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IHCTPYKUIA
JJISE MEIUYHOT0 3aCTOCYBAHHS JIKAPChKOI0 3ac00y

AYTMEHTHH™ ES
(AUGMENTIN™ ES)

Cknao:

Oitoui peyosunu: aMOKCHULIWIIIH, KJIaByJIaHOBA KUCJIOTA;

1 dnaxon mMicTUTh TOPOMIOK AJist TpUroTyBaHHs 100 MJI cycrieH3ii Takoro ckiany:

5 M1 cycnieH3ii MicTATh aMOKCUIIIIHY (Y hopmi aMOKcHLUIiHy Tpurigpary) 600 mr 1 KJ1aBy1aHOBOT
kucnotu (y hopmi Kallito KiiaByinaHary) 42,9 mr;

O0ONOMIJICHT peuosuHU: KPEMHIIO TIOKCH]I KOJIOIMHUNM O€3BOHUMN, HATPIIO KapOOKCHUMETHIILIEII0I03a
12, acmapram (E 951), kcanTanoBa Kamenb, KPEMHIIO MIOKCHZ, UITYYHUH TTOJTYHHYHHHA
apoMarTu3arop.

Jlikapcbka ¢opma. IToporok A opanbHOi CycneHsii.
OcHnogni ghizuko-ximiuni enacmugocmi: CUILYYUi MOPOIIOK Maiiyke O1JI0ro KOJbopy 3 XapaKTepHUM
MOJYHUYHUM 3aIaXOM.

dapmakoTepaneBTUYHA rpyna. AHTHOAKTepiadbHI 3aCO0M I CHCTEMHOTO 3aCTOCYBaHHS.
bera-nakramui antuGiotuku. Ileninmninu. KowmOiHamii mneHinumiHIB 3 iHriOiTopamu Oera-
makramasu. Kog ATX JO1C RO2.

Dapmakonoziuni eracmueocmi.

Dapmakoounamixa.

MexaHi3m aii

AMOKCHUIIWITIH € HAMIBCUHTETUYHUM TEHIIIIIHOM (OeTa-TakTaMHUM aHTHOIOTUKOM), SIKUH 1HT10ye
OIMH abo KulbKa (epMeHTIB (SIKI YacTO Ha3MBAaIOTh MEHIWIIH3B sA3ytounMu Oinkamu, [13B) y
nporeci OI0CMHTETHYHOro MeTalboJi3My OaKTepiaJbHOro NEeNTHUAOITIKaHy, IO € HEBiJA €EMHUM
CTPYKTYPHUM KOMIIOHEHTOM KJIITUHHOI CTIHKM Oaktepidi. [HriOyBaHHS CHHTE3y MENTHUIOTIIKAHY
MPU3BOIUTH A0 NOCTA0IEeHHS KIITHHHOI CTIHKH, HACTIKOM YOTO € JI3HUC 1 3aru0enb KIITHH.
AMOKCHIIWJTIH YYTJIMBHU JI0 PO3MICTUICHHSI OeTa-TaKTaMa3aMH, IO MPOIYKYIOTHCS PE3UCTCHTHUMH
OaKTepisiMH, OTXKe, CHEKTP aKTUBHOCTI aMOKCHIIMJIIHY SIK MOHOTEpaIlii He BKJIIOYa€ MIKpOOPraHi3MH,
AK1 IPOAYKYIOTH 111 (JEPMEHTH.

KnaBynanoBa kuciora € OeTa-lTakTaMoOM, CTPYKTYpHO CIOpPiIHEHMM i3 mMeHilwIiHaMu. Bona
JIEaKTUBYE Jesikl (pepMeHTH OeTa-lakTamas3u, THM CaMHUM 3aIlo0Iraroun 1HAKTUBAIll aMOKCHITMITIHY.
KnaBynaHoBa KUCIIOTa y BUIJIAI MOHOTEpAIlii HE YNHUTH KJIIHIYHO KOPUCHOTO aHTHOAKTEPIaIbHOTO

edexTy.



CuisBigHomieHHs DK/DJ]

Yac 30epexeHHs KOHIIEHTpaIlli JIKApChKOro 3aco0y, IO TMEpPEeBUILYE MiHIMAJIBbHY IHTIOYIOUy

koHueHtpauito (Y>MIK), BBakaeTbcss OCHOBHMM (DaKTOpOM, SIKMM BH3HA4ya€ €(EKTUBHICTH IS

aMOKCHIIITIHY.

MexaHi3MU pe3UCTEHTHOCTI

IcHyIO0TH 1Ba OCHOBHUX MEXaHI3MHU PE3UCTEHTHOCTI /10 aMOKCULIMIIIHY/KJIaBYJIaHOBOI KUCJIOTH:

- iHakTWBalig OakTepiabHUMU OeTa-TaKkTama3aMu, SKi cami 1o co0i He IHTIOyIThCs
KJIaBYJIAHOBOIO KHCIIOTOO, BKJITtouatoun kiacu B, C 1 D;

- nepetBopeHHs [13b, mo 3MeHIIye adiHHICTh aHTHOAKTEPIAILHOTO Mpenapary 10 MillIeH.

Henponuknicte Oaktepiii abo MexaHi3M e(IIOKCHOTO Hacoca MOXKE BHKJIMKATH PE3UCTEHTHICTD

OakTepiii a00 CIIpUATH iii, 30KpeMa, y TpaMHETaTUBHUX OaKTepi.

KoHTpOoIbHI TOYKH

Kontponbai Toukn MIK 11t amokcutuiiny/ Kj1aByJaHOBOI KUCIIOTH, BCTAaHOBJICHI €BpONEHChbKUM

KOMITETOM 3 BU3Ha4YeHHs aHTUMiIKpoOHOi uyTiuBocTi (EUCAST)

MikpoopranizmMu KOHTpOJIbHI TOYKH UYTIUBOCTI (MKI/MII)
UyTausi ITomipHO UyT/IHBI PesucrtenTHi
Haemophilus influenzae® <1 - >1
Moraxella catarrhalis! <1 - >1
Staphylococcus aureus 2 <2 - >2
Streptococcus A, B, C, G # <0,25 - > 0,25
Streptococcus pneumoniae® <0,5 1-2 >2

! ToBimomneni 3HaueHHs I KOHIEHTpAIil AMOKCHIIMIIHY. 3 METOI0 BM3HAYEHHS YYTJIMBOCTI
KOHLICHTPALlisl KJIaBYJIaHOBOI KMCJIOTH BCTAHOBJICHA Y 3HAYCHHI 2 MI/IL.

2 TToBinoMileHi 3HAYEHHS I KOHIIGHTPALi} OKCALMITiHY.

3 KOHTpOJIbHI TOYKH PO3PAXOBAHO i3 KOHTPOJILHUX TOYOK IS AMITILUITiHY.

* KOHTpOIbHI TOUKH PO3PAXOBAHO i3 KOHTPOIBHUX TOUOK JUIS OEH3UINEHIIIIIHY.

P0310BCIOJKEHICTh PE3UCTEHTHOCTI MOKE 3MIHIOBAaTHCS reorpaiqyHo 1 3 4acoM sl OKpeMHX
BUJIB, TOMYy OaXaHO MaTH MiclUeBYy 1H(GOpMaIil0 IMI0J0 YYyTJIMBOCTI, OCOOJIMBO MpPH JIIKYyBaHHI
TSOKKUX  1HQekmii. 3a HeoOXiAHOCTI MNOTpiOeH eKCNepTHUH BHCHOBOK, SKIIO MiCIleBa
PO3TOBCIOKEHICTh PE3UCTEHTHOCTI € TaKOI, IO KOPHUCTh Mperapary, NpUHANMHI TpU JIEeSKUAX
TUNax iHQeKIii, BUKINKAE CYMHIBH.

3a3Bryail YyTIMBI BUIN

I'pamnosutuBHi aepobu: Staphylococcus aureus (uyTnuBuii no metumuniny)t, Streptococcus
pneumoniae!, Streptococcus pyogenes ta inmTi 6eTa-TeMOJTiITHYHI CTPENTOKOKH.
I'pamueratuBHi aepo6u: Haemophilus influenzae?, Moraxella catarrhalis.

Buan, Ut SKux po3BUTOK PE3UCTEHTHOCTI MOYXKE OVTH IPOOJIIEMOIO

I'pamueratusHi aepodu: Klebsiella pneumoniae.

[TpupoaHO PE3UCTEHTHI MIKDOOPTaHIZMHU

['pamueratuBHi aepobu: Legionella pneumophila.
[H1I11 MIKpOOpPTraHi3MH:
Chlamydophila pneumoniae, Chlamydophila psittaci, Coxiella burnetti, Mycoplasma pneumoniae.

$ Bci cradimokokm, pe3HCTEHTHI M0 METHIMIIHY, € pPE3HCTEHTHHMH [0 aMOKCHIWIIHY/
KJIaBYJIAHOBOI KUCIIOTH.

! Nlana mikapceka (opma aMOKCHIMITIHY/ KIaByJaHOBOI KHCIOTH MOXKe OYTH 3aCTOCOBAHA I
JikyBaHHs ~Streptococcus pneumoniae, pe3UCTEHTHOTO [0 TMEHINWIIHY, JHIIe 3TiTHO 13
3aTBEPUKEHUMHU MOKa3aHHAMH (nB. po3aiia «Crocid 3aCTOCYBaHHS Ta J031»).

2 [1ITamu 3i 3HIKEHOIO Yy TIUBICTIO OyIIH 3apEECTPOBaHi y AeskuX kpainax €C i3 4acTOTO0 BHIIE
10 %.




Dapmaxokinemuxa.

Abcopoyis. AMOKCULIWIIIH 1 KJIaBYJIAaHOBA KHUCJIOTA MOBHICTIO TUCOIIIIOIOTh Y BOJAHOMY PO3YHHI MPH
¢izionoriunomy piBHi pH. OOHABa KOMIIOHEHTHM IIBHAKO Ta J00pe abcopOyroThes TpU
nepopaibHOMY TpuioMi. BiOoAOCTYIHICTh aMOKCHIIWIIIHY Ta KJIABYJAQHOBOi KHCIIOTH CTAHOBHUTh
npubimzno 70 % npu nepopangbHOMy npuiioMi. [Ipodinai 060X KOMIIOHEHTIB y IIa3Mi IICHTUYHI, a
Yac JOCATHEHHS MaKCHUMaJIbHOI KOHIEHTpaIlii B Tu1a3Mi (Tmax) 7151 KO)KHOTO KOMIIOHEHTA CTAHOBUTH
npUOJIM3HO O/IHY TOJTUHY.

Cepenni ¢apMakOKiHETHYHI TTapameTpu AyrMeHTHHY ES npu 3acTocyBaHHI )i JTIKyBaHHS JTEH y
11031 45 Mr/3,2 Mr/Kr Macu Tijla KOxHi 12 TouH HaBeeH1 y TabJuIIi:

[Mpenapar Cmax Tmax AUCo-) T
(MKr/MIT) (ron) (MKr.ro/MI1) (ron)
AyrmeHTuH ES AMOKCUILIWIIIH
Jo3za: 45 mr/kr macu Tina amokcunuiiny | 15,7 2,0 59,8 14
ta 3,2 MI/KI MacM Tijla KJIaBYJaHOBOI | + 7.7 (1,0-4,0) | £20,0 +0,35
KHCJIOTH KOXHI 12 roauH KJIABYJIaHOBA KHCJIOTA
1,7 1,1 4,0 1,1
+0,9 (1,0-4,0) |£19 + 0,29

*CepenHe (Iianma3oH)

KoHuenTpanii aMOKCHIMIIIHY Ta KIaBYJAHOBOI KHCIOTH y CHPOBATIl, LIO JOCSATAIOTHCS MpHU
OpUiioMi  aMOKCHUIMIIHY/ KIJIaBYJIaHOBOI KHCJIOTH, I1JEHTHYHI THUM, IO JOCATAIOThCS MpH
NEepOpATbHOMY MPUIOMi €KBIBAJIEHTHHX /103 aMOKCHUITIIIIHY 200 KJIaBYJIaHOBOI KUCIIOTH OKPEMO.
Posnooin. bnuzpko 25 % 3aranbHOro o0cAry KiaByJlaHOBOT KMCIOTH y mia3mi Ta 18 % 3araiabHOro
AMOKCHIIWITIHY B IJ1a3Mi 3B’ SI3yIOThCA 3 OlUIKaMu. YABHUN 00’ €M po3MOIiTy CTaHOBUTH OJu3bK0 0,3—
0,4 n/kr mig amokcuiiny 1 61au3bko 0,2 /KT AJ1s KJIaByJIaHOBOI KHUCIOTH.

[Ticnss BHYTpINIHBOBEHHOTO BBEICHHS AMOKCHIIMJIIH 1 KJIaByJaHOBAa KHCJIOTa Oylid BHSBICHI B
KOBYHOMY MIXypi, OUYEpEBUHI, ILIKIpi, *HUPOBIM TKaHUHI, M’SI30Biii TKAaHUHI, CHHOBIaNbHIA Ta
NEepPUTOHEANIbHIA PIUHI, *OBUl 1 THOI. AMOKCHULIMJIIH HE PO3MOAUISETHCS JOCTATHHOIO MIPOIO B
CIIMHHOMO3KOBIH piAHHI.

JlocmikeHHsT Ha TBapWHAX HE BHSBHIIM JKOJHHX JIOKAa3iB 3HAYHOI 3aTPUMKH PEUYOBHH, TMOXITHHUX
Oyab-KOro KOMIIOHEHTa IIpernapary, y TKaHHHAX OpraHiaMy. AMOKCHUIWIIH, SIK 1 OLIbLIICTH
NEeHIWIIHIB, MOke OyTH BUSBIEHUH y TpyAaHoMYy MoJjoui. He3HauHa KiIbKICTh KJIaBYJaHOBOI
KHCJIOTH TaKOXX MO)Ke OyTH BUSIBJIEHA B I'pyJHOMY MOJOLI (AMB. pO31il «3aCTOCYBaHHS y HEpPioj
BariTHOCTi a00 TOyBaHHS TPYIIO»).

