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(AUGMENTIN)

Cknao:

Ol104i peuosuHu: aMOKCULIWIIIH, KMCIIOTa KJIaByJIaHOBA;

5 M3 cycnensii MICTATh aMOKCHIMJIIHY (y BHIVIAAI aMOKCUIWIIHY Tpurigpaty) 200 mr i
KHUCIIOTH KJIaBYJIaHOBOT (y BUIJISI/I KaJlilo KJIaByaHaty) 28,5 Mmr;

O00NOMICHI peyosuHu: KCaHTaHOBAa Kamenb, actaptam (E 951), kuciora sHTapHa, KPEMHIIO
TIOKCUJ KOJIOIAHHMM O€3BOJHUN, TiAPOKCUIPONIUIMETUIIIENION03a, apoMaTH3aToOpu CyXi
anenscuHOBi (1 Ta 2), apomaru3arop Cyxwii MaJMHOBWIA, apomaru3atop cyxui «CiTia
MaTOKa», KPEMHIIO TIOKCHI.

Jlikapcbka ¢opma. [Toporok 11t opanbHOT CycneHsii.
OcnosHi ¢hizuxo-ximiuni enacmusocmi: 6imuii abo O6UTyBaTHi BUIBHOCHUITYYHH TOPOIIOK.

dapmakoTepaneBTHYHA rpyna. AHTHOaKTepiabHI 3aCO00M JUISI CHCTEMHOTO 3aCTOCYBaHHS.
bera-nakramuai aHTHOiOTHKM, meHimwiiHKM. KomOiHamii mneHinuiaiHiB 3 iHriOiTopamu OeTa-
nmaktamasu. Kox ATX JO1C RO2.

Dapmakonoziuni eracmueocmi.

Dapmakoounamixa.

MexaHi3m aii

AMOKCUIIWITIH $IBNISiE COOOI0 HAIMIBCUHTETUYHHUN MEHIIMIiH (OeTa-TakTaMHUN aHTHO10THK),

AKUI 1Hri0ye onumH abo Kuibka (EepMEeHTIB (YacTo IMEHOBAHMX MEHIWIIH3B I3yIOUUMHU

6inkamu, [I36) y mporeci 610CHHTETHYHOrO MeTaboi3My OakTepialbHOrO MENTHIOTIKaHY,

II0 € HEeBIJ €EMHUM CTPYKTYPHHUM KOMIIOHEHTOM KJIITHHHOI CTIHKM OakTtepiil. IHriOyBaHHA

CHHTE3y MEeNTUJOIIIIKaHy NMPU3BOAUTH A0 MOCIa0JIeHHs KIITHHHOI CTIHKH, HACliJKOM 4YOro €

J3UC 1 3aru0enb KIITHH.

AMOKCULIMJIIH € YyTJMBUM JI0 pO3IIEIUIEHHS OeTa-lakTama3aMM, M0 HpPOAYKYHOTbCS

PE3UCTEHTHUMH OaKTepisiMU, OTXKE, CIEKTP aKTMBHOCTI aMOKCUIWIIHY SK MOHOTepamii He

BKJIIOYA€ OPraHi3Mu, sKi MPOAYKYIOTh i (PepPMEHTH.

KnaBynanoBa kucnora € OeTa-1akTaMoM, CTPYKTYPHO CHOPITHEHHM 13 NeHilwiiHaMu. Bona

NeaKTuBye Jeski (epMeHTH OeTa-TakTamMasd, THM CaMUM 3amo0iraroyMl  iHaKTHBAIil

amokcuIiiny. KnaBynaHoBa KuciaoTa y BUIUIAII MOHOTEpaMNii He YUHUTH KIHIYHO KOPUCHOTO

aHTHOAKTepiaTbHOTO eEeKTy.

CuiiHomeHHs DK/DJ]

Yac, m1o nepesullye MiHIMalbHy 1HTiOyt0ouy koHueHTpalito (U>MIK), BBaxaeThCsi OCHOBHUM

dakTopoMm, sikuil BU3Ha4Ya€ e(hEeKTUBHICTD JIsl aMOKCULIITIHY.

