3 (PeHiNIKETOHYPIELD.

Jlikapcbknin 3acibé MicTuTb ManbTOoAeKCTpuH (rnKo3y). He 3acTocoByBaTtu
npenapaTt nauieHTaM 3 piaKiCHUM cUHOPOMOM Manbabcopbuii rnKo3un-
rasiakTo3mu.

3acTtocyBaHHSA y nepioj BaritTHOCTI abo roayBaHHSA rpyaAaro.

BariTHicTb. [locnigXXeHHss Ha TBapuHax He BKa3ylwTb Ha npamun abo
onocepeakoBaHUM WKIiANMBUIA BNAMB Ha nepebir BaritTHOCTI, PO3BUTOK
embpioHa/nnoaa, nonorn abo nocTtHaTanbHUN po3BUTOK. OBMeXeHi AaHi Woao
3aCTOCYBaHHA aMOKCUUWMNiIHY/ KNaBysiaHOBOI KWUCNOTUM Ni4 4Yac BariTHOCTI Yy
NIOANHU He BKa3ylTb Ha NiABULLEHUA PU3SUK BUHWMKHEHHS BPOAXXEHWX Baj
pPO3BUTKY. Y €AMHOMY AOCNIAXEHHI Yy XIHOK 3 nepeayacHUM poO3pUBOM
obonoHOK  nnoaa nosigoMndanocs, wo npodinakTMyHe  NiKyBaHHS
aMOKCUUMMIHOM/  KNaByNaHOBOK  KUCAOTOK Moxe 6yTn nos'aA3aHe 3
niagBULLEHUM PU3UKOM PO3BUTKY HEKPOTUYHOIO eHTEepoKonity vy
HOBOHapoaXeHux. Cnig yHMKaTK 3aCTOCyBaHHSA npenapaTy nig 4Yac BariTHOCTI,
3a BUHSATKOM BMNAAKiB, KONW NiKkap BBaXa€ Le HeobXigHUM.

Mepiog roayeaHHa rpyaaw. O6bmaBa akKTUMBHI  KOMMOHEHTW npenapaTy
EKCKpeTYyITbCAa Yy rpyaHe MONOoKo (HeMae iHdopMauii CTOCOBHO BMAMBY
K/1aByNaHOBOI KMWUCNOTM Ha HEMOBNSA, $Ke 3HaxoAuUTbCA Ha rpyaHoMy
BUro4OBYBaHHi). BignoBiAHO y HEMOBAATU, AKe 3HaXoAUTbCS Ha rpyagHOMY
BUIroA4OBYBaHHI, MOXJMBa nosiBa piapei Ta rpumbkoBoi iHdeKUii cin3oBux
060/10HOK, TOMY roAyBaHHSA rpyaar cnig npunuHutu. Cniga B3ATKM A0 yBaru
MOXJ/INBICTb BUMHWUKHEHHS anepriyHux peakuin. AMOKCUUMAIH/ KnaBynaHOBY
KWUCMOTY Yy nepioa roayBaHHSA rpyaAar0 MOXXHa 3aCTOCOBYBATW JinLLE TOAI, KOMK,
Ha AYMKY NniKaps, KOPUCTb Big 3aCTOCyBaHHA byae nepeBaxaTu pusuk.
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30aTHICTb BMNAMBATU Ha WBUAKICTb peakuil Npyu KepyBaHHI aBTOTPAHCNOPTOM
abo iHWNMKM MexaHi3MaMu.

JocnigXxeHHsa Wwoao 34aTHOCTI NpenapaTy BMJiMBaTU Ha WBUAKICTb peakuii npu
KepyBaHHi @aBTOTPAHCNOPTOM i pobOTi 3 IHWMMKN MeXaHi3MaMn He NPOBOAMITUCD.
MpoTe MOXnBE BUHUKHEHHS HEbBaxaHMX edeKTiB (TakmMx K anepriyHi peakuii,
3arnaMopoOYeHHs, CcyaoMMu), WO MOXYTb BMAMBATWM Ha 34aTHICTb KepyBaTwu
aBToMob6ineM i npautoBaT 3 iIHWMMM MEXAHI3MaMU.

Cnocib 3acTtocyBaHHs Ta A403M.

[103yBaHHSA BMpaxeHe B rnepepaxyHKy Ha BMICT aMOKCULUUAIHY/ KNaBy/1aHOBOI
KMCNOTU, 3@ BUHATKOM BUNALKIB, KOM A03YBAHHSA BMpPAXXeHEe B rnepepaxyHKy
Ha OKpPEeMMI KOMMOHEHT.

Mpu BMGOpPI A03yBaHHA AyrMeHTUHY AN NiKyBaHHSA OKpeMoi iHdekuii cnig
BpaXxoBYyBaTU:

- BiporiaHi 36yAHMKKM 3axBOplOBaHHA Ta iX IMOBIpHY 4yTAMBICTb 4O
aHTMbakTepianbHMX NpenapaTiB (AUB. po3ain «Ocob/NMBOCTI 3aCTOCYBAHHSA»);

- CTYNiHb TSHKKOCTI Ta sloKanilauito iHdeKLUii;
- BiK, Macy Tina i HUPKOBY (PYHKLIiO MauieHTa, IK BKa3aHO HUXYeE.

Kypc nikyBaHHS He NOBUHEH nepesBuLlyBaTh 14 aHiB 6e3 noro nepernsagy (aAve.
po3ain «OcobanBOCTi 3aCTOCYBaHHSA» CTOCOBHO TpMBanoi Tepanii).

[opocni Ta Aitn 3 Macow Tina = 40 kr

Jloceig 3acTtocyBaHHS AYrMeHTUHY, CyCneHsil, 4OpOoC/anM Ta AITAM 3 MAcoro Tifla
> 40 Kr BIACYTHIN, TOMY peKoMeHAauii CTOCOBHO A03yBaHHSA ANA UUX rpyn
NMauieHTIB BIACYTHI.

[iTn BikoM Big 3 MicguiB 3 Macow Tina < 40 kr

PekoMeHaoBaHa Ao3a AyrMeHTWUHY, cycneHsii, cknagae 90/6,4 Mr/kr macum
Tina/noby, posnogineHa Ha 2 NpUMOMN.

AyrMeHTuUH ES MicTUTb iHWY KiNbKiCTb KnaBynaHoBOi kucnotn (y dopmi
Kaniesoi coni), HiXK 6Oyab-aka iHwWa ¢opMa cycneHsii AyrMeHTUHY.
AyrmMeHTuH ES MictuTb 42,9 Mr knaBynaHOBOI KUC/IOTU Ha 5 Mn cycneHsii, Toai
K cycnensis AyrmeHTuHy 200 Mr/5 mn MicTutb 28,5 Mr KnaBynaHOBOI KNCOTH
Ha 5 mn, a cycneHsia 400 Mr/5 Mn MicTuTb 57 Mr KnaBynaHOBOI KUCNOTU Ha 5
Ma. ToMmy AyrMeHTuUH ES He Moxe 6yTu 3aMiHEHMW XOAHOK iHWOK (POpPMOIo
CycrneHsii AyrMeHTUHY.

MopyweHHsa dyHKLUiT HUpoK. MauieHTam 3 knipeHcoM kKpeaTuHiHy (CrCl) 6inbLu
Hi>k 30 MN/XB KOpeKUis 403K He noTpibHa.

MauieHTamM 3 KNipeHCOM KpeaTuHiHY MeHw Hixk 30 Mn/xB paHa dopma
AyrMeHTUHY He peKOMEeHAYETbCA A9 3aCTOCYBaHHA, OCKiNbKW HeMae
peKkoMeHAalin Woao KopekKLuii Ao3u.
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MopyweHHsa QYyHKUIT nediHkKM. PekoMeHOYy€eTbCs obepeXkHe 3acTOoCyBaHHS 3
perynspHuM KoHTposieM dyHKUii nediHku (AnB. po3ainu «MNpoTUnokKasaHHS» Ta
«0OCco6/IMBOCTI 3aCTOCYBaHHSA»).

Cnocib 3acTtocyBaHHA

AyrMeHTUH ES npunsHadeHun ans nepopasibHOro 3aCToCyBaHHA.

MpenapaT cnig npymMMmaTtK nig 4vac ign, wob 3BecTn A0 MiHIMYMYy MNOTEHUiNHY
LWYHKOBO-KULLKOBY HENEPEHOCUMICTb.

IHCTpYKUisa ong NpuUroTyBaHHS CycCrneHsii.

Mepen 3acToCyBaHHSAM MepeBipUTWU UiNiCHICTb NAoMbu Ha kKpuwudi. CTpycuTu
dnakoH, Wob po3puxanTn nopowok. Joaatm HeobXiaHY KinbKicTb BOAU (5K
BKa3aHO HWX4Ye), nepeBepHyTU Ta peTenbHo 36oBTaTW. IHWMA cnocib:
3aMoBHUTU (P1AKOH BOAOKO TPOXU HUXKYE BiAMITKN HA €TUKETUI, NepeBepHYTH i
petenbHo 360BTatTM, MNOTIM 3anOBHUTM ((NakoH BOAOK A0 BiAMITKNY,
nepeBepHYTH i 3HOBY peTeNnbHO 360BTaTw.