Byno BusiBIeHO, M0 $SK aMOKCHULMIIH, TakK 1 KJIaByJaHOBa KHUCJIOTAa TPOHUKAIOTh Kpi3b
UTatieHTapHui 6ap’ep (AMB. PO3/iT «3aCTOCYBaHHS Y MEPio]] BAriTHOCTI a00 TOyBaHHS IPYJITIO).
biompancgopmayia. AMOKCULIMIIH YaCTKOBO BHMBOAMTHCSA 13 CEUEI0 Y BHIIAAI HEAKTHUBHOI
MIEHIITMIOBOT KHCIIOTH B KUIBKOCTAX, ekBiBaieHTHUX 10-25 % mouatkoBoi mo3u. KiaBymaHoBa
KHACJIOTa 3HAYHOIO MIipoI0 MeTaloJi3yeTbCs B OpraHi3Mi JIIOJMHHM 1 BUBOJUTHCA 13 cedero 1
dexanisiMu Ta y BUTJISI IBOOKUCY BYTJIEIIO 3 MTOBITPSIM, 1110 BUJIUXA€ETHCA.

Bugeoenns. OCHOBHUM LUIIXOM BHBEJICHHS aMOKCUIIWIIIHY € HUPKHU, TOJII SK KJaByJaHOBA KHCIOTa
BHUBOJIUTHCS SIK HUPKAMHU, TaK 1 MUISIXOM JI1i TO3aHUPKOBHX MEXaHI3MiB.

VY 3710poBUX JTOOPOBOJBIIB CepelHiil Tepio]l HamiBBUBEIEHHS aMOKCHIMIIIHY/ KJIaBYJIaHOBOI
KHUCJIOTU CTAaHOBHUTH MNPHUOJIU3HO OJIHY TOJWHY, a CEpeIHINd 3araJbHUN KIIpeHC — MPHOIU3HO
25 n/ron. PisHOMAaHITHI DOCHIIKEHHS MOKA3alH, 110 BHAIJIECHHS 13 ceuero cTaHoBUTH 50-85 % mis
amokcurmniny ta 27-60 % Juid KIaByJIAaHOBOI KHCIOTH TPOTATOM 24-TOJMHHOTO TEpiojay.
Haiibinpima KidbKICTh KJIaBYJIAHOBOI KHMCJIOTH BHMBOAMTHCS MPOTATOM MEPIIUX 2 TOJUH ICHA
IpUHOMYy.



OpHouacHe 3acTOCYBaHHS NMPOOCHEUUAY CIOBIIBHIOE BUBEJCHHS aMOKCHULIWIIIHY, ajleé HE 3aTpUMY€
HUPKOBOI EKCKpellii KJIaBYJIaHOBOI KHUCIOTH (AMB. po3aun «B3aemomis 3 1HIIMMH JIIKapChKUMHU
3aco0aMH Ta 1HIII BHINA B3a€EMOJIH»).

THopywenns ¢ynkyii Hupox. 3aralbHUH CHPOBATKOBHH KIIIPEHC aMOKCHIMIIHY/ KJIaBYJIaHOBOI
KHACJIOTH TIPOTIOPILIAHO 3MEHUIYEThCS 31 3HMKEHHSM HUPKOBOI (QYyHKIi. 3HIKEHHS KIipeHCY
npenapary OLTbII BUpaKEHE ISl aMOKCHIIMITIHY, HIXK JIJIs1 KJITaBYJIAaHOBO1 KMCJIOTH, OCKLIBKY OlTbIa
YacTKa aMOKCHUIIWJIIHY BHUBOJUTHCS HHUpKaMu. [Ipy HHUPKOBIN HEJOCTAaTHOCTI JO3YBaHHS Mae
3armo0iraTd HaaMIpHIA KyMyJsiii aMOKCHIIMJIIHY, Y TOW >ke€ 4ac 30epiraloud JOCTaTHI piBHI
KJIaBYJIAHOBOI KUCIIOTH (MB. po3.ii «Crocib 3acTOCYBaHHs Ta J031»).

THopywennsa ¢hynkyii neuinku. IlanieHTaM 3 NEYIHKOBOIO HEJJOCTATHICTIO PEKOMEHIy€ThCSI 00epeKHe
3aCTOCYBaHHS 1 pEryJIIpHUN KOHTPOJIb (DYHKIIIT TICUIHKH.

KuiniuHi XxapakTepucTHKH.

Iloka3zanns.

Indeknii y mitelr BikoM Bijg 3 MicsIliB, Maca Tina sSkuxX He mnepeBuirye 40 Kr, cpuudHEHi abo
IMOBIPHO CHIPUYMHEHI NCHIIMITHPE3UCTEHTHUMH IiTamMamMu Streptococcus pneumoniae, Taxi sk:

- TOCTPUIM CepeHIN OTHT;

- HETOCITTabHa THEBMOHIS.

[Ipyn mpu3HaueHHiI aHTHOAKTEpialbHUX MpEnapariB CiiJl KepyBaTUCSA MpaBUIAMH iX HaJEKHOTO
3aCTOCYBAHHS.

Ilpomunoxazanns.

[TinBumieHa 4yTIMUBICTh 10 OYyIb-sIKUX KOMIIOHEHTIB Mpemnapary, A0 OyAb-iKHX aHTHOAKTepiallbHUX
3ac00iB TPYyNH MEHIUTIHY.

HasiBHiICTP B aHaMHE31 TSKKUX peakiiid rinepuyyTauBOCTi (B T.4. aHadinakcii), moB’s3aHuX 13
3aCTOCYBaHHAM IHIIMX OeTa-JIaKTaMHHUX areHTiB (y T.4. nedanocnopuHiB, KapOameHemiB abo
MOHOOAaKTaMiB).

HasBHicTh B aHamHe3l >KOBTSHULI a00 JIUCOYHKIIT MEYiHKH, IMOB’A3aHMX 13 3aCTOCYBaHHSIM
AMOKCHIIIITIHY/ KJIaBYJIaHOBOI KHCIIOTH.

B3aemodia 3 inwuumu nikapcoKumu 3acovamu ma iHuwii 6u0u 63a€Mo0ill.

Anmukoazynsainmu 015 nepopaIbHO20 3ACMOCYBAHHS

AHTHKOAryJISIHTU JUISl IEpOPAIbHOTO 3aCTOCYBAaHHS Ta aHTHOIOTUKM MEHIIMUIIHOBOTO Py IIHUPOKO
BUKOPUCTOBYIOTHCSI Ha TPAKTHUIIl O€3 MOBIIOMJIEHH MPO B3aemojiro. OJHAaK OMUCAHO BHITAJIKU
3011bIIEHHS] MI)KHApOIHOTO KoedillieHTa HopMaizallii y MalieHTiB, sKi TpuiMalIn aleHOKyMapoi
abo BapgapuH Ta sKUM OyB NpHU3HAUEHUN KypcC JIIKYBaHHS aMOKCHULMIIHOM. SIKIO HEOOXiTHHM
OJTHOYACHUHN NPHIOM TaKuX HpenapaTiB, CIiJl pEeTeIbHO KOHTPOJIOBATU MPOTPOMOIHOBHM 1HAEKC,
ab0 MDKHapoAHMN Koe(illleHT HopMami3alii, Npu JoJaBaHHI ab0 NPUINHMHEHHI MNpUHOMY
amokcuumiiny. Kpim Toro, Moxe OyTH MOTpiOHa KOpEKLis JJ03M AaHTUKOATYJSHTIB JUIs
MepopaIbHOTO 3acTOCyBaHHS (AUB. po3niau «Oco0auBOCTI 3acTocyBaHHsM» Ta «[10614HI peakiii).
Memompexcam

[TeninwniH MOXXYTh 3HIDKYBAaTH BUBEICHHS METOTPEKCATY, IO BUKJIWKAE MOTCHITIHE 301IbIIICHHS
TOKCHYHOCTI.

IIpobeneyuo

OnHouacHe 3aCTOCYBaHHS NpOOEHEeUUIy HE peKOMEHIyeThcs. lIpoOeHenn]; 3MEeHIIye HHPKOBY
KaHaJbIEBY CEKpeLi0 aMOKCHLMIiHY. OJHOYacCHE 3aCTOCYBaHHS MPOOECHE Ny MOKe MPU3BECTHU 10
301IbIIEHHS PIBHS Ta TPUBAJIOCTI 3HAXO/KEHHS aMOKCHULIMIIHY (aje He KJIaByJaHOBOI KHCIIOTH) Y
KpOBI.

Mikogenonamy moghemun

VY XBopuX, sKi JIKYIOTbCS MiKOGEHOIATy MOPETUIIOM, MIC/I MOYaTKy 3aCTOCYBAaHHS MEPOPATHLHOTO
AMOKCHUIIMIIIHY 3 KJIaBYJIAHOBOIO KHCIIOTOIO MOX€ 3MEHIIMTUCH MPEI030Ba KOHIIEHTPALlisl aKTUBHOT'O



MeTaboITy — MiKO()EHOJI0BOT KHCIOTH — npuOim3Ho Ha 50 %. L1 3MiHa mpeso30BOro piBHS MOXKeE
HE TOBHICTIO BIAMOBIZATH 3MiHI 3arajbHOi €KCIO3HIli MIKO(EHOIO0BOT KUCJIOTH. TakuM UYHWHOM,
3MiHa J103yBaHHs MikogeHoaaty ModeTwily 3a3BHyail He MOTpiOHA, SKIIO HEMae KIIHIYHOTO
HiATBEpKeHHS AUCYHKIIT TpaHcianTaTa. OJHAK peTeNbHE CIIOCTEPEKEHHS HEOOXiTHE MTPOTATOM
OJTHOYACHOTO 3aCTOCYBaHHS Ta BIPOJIOBXK AESIKOT0 Yacy Miciis aHTUO10TUKOTEpaITii.

Ocoobnueocmi 3acmocy8amnnsi.

Ilepen mouaTtkoMm Teparii aMOKCHUIIMJIIHOM/ KJIaBYJIAHOBOIO KHCIOTOKO CHiJ pPETeNbHO 3i0patu
iH(pOpMAIIiI0 1010 MOMEPEIHIX PEeaKIii MiJBUIICHOT YyTIIMBOCTI HA MEHINUIIHY, 1e(allOCTIOPUHA
a0o iHm OeTta-yiakTamMHi penapatu (auB. po3aimm «IIporunokazanus» ta «[lo6iuHi peakiii»).
[ToBimoMIIsIIOCS TIPO CEepiO3HI Ta B OKpEMUX BUMAAKAX JICTAIBbHI PEaKIil MiJBUIICHOI YyTIUBOCTI
(Bxurouaroun aHaUIaKTHYHI peakiii Ta TOKKI IMIKipHI MOOIYHI peakiii) y Nali€eHTiB, sKi
OTPUMYBAJIM JIIKyBaHHS meHiruiiHoM. Taki peakmii OinbIn BIpOTiAHI y XBOPHX 3 MiJABHUIICHOIO
YYTIWBICTIO JI0 TEHIIMWJIIHY B aHAMHE31 Ta MAIll€HTIB 3 aTONIYHUMHU 3aXBOprOBaHHAMH. [Ipu mossi
QNIEPrivyHOl peakiii CIiJ TPUNHUHUTH 3aCTOCYBaHHS AMOKCHIMIiIHY/ KJIaByJaHOBOI KHCIIOTH Ta
pO3MOYaTH BIANOBIIHY albTepHATUBHY TEPAIIiio.

VY pa3i gKmo A0oBeneHOo, MO 1H(EKIis BUKIMKaHAa MIKpOOPraHi3MOM(-aMHu), 4yTIUBUM(-UMH) IO
AMOKCHIIWIIHY, CJiJ PO3TJSHYTH TNeEpexifi Bil aMOKCHIIMIIHY/ KJIaBYJaHOBOI KHCJIOTH [0
AMOKCHIIWITIHY BiJITOBIIHO JI0 3arajlbHONMPUHHSATHX HACTAHOB.

Y mnamieHTiB 3 HOpyumeHHSAM (yHKUIIT HUPOK Ta y NAI[€HTIB, SKI NPUHMAIOTh BHCOKI J03U
npenapary, MOXKIJIMBE BAHUKHEHHS CyZoM (IuB. «I100iuHi peakiii»).

Crnin yHMKaTH 3aCTOCYBAaHHS aMOKCULIMIIIHY/ KJIaBYJIAaHOBOT KMCJIOTH IPU Mi03p1l HA 1H(EKUIHHUHA
MOHOHYKJIC03, OCKIJIBKH B I[bOMY BHUIAJIKY 13 3aCTOCYBaHHSM AaMOKCHUIMIIIHY OyJOo IOB’s3aHe
BUHUKHEHHS KOPOMOAIOHOr0 BUCUIIAHHS.

OpHOYacHWI TPHUIOM AJIOIYPHUHOIY IiJ Yac JIKyBaHHS aMOKCHUIIMJIIHOM MiJABHILYE WMOBIPHICTH
BUHUKHEHHS aJepriuHUX peakiiid 3 00Ky HIKipH.

TpuBane 3acTocyBaHHS B OKPEMHX BHITaJKaX MOXKE IMPHU3BECTH 10 HAIMIPHOTO PO3MHOKEHHS
MIKpPOOPraHi3MiB, HEUYTIUBHUX J0 Mpernapary.

BuHuKHEHHS Ha TMOdYaTKy JIIKyBaHHS TapsyKOBOi T'eHEpalli30BaHOI €pUTEeMH, TIIOB’S3aHOI 3
YTBOPEHHSM MYCTYyJ, MOXe OyTH CHUMITOMOM TOCTPOTO TI'€HEepayli30BaHOIO €K3aHTEMAaTO3HOTO
nyctynbo3y (I'TEIl) (auB. posmin «IloGiuni peakiii»). Taka peakiiisi BUMara€ HPUITHHEHHS
3aCTOCYBaHHS AYTMEHTHHY Ta € IPOTUIIOKa3aHHIM ISl OJAbIIOr0 3aCTOCYBAaHHS AMOKCUIIMIIIHY.
Crnig 3 00epexHICTIO 3aCTOCOBYBATH aMOKCHUIWIIIH/KJIaBYJIaHOBY KHCJIOTY Malll€eHTaM 3 O3HAaKaMH
nopyiieHHs: QyHKIIIT nediHku (auB. po3ainu «Crnocid 3acTocyBaHHS Ta 103u», «[IpoTunokazanusy,
«ITo0iuHi peaxiii»).