MexaHi3MHU pe3UCTEeHTHOCTI

IcHyIO0TH 1Ba MeXaH13MH PE3UCTEHTHOCTI 10 aMOKCHIIMIIIHY/KJIaBYJIaHOBOI KUCIIOTH:

- 1HakTHBalis OakTepialbHUMHU OeTa-lTaKkTama3aMM, sIKi caMi MO co0l He 1HTIOYIOThCS
KJIaBYJIaHOBOIO KHCIIOTOIO, BKJITtouatouu kiac B, C 1 D;




- mneperBopenns [13b, mo 3mMeHmye adinHiCTh aHTHOAKTEPI1ATBLHOTO Mpenapary 10 MillleHi.
HemnponukHicth Oaktepii abo0 MexaHI3M pedIIOKCHOTO Hacoca MOXKE BHUKIUKATH
PE3UCTEHTHICTh OaKTepiit abo crpusTH iH, 30KpeMa, y TpaMHETaTUBHUX OakTepiil.

I'paHn4Hi 3HAYCHHS

I'pannuni 3nauenHs MIK 1 aMOKCHIMIIIHY/KJIaBYyJIaHOBOT  KHCIIOTH, BCTaHOBJICHI
€BponeiicbKuM KOMITETOM 3 BUIIPoOyBaHHs aHTUMIKpoOHO1 uyTiuBocTi (EUCAST)

MikpoopraHizMu ['paHnYHI 3HAYEHHS Yy TIMBOCTI (MKI/MJI)
YyTnusi [TomipHO 4yTIUBI PesucrentHi

Haemophilus influenzae! <1 - >1
Moraxella catarrhalis! <1 - >1
Staphylococcus aureus 2 <2 - >2
KoarynazoneratuBHi <0,25 > 0,25
cradinokoku
Enterococcus’ <4 8 > 8
Streptococcus A, B, C, G° <0,25 - > 0,25
Streptococcus pneumoniae® <0,5 1-2 >2
Enrepo6axrepii b4 - - > 8
['pamHeraTtuBHiI aHaepoOHi <4 8 >8
GakTepii
['pammio3uTHBHI aHaepoOHi <4 8 >8
GakTepii
['paHnYHI 3HAYCHHS, 110 HE <2 4-8 >8
CTOCYIOTHCS OKPEMHUX BHJIB

! TMoBinomeni 3nauenns mist KOHIEHTpALili aMOKCHUIIIIIIHY. 3 METOI0 BUIIPOOYBAHHS Yy TIUBOCTI
KOHIICHTpAIisl KJIaBYJIaHOBOI KUCJIIOTH BCTAHOBJICHA Y 3HAUYEHH1 2 MT/J1.

2 [MoBimoMiieHi 3HAUECHHS IS KOHIIEHTpALlil OKCAIWIIIHY.

3 'pannuni 3HaUeHHs, HABeIeHI B TaOMHIIi, PO3PAXOBaHi i3 TPAHUYHMX 3HAYEHD I AMITIIUITIHY.
* I'paHruHe 3HAYEHHS PE3UCTEHTHOCTI R>8 MI/1 03Hauae, 110 BCi ITaMM 3 MEXaHi3MaMu
PE3UCTEHTHOCTI 3asBJIEH] IK PE3UCTEHTHI.

® 'paHMYHi 3HAYEHHS, HABEIEHI B TaOJIHIIi, PO3PAXOBaHi i3 IPAHUYHMX 3HAYEHD [T
OCH3WINEHILUITIHY.

Po3noBcroKeHICTh PE3UCTEHTHOCTI MOXE 3MIHIOBATUCS TeorpadiyHo 1 3 4acoM ISl OKpEeMUX
BUIB, TOMY Oa)XaHO MaTH MiCLIeBY 1H(QOpPMAILiO 100 YyTIUBOCTI, OCOOJIMBO MpH JIIKyBaHHI
TSOKKUX 1HQeKkuid. 3a HeoOXiIHOCTI NOTPIOEH EeKCIEepTHUH BHCHOBOK, SIKIIO MiCIIEBa
PO3MOBCIOKEHICTh PE3UCTEHTHOCTI € TaKOI0, III0 KOPUCTh IpenapaTy, NpUHaiMHI IPH AEIKUX
TUnax iHQeKIiil, BUKIUKAE CYMHIBH.

3a3BUyail YyTIMBI BUINA

['pamnosuTrBHi aepodu: Enterococcus faecalis,Gardnerella vaginalis, Staphylococcus aureus
(uyTmuBuit o metumuniny)t, Coagulase-negative staphylococci (uyrnusuii 10 MeTHIMIiHY),
Streptococcus agalactiae, Streptococcus pneumoniael, Streptococcus pyogenes ta inmii Gera-
TeMOJIITHYHI CTPENITOKOKH, Tpyma Streptococcus viridans.