[lo3yBaHH4A 0O6’em BOAM, AKMN|KiHueBUN 06’eM po3umMHEHOI
HeobxiaHO popaBaTM  Ansi|opanbHOI cycnensii (M)
PO3YMHEHHSA (MN )

600 w™mr/42,9 wmr/5|90 100
M1

Mepen KOXHWUM 3acToCcyBaHHSAM akoH cfif peTenbHO 360BTyBaTH.

aitw.

MpenapaT y dopMi cycneHsii npu3HadaTh AiTAM BiKOM Big 3 micsauiB, Maca Tina
AKMX He nepesBuwye 40 kr. [itaMm 3 Macow Tina 6inbwe 40 Kr npusHa4vaTm
npenapaT B iHWIil NikapcbKin popMi.

lMepenosysaHHA.
CuMnTOoMM

MoXyTb cCrnocTepiratuca CUMMNTOMWU, XapaKTepHi Ana po3nagy WAYyHKOBO-
KWMWIKOBOro TpakTy Ta nopyweHHsa 6anaHcy pigMHM Ta enekTponiTis.
CnocTepiranaca Kpucrtanypis, nos’s3aHa 3 NPUMOMOM aMOKCUUWUAMIHY, WO B
OKpeMux BuMagkKax npusBoAnNO A0 PO3BUTKY HUPKOBOI HeanoCTaTHOCTI (AuB.
po3ain «OcobnmBOCTi 3aCTOCYBaHHNA»).

Y nauieHTiB 3 nMopyweHHAM ¢YHKUIT HUPOK Ta Yy NAUIEHTIB, AKi NpumMatoTb
BMCOKi 4031 npenapaTy, MOX/IMBE BUHUKHEHHS CYAOM.

lMoBigoMnianoca nNpo oCidaHHA aMOKCUUMNIHY Yy KaTeTepaxX CeyoBOro Mixypa,
nepeBaXXHO NiCNsg BHYTPILWHbOBEHHOrO BBEAEHHA Y BWUCOKMX pAo3ax. Cnig
perynsipHo nepeBipATU MNpoXigHiCTb KaTeTepiB (AuB. po3gin «0OcobnnBocCTi
3aCTOCYBaHHS»).
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JlikyBaHHA

MopyweHHs 3 60Ky LUIYHKOBO-KULLUKOBOrO TPaKTy MOXHa JikyBaTu
CMMMNTOMaTUYHO, 3BepTaloum yBary Ha 6anaHc pianHW/enekTponiTis.

AMOKCMUMANIH/ KnaByfnaHOBa KUC0Ta MOXYTb OyTW BMAaneHi 3 KpoOBOTOKY 3a
AOMOMOro remogaianisy.

Mo6iyHi peakuii.

Hanbinbw 4yacto nosigoMnanocs npo Taki NobiyHi peakuii Ha npenapaT, sK
Aiapes, HyaoTa Ta 6noBaHHS.

Mepenik HebaxkaHUX peakuin Ha npenapaT, BIiAOMUX 3 KAIHIYHMX AOCAIAXEHb
AYrMeHTUHY i MOCTPEECTPALINHOIrO HarnsAy Ta KnacudikoBaHMX 3@ CUCTEMHO-
opraHHuM knacom MedDRA, 3a3Ha4YeHO HUXYeE.

3aCTOCOBYETbCA Taka Knacumdikauisa 4acTtoTu BUHNKHEHHS NO6IYHNX edeKTiB:
ayxe yacto > 1/10;

yacto > 1/100 Ta< 1/10;

HeyacTto > 1/1000 Ta < 1/100;

piako > 1/10000 Ta < 1/1000;

ayxe pigko < 1/10000;

HeBiAOMO (4aCTOTYy HEMOXJ/IMBO OUIHUTU 3 HAasIBHUX AaHUX).

IHdekuii Ta iHBas3il.

YacTo: KaHAMAO03 WKipy Ta CNNM30BUX 06010HOK.

HeBigOMO: HagMipHe pPO3MHOXEHHS MIKPOOpraHiamiB, He4YyTnnMBuUX A0
npenapary.

Po3naaun 3 60Ky KpoBOTBOPHOI Ta SliMPaTUUYHOI CUCTEMMU.

Pigko: 060poTHa NlenKoneHis (BKNOYaKOUM HENTPONeHito) Ta
TpoMbounToneHis.

Hesigomo: 060pOTHMI arpaHyioUNTO3 i FeMosliTUYHaA aHeMisl; 36iNbleHHSs Yacy
KpoBoOTeui Ta NpoTpoMbiHoBOro iHaeKkcy!.

Po3naan 3 60Ky iMyHHOT cuctemmnil,

HeBigomo: aHrioHeBpOoTUYHUN Habpsik, aHadinakcisa, cmHapoM, nodibHun [o
CUpPOBATKOBOI XBOpObM, anepriyHmnii BacKyniT.

Po3naaun 3 60Ky HepBOBOI CUCTEMM.
HeyacTo: 3anaMopoYeHHs, rosioBHUN Binb.

HeBiaoMo: 060pOTHA riNepakTUBHICTb i cyaoMu?2,
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HeBigomMo: acenTUYHUMN MEHIHTIT.

Po3naan 3 60Ky LWWAYHKOBO-KMULWKOBOIO TPAKTY.
YacTo: giapes, HyaoTa3, 61t0BaHHA.

HevacTo: po3naav wnyHka.

HeBigoMo: aHTUGiOTUKOACOUIMOBaHWUIA KONIT 4, YOPHWUIA BONOXaTUIN A3MK, 3MiHa
3abapBneHHs 3y6HOoi eMani °.

FenaTtobiniapHi po3naaw.

HeuacTto: niaBuweHHs pisHsa ACT Ta/abo AJITS.
HeBigomo: renatutn’ Ta xosiectaTuuyHa XoBTAHMUSA .
Po3naau 3 60Ky WKipy Ta NiAWKIpHUX TKaHUHS,
HeuacTo: WwKipHi BuCcunaHHs, ceepbix, Kponue’'sHKa.
Pigko: MynbTudopMHa eputema.

Hesigomo: cuHapom CrtiBeHCa - [OXXOHCOHA, TOKCUYHWUI eniaepManbHUN
HeKkponi3, 6ynbo3HNUN ekcdhoniaTMBHUM AepMaTUT, FOCTPUI FreHepani3oBaHUNn
eK3aHTeMaTo3Huii nycTynbo3l®, peakuis Ha nikm 3 eo3uHodinielo Ta
cuctemMHuMn cumntomamum (DRESS).

Po3naaun 3 60Ky HUPOK Ta CEYOBMUBIAHUX LINIAXIB.

HeBigomo: iHTepcTulianbHU HedpUT, KpUcTanypia®.

1 ne. po3ain «OcobnmnBOCTi 3aCTOCYBaHHSA».
2 AnB. po3ain «OcobnnBOCTi 3aCTOCYBaHHS».

3 HypoTa 4acTiwe nos’sisaHa 3 NMpUMOMOM 6ifbll BUCOKMX MepopasibHUX A03
npenapaTty. NNpy BUHUKHEHHI WIYHKOBO-KULLIKOBUX peakLin iX TAXKICTb MOXHa
3HU3UTKU WAAXOM MPUMUOMY AyrMEHTUHY Ni4 vac iau.

4Y ToMy uMcni nceBaoOMeM6paHO3HUIA KONIT | reMopariyHmMin KoniT (anB. po3ain
«0Oco6/IMBOCTI 3aCTOCYBAHHSA»).

> Mpo 3MiHy 3abapBnieHHs 3y6HOI eMani AyXe pigko nosigoMnsnocsa y AiTen.
PeTenbHa TririEHa poTOBOI MOPOXHWUHW MOXEe MnonepeauTn TaKy 3MiHy
3abapBneHHs, OCKINIbKK Le siBULLe YCYBAETbCA LWASAXOM YMLLeHHS 3y6iB.

6 MomipHe niaBuweHHs piBHiB ACT Ta/abo AJIT uyacTilwe cnocTepiranocs y
NauieHTIB, SKi OTpMMYyBann NikyBaHHS aHTMbBiOTMKaMn 6eTa-nakTaMHOI rpynu,
ane 3HauYMMICTb UMX pe3ynbTaTiB HeBigOMA.

/Ui sBuwa cnocrtepiranucs y pasi 3acToCyBaHHS iHWWX aHTMBIOTUKIB
neHiunmniHoBoro Ta uedanocnopunHoBoro psay (ame. po3gin «OcobnmBoCTi
3aCTOCYBaHHS»).
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8 Mpu BUHNKHEHHI peaKLUii NiaBULEHOT YyTAMBOCTI (AepMaTUTYy) 3aCTOCYBaHHS
npenapaTty cniga npunmHnTn (ame. po3ain «OcobnnBOCTi 3aCTOCYBaHHSA»).

° AmB. po3ain «MNepenosyBaHHA».
10 AumB. po3ain «Ocob6AMBOCTi 3aCTOCYBaHHS»

11 Ame. po3ain «MpoTunokasaHHsa» Ta «OcobnMBOCTI 3aCTOCYBaHHSA».,

TepMiH NpuUaaTHOCTI.

2 poku. lNpurotoBaHa cycrneHsia — 10 gHi..

YMoBU 36epiraHHs.

36epiratn npun Temnepatypi He Buwe 25 °C. 3b6epiratn y HeAOCTYNHOMY ANnS
Aiten micui.