[ToBiomisiocst MO yCKJIaJAHEHHs 3 OOKYy MEeUYiHKU MEepeBaKHO y YOJIOBIKIB Ta MAIIEHTIB JITHHOTO
BIKY, Ha TJI1 TpuBajoro JikyBaHHs. [Ipo Taki yckiagHeHHS y AiTeH MOBIIOMIISLIOCS Ty’Ke€ PiIKo. Y
BCIX TpyIl MAIli€EHTIB CUMIITOMH, SIK MPaBWJIO, BUHUKAIOTH il yac abo 3roJioM Micis JIIKyBaHHS,
IpOTE B OKPEMMX BHIIaJKaX MOXYTh BHUSBJISATHCS JIMIIE Yepe3 KiIbKa THXKHIB IICIs 3aKIHYEHHS
nikyBaHHA. Taki sBUIIA, SIK IPaBUIIO, € OOOPOTHUMHM. Y CKIIQJHEHHS 3 OOKY MEYiHKH MOXKYTh OyTH
TSOKKUMH, Y BHHATKOBO ITOOJMHOKUX BHITAJKaX — JIETATLHAUMH. TaKi sIBUIIA 3aBXKIU CIIOCTEPITaIrcs
y TAIi€HTIB 3 TSHKKMM OCHOBHUM 3aXBOPIOBAaHHSM a00 y THUX, XTO OJHOYACHO MpUIMaB IpenapaTH,
3aCTOCYBaHHS SIKUX, SIK BIJOMO, MOK€ MPHU3BECTU O YCKIAJAHEHb 3 OOKY IMEYIHKU (IUB. PO3.LI
«ITobiyHi peakii»).

[Ipu 3acTocyBaHHI Maifke BCiX aHTHOAKTeplaJibHUX IMpenapariB, BKIOYAIOYM aMOKCHUIIMIIIH,
MOBIJIOMJISIIOCS. TIPO aHTHOI0TUKOACOIIHOBAHUI KOJIT, CTYMiHb TSXKKOCTI SIKOTO MOYE BapilOBaTH
Bl JIETKOTO 10 HeOe3nmeyHoro st KUTTS (auB. po3ain «[loGiuni peakmii»). Tomy BakiauBO
BpaxoBYBaTH Il MiarHO3 Ui MAIIEHTIB 3 HASBHOIO Jiapecro MiJ yac abo micis mpuiioMy Oy.b-
AKX aHTHO10THKIB. [Ipy mosiBI aHTHMOIOTMKOACOIIHOBAHOTO KOJITY CHiJi HEralHO MPUIIMHUTH



3aCTOCYBaHHA AYTrMEHTHHY, 3BEpHYTUCS 1O MEAWYHY JOMOMOTY 1 pO3MOYaTd BiJNOBiTHE
JKyBaHHA. 3aCTOCYBaHHS MPOTUTIEPUCTAIBTHYHUX TPENapaTiB y TAKOMY pa3i MPOTUTIOKa3aHe.

[Tpu TpuBaiii Tepamnii peKOMEHAYEThCS EPIOANYHA OLliHKA (PYHKIIIH cUCcTEeM OpraHiB, y TOMY YHCII
GyHKIIT HUPOK, MTEYiHKK Ta KPOBOTBOPEHHSI.

VY namieHTiB, SAKi OpUAMald aMOKCHUIWIIH/ KJIABYJAHOBY KHCIOTY, B TOOJWHOKHX BHUIAJKaX
MOBIIOMJISUTOCST TIPO  TIOJIOBXKEHHSI TPOTPOMOIHOBOTO iHzAEKcy. [Ipu omHOYacHOMY MpH3HAYCHHI
AQHTUKOATYJISIHTIB CJiJ 3/A1MCHIOBATH BIAMOBITHUA KOHTpONb. J[ns minTpumku OakaHOTO piBHSA
AHTUKOATyJIAMil MOKe OyTH TOTpiOHAa KOPEKIisl M03M aHTUKOATYJISHTIB JJIi TEepopaIbHOTO
3acTocyBaHHA (ouB. po3aiumm «B3aemomis 3 IHIIMMH JIIKAPCBKUMHU 3aco0amMu Ta 1HII BUIA
B3aeMoii» Ta «I1o6iuHi peakuii»).

VY mamieHTiB 31 3HWKEHUM J1ype30M JOyXe PIIKO CrocTepirajiacs KpUCTaIypis, MEPeBAXKHO MPHU
napeHTepanpHiii Tepamii. Iligx wyac npuiioMy BHCOKHMX 103 aMOKCHIIWJIIHY CIiJl HiATPUMYBaTH
JIOCTaTHE CIIOKUBAHHS PITUHH Ta JIiype3 3 METOK 3HW)KECHHS HMOBIPHOCTI KpUCTAIYpii, OB’ s13aHOT
3 MPUHOMOM aMOKCHUIIWIIHY. Y TMAIli€HTIB 3 KaTETEPHU3AIEI0 CEYOBOTO MiXypa CHiJ PerylspHO
MepeBIPATH MPOXITHICTh KaTeTepiB (IuB. po3ain «IlepenozyBaHHs ).

[Tin wac niKyBaHHS AMOKCHUIIMJIIHOM CIIiJlT 3aCTOCOBYBaTH ()EPMEHTATHBHI METOIU BH3HAYCHHS
TJIFOKOOKCHJIa3U TPH JOCHIDKEHHI Ha HAasBHICTh TIIOKO3M B Ceul, OCKUIBKM MpPU 3aCTOCYBaHHI
He(EepMEHTATUBHUX METO/IIB € BIPOTiTHICTh OTPUMAHHS XHOHONIO3UTUBHUX PE3YJIbTaTIB.

HasiBHICTD KJIaBYJIaHOBOT KHCIIOTH y TMpernapari AyrMEHTHH MOXE IMPU3BECTH 10 HecnenudigHoro
3B’s3yBaHHsa IgG 1 anpOymiHy Ha MeMOpaHaX EpUTPOLUTIB, IO MOXE TPU3BECTH JIO
XHMOHOMO3UTHBHUX pe3ynbpTaTiB mpodu Kymoca.

[ToBimomisIocst PO MO3UTUBHI pe3yIbTaT (PEPMEHTHOTO IMyHOaHaNi3y 3 BUKopuctanusm Platelia
Aspergillus BupooOnunrsa Bio-Rad Laboratories y mnami€eHTiB, sKi HOpUiAMaTd aMOKCHIIUIIH/
KJIaBYJIAHOBY KHUCIOTY Ta y SIKAX 3roJioM Oyia Bu3HaHa BincyTtHicTs iHgekiii Aspergillus.
[MoBigomiIsIoCs PO TMEpPEeXpecHi peakinii 3 mosicaxapuaamu Ta nomidypanozamu non-Aspergillus
IpU TPOBEACHHI (ePMEHTHOTO iMyHOaHanizy 3 Bukopucranusm Platelia Aspergillus BupoGHuITBa
Bio-Rad Laboratories. Tomy mO3UTHBHI pe3yJbTaTH aHAII3iB y MAIi€HTIB, SAKi OTPUMYIOTh
JTIKYBaHHS aMOKCHIIMJIIHOM/KJIaBYJIAaHOBOIO KHCJIOTOIO, CIIIJl IHTEPIPETYBATH 3 OOEPEKHICTIO 1
HiATBEP/KYBATH 1HIIMMHU J1arHOCTUYHUMH METOJIaMH.

Cycnensis Ayrmentun ES wictute acmapramy (E 951) 2,72 wr/mi, sKuii € Kepernom
deninanaHiny, TOMy npenapar ciiij pu3HayaTy 3 00epexHICTIO NallieHTaM 3 (PeHIIKETOHYPIE0.
Jlikapcbkuit 3aci6 MICTUTh MallbTOACKCTpHUH (TIOK03y). He 3acTocoByBaTH mpemnapar maiieHTam 3
PIAKICHUM CHHIPOMOM MajibabcopO1ii IIFOKO3U-TaTaKTO3H.

3acmocysannus y nepiod eazimnocmi abo 200y6ants epyoor.

BaritHicte. JlocmiykeHHs HAa TBapUHAX HE BKa3ylOTh Ha MpAMUN ab0 onocepeIKOBaHUN IIK1ITUBUN
BIUIMB Ha Mepedir BariTHOCTI, PO3BUTOK eMOpIOHA/MIoA, MONIOrU abo MOCTHATaIbHUNA PO3BUTOK.
OOMmesxeH1 JaHl I0J0 3aCTOCYBaHHS aMOKCHUIMIIIHY/ KJIaBYJIaHOBOI KHUCJIOTH IIiJ Yac BariTHOCTI Y
JIOIMHU HE BKa3ylOTh Ha MiJBUIIEHUN PU3MK BUHUKHEHHS BPOJUKEHUX BaJ| PO3BUTKY. Y €IUHOMY
JOCHIPKEHHI y OKIHOK 3 TIepeJuyacHUM pPO3pUBOM OOOJOHOK IUIOAA MOBILAOMIISIIOCS, IO
npodiIakTUYHE JIIKYBaHHS aMOKCHIMJIIHOM/ KJIaBYJIaHOBOIO KHCIIOTOIO MOXKe OyTH IOB’si3aHe 3
MiIBUIIEHUM PH3UKOM PO3BHTKY HEKPOTHYHOTO €HTEPOKOJNITY Y HOBOHAapo/UKeHUX. CIij yHHKaTH
3aCTOCYBaHHS Ipernapary IijJ 4yac BariTHOCTI, 32 BUHSATKOM BHIIAJIKiB, KOJIM JKap BBaXkae 1€
HEOOX1THUM.

[epion rogyBanHs rpyaao. O6HMIBa aKTUBHI KOMIIOHEHTH IpernapaTry €KCKpPEeTYIOThCs y TpyIHe
MOJIOKO (HeMae iH(OopMaIlli CTOCOBHO BIUIMBY KJIaBYJIAHOBOT KUCIIOTH HA HEMOBIIA, SIKE 3HAXOAUTHCS
Ha TPYJHOMY BHUTOJOBYBaHH1). BIJMOBITHO y HEMOBIATH, $KE€ 3HAXOJIUTHCS Ha TPYIHOMY
BUTOJIOBYBAaHHI, MOXJIMBa IMo0siBa Jiapei Ta rpuOKoBOi 1H(EKii CIU30BUX OOOJIOHOK, TOMY
TOJyBaHHS TPYJUIIO CiiJ NpUNUHUTU. CHif B3ATH A0 yBaru MOKJIMBICTh BUHUKHEHHS aJlepridHUX
peaxiiii. AMOKCHUIIMIIIH/ KJIaBYJIaHOBY KHUCJIOTY y MepioJ rolyBaHHS IPYAJII0 MOXKHA 3aCTOCOBYBAaTH
JIMILIE TOJI, KOJIM, Ha IYMKY JIiKaps, KOPUCTh BiJl 3aCTOCYBaHHA OyJie epeBaxaTu pU3HK.




30amuicmv enausamu Ha WEUOKICMb peaxyii npu Kepy8awHi A8MOMPAHCNOPMOM abo THWUMU
MexauizMamu.

JocmipkeHHs 100 3JaTHOCTI TMperapaTy BIUIMBAaTH Ha IIBHAKICTh peakiii NMpu KepyBaHHI
ABTOTPAHCIIOPTOM 1 poOOTI 3 IHIMUMH MEXaHI3MaMH HE MPOBOIWINCH. [IpoTe MOKITNBE BHHUKHEHHS
HeOaxxaHux edekTiB (Takux SAK ajJepriuHi peakilii, 3arraMOpOUYCHHS, CYJIOMH), III0 MOKYTh BILUTUBATH
Ha 3/IaTHICTb KEPYBaTH aBTOMOO1JIEM 1 MpaIOBaTH 3 IHIIMMHU MEXaHi3MaMH.

Cnocio 3acmocysanns ma 003u.

Jlo3yBaHHS BHpakeHE B IepepaxyHKy Ha BMICT aMOKCHUIIWIIHY/ KJIaByJaHOBOI KHCIIOTH, 3a

BUHATKOM BHUIAJKIB, KOJIU JJO3YBaHHS BUPAXEHE B NIEpepaxyHKy Ha OKPEMUN KOMIIOHEHT.

[Tpu BuOOPI 103yBaHHS AYTMEHTUHY JUIS JTIKYBaHHS OKpeMOi 1H(EKIIii i1 BpaXxOByBaTH:

- BiporiiHi 30yJHMKHA 3aXBOPIOBAaHHSA Ta iX IMOBIPHY YyTJIHMBICTh 10 aHTHOAKTEplaIbHUX
npemnapariB (IuB. po3aia «OcoOIMBOCTI 3aCTOCYBAHHS );

- CTYyHiHb TSDKKOCTI Ta JIOKai3aIliro 1HGEeKIIil;

- BiK, Macy Tijia i HUPKOBY (DYHKIIIIO MAIli€HTA, SIK BKA3aHO HIDKYE.

Kypc nikyBaHHS He MOBUHEH mepeBuinyBaTd 14 nHiB 06e3 Horo mneperyisiny (AMB. PO3ILT

«Oco0JIMBOCTI 3aCTOCYBaHHSD CTOCOBHO TPUBAJIOL TEpaITii).

Jopocni Ta ity 3 Macoro Tina > 40 kr

JlocBix 3acTocyBaHHS AYyTrMEHTHHY, CYCIIEH31i, TOPOCITUM Ta IITSIM 3 Macoro Tijia > 40 Kr BiJCYTHIH,

TOMY PEKOMEHJAIlii CTOCOBHO JO3YBaHHSI JIJIsl LIUX TPYII NAI[I€HTIB BiACYTHI.

JliT BikoM Bix 3 MicsiiB 3 Macoro Tina < 40 xr

PexomennoBana no3a AyrMeHTuHY, cycnensii, ckiagae 90/6,4 Mr/kr macu Tina/mody, po3nojaiieHa

Ha 2 IPUIHOMHU.