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

Amnaepoou: Bacteroides fragilis, Fusobacterium nucleatum, Prevotella spp.

Buam, aus akux HaGVTT}I DCSI/ICTCHTHOCTi MOXKEC 6VTI/I HDO6HCMOIO

I'pamnosuTBHI aepobu: Enterococcus faecium?®.,
I'pamueratusHi aepobu: Escherichia coli, Klebsiella oxytoca, Klebsiella pneumoniae, Proteus
mirabilis, Proteus vulgaris.

[TpupoaHO PE3UCTEHTHI MIKDOOPTAHIZMHU




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

[HII11 MIKpOOPTraHi3MH:

Chlamydophila pneumoniae, Chlamydophila psittaci, Coxiella burnetti, Mycoplasma
pneumoniae

$ IIpupoaua momipHa 4y TIMBICTE 3a BiICYTHOCTi HAGYTOrO MEXaHi3My PE3HCTEHTHOCTI.

£ Bei cradinokokm, pe3MCTEHTHI 10 METHLMJIIHY, € PE3HCTEHTHUMH 10 aMOKCHIMIIHY/
KJIABYJIAHOBO1 KUCJIOTH.

1 Streptococcus pneumoniae, pe3WCTEHTHHH [0 TMEHIMWIHY, HE CIiJ JIKyBaTH €0
JTIKapCchKOI  (OPMOI0  aMOKCHLMJIIHY/KJIaBYJIaHOBOI KHCIOTH (auB. posaimn  «Crocid
3aCTOCYBaHHs Ta J103u» Ta «OCOOIMBOCTI 3aCTOCYBAHHS).

2 [llTamu 3i 3HUKEHOIO YyTJIUBICTIO OYyIIM 3apeecTpoBaHi y Aeskux kpainax €C i3 4acToTOIO
Bunie 10 %.

Dapmarokinemuxa.

Abcopbyis. AMOKCUITIIIIH 1 KJIaBYJIaHOBA KUCJIOTA MTOBHICTIO TUCOLIIOIOTH Y BOJAHOMY PO3UYHUHI
npu (izionorivunomy piBHi pH. OOHMIBa KOMIIOHEHTH MIBUAKO Ta A0Ope abcopOyroThes IMpH
nepopabHOMY MpuiioMi. bioIOCTYTHICTE aMOKCHUITWITIHY Ta KJIABYJIAHOBOI KUCIOTH CTAHOBHTH
npubnau3zno 70 % mnpu mnepopanbHoMy mpuiiomi. [Ipodini 060X KOMIOHEHTIB Yy ILIa3Mi
IIGHTUYHI, a Yac JOCATHEHHS MaKcHMaibHOI KoHIeHTpamii B 1ura3mi (Tmax) A7 KOXHOTO
KOMITIOHEHTa CTAaHOBUTb IPUOJIU3HO OJIHY I'OJIUHY.

KonmenTparii aMOKCUIIMITIHY Ta KJIaBYJaHOBOi KMCIOTH y CHPOBATII, IO JOCSTAIOTHCS IMPH
OpUOMI  aMOKCHULIWJIIHY/KJIaBYJ1aHOBOT KHUCIIOTH, 1AEHTUYHI THUM, ULIO0 JOCSTAIOTHhCS MPH
MepPOpPATLHOMY TPHIOMI EKBIBAJICHTHUX J103 AMOKCHUIWJIIHY a00 KIIaBYJIAHOBOI KHCIIOTH
OKpPEMO.

Posnooin. bmmspko 25 % 3arampHOro 0OCSTY KIJIaBYJIAHOBOI KHCIOTH Yy Twiasmi Ta 18 %
3arajlbHOr0 aMOKCHULWIIIHY B IIIa3Mi 3B’SI3yIOTbCA 3 OUIKaMu. YSABHUH 00’€M po3noaily
cTaHoBUTHh Omm3bko 0,3-0,4 n/kr mis amokcunwiiHy i 6mu3pko 0,2 J/Kr JUIsl KJIaByJIaHOBOT
KHCIIOTH.