MpurotoBaHy cycneHsito 36epiratm B X0N104AWIbLHUKY Npun TeMnepaTypi Big 2 40
8 °C Ta Bukopuctatu npotarom 10 gHiB. He 3aMopoXyBaTu.

YnakoBka. CKNaHUM (1lakoH 3 antoMIiHIEBOK KPULLEYKOK, WO HAKPYYYETLCHA
(MicTuTe BCepeanHi noniMepHy (nonisiHinxnopuaHy a6éo nonionediHoBY)
NAiBKY), 3 KOHTPOJZIEM NEPLIOro BiAKPUTTSA Ta NIAaCTUKOBOK MiPHOK JIOXKOIO 3
nosHaykamm 2,5 mn ta 5 Mn, y KapToHHiN Kopobui.

KaTeropia Bignycky. 3a peuenToM.

BupobHuk. CMiTKnamH biuem dapmacotoTnkanc, Bennka Bputanis/

SmithKline Beecham Pharmaceuticals, United Kingdom.

MicuesHaxoaXXeHHs BUpob6bHMKA Ta agpeca Micus npoBagXXeHHS  WNOoro
DiSANbHOCTI.

CmiTKnanmn biuem ®apmacbioTmkanc, KnapeHaoH Poya, Bopcinr, BN14 8QH,
Benuka bputaHis/

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

ANS MegUYHOro 3aCTOCyBaHHSA NiKapCbKOro 3ac06y

AYTMEHTUH™ ES
(AUGMENTIN™ ES)

Cknaga:
AioYi pe4yoBUHU: aMOKCULUMUNIH, KNaBy/laHOBa KUCNOTA;

1 dnakoH MICTUTb MoOpoLIOK ans MPUroTyBaHHA 100 M
CyCneH3il Takoro cksaay:

5 M cycneHsii MicTaTb amokecuumniny (y popMi amokcuumniny Tpurigpaty) 600
Mr i KnaBynaHoBoi kncnotu (y opmi Kanito knasynaHaty) 42,9 mr;

AOMOMIDKHI  pPEeYOBUHMW: KPEMHIil0 AioKcua KONoigHun 6e3BOAHWMIK, HaTpito
kapbokcumMmeTunuentonosa 12, acnaptam (E 951), kcaHTaHoBa Kameab,
KPEeMHIt0 AioKCcua, WTYYHUN NONYHUYHUIWN apoMaTm3aTop.

Jlikapcbka ¢opma. MNopolok Ana opanbHOI CyCrieHsil.

OcCHOBHi  i3NKO-XiMiYHI  BNacTUBOCTI: CMNY4YMA MOPOLIOK Mamxe 6inoro
KOJIbOPY 3 XapaKTEPHUM MOJIYHUYHUM 3araxom.

dapMakoTepaneBTUYHa rpyna. AHTUbaKTepianbHi 3acobu aANg CUCTEMHOrO
3aCToCcyBaHH4. beTta-nakTaMHi aHTUB6IOTUKMN. MeriynniHwn. KoMb6iHauii
neHiunniHie 3 iHribitopammn 6eta-nakrtamasun. Kog ATX J01C RO2.

dapMaKoNorivyHi BlaCTUBOCTI.
dapmakognHaMika.

MexaHi3M aii

AMOKCUUNNIH € HanMniBCUHTETUYHUM neHiynniHom (beTa-nakTaMHUM
aHTU6IOTUKOM), AKMK I[Hribye oanmH abo Kinbka ddepMeHTiB (AKi 4acto
Ha3nBalTb NeHiunniH3e a3younmm binkamu, MN3B) y npoueci 6iOCMHTETUYHOIO
MeTaboniamy 6akTepianbHOro NenTUAOrniKaHy, Wo € HEBIA EMHUM CTPYKTYPHUM
KOMMOHEHTOM KJITUHHOI  CTiHKM bakTepin. IHribyBaHHS CUHTE3Y
nenTMaornikaHy npussBoauTb A0 NocnabneHHs KAITUHHOI CTiIHKW, HacniaKoMm
4yoro € nisuc i 3armbenb KNITUH.

AMOKCUUMAIH  4yTAMBM A0  po3wenneHHa  6eTa-naktamasamm,  Wo
NpOAYKYIOTbCA pPe3nCTeEHTHUMKU bakTepiaMu, O0TXKe, CnekKTp aKTUBHOCTI
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aMOKCULUMWIIIHY 9K MOHOTepanii He BKJII0YAE MIKpPOOpPraHi3aMun, ki NpoAyKyrTb
ui dpepmeHTN.

KnaBynaHoBa kucnota € 6eTa-nakraMoMm, CTPYKTYpHO CrnopigHeHuMm i3
neHiunniHamn. BoHa aeakTuByeE aeski pepmeHTn 6eTta-nakramasu, TUM CaMuUM
3anobiratoum iHakTuBauii amokcuumniHy. KnaBynaHoBa KWUCNOTa Yy BUMASAI
MOHOTepanii He YNHUTb KNIHIYHO KOPUCHOro aHTnbakTepianbHOro edekTy.

CniBBigHoweHHa OK/dA

Yac 36epexeHHa KOHUeHTpauii nikapcbkoro 3acoby, WO nepeBULLYE
MiHiManbHy iHri6youy KoHueHTpauito (Y>MIK), BBaXa€eTbCd OCHOBHUM
dakTopoM, KN BU3HAYaE ePeKTUBHICTb AN aMOKCULUIIHY.

MexaHi3MU pe3ncTeHTHOCTI

IcHy0Tb ABa OCHOBHMUX MeXaHi3Mu pPE3NCTEHTHOCTI Ao
aMOKCULUMIIHY/KNaByaHOBOI KNCNOTH:

- iHakTMBaUia 6akTepianbHMMKM 6eTa-nakTamMasaMu, aKi cami no cobi He
iHFiBYOTbCA KaByNaHOBOK KMCNOTOW, BKAtoYatoum knacu B, Ci D;

- nepetBopeHHa [3B, WO 3MeHWwye adiHHICTb aHTMbakTepianbHOro
npenapaTy 40 MilleHi.

HenpoHukHicTb 6bakTepin abo MexaHi3mM eIIOKCHOro HacoCca MOXe BUKIMKATKU
pPe3UCTEeHTHICTb 6akTepin abo cnpuatn i, 30KpeMa, Yy rpaMHeraTMBHUX
bakTepin.

KOHTPOJIbHI TOYKMU

KoHTponibHi  Toukn MIK pgna amokcuuuniHy/ KiaBynaHOBOI  KUCNOTH,
BCTAHOBNEHI E€BPOMEenCbKNUM KOMITETOM 3 BM3HAYEHHS AHTUMIKPOBHOI
yytnmeocTi (EUCAST)

MikpoopraHiamu KOHTPO/IbHI TOUKW YyTAUBOCTI (MKI/Mi1)
YyTnusi NMoMipHO 4YyTNnuBi|Pe3NCTeHTHI

Haemophilus <1 - > 1

influenzael

Moraxella catarrhalis! (<1 - > 1

Staphylococcus <2 - > 2

aureus 2

Streptococcus A, B, C,|< 0,25 - > 0,25

G 4

Streptococcus <0,5 1-2 > 2

pneumoniae3
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1 MoBigoMNeHi 3HAUeHHA AN  KOHLEHTpauih aMoKCULUUIiHY. 3 METOoM
BU3HAYEHHS YYTNIMBOCTI KOHLUEHTpauisa KnaBy/laHOBOI KMUC/IOTU BCTAaHOBJIEHA
Yy 3Ha4eHHi 2 mr/n.

2 MNoBigoM/IEHI 3HAYEHHS AN KOHLEHTpaUili oKcauusiHy.
3 KOHTPO/IbHI TOUKM pO3paxoBaHO i3 KOHTPOSIbHUX TOUOK A/ aMMiLuUliHYy.

4 KOHTPONbHI  TOYKM  pO3paxOBaHO i3  KOHTPOJIbHUX  TOYOK  AJIS
6eH3uneHiunniHy.

PO3n0OBCIOAXKEHICTb PE3NUCTEHTHOCTI MOXe 3MiHIOBATUCS reorpadivyHo i 3 4yacoMm
ANs OKpeMUX BMAiB, ToMy 6axxaHoO MaTu MicueBy iHPOpMaLito WoA0 YYTIMBOCTI,
0cobNMBO nNpu  NiKyBaHHI TAXKKMX iHdeKUin. 3a HeobxigHocTi noTpibeH
€KCNepTHUN BUCHOBOK, SIKWO MiCUeBa pPO3MOBCHAXEHICTb Pe3UCTEeHTHOCTI €
TakKol, WO KOpUCTb NpenapaTy, NpUHaMMHI nNpu aesakux Tunax iHdekuin,
BUKJINKAE CYMHIBWU.

3a3Bmyav YyTAMBI BUAU

(PpaMNO3nNTUBHI aepobu: Staphylococcus aureus (4yTnMBUN Ao
MeTMUUNiHY )%, Streptococcus pneumoniael, Streptococcus pyogenes Ta iHLWi
6eTa-reMonliTUYHi CTPENTOKOKM.

[paMHeraTmBHi aepobu: Haemophilus influenzae?, Moraxella catarrhalis.