AyrmenTtrH ES MicTUTB iHIITY KiUTBKICTh KJIABYJIaHOBOT KUCIOTH (y GOpMi KamieBoi coJi), HiXK Oyab-

sKa iHma ¢opma cycrnensii AyrMmeHTHHY. AyrMeHTHH ES mictuts 42,9 Mr kiaByaHOBOi KHCIOTH

Ha 5 MJ cycneHsii, Toal K cycnensiss AyrmeHtuny 200 Mr/5 mu mictuth 28,5 Mr KjiaByJaHOBOI

KHCJIOTH Ha 5 MJI, a cycrnien3sist 400 mr/5 M MICTUTh 57 Mr KJIaBYJIaHOBOI KUCJIOTH Ha 5 Mi. Tomy

AyrmenTuH ES He Moxke OyTH 3aMiHEHUH KOTHOK 1HIIOK POPMOIO CycrieH31i AyrMeHTHHY.

THopywenns ¢ynxyii nupox. Tlamientam 3 xiipeacoMm kpeatudiny (CrCl) O6utpmr Hixk 30 mur/xB

KOpEKIisl 1031 He MOTpiOHa.

[TamienTam 3 KiipeHcOM KpeaTuHiHy MeHm HDK 30 Mi/xB naHa ¢opma AyrMEHTHHY He

PEKOMEHYEThCS IS 3aCTOCYBAHHS, OCKUIBKM HEMa€e PEeKOMEHIAIlil 11010 KOpeKLii J03H.

THopywenns ¢ynxyii neuinku. PexoMmeHayeTbest 00€pexHe 3aCTOCYBaHHS 3 PETYJISIPHUM KOHTPOJIEM

¢yHkuii nedinku (auB. po3aiu «IIpotunokazanus» Ta «OcoOIMBOCTI 3aCTOCYBAHHS»).

Crocib 3acTocyBaHHs

AyrmenTuH ES npusHaueHuii 11 nepopagbHOro 3aCTOCYBaHHS.

[Ipenapar Cxix npuiiMaty miA 49ac iau, o0 3BECTH JO MIHIMYyMY MOTEHLIHHY HUTYHKOBO-KHILIKOBY

HENEPEHOCHMICTb.

Inecmpykyis 0113 npueomyeanus cycnensii.

[lepen 3acTocyBaHHSM NEpeBIPUTH WUTICHICTH IUIOMOM Ha Kpuml. CTpycuTd ¢iakoH, 1mo0

pPO3pUXJIUTH TOopooK. Jlogatu HeoOX1AHY KUIBKICTh BOJM (K BKa3aHO HUXKYE), IEPEBEPHYTH Ta

perenbHO 300BTaTH. [HIINI crociO: 3aMOBHUTH (hIAKOH BOJOKO TPOXU HIMKYE BIIMITKH Ha €THKETII,

MEPEBEPHYTH 1 PETENbHO 300BTATH, MOTIM 3alIOBHUTH (PJIAKOH BOJOIO J0 BIIMITKH, IEPEBEPHYTH 1

3HOBY pPeTeIbHO 300BTATH.

Jlo3yBaHHs O0’eM BOIH, SIKUH HEOOX1THO KinneBwuii 06’eM po3uynHEHOT
JI0JIaBaTH JJIsl PO3YMHEHHS (MJI ) OpaJIbHOI CyCTIeH311 (M)
600 mr/42,9 mr/5 mn 90 100

[Tepen kOXkHUM 3aCTOCYBaHHSM (DJIAKOH CII1J] peTeTHLHO 300BTYBATH.

Jimu.



[Tpenapat y ¢opmi cycrnieHsii npu3HayaTH JiTSM BIKOM BiJ] 3 Mics1IiB, Maca Tijla SKUX HE IEPEBUIIYE
40 xr. [ditsam 3 macoro Tina Oibine 40 Kr mpu3HavyaTH Mpernapar B IHIIINH JiKapchKii hopmi.

Ilepeoo3ysanns.

Cumnromu

MOXyTh CHOCTEpIraTUCsl CUMIITOMH, XapaKTEpHI Ui PO3JIaAy IUTYHKOBO-KHIIIKOBOTO TPaKTy Ta
NopylIeHHs OanaHCcy piguHM Ta enekTponitiB. Crocrepiramacs KpUCTalypis, MOB’sA3aHa 3
NpUAOMOM aMOKCHIIWIIIHY, IO B OKPEMHX BHIIQJKaX TPU3BOAWIO O PO3BUTKY HHUPKOBOL
HEJ0CTaTHOCTI (AuB. po3aiT «OCOOIMBOCTI 3aCTOCYBAHHS ).

VY naimieHTiB 3 MOpyIIEHHSAM (QYHKLII HUPOK Ta y TMaIli€HTIB, AKi NPUHAMAIOTh BUCOKI JI03H
npernapary, MOXIJIMBE BAHUKHEHHS CYIOM.

[ToBimOMIISIIOCS TIPO OCiIaHHS AMOKCHUIIMJIIHY Yy KaTeTepax CEYOBOTO MiXypa, MEePEeBa)KHO MICIIs
BHYTPIIITHPOBEHHOTO BBEJICHHS Y BHCOKHX J103ax. CIi peryiaspHO IepeBIpATH MPOXIiTHICTh
KareTepiB (TuB. po3ain «OCOOIMBOCTI 3aCTOCYBAHHSD» ).

JlikyBaHHs

[TopymeHnHst 3 60Ky HITYHKOBO-KHIIIKOBOTO TPAaKTy MOYKHA JIIKYBaTH CHMIITOMAaTHYHO, 3BEPTAIOYU
yBary Ha OajaHc piAMHU/€IEKTPOTITIB.

AMOKCHIIWTIH/ KJIaBYJJAaHOBA KHUCIIOTa MOXYTh OyTH BHIAJeHI 3 KpPOBOTOKY 3a JIOTIOMOTOIO
reMojianisy.

Hoo6iuni peakuii.

Haii6inpm 9acTo MOBIAOMIISUIOCS TIPO Taki MOOIYHI peakiii Ha mpemnapar, sK aiapes, HyJI0Ta Ta
OJIrOBaHHS.

[lepenik HeOakaHWX peaklid Ha TpenapaT, BiAOMHUX 3 KIIHIYHHX JOCTIKEHb AYTMEHTHHY 1
HOCTPEECTPAIIIHHOTO HAMIAAY Ta KiIacu(pikOBaHUX 3a CHCTeMHO-opraHHuM kiacom MedDRA,
3a3HAYCHO HIDKYE.

3acTOCOBYETHCS Taka Kiacuikallisi 4acTOTH BUHUKHEHHS MOOTYHUX €(PEeKTiB:

ay»xe gacto > 1/10;

ygacro > 1/100 Ta < 1/10;

Heuacto = 1/1000 ta < 1/100;

pinko > 1/10000 Ta < 1/1000;

ayxe piako < 1/10000;

HEBIJIOMO (YaCTOTYy HEMOXJIUBO OLIIHUTHU 3 HAsBHUX JIaHUX ).

Inghexyii ma ineasii.

YacTo: KaHAM103 IIKIPHU Ta CIAM30BUX 0OOIOHOK.

Hesinomo: HaaMipHE pO3MHOKEHHSI MIKPOOPTraHi3MiB, HEUYTJIMBUX /10 Tpenapary.

Po3znaou 3 6boky kposomeopnoi ma nimgpamuuroi cucmemu.

Pinko: o6opoTHa seiikoneHis (BKII0Yal0Yd HEUTPOTIEHI0) Ta TPOMOOIIUTOTICHISI.

HeBizomo: 00GOpOTHHMI arpaHyJonMTO3 1 IeMOJITHUYHA aHeMis; 30UIbIIEHHS Yacy KpOBOTeui Ta
IpOTpoM6iHOBOTO iHAEKCY .

Po3znaou 3 6oxy imyunoi cucmemu'?,
Hesigomo: anrioneBpoTHyHUIl HAOpsK, aHA(IAKCIsA, CHHIPOM, OJIIOHUI 10 CHpPOBAaTKOBOI XBOPOOH,
JIEePriYHUN BaCKYJIIT.

Po3znaou 3 6oky nepsosoi cucmemu.

HeudacTo: 3amamMopo4eHHs1, TOJIOBHUHN OiJIb.

Hesinomo: 060poTHA rinepakTUBHICTS 1 CYJIOMI/IZ.

HeBigomo: acenTHYHUN MEHIHTIT.

Posnaou 3 60Ky wnyHKo80-KUWKOB8020 MPaAKmY.

Yacro: fiapes, Hya0TaS, GIIOBAHHS.

Heuacro: po3nanu nutyHka.



HeginoMo: anTrGioTHKOACOIIHOBAaHMI KOJIT *

emai °.

T'enamobiniapui posnaou.

Heuacro: migsumenus pisas ACT Ta/abo AJITS.
HeBioMo: rermaTuTy’ Ta X0NeCTaTHUHA KOBTSAHUIS .
Po3nadu 3 60Ky wKipu ma niowKipuux mxanun®.

HeudacTo: mikipHi BUcHIanHs, cBepOiXk, KPOITUB’ THKA.

Pinko: myneTudopmHa eputema.

Hesinomo: cunmpom CriBeHca — J[>KOHCOHA, TOKCHYHHUH eMigepMaJbHUI HEKpOIi3, OYyJIbO3HHIA
ekc(hoNaTHBHUI IepMATUT, TOCTPUI TeHepaNli30BaHMi eK3aHTeMaTo3HHi MmycTymbo3C, peakis Ha
Jiku 3 eo3uHodTier0 Ta cucteMaumu cumnromamu (DRESS).

Posnaou 3 60Ky Hupok ma ceuo8usiOHUX WIAXIE.

Heinomo: inTepcTuLiansHuii Hedput, Kpuctamypis®.

, YOPHUH BOJIOXATUH SA3UK, 3MiHa 3a0apBiIeHHS 3yOHOI

! TuB. po3min «OcoGIMBOCTI 3aCTOCYBAHHS.

2 JuB. po3ain «OcoGIMBOCTI 3aCTOCYBAHHS.

% Hypmora wacTille moB’s3aHa 3 NPHUHOMOM OiNbII BHCOKMX MEpOpabHMX 103 Ipemnapary. Ilpu
BUHUKHEHHI NITYHKOBO-KHIIKOBHX PEAKIi iX THKKICTh MOXKHA 3HH3UTH IUIIXOM TNPHHOMY
AyrMeHTUHY mij yac igu.

4V Ttomy umcni mceBAOMeMOPaHO3HHE KOMIT i TeMopariunuii KomiT (muB. po3ain «OcobamBoCTi

3aCTOCYBAHHS»).

® TIpo 3miny 3abappieHHs 3yOHOI emali Iy’e piIKO TOBiZOMIsIOCS y jiTeil. PeTenpna ririeHa

POTOBOI MOPOKHUHU MOXKE IONEPETUTH TaKy 3MiHY 3a0apBJIEHHS, OCKUIBKU L€ SBUIIE YCYBAETHCS

NUISTXOM YHINEHHS 3yOiB.

6 [Tomipue minsumienns piBHiB ACT Ta/abo AJIT wacrtime crocrepiraiocss y Mami€eHTIB, SKi

OTPUMYBAJIM JTIKYBaHHSI aHTUOIOTHKAMH O€Ta-TaKTaMHOI TPyMH, aje 3HAYMMICTh IIMX pPEe3yJIbTaTiB

HeBlIoOMa.

" 1li sBuma cmocTepiramucs y pasi 3acTOCYBaHHS iHIINX AHTHOIOTHKIB TEHIIMIiHOBOTO Ta

e anocnopruHOBOTO Ay (IUB. po3aina «OcoOIMBOCTI 3aCTOCYBAHHS ).

8 Ilpu BuHMKHeHHI peaxiii MiABMINEHOI YyTAMBOCTI (IEPMATUTY) 3aCTOCYBAHHS MpeNapary CIia

OPUITUHUTHU (UB. po3aia «OcoOIUBOCTI 3aCTOCYBAHHSY).

% Jlus. posnin «IlepenosyBanus».

10 Tus. posain «Oco6IMBOCTI 3aCTOCYBAHHS

11 us. posnin «IIporunokasanns» Ta «OCoOIMBOCTI 3aCTOCYBAHHSD.

Tepmin npuoamnocmi.
2 poku. [IpuroroBana cycnensis — 10 gHiB.

YmoBu 30epiranus.

30epiratu mpu Temmneparypi He Buie 25 °C. 36epiraTi y HEIOCTYITHOMY IS IITEH MicCIIi.
[TpuroroBany cycnensito 30epiraTd B XOJOAWJIBHHKY INpH Temmeparypi Bix 2 go 8 °C Ta
BUKopHcTatu npotsaroM 10 auiB. He 3amopoxyBatu.

YnakoBka. CxisHul (QIakoH 3 aFOMiHIEBOIO KPHUILIEUKOIO, 1[0 HAKPYUYEThCS (MICTUTH BCEPEIHMHI
noJIIMEpHY (MOJIBIHUIXJIOPUIHY a00 MOMi0Je(iHOBY) IUIBKY), 3 KOHTPOJIEM MHEPIIOro BiIKPUTTS
a00 3 MIACTUKOBOIO KPUIIKOIO 13 3aXHUCTOM BiJl BLAKPUTTS JITHMH Ta MJIACTUKOBOIO MIPHOIO JIOKKOIO
3 MO3Ha4YKaMu 2,5 MJI Ta 5 MJ1, y KapTOHHINA KOpOOIIi.

Kareropis Binmycky. 3a peentom.



Bupoonux. CmiTKusiin bivem ®@apmacsrotukanc, Bennka bpuranist/
SmithKline Beecham Pharmaceuticals, United Kingdom.