[Ticnst BHYTPIIIHBOBEHHOTO BBEACHHSI aMOKCHULIMJIIH 1 KJaByJlaHOBa KHUCJIOTa OyJid BUSBIIEHI B
KOBYHOMY MIXypi, 4YepeBHiIll TKaHMHI, IIKIpi, >XUPOBIM TKaHWHI, M SA30Bill TKaHMHI,
CUHOBIQJIbHIA Ta NMEPUTOHEANbHIN pIAUHI, KOBUYl 1 T'HOi. AMOKCHLMJIIH HE PO3MOJALISETHCS
JIOCTaTHBOIO MIPOIO B CTUHHOMO3KOBIH PiAHHI.

JlocmikeHHsT Ha TBapuHAX HE BHSBHIIM JKOJHUX JIOKa3iB 3HAYHOI 3aTPUMKH DPEYOBHH,
NOX1IHUX OyJlb-SIKOTO KOMIIOHEHTa Ipenapary, y TKaHHHAaX OpraHizMy. AMOKCHLMIIH, fK 1
OUTBLIICTh MEHINWIIHIB, MOKe OyTH BHUSBIEHUI Yy TIpyAHOMY Mosoui. He3HauHa KiJIbKICTb
KJIaBYJAaHOBOI KHCJIOTH TaKOX MO)Xe OyTHM BHUSBJIEHAa B TPYJHOMY MOJIOLi (IMB. PO3JLT
«3acTocyBaHH y MEpPioJl BariTHOCTI 200 TOTyBaHHS IPYIUIIO»).

Byno BusBiIeHO, 10 SK aMOKCHIMJIH, TaK 1 KJaByJaHOBa KHCJIOTa NPOHUKAIOTH Kpi3b
raneHTapHuil 6ap’ep (AWB. po3nil «3acTOCyBaHHS y TMEpioj] BariTHOCTI a00 TOJyBaHHS
TPYAIION).

biompancgopmayis. AMOKCHUITMITIIH YaCTKOBO BHBOJUTHCS 13 CEUYECIO y BUTJIANI HEAKTHUBHOT
MEHINWIONHOI KHCIOTH B KIIBKOCTAX, ekBiBageHTHHX 10-25% moyaTkoBOi 103M.
KnaBynaHnoBa KuciaoTa 3HAaYHOIO MipOIO METa0OJ13y€EThCS B OpraHi3Mi JIFOJMHU 1 BUBOJUTHCS 13
ceuero 1 exanisiMu Ta y BUTIISL IBOOKUCY BYTJICLIO Y BUIUXYBAaHOMY TOBITPI.

Bugeoenna. OCHOBHUM IIJISIXOM BHUBEACHHS aMOKCHIIWIIHY € HHUPKU, TOAl K KJIaByJIaHOBa
KHCJIOTa BUBOAUTHCS SIK HUPKAMH, TaK 1 IUIAXOM Jii MO3aHUPKOBUX MEXaHI3MiB.

VY 3mopoBux H00OpPOBOJIBIIIB CEPEIHIN TEPio HAIMIBBUBEACHHS aMOKCHIIMIIIHY/KIIABYJIaHOBOI
KHCJIOTH CTaHOBUTH MPUOJIM3HO OAHY TOJMHY, a CepelHid 3aralbHUN KIIpeHC — MPHOIM3HO
25 n/ron. PisHOMaHITHI JOCIIDKEHHS TOKa3aJM, 1[0 BUAIJIEHHS 13 cedero cTaHoBUTE 50—85 %
JUTSE aMOKCHITIITIHY Ta 27—60 % nyist KITaByI1aHOBOT KHCIIOTH TPOTATOM 24-TOJMHHOTO TIEPiOy.




VY BuUMNanKy KJIaBYJIAaHOBOI KHCJIOTH, HAWOUIbIIA KiTBKICTh PEUOBHMHH BUBOJUTHCS MPOTATOM
NepIuX 2 TOAUH MICHs PUHoMy.

OpHoyacHe 3aCTOCYBaHHS NpPOOEHENMy CIHOBUIBHIOE BHBEICHHS AMOKCHULWJIIHY, alieé He
3aTpUMy€ HHUPKOBOI EKCKpeIil KJIaByJTaHOBOI KUCIOTH (auB. po3nin «B3aemonis 3 iHmMMU
JTIKapCHKMMH 3aCO0aMH Ta 1HII BHIU B3aEMOJIIN»).