Buamn, ansa asKkux po3BUTOK PE3UCTEHTHOCTI Moxe 6byTu npobnemoro

paMHeraTmeHi aepobu: Klebsiella pneumoniae.

NMpnpoaAHO PEe3UCTEHTHI MIKpOOpraHi3amMum

pamHeraTmneHi aepobu: Legionella pneumophila.

IHLWIi MiKpoOpraHiamMun:

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

$Bci cTadiNOKOKM, PE3UCTEHTHI [0 MEeTUUUNiHY, € PEe3NUCTEHTHUMKU [0
aAMOKCUUMIIHY/ KNaBynaHOBOI KUCIOTMW.

1 NlaHa nikapcbka opMa aMOKCUUMAiIHY/ KNaByNnaHOBOT KMCIOTU MOXe ByTu
3acTocoBaHa ans nikyeBaHHa Streptococcus pneumoniae, pe3uCcTeHTHOro 40
NeHiuMNiHy, nNuwe 3rigHo i3 3aTBEPAXXEHHUMU MOKAa3aHHAMKU (AWB. PO34iN
«Cnoci6 3acTocyBaHHS Ta A403U>»).

2 lWTamu 3i 3HMXKEHOK YYTNMBICTIO BYNM 3apeecTpoBaHi y aesakmx kpaiHax €C
i3 yacrtoTtoto Buwe 10 %.

dapMaKkoKiHeTuKa.
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Abcopbuis. AMOKCMUMAIH | KNaBynaHOBa KUCAOTa MOBHICTO AMCOUIOKOTL Y
BOAHOMY PO34MHIi npu @isionoriyHomy piBHi pH. Obnasa KOMMOHEHTU WBUAKO
Ta pobpe abcopbytoTbCsa npu  nepopanbHOMy npuiomi. biogoCTynHicTb
aMOKCUUMAIHY Ta KNaBYy/aHOBOI KUCAOTU CTaHOBUTb npubnmnsHo 70 % npwu
nepopanbHOMy npuiioMi. MNMpodini 060X KOMMNOHEHTIB Yy NAa3Mi iAEHTUYHI, a Yac
AOCArHEHHS MaKCUManbHOI KoHuUeHTpauii B nnasMi (Tmax) A1 KOXHOrMO
KOMMOHEHTa CTaHOBUTb NPUOAN3HO OAHY FOAMHY.

CepenHi papMakoKkiHETUYHI NnapamMmeTpu AyrMeHTUHY ES npu 3acTtocyBaHHi ans
NiKyBaHHS AiTen y Ao3i 45 Mr/3,2 Mr/Kr macum Tina KOXxHi 12 rognH HaBedeHi y
Tabnuui:

Mpenapat Crnax Trmax* AUCo-t) T 12
(mkr/mn) | (roa) (mkr.rog/mn) | (roa)

AyrmeHTUH ES aMOKCULMIIH

[o3za: 45 Mr/kr macu | 15,7 2,0 59,8 1,4

Tina aMOKCULWUIIIHY Ta 3,2

Mr/Kr Macu Tifla KnaByflaHOBOI + 7,7 2116())_ + 20,0 +0,35

KWUCNOTU KOXHi 12 roanH

Kj1aBy/laHOBa KUC/1O0Ta

1,7 1,1 4,0 1,1
+ 0,9 (1,0- |+£1,9 + 0,29
4,0)

*CepeaHe (aiana3oH)

KoHuUeHTpauii aMOKCUUMUMIHY Ta KNaBy/NlaHOBOI KWC/IOTWM Yy CUpoBaTui, WO
A0CAratTbCs NpU NPUMNOMI aMOKCULUMAIHY/ KNaByNaHOBOI KUCNOTU, iAEHTUYHI
TUM, WO [0CAralTbCA Npu NepopasbHOMY MPUUOMI eKBiBaneHTHUX [03
aMoKcuumniiHy abo KnaBynaHOBOI KUCIOTU OKPEMO.

Posnogin. bansbko 25 % 3aranbHOro obcary knasynaHoOBOI KUCAOTU Yy Mia3sMi
Ta 18 % 3arasibHOro aMoKCMUMAiHY B Nia3Mi 3B'A3yl0TbCH 3 GilkaMn. YSBHUN
06’em po3noginy ctaHoBuTb 6nm3bko 0,3-0,4 n/Kr Ans aMmoKcnuuniHy i 6an3bpko
0,2 n/Kr gnsa KnaBynaHOBOI KUCIOTW.

[Micna BHYTPIWHLOBEHHOrO BBEAEHHA aMOKCUUWMANIH | KNaBy/llaHOBA KWCIOTa
6ynn BUSABMEHI B >XXOBYHOMY MiXypi, OYepeBMHI, LWKIipi, XWPOBIK TKAHWHI,
M'S30BiN TKaAHWHI, CUMHOBIANbHIN Ta NepuUTOHeasnibHiM piAMHI, XOBYi i THOI.
AMOKCULUWNAIH HE pO3NOAINSAETLCA AOCTAaTHbOK MipOKO B CMMMHHOMO3KOBIN pignHI.

JocnigXeHHA Ha TBapuMHaxX He BUSABWUAM XOLAHWUX AO0KA3iB 3HAYHOI 3aTPUMKMU
peyYoBUH, NOXiAHMX 6yAb-AKOro KOMMOHEeHTa npenapaTty, Yy TKaHUHax
opraHiamy. AMOKCULUMAIH, 9K i BinbWiCTb NEHIUNNIHIB, MOXe 6YTU BUSIBNEHUN Y
rpyoHoMy Mosoui. He3HayHa KifbKiCTb KNaBY/1aHOBOI KUCAOTU TakOX MOXe
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6yt BusIBNeHa B rpyaHoMy Monoui (AMB. po34in «3acToCcyBaHHSA y nepiog
BariTHOCTi abo rogyBaHHSA rpyanto»).

Byno BusBneHo, Wo 9K aMOKCMUWUAIH, TaK i KNnaBy/aHOBa KMCN0Ta NPOHUKAKOTb
Kpi3b nnaueHTapHun 6ap’ep (AnB. po34in «3acTocyBaHHS y nepiof BariTHOCTI
abo roayBaHHA rpyaaro>»).

bioTpaHchopmauiss. AMOKCULWMAIH YaCTKOBO BMBOAUTLCH i3 ceyero y BUrNsai
HEeaKTUBHOI MEeHIUMI0BOI KWUCIOTU B KiNIbKOCTAX, ekBiBaneHTHUX 10-25 %
noyaTkoBOi A03U. KnaBynaHoBa KMCNOTa 3HAYHOK Mipoto MeTabonisyeTbcs B
OpraHi3Mi NanHKU | BUBOAUTBCSA i3 cevelo i pekaniamm Ta y BUrnsaai 4BOOKUCy
BYr/euto 3 NOBIiTPSAM, WO BUANXAETLCA.

BuseneHHsA. OCHOBHUM LWISAXOM BUBEAEHHS aMOKCUUWMNIHY € HUPKWU, TOAi SK
KnaBy/naHOBa KWUCIOTa BUBOAUTLCA SK HWUPKAMKM, Tak i wnaxoMm Aii
MO3aHUPKOBUX MEXAHI3MIB.

Y 3p00poBux A06pOBOSLLIB CepefHi nepioa HaniBBMBEAEHHSA aMOKCULUMIIHY/
KNaBy/laHOBOI KWCNOTU CTaHOBUTb MNpPUBAM3HO OAHY rOAMHY, a cepenHin
3aranbHMM  KnipeHc - npubnusHo 25 n/roa. Pi3HOMaHITHI  gocnigXeHHs
rnokasasu, Lo BuAifieHHs i3 ceveto ctaHoBUTb 50-85 % aons aMoKCcuUuUuUNiHy Ta
27-60 % panga KnaBy/naHOBOI KWUCOTWM MpPOTAroM 24-rogMHHOro nepioay.
Hanbinblwa KinbKiCTb KNaBynaHOBOI KNCNOTU BUBOAUTHLCS NPOTAroM nepmx 2
roAuvH MNicng Npunomy.

OpHouvacHe 3aCTOCYBaHHA npobeHeungy CMOBINbHIOE BUBEAEHHS
aMOKCULUMWNIHY, afe He 3aTpPUMYE HUPKOBOI eKCKpeuil KnaBynaHOBOI KUCIOTU
(avB. po3gin «B3aemopaia 3 iHWWMMKM NikapCbkKMMM 3acobamu Ta iHWI BUAK
B3aEMOLIN>»).

MopyweHHA pyHKUIi HUPOK. 3arafbHUM CMPOBATKOBUMN KJTiPpEHC aMOKCULMNIHY/
KNaBy/iaHOBOI KMUCNOTU MPOMNOPUINHO 3MEHLWYETLCA 3i 3HUMXKEHHSAM HUPKOBOI
dYHKLUIT. BHMXEHHS KnipeHCy npenapaTy 6inbw BUpaxeHe A1 aMOKCULMUIIIHY,
Hi>K ANS KNaBy/laHOBOI KUCAOTW, OCKiNIbKM 6inblla 4yacTka aMOKCUUWAIHY
BUBOAUTLCSA HUpKaMu. [lpyM HUPKOBIN HeAOCTAaTHOCTI AO03YBaHHS Mae
3anobiratM HaAMipHIN KyMynsuii aMOKCUUMAIHY, Y TOW Xe 4dac 3bepiratouu
AOCTaTHI piBHI kKnaBynaHoBoi kKncnotu (ame. po3ain «Cnocib 3acTtocyBaHHS Ta
A031>»).