Micue3Haxo/:KeHHsI BAPOOHUKA Ta aJpeca MiCUs MPOBA/KeHHsI HOT0 TiAJILHOCTI.
CwmitKnsita biuem ®@apmacsrotukanc, Knapengon Poyn, Bopcinar, BN14 8QH, Benuka bpuranis/

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

JlaTa 0CTAHHBOI'O MepPerJsiay.
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3ATBEPJIKEHO
Haka3 MiHnicTepcTBa 0XOpOHU
310pOB’sl YKpaiHu
02.10.2019 Ne 2004
PeecTpaniiine nocBigueHHs
Ne UA/0987/04/01

3MIHU BHECEHO
Haka3 MinicTtepcTBa
OXOPOHH 310pOB’Sl YKpaiHu
11.05.2021 Ne 905

IHCTPYKUIA
JJISE MEIUYHOT0 3aCTOCYBAHHS JIKAPChKOI0 3ac00y

AYTMEHTHH™ ES
(AUGMENTIN™ ES)

Cknao:

Oitoui peyosunu: aMOKCHULIWIIIH, KJIaByJIaHOBA KUCJIOTA;

1 dnaxon mMicTUTh TOPOMIOK AJist TpUroTyBaHHs 100 MJI cycrieH3ii Takoro ckiany:

5 M1 cycnieH3ii MicTATh aMOKCUIIIIHY (Y hopmi aMOKcHLUIiHy Tpurigpary) 600 mr 1 KJ1aBy1aHOBOT
kucnotu (y hopmi Kallito KiiaByinaHary) 42,9 mr;

O0ONOMIJICHT peuosuHU: KPEMHIIO TIOKCH]I KOJIOIMHUNM O€3BOHUMN, HATPIIO KapOOKCHUMETHIILIEII0I03a
12, acmapram (E 951), kcanTanoBa Kamenb, KPEMHIIO MIOKCHZ, UITYYHUH TTOJTYHHYHHHA
apoMarTu3arop.

Jlikapcbka ¢opma. IToporok A opanbHOi CycneHsii.
OcHnogni ghizuko-ximiuni enacmugocmi: CUILYYUi MOPOIIOK Maiiyke O1JI0ro KOJbopy 3 XapaKTepHUM
MOJYHUYHUM 3aIaXOM.

dapmakoTepaneBTUYHA rpyna. AHTHOAKTepiadbHI 3aCO0M I CHCTEMHOTO 3aCTOCYBaHHS.
bera-nakramui antuGiotuku. Ileninmninu. KowmOiHamii mneHinumiHIB 3 iHriOiTopamu Oera-
makramasu. Kog ATX JO1C RO2.

Dapmakonoziuni eracmueocmi.

Dapmakoounamixa.

MexaHi3m aii

AMOKCHUIIWITIH € HAMIBCUHTETUYHUM TEHIIIIIHOM (OeTa-TakTaMHUM aHTHOIOTUKOM), SIKUH 1HT10ye
OIMH abo KulbKa (epMeHTIB (SIKI YacTO Ha3MBAaIOTh MEHIWIIH3B sA3ytounMu Oinkamu, [13B) y
nporeci OI0CMHTETHYHOro MeTalboJi3My OaKTepiaJbHOro NEeNTHUAOITIKaHy, IO € HEBiJA €EMHUM
CTPYKTYPHUM KOMIIOHEHTOM KJIITUHHOI CTIHKM Oaktepidi. [HriOyBaHHS CHHTE3y MENTHUIOTIIKAHY
MPU3BOIUTH A0 NOCTA0IEeHHS KIITHHHOI CTIHKH, HACTIKOM YOTO € JI3HUC 1 3aru0enb KIITHH.
AMOKCHIIWJTIH YYTJIMBHU JI0 PO3MICTUICHHSI OeTa-TaKTaMa3aMH, IO MPOIYKYIOTHCS PE3UCTCHTHUMH
OaKTepisiMH, OTXKe, CHEKTP aKTUBHOCTI aMOKCHIIMJIIHY SIK MOHOTEpaIlii He BKJIIOYa€ MIKpOOPraHi3MH,
AK1 IPOAYKYIOTH 111 (JEPMEHTH.

KnaBynanoBa kuciora € OeTa-lTakTaMoOM, CTPYKTYpHO CIOpPiIHEHMM i3 mMeHilwIiHaMu. Bona
JIEaKTUBYE Jesikl (pepMeHTH OeTa-lakTamas3u, THM CaMHUM 3aIlo0Iraroun 1HAKTUBAIll aMOKCHITMITIHY.
KnaBynaHoBa KUCIIOTa y BUIJIAI MOHOTEpAIlii HE YNHUTH KJIIHIYHO KOPUCHOTO aHTHOAKTEPIaIbHOTO

edexTy.
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CuisBigHomieHHs DK/DJ]

Yac 30epexeHHs KOHIIEHTpaIlli JIKApChKOro 3aco0y, IO TMEpPEeBUILYE MiHIMAJIBbHY IHTIOYIOUy

koHueHtpauito (Y>MIK), BBakaeTbcss OCHOBHMM (DaKTOpOM, SIKMM BH3HA4ya€ €(EKTUBHICTH IS

aMOKCHIIITIHY.

MexaHi3MU pe3UCTEHTHOCTI

IcHyIO0TH 1Ba OCHOBHUX MEXaHI3MHU PE3UCTEHTHOCTI /10 aMOKCULIMIIIHY/KJIaBYJIaHOBOI KUCJIOTH:

- iHakTWBalig OakTepiabHUMU OeTa-TaKkTama3aMu, SKi cami 1o co0i He IHTIOyIThCs
KJIaBYJIAHOBOIO KHCIIOTOO, BKJITtouatoun kiacu B, C 1 D;

- nepetBopeHHs [13b, mo 3MeHIIye adiHHICTh aHTHOAKTEPIAILHOTO Mpenapary 10 MillIeH.

Henponuknicte Oaktepiii abo MexaHi3M e(IIOKCHOTO Hacoca MOXKE BHKJIMKATH PE3UCTEHTHICTD

OakTepiii a00 CIIpUATH iii, 30KpeMa, y TpaMHETaTUBHUX OaKTepi.

KoHTpOoIbHI TOYKH

Kontponbai Toukn MIK 11t amokcutuiiny/ Kj1aByJaHOBOI KUCIIOTH, BCTAaHOBJICHI €BpONEHChbKUM

KOMITETOM 3 BU3Ha4YeHHs aHTUMiIKpoOHOi uyTiuBocTi (EUCAST)

MikpoopranizmMu KOHTpOJIbHI TOYKH UYTIUBOCTI (MKI/MII)
UyTausi ITomipHO UyT/IHBI PesucrtenTHi
Haemophilus influenzae® <1 - >1
Moraxella catarrhalis! <1 - >1
Staphylococcus aureus 2 <2 - >2
Streptococcus A, B, C, G # <0,25 - > 0,25
Streptococcus pneumoniae® <0,5 1-2 >2

! ToBimomneni 3HaueHHs I KOHIEHTpAIil AMOKCHIIMIIHY. 3 METOI0 BM3HAYEHHS YYTJIMBOCTI
KOHLICHTPALlisl KJIaBYJIaHOBOI KMCJIOTH BCTAHOBJICHA Y 3HAYCHHI 2 MI/IL.

2 TToBinoMileHi 3HAYEHHS I KOHIIGHTPALi} OKCALMITiHY.

3 KOHTpOJIbHI TOYKH PO3PAXOBAHO i3 KOHTPOJILHUX TOYOK IS AMITILUITiHY.

* KOHTpOIbHI TOUKH PO3PAXOBAHO i3 KOHTPOIBHUX TOUOK JUIS OEH3UINEHIIIIIHY.

P0310BCIOJKEHICTh PE3UCTEHTHOCTI MOKE 3MIHIOBAaTHCS reorpaiqyHo 1 3 4acoM sl OKpeMHX
BUJIB, TOMYy OaXaHO MaTH MiclUeBYy 1H(GOpMaIil0 IMI0J0 YYyTJIMBOCTI, OCOOJIMBO MpPH JIIKYyBaHHI
TSOKKUX  1HQekmii. 3a HeoOXiAHOCTI MNOTpiOeH eKCNepTHUH BHCHOBOK, SKIIO MiCIleBa
PO3TOBCIOKEHICTh PE3UCTEHTHOCTI € TaKOI, IO KOPHUCTh Mperapary, NpUHANMHI TpU JIEeSKUAX
TUNax iHQeKIii, BUKINKAE CYMHIBH.

3a3Bryail YyTIMBI BUIN

I'pamnosutuBHi aepobu: Staphylococcus aureus (uyTnuBuii no metumuniny)t, Streptococcus
pneumoniae!, Streptococcus pyogenes ta inmTi 6eTa-TeMOJTiITHYHI CTPENTOKOKH.
I'pamueratuBHi aepo6u: Haemophilus influenzae?, Moraxella catarrhalis.

Buan, Ut SKux po3BUTOK PE3UCTEHTHOCTI MOYXKE OVTH IPOOJIIEMOIO

I'pamueratusHi aepodu: Klebsiella pneumoniae.

[TpupoaHO PE3UCTEHTHI MIKDOOPTaHIZMHU

['pamueratuBHi aepobu: Legionella pneumophila.
[H1I11 MIKpOOpPTraHi3MH:
Chlamydophila pneumoniae, Chlamydophila psittaci, Coxiella burnetti, Mycoplasma pneumoniae.

$ Bci cradimokokm, pe3HCTEHTHI M0 METHIMIIHY, € pPE3HCTEHTHHMH [0 aMOKCHIWIIHY/
KJIaBYJIAHOBOI KUCIIOTH.

! Nlana mikapceka (opma aMOKCHIMITIHY/ KIaByJaHOBOI KHCIOTH MOXKe OYTH 3aCTOCOBAHA I
JikyBaHHs ~Streptococcus pneumoniae, pe3UCTEHTHOTO [0 TMEHINWIIHY, JHIIe 3TiTHO 13
3aTBEPUKEHUMHU MOKa3aHHAMH (uB. po3aiia «Crocid 3aCTOCYBaHHS Ta J031»).

2 [1ITamu 3i 3HIKEHOIO Yy TIUBICTIO OyIIH 3apEECTPOBaHi y AeskuX kpainax €C i3 4acTOTO0 BHIIE
10 %.
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Dapmaxokinemuxa.

Abcopoyis. AMOKCULIWIIIH 1 KJIaBYJIAaHOBA KHUCJIOTA MOBHICTIO TUCOIIIIOIOTh Y BOJAHOMY PO3YHHI MPH
¢izionoriunomy piBHi pH. OOHABa KOMIIOHEHTHM IIBHAKO Ta J00pe abcopOyroThes TpU
nepopaibHOMY TpuioMi. BiOoAOCTYIHICTh aMOKCHIIWIIIHY Ta KJIABYJAQHOBOi KHCIIOTH CTAHOBHUTh
npubimzno 70 % npu nepopangbHOMy npuiioMi. [Ipodinai 060X KOMIIOHEHTIB y IIa3Mi IICHTUYHI, a
Yac JOCATHEHHS MaKCHUMaJIbHOI KOHIEHTpaIlii B Tu1a3Mi (Tmax) 7151 KO)KHOTO KOMIIOHEHTA CTAHOBUTH
npUOJIM3HO O/IHY TOJTUHY.

Cepenni ¢apMakOKiHETHYHI TTapameTpu AyrMeHTHHY ES npu 3acTocyBaHHI )i JTIKyBaHHS JTEH y
11031 45 Mr/3,2 Mr/Kr Macu Tijla KOxHi 12 TouH HaBeeH1 y TabJuIIi:

[Mpenapar Cmax Tmax AUCo-) T
(MKr/MIT) (ron) (MKr.ro/MI1) (ron)
AyrmeHTuH ES AMOKCUILIWIIIH
Jo3za: 45 mr/kr macu Tina amokcunuiiny | 15,7 2,0 59,8 14
ta 3,2 MI/KI MacM Tijla KJIaBYJaHOBOI | + 7.7 (1,0-4,0) | £20,0 +0,35
KHCJIOTH KOXHI 12 roauH KJIABYJIaHOBA KHCJIOTA
1,7 1,1 4,0 1,1
+0,9 (1,0-4,0) |£19 + 0,29

*CepenHe (Iianma3oH)

KoHuenTpanii aMOKCHIMIIIHY Ta KIaBYJAHOBOI KHCIOTH y CHPOBATIl, LIO JOCSATAIOTHCS MpHU
OpUiioMi  aMOKCHUIMIIHY/ KIJIaBYJIaHOBOI KHCJIOTH, I1JEHTHYHI THUM, IO JOCATAIOThCS MpH
NEepOpATbHOMY MPUIOMi €KBIBAJIEHTHHX /103 aMOKCHUITIIIIHY 200 KJIaBYJIaHOBOI KUCIIOTH OKPEMO.
Posnooin. bnuzpko 25 % 3aranbHOro o0cAry KiaByJlaHOBOT KMCIOTH y mia3mi Ta 18 % 3araiabHOro
AMOKCHIIWITIHY B IJ1a3Mi 3B’ SI3yIOThCA 3 OlUIKaMu. YABHUN 00’ €M po3MOIiTy CTaHOBUTH OJu3bK0 0,3—
0,4 n/kr mig amokcuiiny 1 61au3bko 0,2 /KT AJ1s KJIaByJIaHOBOI KHUCIOTH.

[Ticnss BHYTpINIHBOBEHHOTO BBEICHHS AMOKCHIIMJIIH 1 KJIaByJaHOBAa KHCJIOTa Oylid BHSBICHI B
KOBYHOMY MIXypi, OUYEpEBUHI, ILIKIpi, *HUPOBIM TKaHUHI, M’SI30Biii TKAaHUHI, CHHOBIaNbHIA Ta
NEepPUTOHEANIbHIA PIUHI, *OBUl 1 THOI. AMOKCHULIMJIIH HE PO3MOAUISETHCS JOCTATHHOIO MIPOIO B
CIIMHHOMO3KOBIH piAHHI.

JlocmikeHHsT Ha TBapWHAX HE BHSBHIIM JKOJHHX JIOKAa3iB 3HAYHOI 3aTPUMKH PEUYOBHH, TMOXITHHUX
Oyab-KOro KOMIIOHEHTa IIpernapary, y TKaHHHAX OpraHiaMy. AMOKCHUIWIIH, SIK 1 OLIbLIICTH
NEeHIWIIHIB, MOke OyTH BUSBIEHUH y TpyAaHoMYy MoJjoui. He3HauHa KiIbKICTh KJIaBYJaHOBOI
KHCJIOTH TaKOXX MO)Ke OyTH BUSIBJIEHA B I'pyJHOMY MOJOLI (AMB. pO31il «3aCTOCYBaHHS y HEpPioj
BariTHOCTi a00 TOyBaHHS TPYIIO»).