Bix. Tlepion HaniBBUBEICHHS aMOKCUIIIIIIHY € 1IGHTUYHUM JUTsI 1Tl BIKOM BiJl 3 MICSIIB A0 2
POKIB, AITEH cTapiioro BiKy Ta gopociux. [[ns miteh (y TOMy 4MCIi HEAOHOIICHUX HEMOBJISAT)
MIEPIIOTO TYOKHS JKUTTS 9acTOTa MPUIIOMY HE TIOBHHHA MEPEBUIIYBATH J[BA Pa3u Ha JCHb Yepe3
HE3pUITICTh HUPKOBOTO NUISXY BUBEACHHS. OCKUJIBKH MAIli€HTH JITHHOTO BIKY OUTBII CXUIIBHI 710
3HIKEHHA (DYHKII1 HUPOK, J03yBaHHA CIiJl OOMpaTH 3 00EPEKHICTIO, PEKOMEHAYETHCS TaKOXK
KOHTPOJIb HUPKOBOI (PyHKITI1.

THopywenns @yuxyii Hupox. 3araqbHUN CHUPOBATKOBHM KIIIPEHC aMOKCHIIHIIIHY/KIaBYJIaHOBOI
KHUCJIOTH TPOMOPIIIHO 3MEHIIYETHCS 31 3HUKEHHSIM HUPKOBOI (yHKIIII. 3HMKEHHS KIIPEHCY
npernapary OUTbII BUPaKEHE IS aMOKCHIIMJIIHY, HIXK JUIS KJIaBYJAQHOBOI KHCJIOTH, OCKUIBKH
OlIbIlIa YacTKa aMOKCHULIMIIIHY BUBOJUTHCS HUpKaMu. [Ipy HUpKOBiN HEOCTATHOCTI JO3yBaHHS
Mae 3arno0iraTv HaJAMIpHIA KyMYJISIil aMOKCUIMIIIHY, Y TOH ke 4ac 30epiraroun JOCTaTHI PiBHI
KJIaBYJIAHOBOI KUCIIOTH (AuB. po3.ii «Crocib 3acTOCYBaHHs Ta J031»).

THopywenns @yuxyii neuinku. IlamieHTaM 3 TMEYIHKOBOI HEIOCTATHICTIO PEKOMEHIYETHCS
o0epeskHe 3aCTOCYBaHHS MpernapaTy 1 peryIsspHUil KOHTPOJIb (QYHKIIT MeUiHKH.

Kuainiuni xapakTepucTukm.
Ilokazanns.
JlixyBaHHsl y JopociuxX Ta AiTel OakTepianbHUX 1H(EKIiH, COPUYUHEHUX YYTIUBUMHU [0
AyTrMEHTHHY MIKpOOpPTraHi3MaMH, TAKHUX SIK:

- roctpuil 6akTepianbHUl CUHYCUT (TIATBEPAKEHU);

- TOCTpHH cepelHiil OTHT;

- MiATBEp/KEHE 3aTOCTPEHHS XPOHIYHOTO OPOHXITY;

- HErocIiTajibHa ITHEBMOHIS;

- LUCTUTH;

- mieJoHeppuTH;

- iH¢ekuii mKipy Ta M SKUX TKAHWH, Yy T.4. LENIOJITH, YKYCH TBapuH, TIKKI

JEHTOATbBEOJISIPHI a0CIECH 3 OUIUPEHUM IIEIIOJIITOM;

- iH(ekuii KiCTOK Ta Cyrio0iB, y T.4. OCTEOMIETITH.
[Tpu npu3HaueHH1 aHTUOAKTEPI1AILHUX MpenapariB ClIiJl KEpyBaTUCS MPaBUIaMH X HAJIEKHOTO
3aCTOCYBaHHS.

Ilpomunokaszanns.

[TinBumieHa YyTIMBICTH 10 OyJIb-KMX KOMIIOHEHTIB Mpemnapary, 10 OyJb-SKHUX
aHTHOaKTepialbHUX 3aC00IB IPYNHU NEHILNITIHIB.

HasiBHICTh B aHaMHe31 TSDKKMX peakilii TinepuyTIMBOCTI (B T.4. aHadiiakcii), MOB’S3aHUX 13
3aCTOCYBaHHSAM IHIIUX OeTa-JTaKTaMHUX areHTiB (y T.4. HedalocrnopuHiB, kapbamneHeMiB abo
MOHOOAKTamiB).

HasiBHiCTh B aHaMmHe31 KOBTAHHUIII a00 NuUChYHKIIT MEYiHKU, MOB’SI3aHUX 13 3aCTOCYBAHHAM
aMOKCHIIMITIHY/KJIaBYyJIaHATY.