MopyweHHs dyHKLUiT nediHkW. MNMauieHTaM 3 Me4YyiHKOBOK HeAOoCTaTHICTIO
pEKOMEHAYETLCS obepeXXHe 3aCTOCYBAHHSA i perynsipHUm KOHTPOSb (PyHKUIi
MeviHKun.

KniHiYHi XapaKkTepucTuku.
Moka3saHHA.

IHdekuii y aiTen BikoM Big 3 MicsauiB, Maca Tina akux He nepesuwye 40 Kr,
CMpUYUNHEHI abo iMOBIpHO CMPUYNHEHI NeHiUUMIIHPE3UCTEHTHUMMU
wTamamm Streptococcus pneumoniae, Taki AK:

- FOCTPUN cepeaHin oTuT;
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- HerocniTasibHa NHEBMOHIA.

Mpn npu3HavyeHHi aHTMbakTepianbHUX nNpenapaTiB  Cnig  KepyBaTucs
npasuiaMmn iX HaNEXHOro 3aCTOCyBaHHS.

MpoTUNOKa3aHHA4.

MigBMweHa 4yTnmMBiCTb 40 6yAb-sIKMX KOMMOHEHTIB nNpenapaTty, 40 6yab-saKux
aHTMbakTepianbHMX 3acobiB rpynun NeHiunninHy.

HasBHICTb B aHaMHe3i TAXKUX peakuin rinepyyTameocTi (B T.4. aHadinakcii),
NOB'AA3aHMX i3 3acCTOCyBaHHAM iHWKUX 6eTa-nakTtaMHUX areHTiB (y T.u.
uedanocnopuHie, kapbaneHemis abo MoHobakTamiB).

HasBHICTb B aHaMHe3i XXOBTAHWULUiI abo AMCEHYHKLUIT MediHKkM, NoB’dA3aHux i3
3aCTOCYBaHHSAM aMOKCUUWAIHY/ KNaBylaHOBOI KNCNOTH.

B3aemogia 3 iHWMMKN NikapCbKMMK 3acobamm Ta iHWI BUAM B3AEMOLIN.
AHTUKOArynaHTH 408 nepopasbHOro 3aCToCyBaHHA

AHTUKOArynssHTM AN NepopasibHOrO0  3acCTOCyYyBaHHS Ta  aHTMOBIOTUKM
NeHiUMNIHOBOro psay WMPOKO BMKOPUCTOBYKOTLCA Ha npakTtuui 6e3
nosigomsieHb nNpo B3aemogito. OfgHak onucaHo Bunaaku 36inblIeHHSA
MiDKHapoAHOro KoediuieHTa HopManisauii y nauieHTiB, 4gKi npuiManu
aueHokyMmapon abo BapdapuH Ta kMM 6yB MpU3HAYEHUN KYpC NiKyBaHHS
aMOKCULUMMIHOM. SAKLWO HeobXiagHWW OAHOYACHUM MPUMOM TakKMX Mpenapartis,
cnig peTtenbHO KOHTPOOBATM NPOTPOMOGiHOBMIK iHAEKC, abo MiXXKHapoaHWMN
KoediuieHT HopManisauii, npu agoaaBaHHi abo NpUNUWHEHHI nNpunomy
amokcuumniny. KpiMm  TOro, M™Moxe ©6yTn noTpibHa Kopekuia  [o3u
aHTUKOArynsHTIB  ANs  nepopanbHOr0  3acTocyBaHHs  (AMB.  po34inu
«0cobnunBOCTI 3acToCyBaHHA» Ta «[MobivHi peakuii»).

MeToTpekcaTt

MeHiuMNiHM MOXYTb 3HUXYBATU BMBEAEHHS MeETOTpeKcaTy, WO BUKIINKAE
noTeHLuinHe 36inblleHHSA TOKCUYHOCTI.

MpobeHeuuns

OpgHouacHe 3acTocyBaHHs npobeHeumay He pekoMeHAYeTbcs. lMpobeHeuuna
3MEHLWYE HUPKOBY KaHanbLUeBYy cekpeuito amokcumumniHy. OgHoyacHe
3aCToCyBaHHA npobeHeumay Moxe npussBect A0 36iNblIeHHSA PpiBHA Ta
TPMBANOCTI 3HAaXOAXEHHSI aMOKCUUMAIHY (ane He KnaByJ/laHOBOI KWUCAOTWU) Y
KpOBi.

MikodeHonaTty MmodeTmn

Y XBOpMX, SKi JNiKYOTbCA MikodeHonaty ModeTunoMm, nicnsg nodaTky
3aCTOCYBaHHA NepopasibHOro aMOKCUUUAIHY 3 K/1aBY/TAHOBOK KUC/IOTOK MOXe
3MEHWMUTUCb  MNpeno3oBa KOHUeHTpauis  akTmBHoro  Metabonity -
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MikoeHONoBOI KNCNOTKU — NpubansHo Ha 50 %. Lla 3MiHa Npeao30BOro piBHA
MOX€e He MOBHICTIO BiANOBIAATM 3MiHI 3arasbHOI ekcno3uuii MikodeHonoBOoI
KUCIOTU. TakKnNM YMHOM, 3MiHa [03yBaHHA MikodeHonaTty ModeTuny 3a3Bnyan
He noTpibHa, SKWO HeMa€E KAiHIYHOro  niaTBepAXeHHs aAncdyHkKLii
TpaHcnnaHTata. OgHak peTenbHe CrnocTepeXeHHs HeobxiagHe npoTArom
OQHOYaCHOro  3aCTOCyYyBaHHA Ta  BMNpPOAOBX  AedAKoro yacy  nicng
aHTMbioTMKOTepanii.

OcobnmnBoOCTi 3aCTOCYBaHHS.

Mepea no4aTkoOM Tepanii aMOKCUMUWAIHOM/ KNaBy/1aHOBOK KWUCNOTOK Chifg
petenbHO 3ibpaTn iHdoOpMauilo LWoAO0 nonepeaHiX peakuin niaBuLWEHOI
YYTAMBOCTI Ha nNeHiuuniHn, uedanocnopuHn abo iHWiI 6eTa-nakTaMHi
npenapaTtn (auB. po3ainun «lMpoTunokasaHHA» Ta «[Mob6iyHi peakuii»).

MoBigoMnAnoca nMpo Cepuo3Hi Ta B OKpeMUX BUNaAKax NeTanbHi peakuii
NiABULLEHOI YYT/IMBOCTI (BKOYaOUM aHadinakTUUHI peakuii Ta TAXKi WKipHi
nobiyHi peakuii) y NauieHTIB, SKi OTpMMyBanu fiKyBaHHSA mMeHiuuaiHOM. Taki
peakuii 6inblu BiporigHi y XBopmux 3 NiABULLEHOK YYT/UBICTIO A0 MNEHIUUIHY B
aHaMHe3i Ta NauieHTiB 3 aTONIYHUMMN 3aXBOPOBaHHAMU. [1pn NOABI aneprivyHol
peakuii cnig NpUNMHUTK 3aCTOCYBaHHA aMOKCUUWAIHY/ KNaBy1laHOBOI KNCNOTU
Ta po3MoyaTu BiAMNOBIAHY anbTepHaTUBHY Tepaniio.

Y pasi aKkwo poseneHo, Wo iHdekuid BMKAMKaHa MikpoopraHiamom(-amu),
yyTamBmM(-MMMU) OO0  aAMOKCUUWAIHY, Cnig  poO3rnsHyTM nepexia  BiA
aMOKCUUMNIHY/ KNnaBy/laHOBOI KWCAOTWM A0 aMOKCUUMUNIHY BignNoBiAHO A0
3aranbHOMPUNHATUX HAaCTaHOB.

Y nauieHTiB 3 nopyweHHAM @GYHKUIT HUPOK Ta Yy MNauieHTIB, AKi NMpurUMatoTb
BMCOKiI 0031 npenapaTy, MOX/JIMBE BUHUKHEHHS cyaoM (amB. <«[106ivHi
peakuii»).

Cnig yHuMKaTKM 3acCTOCYyBaHHS aMOKCUUWNiHY/ KaBy/laHOBOI KUCAOTU Mpu
nigo3pi Ha iHQPEeKUinHMA MOHOHYKNEO03, OCKiSIbKM B UbOMY BMNAAKY i3
3aCTOCYBaHHSAM aMOKCUUMAIHY 6yno noB’si3aHe BUMHWUKHEHHSI KopornodibHoro
BUCUMAHHS.

OagHo4YacHMM nNpuMOM  anonypuHony nig 4Yac nikKyBaHHS aMOKCULMITIHOM
NiABULLYE MMOBIPHICTb BUHUKHEHHS anepriyHnx peakuin 3 60Ky LWKipw.

TpuBane 3aCTOCYBaHHA B OKpeMUX BUMAAKAX MOXE NPU3BECTU A0 HAAMIpPHOro
PO3MHOXEHHS MiIKPOOPraHi3MiB, HEYYTNMBUX A0 Npenaparty.