Byno BusiBIeHO, M0 $SK aMOKCHULMIIH, TakK 1 KJIaByJaHOBa KHUCJIOTAa TPOHUKAIOTh Kpi3b
UTatieHTapHui 6ap’ep (AMB. PO3/iT «3aCTOCYBaHHS Y MEPio]] BAriTHOCTI a00 TOyBaHHS IPYJITIO).
biompancgopmayia. AMOKCULIMIIH YaCTKOBO BHMBOAMTHCSA 13 CEUEI0 Y BHIIAAI HEAKTHUBHOI
MIEHIITMIOBOT KHCIIOTH B KUIBKOCTAX, ekBiBaieHTHUX 10-25 % mouatkoBoi mo3u. KiaBymaHoBa
KHACJIOTa 3HAYHOIO MIipoI0 MeTaloJi3yeTbCs B OpraHi3Mi JIIOJMHHM 1 BUBOJUTHCA 13 cedero 1
dexanisiMu Ta y BUTJISI IBOOKUCY BYTJIEIIO 3 MTOBITPSIM, 1110 BUJIUXA€ETHCA.

Bugeoenns. OCHOBHUM LUIIXOM BHBEJICHHS aMOKCUIIWIIIHY € HUPKHU, TOJII SK KJaByJaHOBA KHCIOTa
BHUBOJIUTHCS SIK HUPKAMHU, TaK 1 MUISIXOM JI1i TO3aHUPKOBHX MEXaHI3MiB.

VY 3710poBUX JTOOPOBOJBIIB CepelHiil Tepio]l HamiBBUBEIEHHS aMOKCHIMIIIHY/ KJIaBYJIaHOBOI
KHUCJIOTU CTAaHOBHUTH MNPHUOJIU3HO OJIHY TOJWHY, a CEpeIHINd 3araJbHUN KIIpeHC — MPHOIU3HO
25 n/ron. PisHOMAaHITHI DOCHIIKEHHS MOKA3alH, 110 BHAIJIECHHS 13 ceuero cTaHoBUTH 50-85 % mis
amokcurmniny ta 27-60 % Juid KIaByJIAaHOBOI KHCIOTH TPOTATOM 24-TOJMHHOTO TEpiojay.
Haiibinpima KidbKICTh KJIaBYJIAHOBOI KHMCJIOTH BHMBOAMTHCS MPOTATOM MEPIIUX 2 TOJUH ICHA
IpUHOMYy.
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OpHouacHe 3acTOCYBaHHS NMPOOCHEUUAY CIOBIIBHIOE BUBEJCHHS aMOKCHULIWIIIHY, ajleé HE 3aTpUMY€
HUPKOBOI EKCKpellii KJIaBYJIaHOBOI KHUCIOTH (AMB. po3aun «B3aemomis 3 1HIIMMH JIIKapChKUMHU
3aco0aMH Ta 1HIII BHINA B3a€EMOJIH»).

THopywenns ¢ynkyii Hupox. 3aralbHUH CHPOBATKOBHH KIIIPEHC aMOKCHIMIIHY/ KJIaBYJIaHOBOI
KHACJIOTH TIPOTIOPILIAHO 3MEHUIYEThCS 31 3HMKEHHSM HUPKOBOI (QYyHKIi. 3HIKEHHS KIipeHCY
npenapary OLTbII BUpaKEHE ISl aMOKCHIIMITIHY, HIXK JIJIs1 KJITaBYJIAaHOBO1 KMCJIOTH, OCKLIBKY OlTbIa
YacTKa aMOKCHUIIWJIIHY BHUBOJUTHCS HHUpKaMu. [Ipy HHUPKOBIN HEJOCTAaTHOCTI JO3YBaHHS Mae
3armo0iraTd HaaMIpHIA KyMyJsiii aMOKCHIIMJIIHY, Y TOW >ke€ 4ac 30epiraloud JOCTaTHI piBHI
KJIaBYJIAHOBOI KUCIIOTH (MB. po3.ii «Crocib 3acTOCYBaHHs Ta J031»).

THopywennsa ¢hynkyii neuinku. IlanieHTaM 3 NEYIHKOBOIO HEJJOCTATHICTIO PEKOMEHIy€ThCSI 00epeKHe
3aCTOCYBaHHS 1 pEryJIIpHUN KOHTPOJIb (DYHKIIIT TICUIHKH.

KuiniuHi XxapakTepucTHKH.

Iloka3zanns.

Indeknii y mitelr BikoM Bijg 3 MicsIliB, Maca Tina sSkuxX He mnepeBuirye 40 Kr, cpuudHEHi abo
IMOBIPHO CHIPUYMHEHI NCHIIMITHPE3UCTEHTHUMH IiTamMamMu Streptococcus pneumoniae, Taxi sk:

- TOCTPUIM CepeHIN OTHT;

- HETOCITTabHa THEBMOHIS.

[Ipyn mpu3HaueHHiI aHTHOAKTEpialbHUX MpEnapariB CiiJl KepyBaTUCSA MpaBUIAMH iX HaJEKHOTO
3aCTOCYBAHHS.

Ilpomunoxazanns.

[TinBumieHa 4yTIMUBICTh 10 OYyIb-sIKUX KOMIIOHEHTIB Mpemnapary, A0 OyAb-iKHX aHTHOAKTepiallbHUX
3ac00iB TPYyNH MEHIUTIHY.

HasiBHiICTP B aHaMHE31 TSKKUX peakiiid rinepuyyTauBOCTi (B T.4. aHadinakcii), moB’s3aHuX 13
3aCTOCYBaHHAM IHIIMX OeTa-JIaKTaMHHUX areHTiB (y T.4. nedanocnopuHiB, KapOameHemiB abo
MOHOOAaKTaMiB).

HasBHicTh B aHamHe3l >KOBTSHULI a00 JIUCOYHKIIT MEYiHKH, IMOB’A3aHMX 13 3aCTOCYBaHHSIM
AMOKCHIIIITIHY/ KJIaBYJIaHOBOI KHCIIOTH.

B3aemodia 3 inwuumu nikapcoKumu 3acovamu ma iHuwii 6u0u 63a€Mo0ill.

Anmukoazynsainmu 015 nepopaIbHO20 3ACMOCYBAHHS

AHTHKOAryJISIHTU JUISl IEpOPAIbHOTO 3aCTOCYBAaHHS Ta aHTHOIOTUKM MEHIIMUIIHOBOTO Py IIHUPOKO
BUKOPUCTOBYIOTHCSI Ha TPAKTHUIIl O€3 MOBIIOMJIEHH MPO B3aemojiro. OJHAaK OMUCAHO BHITAJIKU
3011bIIEHHS] MI)KHApOIHOTO KoedillieHTa HopMaizallii y MalieHTiB, sKi TpuiMalIn aleHOKyMapoi
abo BapgapuH Ta sKUM OyB NpHU3HAUEHUN KypcC JIIKYBaHHS aMOKCHULMIIHOM. SIKIO HEOOXiTHHM
OJTHOYACHUHN NPHIOM TaKuX HpenapaTiB, CIiJl pEeTeIbHO KOHTPOJIOBATU MPOTPOMOIHOBHM 1HAEKC,
ab0 MDKHapoAHMN Koe(illleHT HopMami3alii, Npu JoJaBaHHI ab0 NPUINHMHEHHI MNpUHOMY
amokcuumiiny. Kpim Toro, Moxe OyTH MOTpiOHa KOpEKLis JJ03M AaHTUKOATYJSHTIB JUIs
MepopaIbHOTO 3acTOCyBaHHS (AUB. po3niau «Oco0auBOCTI 3acTocyBaHHsM» Ta «[10614HI peakiii).
Memompexcam

[TeninwniH MOXXYTh 3HIDKYBAaTH BUBEICHHS METOTPEKCATY, IO BUKJIWKAE MOTCHITIHE 301IbIIICHHS
TOKCHYHOCTI.

IIpobeneyuo

OnHouacHe 3aCTOCYBaHHS NpOOEHEeUUIy HE peKOMEHIyeThcs. lIpoOeHenn]; 3MEeHIIye HHPKOBY
KaHaJbIEBY CEKpeLi0 aMOKCHLMIiHY. OJHOYacCHE 3aCTOCYBaHHS MPOOECHE Ny MOKe MPU3BECTHU 10
301IbIIEHHS PIBHS Ta TPUBAJIOCTI 3HAXO/KEHHS aMOKCHULIMIIHY (aje He KJIaByJaHOBOI KHCIIOTH) Y
KpOBI.

Mikogenonamy moghemun

VY XBopuX, sKi JIKYIOTbCS MiKOGEHOIATy MOPETUIIOM, MIC/I MOYaTKy 3aCTOCYBAaHHS MEPOPATHLHOTO
AMOKCHUIIMIIIHY 3 KJIaBYJIAHOBOIO KHCIIOTOIO MOX€ 3MEHIIMTUCH MPEI030Ba KOHIIEHTPALlisl aKTUBHOT'O
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MeTaboITy — MiKO()EHOJI0BOT KHCIOTH — npuOim3Ho Ha 50 %. L1 3MiHa mpeso30BOro piBHS MOXKeE
HE TOBHICTIO BIAMOBIZATH 3MiHI 3arajbHOi €KCIO3HIli MIKO(EHOIO0BOT KUCJIOTH. TakuM UYHWHOM,
3MiHa J103yBaHHs MikogeHoaaty ModeTwily 3a3BHyail He MOTpiOHA, SKIIO HEMae KIIHIYHOTO
HiATBEpKeHHS AUCYHKIIT TpaHcianTaTa. OJHAK peTeNbHE CIIOCTEPEKEHHS HEOOXiTHE MTPOTATOM
OJTHOYACHOTO 3aCTOCYBaHHS Ta BIPOJIOBXK AESIKOT0 Yacy Miciis aHTUO10TUKOTEpaITii.

Ocoobnueocmi 3acmocy8amnnsi.

Ilepen mouaTtkoMm Teparii aMOKCHUIIMJIIHOM/ KJIaBYJIAHOBOIO KHCIOTOKO CHiJ pPETeNbHO 3i0patu
iH(pOpMAIIiI0 1010 MOMEPEIHIX PEeaKIii MiJBUIICHOT YyTIIMBOCTI HA MEHINUIIHY, 1e(allOCTIOPUHA
a0o iHm OeTta-yiakTamMHi penapatu (auB. po3aimm «IIporunokazanus» ta «[lo6iuHi peakiii»).
[ToBimoMIIsIIOCS TIPO CEepiO3HI Ta B OKpEMUX BUMAAKAX JICTAIBbHI PEaKIil MiJBUIICHOI YyTIUBOCTI
(Bxurouaroun aHaUIaKTHYHI peakiii Ta TOKKI IMIKipHI MOOIYHI peakiii) y Nali€eHTiB, sKi
OTPUMYBAJIM JIIKyBaHHS meHiruiiHoM. Taki peakmii OinbIn BIpOTiAHI y XBOPHX 3 MiJABHUIICHOIO
YYTIWBICTIO JI0 TEHIIMWJIIHY B aHAMHE31 Ta MAIll€HTIB 3 aTONIYHUMHU 3aXBOprOBaHHAMH. [Ipu mossi
QNIEPrivyHOl peakiii CIiJ TPUNHUHUTH 3aCTOCYBaHHS AMOKCHIMIiIHY/ KJIaByJaHOBOI KHCIIOTH Ta
pO3MOYaTH BIANOBIIHY albTepHATUBHY TEPAIIiio.

VY pa3i gKmo A0oBeneHOo, MO 1H(EKIis BUKIMKaHAa MIKpOOPraHi3MOM(-aMHu), 4yTIUBUM(-UMH) IO
AMOKCHIIWIIHY, CJiJ PO3TJSHYTH TNeEpexifi Bil aMOKCHIIMIIHY/ KJIaBYJaHOBOI KHCJIOTH [0
AMOKCHIIWITIHY BiJITOBIIHO JI0 3arajlbHONMPUHHSATHX HACTAHOB.

Y mnamieHTiB 3 HOpyumeHHSAM (yHKUIIT HUPOK Ta y NAI[€HTIB, SKI NPUHMAIOTh BHCOKI J03U
npenapary, MOXKIJIMBE BAHUKHEHHS CyZoM (IuB. «I100iuHi peakiii»).

Crnin yHMKaTH 3aCTOCYBAaHHS aMOKCULIMIIIHY/ KJIaBYJIAaHOBOT KMCJIOTH IPU Mi03p1l HA 1H(EKUIHHUHA
MOHOHYKJIC03, OCKIJIBKH B I[bOMY BHUIAJIKY 13 3aCTOCYBaHHSM AaMOKCHUIMIIIHY OyJOo IOB’s3aHe
BUHUKHEHHS KOPOMOAIOHOr0 BUCUIIAHHS.

OpHOYacHWI TPHUIOM AJIOIYPHUHOIY IiJ Yac JIKyBaHHS aMOKCHUIIMJIIHOM MiJABHILYE WMOBIPHICTH
BUHUKHEHHS aJepriuHUX peakiiid 3 00Ky HIKipH.

TpuBane 3acTocyBaHHS B OKPEMHX BHITaJKaX MOXKE IMPHU3BECTH 10 HAIMIPHOTO PO3MHOKEHHS
MIKpPOOPraHi3MiB, HEUYTIUBHUX J0 Mpernapary.

BuHuKHEHHS Ha TMOdYaTKy JIIKyBaHHS TapsyKOBOi T'eHEpalli30BaHOI €pUTEeMH, TIIOB’S3aHOI 3
YTBOPEHHSM MYCTYyJ, MOXe OyTH CHUMITOMOM TOCTPOTO TI'€HEepayli30BaHOIO €K3aHTEMAaTO3HOTO
nyctynbo3y (I'TEIl) (auB. posmin «IloGiuni peakiii»). Taka peakiiisi BUMara€ HPUITHHEHHS
3aCTOCYBaHHS AYTMEHTHHY Ta € IPOTUIIOKa3aHHIM ISl OJAbIIOr0 3aCTOCYBAaHHS AMOKCUIIMIIIHY.
Crnig 3 00epexHICTIO 3aCTOCOBYBATH aMOKCHUIWIIIH/KJIaBYJIaHOBY KHCJIOTY Malll€eHTaM 3 O3HAaKaMH
nopyiieHHs: QyHKIIIT nediHku (auB. po3ainu «Crnocid 3acTocyBaHHS Ta 103u», «[IpoTunokazanusy,
«ITo0iuHi peaxiii»).