B3aemooia 3 inmumu nikapcoKumu 3acodoamu ma inuwii 6UOU 83ae€Mo0iil.

Aumukoazcynanmu 015 NepopaibHO20 3ACMOCY8AHHS

AHTUKOAryJIsIHTH U1l TIEpOpPajbHOTO 3acTOCYBaHHS Ta aHTUOIOTHKH MEHIIMJIIHOBOTO PAIy
IIMPOKO BUKOPUCTOBYIOTHCS Y IPAKTHUII MPH BIICYTHOCTI MOB1IOMJIEHD PO B3aeMOAi10. OaHaK
ONKMCAHO BUMAJAKH 30UIbLICHHS MDKHApPOJIHOrO KoedillieHTa HopMami3alii y Mali€eHTIB, SKI
npuiiMany  aneHokymapon abo BapdapuH Ta SKUM OyB IPONMUCAHUN Kypc JIIKyBaHHS
AMOKCHIIFJTIHOM. SIKIIO0 HEOOXIAHUI OJHOYACHUN MPHUHOM TaKHX IpernapariB, CIiJ PETEIHHO



KOHTPOJIIOBATH TPOTPOMOIHOBHM 1HJIEKC, a0 MiKHApOAHUH KOedIlieHT HOopMasi3alli, mpu
JoJlaBaHHI a00 NpPUNUHEHHI npuiioMy amokcuimiiny. Kpim Ttoro, mMoxe Oytu morpiOHa
KOPeKI[isi 703 AaHTUKOAryJSHTIB J[UIi [EpPOpPAIbHOrO 3aCTOCYBaHHA (IUB. PO3AUIH
«Ocob6mmBoCTi 3acTocyBaHH» Ta «I10014HI peakiiin).

Memompexcam

[leHinuaiHM MOXYTh 3HMXKYBAaTH BHMBEICHHS METOTpPEKCaTy, IO BHKJIMKAE TOTEHIIIIHE
301JIbIIEHHS TOKCHYHOCTI.

Ilpobeneyuo

OpnHoyacHe 3acTOCyBaHHS poOeHenuay He peKoMeHayeThes. [IpoGeHenu 1 3MeHIIye HUPKOBY
KaHAJIBLEBY CEKpelil0 aMOKCHIMIiHy. OjHOYacHEe 3aCTOCYBaHHA MPOOCHEIUAY MOXKe
MPU3BECTH O 30UIBIIEHHS pIBHSA Ta TPUBAJIOCTI 3HAXOHKCHHS aMOKCHULIWIIHY (ajie He
KJIaBYJIaHOBOI KHCJIOTH) y KPOBI.

Mixoghenonam moghemun

Y XBOpHX, fIKI JIKYIOTBCS MIKO(QEHOIATOM MOQETHUIOM, IICii TOYaTKy 3aCTOCYBAaHHS
NepPOPaTLHOT0 AMOKCHULIMIIHY 3 KIJIABYJIaHOBOIO KHCJIOTOK MOXE 3MEHIIUTUCH MPE030Ba
KOHIICHTpALlisl aKTUBHOTO MeTaboutiTy MikodeHonpHoi Kucnotu npudmusno Ha 50 %. Ll 3mina
MPEI030BOr0  PIBHSA MOXE HE IIOBHICTIO BIANOBIZATH 3MiHI 3arajibHOl  E€KCITO3HIIil
MIKO(EHOJIBHOT KHCIOTH. TakuM YHMHOM, 3MiHA Yy J03yBaHHI MiKOoQeHOJIaTy MOQETIIy
3a3BUYail He MOTpPiOHA, SKIIO HEMAE KIIHIYHOTO MiATBEPKEHHS AUCQYHKINI TpaHCIUIaHTAaTa.
OpHak NHIbHE CIOCTEPEKEHHS HEOOXigHE IMiJ Yac CyMICHOTO 3aCTOCYBaHHS Ta BIIPOJOBXK
JIESIKOTO Yacy Mmiciisi aHTHO10THKOTepanii.

Ocoonueocmi 3acmocyganns.