BMHUMKHEHHSA Ha No4aTKy NiKyBaHHA raps4koBOl reHepasi3oBaHOlI epuTemu,
NnoB’AA3aHOI 3 YTBOPEHHSAM nycTtyn, Moxe O6yTM CUMMOTOMOM TOCTPOro
reHepanizoBaHOro ek3aHTemMaTto3Horo nycrtynoo3dy (ITEM) (avmB. po3ain
«Mob6iyHi peakuii»). Taka peakuias BWMaAra€ nMNpPUNUHEHHS 3aCTOCYBaHHS
AyrMEeHTMHY Ta € TnMpOTUNOKA3aHHAM A/19 NOoAanblOro 3acToCyBaHHS
aMOKCULMUIHY.
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Cnig 3 obepexHicTio 3aCTOCOBYBATU aMOKCUMUWAIH/KNaByaHOBY
KMUCMOTY NauieHTaM 3 O3HakKaMu NopyleHHsa dyHKUii nediHkn (amB. po3dinu
«Cnocib 3acTocyBaHHS Ta Ao3n», «lMpoTtunokasaHHa», «lMobivHi peakuii»).

MoBigoMnanocsa Npo yckaagHeHHs 3 60Ky MediHKM rnepeBa)kHO Yy YO0/0BIKiB Ta
MavuieHTIB NITHbOroO BiKYy, Ha T/i TPMBANoOro fNikyBaHH4A. [1po Taki yCKNagHEHHS
y AiTen nosigoMnsanoca Ayxe pigko. Y BCiX rpyn naui€eHTIB CMMNOTOMU, SK
npaBuno, BUHMKAKOTb Nig Yac abo 3roaoM nicns NikyBaHHA, NpoTe B OKPEMUX
BUMAAKaX MOXYTb BUSABJIATUCA /ULWIE 4Yepe3 KisibKa TUXHIB NiC/1A 3aKiHYeHHS
NnikyBaHHsA. Taki sBuwWa, SK npaBuio, € 060poTHMMU. YcknagHeHHs 3 60Ky
NeYiHKM MOXYTb OYyTU TSXKKUMKU, Y BUHATKOBO MOOAMHOKMX BUNaAKax -
netanbHUMKU. Taki gaBuWA 3aBXAW CNOCTepiranuca y Maui€HTIB 3 TAXKUM
OCHOBHMM 3axBOplOBaHHAM abo y TUX, XTO O4HOYACHO MpuiMaB nMpenapaTw,
3aCTOCYBaHHA HAKUX, SK BiAOMO, MOXe Mpu3BecTu A0 YCKIaAHEeHb 3 60Ky
nediHku (ame. po3ain «lMobivHi peakuii»).

Mpu 3acTocyBaHHi ManXe BCiX aHTMbakTepianbHUX MpenapartiB, BKOYaK4uun
aMOKCUUMWIIH, MOBIAOMAANOCA NPO aHTMBIOTMKOACOUIMOBAHUN KONIT, CTYMiHb
TS)KKOCTI SIKOrO MOXE BapiloBaTW Bi4 nerkoro Ao HebesneyHoro AN XuTTs
(avB. po3ain «lMobivHi peakuii»). TOMy BaXX/IMBO BpaxoByBaTW Len AiarHo3 an4
nauieHTiB 3 HasABHOKW Aiape€eto nig 4ac abo nicns npuromy 6yab-AKUX
aHTMbioTukiB. Mpu nogasi aHTUOBIOTMKOACOLIMOBAHOIrO KOMITY Cnig HeramHo
MPUMUHNTU 3aCTOCYBAHHSA AYrMeHTUHY, 3BEPHYTUCHA N0 MeAUYHY AOMNOMOry i
po3no4yaTtun BiANOBIAHE JliKyBaHHSA. 3acTOCyBaHHS MNpPOTUNEPUCTANIbTUYHUX
npenapaTiB y TakoOMYy pas3i NpoTunoKasaHe.

Mpu TpuBanin Tepanii peKoOMeHAYETbCA nepiogMyHa ouiHKa (yHKUIN cuctem
OpraHis, y ToMy umncni @yHKLUIii HUPOK, NeYiHKM Ta KPOBOTBOPEHHSI.

Y nauieHTiB, 4Ki nNpuAManM aMoOKCUUMWMIH/ KNaBynaHOBY KWCNOTY, B
NOOAMHOKMX BMMAAKax MOBIAOMASANOCA MNPO MNOAOBXEHHS MpOoTpOMBIHOBOro
iHaekcy. MNMpu ogHOYACHOMY MpPU3HAYEHHI aHTUKOArynsHTIiB CNig 34iMCHIOBATKU
BiAMOBIAHUA KOHTPONb. N9 NigTPUMKKM 6a>XaHOro piBHA aHTUKoArynsauii Moxe
6yTM noTpibHa KoOpeKuis A03W aHTUKOArynsaHTiB 478 NepopanbHOro
3aCTocyBaHHs (AMB. po3ainun «B3aemopaisa 3 iHWKWUMK NlikapcbKMMKU 3acobamum Ta
iHWI BMAW B3aeModin» Ta «lMobiuHi peakuii»).

Y nauieHTiB 3i 3HWXKEHUM Aiype30oM AyXe piAKOo crocTepiranacsa Kpucranypis,
nepeBa>HO MpW napeHTepasnbHin Tepanii. lig 4yac NpUAOMY BUCOKMX [03
aMOKCUUMUAIHY cnig niaTpUuMyBaTW AOCTATHE CNOXWMBAHHA pPiAMHW Ta Adiypes 3
METOK 3HMXEHHS WMMOBIPHOCTI KpucTanypii, nos’a3aHoi 3 NpPUAOMOM
aMOKCUUMIIHY. Y NaUIEHTIB 3 KaTeTepm3aLiero Ce4oBOro Mixypa cnif perynspHo
nepeBipATU NPOXigHICTb KaTeTepiB (AnB. po3ain «lepenosyBaHHA»).

Mig 4ac nikyBaHHS aMOKCUUMMIIHOM Cnif 3actocoByBaTn ¢depMeHTaTUBHI
MEeTOAN BU3HAYEHHS MTIOKOOKCMAA3M NpU A0CIAXEHHI HA HAsIBHICTb M1HOKO3U
B CeYi, OCKi/IbKM Npn 3aCToCyBaHHiI HedepMeHTaTMBHUX METOAIB € BipOrigHICTb
OTPUMAHHSA XMOHOMO3UTUBHUX pe3ybTaTiB.
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HasaBHICTb KNaBy/1aHOBOI KNCNOTK Yy nNpenapaTi AYyrMEHTUH MOXe Npu3BecTu 40
HecneuudivyHoro 3B'a3yBaHHA IgG i anbbyMiHy Ha MeMbpaHax epuTpouuTIB, WO
MOXe MpM3BeCcTn 40 XMOHOMO3UTUBHUX pe3ynbTaTie Npobu Kymbca.

MoBigoMnsanoca npo MNO3UTUBHI pe3ynbTaTh (EepMeHTHOro iMyHoaHanisy 3
BUKopucTaHHAM Platelia Aspergillus BupobHunutea Bio-Rad  Laboratories vy
nauieHTiB, gKi NpuvMManuM aMOKCUUWIIH/ KNaByNaHOBY KUCAOTY Ta Y SKUX
3rogoM byna BM3HaHa BiACYTHICTb iHdeKuii Aspergillus. lMosigoMnanocsa npo
nepexpecHi  peakuii 3 nonicaxapugamMu Ta  nonipypaHo3amMu non-
Aspergillus npu npoBeAEeHHI dhepMeHTHOoro IMyHOaHanisy 3
BUKopuctaHHAM Platelia Aspergillus BupobHunutea Bio-Rad Laboratories. Tomy
MO3NTUBHI pe3ynbTaTW aHani3iB y MauieEHTIB, HAKi OTPUMYIKOTb NiKyBaHHS
aMOKCULMMIHOM/KaBy1aHOBOK KWCNOTOl, cnip iHTepnpeTyBaTu 3
obepexHicTio | niaTBepAXXYyBaTH IHWMMN AiarHOCTUYHUMU METOAAMM.

CycneHsiga AyrMeHTUH ES mictutb acnaptamy (E 951) 2,72 wmr/mn, skun €
axepenom deHinanaHiHy, ToMy npenapaT cnig npumsHadatu 3 06epexHicTio
nauieHTaM 3 (PeHiNKeTOHYpIElD.

Jlikapcbknin 3acibé MicTuTb ManbTOoAeKCTpuH (rnKo3y). He 3acTocoByBaTtu
npenapaTt nauieHTaM 3 piaKiCHUM cUHOPOMOM Manbabcopbuii rnKo3un-
rasiakTo3mu.

3acTtocyBaHHSA y nepioj BariTHOCTIi abo roayBaHHSA rpyaAaro.