[ToBiomisiocst MO yCKJIaJAHEHHs 3 OOKYy MEeUYiHKU MEepeBaKHO y YOJIOBIKIB Ta MAIIEHTIB JITHHOTO
BIKY, Ha TJI1 TpuBajoro JikyBaHHs. [Ipo Taki yckiagHeHHS y AiTeH MOBIIOMIISLIOCS Ty’Ke€ PiIKo. Y
BCIX TpyIl MAIli€EHTIB CUMIITOMH, SIK MPaBWJIO, BUHUKAIOTH il yac abo 3roJioM Micis JIIKyBaHHS,
IpOTE B OKPEMMX BHIIaJKaX MOXYTh BHUSBJISATHCS JIMIIE Yepe3 KiIbKa THXKHIB IICIs 3aKIHYEHHS
nikyBaHHA. Taki sBUIIA, SIK IPaBUIIO, € OOOPOTHUMHM. Y CKIIQJHEHHS 3 OOKY MEYiHKH MOXKYTh OyTH
TSOKKUMH, Y BHHATKOBO ITOOJMHOKUX BHITAJKaX — JIETATLHAUMH. TaKi sIBUIIA 3aBXKIU CIIOCTEPITaIrcs
y TAIi€HTIB 3 TSHKKMM OCHOBHUM 3aXBOPIOBAaHHSM a00 y THUX, XTO OJHOYACHO MpUIMaB IpenapaTH,
3aCTOCYBaHHS SIKUX, SIK BIJOMO, MOK€ MPHU3BECTU O YCKIAJAHEHb 3 OOKY IMEYIHKU (IUB. PO3.LI
«ITobiyHi peakii»).

[Ipu 3acTocyBaHHI Maifke BCiX aHTHOAKTeplaJibHUX IMpenapariB, BKIOYAIOYM aMOKCHUIIMIIIH,
MOBIJIOMJISIIOCS. TIPO aHTHOI0TUKOACOIIHOBAHUI KOJIT, CTYMiHb TSXKKOCTI SIKOTO MOYE BapilOBaTH
Bl JIETKOTO 10 HeOe3nmeyHoro st KUTTS (auB. po3ain «[loGiuni peakmii»). Tomy BakiauBO
BpaxoBYBaTH Il MiarHO3 Ui MAIIEHTIB 3 HASBHOIO Jiapecro MiJ yac abo micis mpuiioMy Oy.b-
AKX aHTHO10THKIB. [Ipy mosiBI aHTHMOIOTMKOACOIIHOBAHOTO KOJITY CHiJi HEralHO MPUIIMHUTH
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3aCTOCYBaHHA AYTrMEHTHHY, 3BEpHYTUCS 1O MEAWYHY JOMOMOTY 1 pO3MOYaTd BiJNOBiTHE
JKyBaHHA. 3aCTOCYBaHHS MPOTUTIEPUCTAIBTHYHUX TPENapaTiB y TAKOMY pa3i MPOTUTIOKa3aHe.

[Tpu TpuBaiii Tepamnii peKOMEHAYEThCS EPIOANYHA OLliHKA (PYHKIIIH cUCcTEeM OpraHiB, y TOMY YHCII
GyHKIIT HUPOK, MTEYiHKK Ta KPOBOTBOPEHHSI.

VY namieHTiB, SAKi OpUAMald aMOKCHUIWIIH/ KJIABYJAHOBY KHCIOTY, B TOOJWHOKHX BHUIAJKaX
MOBIIOMJISUTOCST TIPO  TIOJIOBXKEHHSI TPOTPOMOIHOBOTO iHzAEKcy. [Ipu omHOYacHOMY MpH3HAYCHHI
AQHTUKOATYJISIHTIB CJiJ 3/A1MCHIOBATH BIAMOBITHUA KOHTpONb. J[ns minTpumku OakaHOTO piBHSA
AHTUKOATyJIAMil MOKe OyTH TOTpiOHAa KOPEKIisl M03M aHTUKOATYJISHTIB JJIi TEepopaIbHOTO
3acTocyBaHHA (ouB. po3aiumm «B3aemomis 3 IHIIMMH JIIKAPCBKUMHU 3aco0amMu Ta 1HII BUIA
B3aeMoii» Ta «I1o6iuHi peakuii»).

VY mamieHTiB 31 3HWKEHUM J1ype30M JOyXe PIIKO CrocTepirajiacs KpUCTaIypis, MEPeBAXKHO MPHU
napeHTepanpHiii Tepamii. Iligx wyac npuiioMy BHCOKHMX 103 aMOKCHIIWJIIHY CIiJl HiATPUMYBaTH
JIOCTaTHE CIIOKUBAHHS PITUHH Ta JIiype3 3 METOK 3HW)KECHHS HMOBIPHOCTI KpUCTAIYpii, OB’ s13aHOT
3 MPUHOMOM aMOKCHUIIWIIHY. Y TMAIli€HTIB 3 KaTETEPHU3AIEI0 CEYOBOTO MiXypa CHiJ PerylspHO
MepeBIPATH MPOXITHICTh KaTeTepiB (IuB. po3ain «IlepenozyBaHHs ).

[Tin wac niKyBaHHS AMOKCHUIIMJIIHOM CIIiJlT 3aCTOCOBYBaTH ()EPMEHTATHBHI METOIU BH3HAYCHHS
TJIFOKOOKCHJIa3U TPH JOCHIDKEHHI Ha HAasBHICTh TIIOKO3M B Ceul, OCKUIBKM MpPU 3aCTOCYBaHHI
He(EepMEHTATUBHUX METO/IIB € BIPOTiTHICTh OTPUMAHHS XHOHONIO3UTUBHUX PE3YJIbTaTIB.

HasiBHICTD KJIaBYJIaHOBOT KHCIIOTH y TMpernapari AyrMEHTHH MOXE IMPU3BECTH 10 HecnenudigHoro
3B’s3yBaHHsa IgG 1 anpOymiHy Ha MeMOpaHaX EpUTPOLUTIB, IO MOXE TPU3BECTH JIO
XHMOHOMO3UTHBHUX pe3ynbpTaTiB mpodu Kymoca.

[ToBimomisIocst PO MO3UTUBHI pe3yIbTaT (PEPMEHTHOTO IMyHOaHaNi3y 3 BUKopuctanusm Platelia
Aspergillus BupooOnunrsa Bio-Rad Laboratories y mnami€eHTiB, sKi HOpUiAMaTd aMOKCHIIUIIH/
KJIaBYJIAHOBY KHUCIOTY Ta y SIKAX 3roJioM Oyia Bu3HaHa BincyTtHicTs iHgekiii Aspergillus.
[MoBigomiIsIoCs PO TMEpPEeXpecHi peakinii 3 mosicaxapuaamu Ta nomidypanozamu non-Aspergillus
IpU TPOBEACHHI (ePMEHTHOTO iMyHOaHanizy 3 Bukopucranusm Platelia Aspergillus BupoGHuITBa
Bio-Rad Laboratories. Tomy mO3UTHBHI pe3yJbTaTH aHAII3iB y MAIi€HTIB, SAKi OTPUMYIOTh
JTIKYBaHHS aMOKCHIIMJIIHOM/KJIaBYJIAaHOBOIO KHCJIOTOIO, CIIIJl IHTEPIPETYBATH 3 OOEPEKHICTIO 1
HiATBEP/KYBATH 1HIIMMHU J1arHOCTUYHUMH METOJIaMH.

Cycnensis Ayrmentun ES wictute acmapramy (E 951) 2,72 wr/mi, sKuii € Kepernom
deninanaHiny, TOMy npenapar ciiij pu3HayaTy 3 00epexHICTIO NallieHTaM 3 (PeHIIKETOHYPIE0.
Jlikapcbkuit 3aci6 MICTUTh MallbTOACKCTpHUH (TIOK03y). He 3acTocoByBaTH mpemnapar maiieHTam 3
PIAKICHUM CHHIPOMOM MajibabcopO1ii IIFOKO3U-TaTaKTO3H.

3acmocysannus y nepiod eazimnocmi abo 200y6ants epyoor.

BaritHicte. JlocmiykeHHs HAa TBapUHAX HE BKa3ylOTh Ha MpAMUN ab0 onocepeIKOBaHUN IIK1ITUBUN
BIUIMB Ha Mepedir BariTHOCTI, PO3BUTOK eMOpIOHA/MIoA, MONIOrU abo MOCTHATaIbHUNA PO3BUTOK.
OOMmesxeH1 JaHl I0J0 3aCTOCYBaHHS aMOKCHUIMIIIHY/ KJIaBYJIaHOBOI KHUCJIOTH IIiJ Yac BariTHOCTI Y
JIOIMHU HE BKa3ylOTh Ha MiJBUIIEHUN PU3MK BUHUKHEHHS BPOJUKEHUX BaJ| PO3BUTKY. Y €IUHOMY
JOCHIPKEHHI y OKIHOK 3 TIepeJuyacHUM pPO3pUBOM OOOJOHOK IUIOAA MOBILAOMIISIIOCS, IO
npodiIakTUYHE JIIKYBaHHS aMOKCHIMJIIHOM/ KJIaBYJIaHOBOIO KHCIIOTOIO MOXKe OyTH IOB’si3aHe 3
MiIBUIIEHUM PH3UKOM PO3BHTKY HEKPOTHYHOTO €HTEPOKOJNITY Y HOBOHAapo/UKeHUX. CIij yHHKaTH
3aCTOCYBaHHS Ipernapary IijJ 4yac BariTHOCTI, 32 BUHSATKOM BHIIAJIKiB, KOJIM JKap BBaXkae 1€
HEOOX1THUM.

[epion rogyBanHs rpyaao. O6HMIBa aKTUBHI KOMIIOHEHTH IpernapaTry €KCKpPEeTYIOThCs y TpyIHe
MOJIOKO (HeMae iH(OopMaIlli CTOCOBHO BIUIMBY KJIaBYJIAHOBOT KUCIIOTH HA HEMOBIIA, SIKE 3HAXOAUTHCS
Ha TPYJHOMY BHUTOJOBYBaHH1). BIJMOBITHO y HEMOBIATH, $KE€ 3HAXOJIUTHCS Ha TPYIHOMY
BUTOJIOBYBAaHHI, MOXJIMBa IMo0siBa Jiapei Ta rpuOKoBOi 1H(EKii CIU30BUX OOOJIOHOK, TOMY
TOJyBaHHS TPYJUIIO CiiJ NpUNUHUTU. CHif B3ATH A0 yBaru MOKJIMBICTh BUHUKHEHHS aJlepridHUX
peaxiiii. AMOKCHUIIMIIIH/ KJIaBYJIaHOBY KHUCJIOTY y MepioJ rolyBaHHS IPYAJII0 MOXKHA 3aCTOCOBYBAaTH
JIMILIE TOJI, KOJIM, Ha IYMKY JIiKaps, KOPUCTh BiJl 3aCTOCYBaHHA OyJie epeBaxaTu pU3HK.
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30amuicmv enausamu Ha WEUOKICMb peaxyii npu Kepy8awHi A8MOMPAHCNOPMOM abo THWUMU
MexauizMamu.

JocmipkeHHs 100 3JaTHOCTI TMperapaTy BIUIMBAaTH Ha IIBHAKICTh peakiii NMpu KepyBaHHI
ABTOTPAHCIIOPTOM 1 poOOTI 3 IHIMUMH MEXaHI3MaMH HE MPOBOIWINCH. [IpoTe MOKITNBE BHHUKHEHHS
HeOaxxaHux edekTiB (Takux SAK ajJepriuHi peakilii, 3arraMOpOUYCHHS, CYJIOMH), III0 MOKYTh BILUTUBATH
Ha 3/IaTHICTb KEPYBaTH aBTOMOO1JIEM 1 MpaIOBaTH 3 IHIIMMHU MEXaHi3MaMH.

Cnocio 3acmocysanns ma 003u.

Jlo3yBaHHS BHpakeHE B IepepaxyHKy Ha BMICT aMOKCHUIIWIIHY/ KJIaByJaHOBOI KHCIIOTH, 3a

BUHATKOM BHUIAJKIB, KOJIU JJO3YBaHHS BUPAXEHE B NIEpepaxyHKy Ha OKPEMUN KOMIIOHEHT.

[Tpu BuOOPI 103yBaHHS AYTMEHTUHY JUIS JTIKYBaHHS OKpeMOi 1H(EKIIii i1 BpaXxOByBaTH:

- BiporiiHi 30yJHMKHA 3aXBOPIOBAaHHSA Ta iX IMOBIPHY YyTJIHMBICTh 10 aHTHOAKTEplaIbHUX
npemnapariB (IuB. po3aia «OcoOIMBOCTI 3aCTOCYBAHHS );

- CTYyHiHb TSDKKOCTI Ta JIOKai3aIliro 1HGEeKIIil;

- BiK, Macy Tijia i HUPKOBY (DYHKIIIIO MAIli€HTA, SIK BKA3aHO HIDKYE.

Kypc nikyBaHHS He MOBUHEH mepeBuinyBaTd 14 nHiB 06e3 Horo mneperyisiny (AMB. PO3ILT

«Oco0JIMBOCTI 3aCTOCYBaHHSD CTOCOBHO TPUBAJIOL TEpaITii).

Jopocni Ta ity 3 Macoro Tina > 40 kr

JlocBix 3acTocyBaHHS AYyTrMEHTHHY, CYCIIEH31i, TOPOCITUM Ta IITSIM 3 Macoro Tijia > 40 Kr BiJCYTHIH,

TOMY PEKOMEHJAIlii CTOCOBHO JO3YBaHHSI JIJIsl LIUX TPYII NAI[I€HTIB BiACYTHI.

JliT BikoM Bix 3 MicsiiB 3 Macoro Tina < 40 xr

PexomennoBana no3a AyrMeHTuHY, cycnensii, ckiagae 90/6,4 Mr/kr macu Tina/mody, po3nojaiieHa

Ha 2 IPUIHOMHU.