[lepen mowyatkoM Teparii aMOKCHITMITIHOM/ KJIaBYJIAHOBOIO KHCJIOTOKO CIIIJI PETENIbHO 310paTh
iHpopMaIlif0 MO0 TMONEPENHIX peakKI[ii MMiJBHIICHOI YyTJIMBOCTI Ha ICHIIIHH,
nedanocrnopuu abo iHmI Oera-makTamHi mpenapatu (ouB. po3ainu «lIpoTunokasaHHS» Ta
«ITo6iuHi peakiii»).

[ToBimommstocst Mpo Cepiio3HI Ta B OKPEeMHX BHUNAIKaX JIETalbHI peakiii IiIBUIIEHOT
YyTIMBOCTI (BKJIIOYAIOYM aHa(IaKTHUHI peakiii Ta TSHKKI MIKIpHI MOOIYHI peakuii) y
MAIIEHTIB, K1 OTPUMYBAJIM JIKyBaHHS MEHIIMUIIHOM. Peakiii rinepyyTiauBOCTI TaKOXK MOXKYTh
nporpecyBatu o cuHapoMy KoyHica — cepiio3Hoi anepriuHoi peakiiii, ska Moke IpU3BECTH J10
1H(papkTy Miokapza (auB. po3aut «[1o0iuH1 peakiiin). Taxi peakiii OUIbLI BIpOTiHI Y XBOPHUX 3
MiBUIICHOI0 YYTIUBICTIO [0 TMEHINWIiHYy B aHamMHe31 Ta TMAaIli€HTIB 3 AaTONIYHUMH
3axBoproBaHHsAMU. Ilpu mosBI anepriuHoi peakiii CiiJl OPUIMHUTH 3aCTOCYBAHHS
aMOKCHIIMIIIHY/ KJIaBYJIaHOBOT KMCJIOTH Ta PO3MIOYATH BiJIOBIIHY AJIbTEPHATUBHY TEPaIiio.
[ToBimomiIsIOCST TPO BUIAJKA BHHUKHEHHS CHHAPOMY MEIMKAMEHTO3HOTO EHTEPOKOJITY
(drug-induced enterocolitis syndrome — DIES) mnepeBaxHO y [iTei, sKi OTpHUMyBaId
AMOKCHIIWJIIH/KJIAaBYJIaHOBY ~ KHCIIOTY  (muB. po3min  «[loGiuni  peakiiin). Cunapom
MEIMKaMEHTO3HOTO E€HTEPOKOJITY — ajJepriyHa peakiisi 3 OCHOBHUM CHMIITOMOM — TpHUBaJe
OsroBaHHs (uepe3 1-4 roauHu micis npuiioMy JiKapchbkoro 3aco0y) 3a BICYTHOCTI ajlepriyHUX
HIKIpHUX a00 pecmipaTOPHUX CUMNTOMIB. J{0aTKOBI CUMIITOMHM MOXXYTh BKJIIOYaTH OuTb y
’KUBOTI, Jlapero, TIIMOTeH3110 a00 JeHKOoUTO3 3 HelTpodimieto. 3adikcoBaHl CEpi03H] BUTIATKH,
BKJIIOYAIOYH MPOTPECYBAHHS /10 IIOKY.

V pasi K10 10BEACHO, 110 1H(EKIIis BUKINKaHa MIKpPOOpraHi3MOM(-aMH1), Yy TJIIMBUM(-UMH) J10
aAMOKCULIWIIIHY, CHiJl PO3TJSHYTH Mepexili BiJl aMOKCHUIMJIIHY/KJIaByJaHOBOI KHCIOTH JI0
aMOKCHIIMJIIHY BIJIMOBITHO /10 3arajJbHONPUHHITHX HACTAHOB.

L1s mikapcbka ¢opma AYrMEHTUHY HE HiAXOJUTH JJIS 3aCTOCYBaHHS 3a HasBHOCTI BHCOKOTO
PU3UKY TOrO, IO BIpOriAHI 30yAHMKH 3aXBOPIOBAaHHS MalOTh PE3UCTEHTHICTh a0 Oera-
JaKTaMHUX TIpernapariB, sKa HE OIlloCepeIkoBaHa OeTa-lakTama3aMH, 4YyTJIMBUMHU O
1HT10yBaHHS KJIABYJIAHOBOKO KHCJIOTOO. He ciif 3acTocoByBaTd If0 JIKapChKy (GopMy s
JTIKYBaHHS PE3UCTEHTHOTO JI0 MEHIIMIiHYy S. pneumoniae.