BariTHicTb. [locnigXXeHHss Ha TBapuHax He BKa3ylTb Ha npaMunm  abo
onocepeakoBaHUM WKIiANMBUIA BNAMB Ha nepebir BaritTHOCTI, PO3BUTOK
embpioHa/nnoaa, nonorn abo nocTtHaTanbHUN po3BUTOK. OBMeXeHi AaHi Woao
3aCTOCYBaHHA aMOKCUUWNIHY/ KNaBy/naHOBOI KWUCMOTM Ni4 4Yac BariTHOCTI Yy
NIOANHU He BKasylTb Ha NiABULLEHUA PU3BUK BUHUKHEHHSA BPOAXEHUX Bag
pPO3BUTKY. Y €AMHOMY AOCNIAXEHHI Yy XIHOK 3 nepeayacHUM poO3pUBOM
obonoHOK  nnoaa nosigoMndanocs, wo npodinakTMyHe  NiKyBaHHS
aMOKCUUMMIHOM/  KNaByNaHOBOK  KUCAOTOK Moxe 6yTu nos’s3aHe 3
niagBULLEHUM PU3UKOM PO3BUTKY HEKPOTUYHOIO eHTEepoKonity vy
HOBOHapoaXeHux. Cnig yHMKaTK 3aCTOCyBaHHSA npenapaTy nig 4Yac BariTHOCTI,
3a BUHSATKOM BMNAAKiB, KONW NiKkap BBaXa€ Le HeobXigHUM.

Mepiog roayesaHHa rpyaat. Ob6bmaBa aKTMBHI  KOMMOHEHTW npenapaTty
EKCKpeTYyITbCAa Yy rpyaHe MONOoKo (HeMae iHdopMauii CTOCOBHO BMAMBY
K/1aByNaHOBOI KMWUCNOTUM Ha HEMOBNSA, $Ke 3HaxoAuUTbCA Ha rpyaHoOMy
BUro4OBYBaHHi). BignoBiAHO y HEMOBAATU, AKe 3HaXoAUTbCS Ha rpyagHOMY
BUIro4OBYBaHHI, MOXJMBa nosiBa pAiapei Ta rpubkoBoi iHdeKUil cinM30BUX
060/10HOK, TOMY roAyBaHHSA rpyaatr cnig npunuHutu. Cnig B3aTM A0 yBaru
MOXJ/INBICTb BUMHWUKHEHHS anepriyHux peakuin. AMOKCUUMAIH/ KnaBynaHOBY
KWUCMOTY Yy nepioa roayBaHHSA rpyaAar0 MOXXHa 3aCTOCOBYBATW JinLLE TOAI, KOMK,
Ha AYMKY NiKaps, KOPUCTb Big 3aCTOCyBaHHA byae nepeBaxaTn pusuk.
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30aTHICTb BNAMBATU Ha WBUAKICTb peakuil Npyu KepyBaHHI aBTOTPAHCMOPTOM
abo iHWNMKM MexaHi3MaMu.

JocnigXxeHHsa Wwoao 34aTHOCTI NpenapaTy BMJiMBaTU Ha WBUAKICTb peakuii npu
KepyBaHHi aBTOTPAHCNOPTOM i poboTi 3 iHLWMMKM MEXaHI3MaMKN HE NPOBOAUIIUCD.
MpoTe MOXNBE BUHUKHEHHS HEBaxaHnX edekTiB (TaKnX SK anepriyHi peakuii,
3arnaMopoOYeHHs, CcyaoMMu), WO MOXYTb BMAMBATWM Ha 34aTHICTb KepyBaTwu
aBToMob6ineM i npautoBaT 3 iIHWMMM MEXAHI3MaMU.

Cnocib 3acTtocyBaHHs Ta A403M.

[103yBaHHSA BUpa)xeHe B rnepepaxyHKy Ha BMICT aMOKCUUWUAMIHY/ KNnaBy/1aHOBOI
KMCNOTU, 3@ BUHATKOM BUMAAKIB, KOMM A03YBAHHSA BMpPAXXeHe B rnepepaxyHKy
Ha OKpPEeMMI KOMMOHEHT.

Mpu BMGOpPI A03yBaHHA AyrMeHTUHY AN NiKyBaHHSA OKpeMoi iHdekuii cnig
BpaXxoBYyBaTU:

- BiporiaHi 36yAHWMKKM 3axBOpPKOBaHHA Ta iX IMOBIpHY 4YyTAMBICTb 40
aHTMbakTepianbHMX nNpenapartie (AuB. po3a4in «OcobnMBOCTI 3aCTOCYBAHHSA»);

- CTYNiHb TSHKKOCTI Ta sloKanilauito iHdeKLUii;
- BiK, Macy Tina i HUPKOBY (PYHKLIiO MauieHTa, IK BKa3aHO HUXYeE.

Kypc nikyBaHHS1 HE NOBUHEH nepeBuLlyBaTu 14 gHiB 6e3 noro nepernsany (aAve.
po3a4in «0OcobanBOCTi 3aCTOCYyBaHHSA>» CTOCOBHO TpMBanoi Tepanii).

[opocni Ta Aitn 3 Macow Tina = 40 kr

Jloceig 3acTtocyBaHHS AYrMeHTUHY, CyCneHsil, 4OpOoC/anM Ta AITAM 3 MAcoro Tifla
> 40 Kr BiACYTHIN, TOMY pekoMeHAaLlii CTOCOBHO A03yBaHHSA ANA UMX rpyn
NMauieHTIB BIACYTHI.

[iTn BikoM Big 3 MicguiB 3 Macow Tina < 40 kr

PekoMeHaoBaHa Ao3a AyrMeHTWUHY, cycneHsii, cknagae 90/6,4 Mr/kr macum
Tina/noby, posnogineHa Ha 2 NpUMOMN.

AyrMeHTuUH ES MicTUTb iHWY KiNbKiCTb KnaBynaHoBOi kucnotn (y dopmi
Kaniesoi coni), HiXK 6Oyab-aka iHwWa ¢opMa cycneHsii AyrMeHTUHY.
AyrmeHTuH ES MicTuTb 42,9 Mr knaBynaHOBOI KUCIOTU Ha 5 M cycneHsii, ToAi
K cycnensis AyrmeHTuHy 200 Mr/5 mn MicTutb 28,5 Mr KnaBynaHOBOI KNCOTH
Ha 5 Mn, a cycneHsia 400 Mr/5 Mn MicTUTb 57 Mr KnaBynaHOBOI KNCNOTKU Ha 5
Ma. ToMmy AyrMeHTUH ES He Moxe 6yTu 3aMiHEHWN XXOAHOK iHWOK (QOpPMOLD
CycrneHsii AyrMeHTUHY.

MopyweHHsa dyHKLUiT HUpoK. MauieHTam 3 knipeHcoM kKpeaTuHiHy (CrCl) 6inbLu
Hi>k 30 MN/XB KOpeKUis 403K He noTpibHa.

MauieHTamM 3 KNipeHCOM KpeaTuHiHY MeHw Hixx 30 Mn/xB agaHa dopmMa
AyrMeHTUHY He peKOMEeHAYETbCA [AJ19 3aCTOCYyBaHHA, OCKiJIbKW HeMae
peKkoMeHAalin Woao KopekKLuii Ao3u.
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MopyweHHsa QYyHKUIT nediHkKM. PekoMeHOYy€eTbCs obepeXkHe 3acTOoCyBaHHS 3
perynspHuM KoHTposieM dyHKUii nediHku (AnB. po3ainu «MNpoTUnokKasaHHS» Ta
«0Oco6/IMBOCTI 3aCTOCYBaHHSA»).

Cnocib 3acTtocyBaHHA

AyrMeHTUH ES npuaHayeHnin ans nepopasibHOro 3aCTOCyBaHHS.

MpenapaT cnig npymMMmaTtK nig 4vac ign, wob 3BecTn A0 MiHIMYMYy MNOTEHUiNHY
LWYHKOBO-KULLKOBY HENEPEHOCUMICTb.

IHCTpYKUisa ong NpuUroTyBaHHS CycCrneHsii.

Mepen 3acTocyBaHHSAM MepeBipUTU UiNICHICTb NAoMbu Ha Kpuwudi. CTpycuTu
dnakoH, Wob po3puxInTN nopowok. [oaatn HeobxiaHy KinbKicTb BoAWU (K
BKa3aHO HWX4Ye), nepeBepHyTU Ta peTenbHo 36oBTaTW. IHWMA cnocib:
3aMoBHUTU (P1AKOH BOAOKO TPOXU HUXKYE BiAMITKM Ha €TUKETUI, NepeBepHyTH i
petenbHo 360BTatTM, MNOTIM 3anOBHUTM ((NakoH BOAOK A0 BiAMITKNY,
nepeBepHYTHU i 3HOBY peTeNnibHO 360BTaTw.

[lo3yBaHH4A 0O6’em BOAM, AKMN|KiHueBUN 06’eM po3umMHEHOI
HeobxiaHO popaBaTM  Ansi|opanbHOI cycnensii (M)
PO3YMHEHHSA (MN )

600 w™mr/42,9 wmr/5|90 100
M1

MNMepen KOXHWUM 3aCTOCYBaHHAM (/1akoH cnig peTesbHO 360BTyBaTw.

aitw.

MpenapaT y dOpMi cycneHsii npu3HadaTh AiTAM BiKOM Big 3 micsauiB, Maca Tina
AKMX He nepesBuwye 40 kr. [itaMm 3 Macow Tina 6inbwe 40 Kr npusHa4vaTm
npenapaT B iHWIil NikapcbKin popMi.

lMepenosyBaHHA.
CuMnTOoMM

MoXyTb cCrnocTepiratuca CUMNTOMWU, XapaKTepHi Ana po3nagy WAYyHKOBO-
KWMWIKOBOro TpakTy Ta nopyweHHsa 6anaHcy pigMHM Ta enekTponiTis.
CnocTepiranaca Kpucrtanypis, nos’s3aHa 3 NPUMOMOM aMOKCUUWUAMIHY, WO B
OKpeMux BuMagkKax npuM3BoAMIO A0 PO3BUTKY HMPKOBOI HepocTaTHOCTI (AMB.
po3ain «OcobnmBOCTi 3aCTOCYBaHHNA»).