AyrmenTtrH ES MicTUTB iHIITY KiUTBKICTh KJIABYJIaHOBOT KUCIOTH (y GOpMi KamieBoi coJi), HiXK Oyab-

sKa iHma ¢opma cycrnensii AyrMmeHTHHY. AyrMeHTHH ES mictuts 42,9 Mr kiaByaHOBOi KHCIOTH

Ha 5 MJ cycneHsii, Toal K cycnensiss AyrmeHtuny 200 Mr/5 mu mictuth 28,5 Mr KjiaByJaHOBOI

KHCJIOTH Ha 5 MJI, a cycrnien3sist 400 mr/5 M MICTUTh 57 Mr KJIaBYJIaHOBOI KUCJIOTH Ha 5 Mi. Tomy

AyrmenTuH ES He Moxke OyTH 3aMiHEHUH KOTHOK 1HIIOK POPMOIO CycrieH31i AyrMeHTHHY.

THopywenns ¢ynxyii nupox. Tlamientam 3 xiipeacoMm kpeatudiny (CrCl) O6utpmr Hixk 30 mur/xB

KOpEKIisl 1031 He MOTpiOHa.

[TamienTam 3 KiipeHcOM KpeaTuHiHy MeHm HDK 30 Mi/xB naHa ¢opma AyrMEHTHHY He

PEKOMEHYEThCS IS 3aCTOCYBAHHS, OCKUIBKM HEMa€e PEeKOMEHIAIlil 11010 KOpeKLii J03H.

THopywenns ¢ynxyii neuinku. PexoMmeHayeTbest 00€pexHe 3aCTOCYBaHHS 3 PETYJISIPHUM KOHTPOJIEM

¢yHkuii nedinku (auB. po3aiu «IIpotunokazanus» Ta «OcoOIMBOCTI 3aCTOCYBAHHS»).

Crocib 3acTocyBaHHs

AyrmenTuH ES npusHaueHuii 11 nepopagbHOro 3aCTOCYBaHHS.

[Ipenapar Cxix npuiiMaty miA 49ac iau, o0 3BECTH JO MIHIMYyMY MOTEHLIHHY HUTYHKOBO-KHILIKOBY

HENEPEHOCHMICTb.

Inecmpykyis 0113 npueomyeanus cycnensii.

[lepen 3acTocyBaHHSM NEpeBIPUTH WUTICHICTH IUIOMOM Ha Kpuml. CTpycuTd ¢iakoH, 1mo0

pPO3pUXJIUTH TOopooK. Jlogatu HeoOX1AHY KUIBKICTh BOJM (K BKa3aHO HUXKYE), IEPEBEPHYTH Ta

perenbHO 300BTaTH. [HIINI crociO: 3aMOBHUTH (hIAKOH BOJOKO TPOXU HIMKYE BIIMITKH Ha €THKETII,

MEPEBEPHYTH 1 PETENbHO 300BTATH, MOTIM 3alIOBHUTH (PJIAKOH BOJOIO J0 BIIMITKH, IEPEBEPHYTH 1

3HOBY pPeTeIbHO 300BTATH.

Jlo3yBaHHs O0’eM BOIH, SIKUH HEOOX1THO KinneBwuii 06’eM po3uynHEHOT
JI0JIaBaTH JJIsl PO3YMHEHHS (MJI ) OpaJIbHOI CyCTIeH311 (M)
600 mr/42,9 mr/5 mn 90 100

[Tepen kOXkHUM 3aCTOCYBaHHSM (DJIAKOH CII1J] peTeTHLHO 300BTYBATH.

Jimu.



[Tpenapat y ¢opmi cycrnieHsii npu3HayaTH JiTSM BIKOM BiJ] 3 Mics1IiB, Maca Tijla SKUX HE IEPEBUIIYE
40 xr. [ditsam 3 macoro Tina Oibine 40 Kr mpu3HavyaTH Mpernapar B IHIIINH JiKapchKii hopmi.

Ilepeoo3ysanns.

Cumnromu

MOXyTh CHOCTEpIraTUCsl CUMIITOMH, XapaKTEpHI Ui PO3JIaAy IUTYHKOBO-KHIIIKOBOTO TPaKTy Ta
NopylIeHHs OanaHCcy piguHM Ta enekTponitiB. Crocrepiramacs KpUCTalypis, MOB’sA3aHa 3
NpUAOMOM aMOKCHIIWIIIHY, IO B OKPEMHX BHIIQJKaX TPU3BOAWIO O PO3BUTKY HHUPKOBOL
HEJ0CTaTHOCTI (AuB. po3aiT «OCOOIMBOCTI 3aCTOCYBAHHS ).

VY naimieHTiB 3 MOpyIIEHHSAM (QYHKLII HUPOK Ta y TMaIli€HTIB, AKi NPUHAMAIOTh BUCOKI JI03H
npernapary, MOXIJIMBE BAHUKHEHHS CYIOM.

[ToBimOMIISIIOCS TIPO OCiIaHHS AMOKCHUIIMJIIHY Yy KaTeTepax CEYOBOTO MiXypa, MEePEeBa)KHO MICIIs
BHYTPIIITHPOBEHHOTO BBEJICHHS Y BHCOKHX J103ax. CIi peryiaspHO IepeBIpATH MPOXIiTHICTh
KareTepiB (TuB. po3ain «OCOOIMBOCTI 3aCTOCYBAHHSD» ).

JlikyBaHHs

[TopymeHnHst 3 60Ky HITYHKOBO-KHIIIKOBOTO TPAaKTy MOYKHA JIIKYBaTH CHMIITOMAaTHYHO, 3BEPTAIOYU
yBary Ha OajaHc piAMHU/€IEKTPOTITIB.

AMOKCHIIWTIH/ KJIaBYJJAaHOBA KHUCIIOTa MOXYTh OyTH BHIAJeHI 3 KpPOBOTOKY 3a JIOTIOMOTOIO
reMojianisy.

Hoo6iuni peakuii.

Haii6inpm 9acTo MOBIAOMIISUIOCS TIPO Taki MOOIYHI peakiii Ha mpemnapar, sK aiapes, HyJI0Ta Ta
OJIrOBaHHS.

[lepenik HeOakaHWX peaklid Ha TpenapaT, BiAOMHUX 3 KIIHIYHHX JOCTIKEHb AYTMEHTHHY 1
HOCTPEECTPAIIIHHOTO HAMIAAY Ta KiIacu(pikOBaHUX 3a CHCTeMHO-opraHHuM kiacom MedDRA,
3a3HAYCHO HIDKYE.

3acTOCOBYETHCS Taka Kiacuikallisi 4acTOTH BUHUKHEHHS MOOTYHUX €(PEeKTiB:

ay»xe gacto > 1/10;

ygacro > 1/100 Ta < 1/10;

Heuacto = 1/1000 ta < 1/100;

pinko > 1/10000 Ta < 1/1000;

ayxe piako < 1/10000;

HEBIJIOMO (YaCTOTYy HEMOXJIUBO OLIIHUTHU 3 HAsBHUX JIaHUX ).

Inghexyii ma ineasii.

YacTo: KaHAM103 IIKIPHU Ta CIAM30BUX 0OOIOHOK.

Hesinomo: HaaMipHE pO3MHOKEHHSI MIKPOOPTraHi3MiB, HEUYTJIMBUX /10 Tpenapary.

Po3znaou 3 6boky kposomeopnoi ma nimgpamuuroi cucmemu.

Pinko: o6opoTHa seiikoneHis (BKII0Yal0Yd HEUTPOTIEHI0) Ta TPOMOOIIUTOTICHISI.

HeBizomo: 00GOpOTHHMI arpaHyJonMTO3 1 IeMOJITHUYHA aHeMis; 30UIbIIEHHS Yacy KpOBOTeui Ta
IpOTpoM6iHOBOTO iHAEKCY .

Po3znaou 3 6oxy imyunoi cucmemu'?,
Hesigomo: anrioneBpoTHyHUIl HAOpsK, aHA(IAKCIsA, CHHIPOM, OJIIOHUI 10 CHpPOBAaTKOBOI XBOPOOH,
JIEePriYHUN BaCKYJIIT.

Po3znaou 3 6oky nepsosoi cucmemu.

HeudacTo: 3amamMopo4eHHs1, TOJIOBHUHN OiJIb.

Hesinomo: 060poTHA rinepakTUBHICTS 1 CYJIOMI/IZ.

HeBigomo: acenTHYHUN MEHIHTIT.

Posnaou 3 60Ky wnyHKo80-KUWKOB8020 MPaAKmY.

Yacro: fiapes, Hya0TaS, GIIOBAHHS.

Heuacro: po3nanu nutyHka.



HeginoMo: anTrGioTHKOACOIIHOBAaHMI KOJIT *

emai °.

T'enamobiniapui posnaou.

Heuacro: migsumenus pisas ACT Ta/abo AJITS.
HeBioMo: rermaTuTy’ Ta X0NeCTaTHUHA KOBTSAHUIS .
Po3nadu 3 60Ky wKipu ma niowKipuux mxanun®.

HeudacTo: mikipHi BUcHIanHs, cBepOiXk, KPOITUB’ THKA.

Pinko: myneTudopmHa eputema.

Hesinomo: cunmpom CriBeHca — J[>KOHCOHA, TOKCHYHHUH eMigepMaJbHUI HEKpOIi3, OYyJIbO3HHIA
ekc(hoNaTHBHUI IepMATUT, TOCTPUI TeHepaNli30BaHMi eK3aHTeMaTo3HHi MmycTymbo3C, peakis Ha
Jiku 3 eo3uHodTier0 Ta cucteMaumu cumnromamu (DRESS).

Posnaou 3 60Ky Hupok ma ceuo8usiOHUX WIAXIE.

Heinomo: inTepcTuLiansHuii Hedput, Kpuctamypis®.

, YOPHUH BOJIOXATUH SA3UK, 3MiHa 3a0apBiIeHHS 3yOHOI

! TuB. po3min «OcoGIMBOCTI 3aCTOCYBAHHS.

2 JuB. po3ain «OcoGIMBOCTI 3aCTOCYBAHHS.

% Hypmora wacTille moB’s3aHa 3 NPHUHOMOM OiNbII BHCOKMX MEpOpabHMX 103 Ipemnapary. Ilpu
BUHUKHEHHI NITYHKOBO-KHIIKOBHX PEAKIi iX THKKICTh MOXKHA 3HH3UTH IUIIXOM TNPHHOMY
AyrMeHTUHY mij yac igu.

4V Ttomy umcni mceBAOMeMOPaHO3HHE KOMIT i TeMopariunuii KomiT (muB. po3ain «OcobamBoCTi

3aCTOCYBAHHS»).

® TIpo 3miny 3abappieHHs 3yOHOI emali Iy’e piIKO TOBiZOMIsIOCS y jiTeil. PeTenpna ririeHa

POTOBOI MOPOKHUHU MOXKE IONEPETUTH TaKy 3MiHY 3a0apBJIEHHS, OCKUIBKU L€ SBUIIE YCYBAETHCS

NUISTXOM YHINEHHS 3yOiB.

6 [Tomipue minsumienns piBHiB ACT Ta/abo AJIT wacrtime crocrepiraiocss y Mami€eHTIB, SKi

OTPUMYBAJIM JTIKYBaHHSI aHTUOIOTHKAMH O€Ta-TaKTaMHOI TPyMH, aje 3HAYMMICTh IIMX pPEe3yJIbTaTiB

HeBlIoOMa.

" 1li sBuma cmocTepiramucs y pasi 3acTOCYBaHHS iHIINX AHTHOIOTHKIB TEHIIMIiHOBOTO Ta

e anocnopruHOBOTO Ay (IUB. po3aina «OcoOIMBOCTI 3aCTOCYBAHHS ).

8 Ilpu BuHMKHeHHI peaxiii MiABMINEHOI YyTAMBOCTI (IEPMATUTY) 3aCTOCYBAHHS MpeNapary CIia

OPUITUHUTHU (UB. po3aia «OcoOIUBOCTI 3aCTOCYBAHHSY).

% Jlus. posnin «IlepenosyBanus».

10 Tus. posain «Oco6IMBOCTI 3aCTOCYBAHHS

11 us. posnin «IIporunokasanns» Ta «OCoOIMBOCTI 3aCTOCYBAHHSD.

Tepmin npuoamnocmi.
2 poku. [IpuroroBana cycnensis — 10 gHiB.

YmoBu 30epiranus.

30epiratu mpu Temmneparypi He Buie 25 °C. 36epiraTi y HEIOCTYITHOMY IS IITEH MicCIIi.
[TpuroroBany cycnensito 30epiraTd B XOJOAWJIBHHKY INpH Temmeparypi Bix 2 go 8 °C Ta
BUKopHcTatu npotsaroM 10 auiB. He 3amopoxyBatu.

YnakoBka. CxisHul (QIakoH 3 aFOMiHIEBOIO KPHUILIEUKOIO, 1[0 HAKPYUYEThCS (MICTUTH BCEPEIHMHI
noJIIMEpHY (MOJIBIHUIXJIOPUIHY a00 MOMi0Je(iHOBY) IUIBKY), 3 KOHTPOJIEM MHEPIIOro BiIKPUTTS
a00 3 MIACTUKOBOIO KPUIIKOIO 13 3aXHUCTOM BiJl BLAKPUTTS JITHMH Ta MJIACTUKOBOIO MIPHOIO JIOKKOIO
3 MO3Ha4YKaMu 2,5 MJI Ta 5 MJ1, y KapTOHHINA KOpOOIIi.

Kareropis Binmycky. 3a peentom.
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Bupoonuk. I'nmakco Bemnkxom [Iponakurn, @paniris/
Glaxo Wellcome Production, France.

Micue3Haxo/:KeHHsI BAPOOHUKA Ta HOTo ajpeca Micls MPOBAIKeHHS AisIbHOCTI.
I'nakco Bemkom IMponaxinn, 31 ne ns [eitensep, 53100 Maiienn, ®paniis/
Glaxo Wellcome Production, ZI de la Peyenniere, 53100 Mayenne, France.

JlaTa 0CTAHHBOIO NEeperJsay.
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