Y nauieHTiB 3 nopyweHHAM dYHKLUIT HUPOK Ta Yy MNaUieHTIB, AKi MpurUMaloTb
BMCOKi 4031 npenapaTy, MOX/IMBE BUHUKHEHHS CYAOM.

lMoBigoMnianoca nNpo oCidaHHA aMOKCUUMNIHY Yy KaTeTepaxX CeyoBOro Mixypa,
nepeBaXXHO NiCNsg BHYTPILWWHbOBEHHOrO BBEAEHHSA Yy BWMCOKMX pAo3ax. Cnia
perynsipHo nepeBipsaTHU MpoXigHICTb KaTeTepiB (AuB. po3gin «0OcobnmnBoCTi
3aCTOCYBaHHS»).
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JlikyBaHHA

MopyweHHs 3 60Ky LUIYHKOBO-KULLUKOBOrO TPaKTy MOXHa JikyBaTu
CMMMNTOMATUYHO, 3BepTatloym yBary Ha 6anaHc pianHu/enekTponiTis.

AMOKCMUMAIH/ KnaBynaHOBa KUCA0Ta MOXYTb 6yTW BuMAaneHi 3 KpoBOTOKY 3a
AOMOMOro remogaianisy.

Mo6iyHi peakuii.

Hanbinbw 4yacto nosigoMnanocs npo Taki NobiyHi peakuii Ha npenapaT, sK
Aiapes, HyaoTa Ta 6noBaHHS.

Mepenik HebaxkaHUX peakuin Ha npenapaT, BiAOMUX 3 KNiHIYHUX AOCNIAXEHb
AYrMeHTUHY i MOCTPEECTPALINHOIrO Harnsay Ta KnacudikoBaHMX 3a CUCTEMHO-
opraHHuM knacom MedDRA, 3a3Ha4YeHO HUXYeE.

3aCTOCOBYETbCA Taka Knacumdikauisa 4acTtoTu BUHNKHEHHS NO6IYHNX edeKTiB:
ayxe yacto > 1/10;

yacto > 1/100 Ta< 1/10;

HeyacTto > 1/1000 Ta < 1/100;

piako > 1/10000 Ta < 1/1000;

ayxe pigko < 1/10000;

HeBiAOMO (4aCTOTYy HEMOXJ/IMBO OUIHUTU 3 HAasIBHUX AaHUX).

IHdekuii Ta iHBas3il.

YacTo: KaHAMAO03 WKipy Ta CNNM30BUX 06010HOK.

HeBigOMO: HaaMipHe pPO3MHOXEHHS MIKpPOOpraHiamiB, HeyyTnuBux A0
npenapary.

Po3naaun 3 60Ky KpoBOTBOPHOI Ta SliMPaTUUYHOI CUCTEMMU.

Pigko: 060poTHa NlenKoneHis (BKNOYaKOUM HENTPONeHito) Ta
TpoMbounToneHis.

Hesigomo: 060pOTHMI arpaHyioUNTO3 i FeMosliTUYHaA aHeMisl; 36iNbleHHSs Yacy
KpoBoOTeui Ta NpoTpoMbiHoBOro iHaeKkcy!.

Po3naan 3 60Ky iMyHHOT cuctemmnil,

HeBigomo: aHrioHeBpoTUYHUN Habpsik, aHadinakciga, cMHApPOM, noaibHM Ao
CUpPOBATKOBOI XBOpObM, anepriyHmnii BacKyniT.

Po3naaun 3 60Ky HepBOBOI CUCTEMM.
HeyacTo: 3anaMopoYeHHs, rosioBHUN Binb.

HeBiaoMo: 060pOTHA riNepakTUBHICTb i cyaoMun2,
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HeBigomMo: acenTUYHUMN MEHIHTIT.

Po3naan 3 60Ky LWWAYHKOBO-KMULWKOBOIO TPAKTY.
YacTo: giapes, HyaoTa3, 61t0BaHHA.

HevacTo: po3naav wnyHka.

HeBigoMo: aHTUGiOTUKOACOUIMOBaHWUIA KONIT 4, YOPHWUIA BONOXaTUIN A3MK, 3MiHa
3abapBneHHs 3y6HOoi eMani °.

enaTtobiniapHi po3naaw.

HeuacTto: niaBuweHHs pisHsa ACT Ta/abo AJITS.
HeBigomMo: renatutn’ Ta xosiectaTmuyHa XoBTAHMLSA .
Po3naau 3 60Ky WKipy Ta NiAWKIpHUX TKaHUHS,
HeuacTo: WwKipHi BuCcunaHHs, ceepbix, Kponue’'sHKa.
Pigko: MynbTudopMHa eputema.

Hesigomo: cuHapom CrtiBeHCca - [IXXOHCOHA, TOKCUYHWUI enigepManbHUNn
HeKkponi3, 6ynbo3HNUN ekcdoniaTMBHMIN AepMaATUT, FOCTPUI FreHepani3oBaHUN
eK3aHTeMaTo3Huii nycTynbo3l®, peakuis Ha nikm 3 eo3uHodinielo Ta
cuctemMHuMn cumntomamum (DRESS).

Po3naaun 3 60Ky HUPOK Ta CEYOBMUBIAHUX LINIAXIB.

HeBigomo: iHTepcTulianbHUI HedpUT, KpUcTanypia®.

1 ne. po3ain «OcobnmnBOCTi 3aCTOCYBaHHSA».
2 AnB. po3ain «OcobnnBOCTi 3aCTOCYBaHHS».

3 HypoTa 4acTiwe nos’sisaHa 3 NMpUMOMOM 6ifbll BUCOKMX MepopasibHUX A03
npenapaTty. NNpy BUHUKHEHHI WIYHKOBO-KULLIKOBUX peakLin iX TAXKICTb MOXHa
3HU3UTKU WAAXOM MPUMOMY AYyrMEHTUHY NiA vac iau.

4Y ToMy uMcni nceBaoOMeM6paHO3HUI KONIT i reMopariyHMini KoniT (anB. po3ain
«0Oco6/IMBOCTI 3aCTOCYBAHHSA»).

> Mpo 3MiHy 3abapBnieHHs 3y6HOI eMani AyXe pigko nosigoMnsnocsa y AiTen.
PeTenbHa TririEHa poTOBOI MOPOXHWHW MOXe nonepeauTr TakKy 3MiHy
3abapBneHHs, OCKINIbKK Le sSBULLE YCYBAETbCA LWASAXOM YnLEeHHS 3y6iB.

6 MomipHe niaBuweHHs piBHiB ACT Ta/abo AJIT uyacTilwe cnocTepiranocs y
NauieHTIB, SKi OTpMMYyBann NikyBaHHS aHTMbBiOTMKaMn 6eTa-nakTaMHOI rpynu,
ane 3HauYMMICTb UMX pe3ynbTaTiB HeBigOMa.

/Ui saBuwa cnocTepiranuca y pasi 3acTocyBaHHS iHWWX aHTUBIOTUKIB
neHiunmniHoBoro Ta uedanocnopunHoBoro psay (ame. po3gin «OcobnmBoCTi
3aCTOCYBaHHS»).
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8 Mpu BUHNKHEHHI peaKLUii NiaBULEHOT YyTAMBOCTI (AepMaTUTYy) 3aCTOCYBaHHS
npenapaTty cniga npunmHnT (ame. po3ain «OcobnmBoCTi 3aCTOCYBaHHSA»).

° AmB. po3ain «MNepenosyBaHHA».
10 AumB. po3ain «Ocob6AMBOCTi 3aCTOCYBaHHS»

11 Ame. po3ain «MpoTunokasaHHsa» Ta «OcobnMBOCTI 3aCTOCYBaHHSA».,

TepMiH NpuUaaTHOCTI.

2 poku. lNpurotoBaHa cycrneHsia — 10 gHi..

YMoBU 36epiraHHA.

36epiratn npun Temnepatypi He Buwe 25 °C. 3b6epiratn y HeaOCTYyNHOMY ANs
Aiten micui.

MpurotoBaHy cycneHsito 36epiratm B X0N104AWIbLHUKY Npun TeMnepaTypi Big 2 40
8 °C Ta Bukopuctatu npotarom 10 gHiB. He 3aMopoXyBaTu.

YnakoBka. CKNsaHUM (1lakoH 3 antoMiHIEBOK KPULLEYKOK, WO HaKPY4YYETbCHA
(MicTuTb BCcepeauHi noniMepHy (nonisiHinxnopnaHy abo nonionediHoBY)
NAiBKY), 3 KOHTPOJZIEM NEPLIOro BiAKPUTTSA Ta NIAaCTUKOBOK MiPHOK JIOXKOIO 3
nosHaykamm 2,5 mn ta 5 Mn, y KapToHHiN Kopobui.

KaTeropia Bignycky. 3a peuenToM.