VY mnartieHTiB 3 mopymieHHsAM (QYHKIII HAPOK Ta y TAIll€HTIB, SKI MPUAMAIOTh BUCOKI J03H
npernapary, MOXIJIMBE BAHUKHEHHS CyZoM (IuB. po3ain «I1o6iuHi peakiiin).

Cnin yHUKaTH 3acTOCYBaHHS aMOKCHUIIMJIIHY/ KIJIaBYJIAHOBOI KHCJIOTH TpW IMIA03pI Ha
1HEKIIHHNH MOHOHYKJIE03, OCKUIBKH B I[bOMY BHIIQJIKY 13 3aCTOCYBAaHHSM aMOKCHIIHIIIHY
OyJ10 MOB’s13aHe BUHUKHEHHSI KOPOIIOJIOHOT0 BUCUIIAHHS.

OpHouacHM TPUHOM QJIOMyPUHONY TiJ dYac JIKyBaHHS AaMOKCHIIMJIIHOM ITiJIBUIIYE
HWMOBIpHICTh BUHUKHEHHSI aJIEPTIYHHUX PEaKilii 3 00Ky IIKIpH.

TpuBase 3acTOCYyBaHHSI B OKPEMHX BUIAJKaX MOXKE HMPU3BECTH 10 HAAMIPHOTO PO3MHOKEHHS
MIKpOOPTraHi3MiB, HEUYTIMBHX JI0 Mperapary.

BuHuKHEHHS Ha TOYATKY JIIKyBaHHS TapsuKOBOi T€HEpali30BaHOI EpUTEMHM, IOB’S3aHOI 3
YTBOPEHHSAM IYCTYJ, MOXKE€ OYyTH CUMIITOMOM TOCTPOIO I'€HEpaIi30BaHOTO0 €K3aHTEMAaTO3HOI'0
nyctynbo3y (I'TEIT) (muB. posmin «Ilob6iuni peakuii»). Taka peakiiss BUMarae NmpUIHHCHHS
3aCTOCYBaHHA AYIMEHTHMHY Ta € [IPOTUIOKA3aHHAM JUId [OJAIbLIOIO 3aCTOCYBaHHS
AMOKCHUIIWITIHY.

Cnim 3 00epexHICTIO 3aCTOCOBYBAaTH aMOKCHIIMUIIH/KJIABYJIAHOBY KHCIIOTY TIAlliEHTaM 3
O3HAaKaMU MOpyHIeHHS (QYHKIIT medinku (auB. po3aimu «Croci® 3acTocyBaHHS Ta 03U,
«IIporumnokazanus» Ta «[1o614HI peakiii»).

[ToBimoMisIOCsT MPO yCKJIAAHEHHST 3 OOKY IEYiHKM TEepPeBaKHO y YOJIOBIKIB Ta IAIlI€HTIB
JITHBOTO BIKY, IO MOXYTh OyTH TOB’s3aH1 3 TpUBAIUM JiKyBaHHAM. [Ipo Taki yckiagHeHHS y
JITel MOBIAOMIISIIIOCS AyKE PiAKO. Y BCIX TPy MaLli€HTIB CHMIITOMH, SIK IPABHJIO, BUHUKAIOTh
mig yac abo He3abapoMm micis JKyBaHHS, NMPOTE€ B OKPEMHUX BHUIIAJKaX MOXYTh 3’ SIBUTHCH
JWIIE 4Yepe3 KidbKa TIKHIB TICHsA 3aKiHYCHHS JIIKyBaHHA. Taki SBUINA, SK MPaBHIIO, €
000pOTHUMHU. YCKIIaJHEHHS 3 OOKY MEYIHKM MOXXYTb OYTH TSDKKUMH, Y BUHATKOBO P1IKICHUX
BUIAJKaX — JICTAILHUMU. Taki sSBUIA Maibke 3aBXKIU CIOCTEPITaaucs y MaIll€HTIB 3 THKKAM
OCHOBHMM 3aXBOPIOBaHHSAM a00 THUX, XTO OJHOYAaCHO MpuUiiMaB ImpenapaTd 3 BiAOMHUM
NOTEHI[IHHAM BIUIMBOM, IO MOXXE MPHU3BECTH JIO YCKIATHEHb 3 OOKY MEYIHKH (IUB. PO3IILT
«ITo6iuHi peakiii»).

[Tpu 3acrocyBaHHI Maike BCiX aHTHOAKTEpiaJbHHX MpENapaTiB, BKIOYAIOYM aMOKCHIIWIIIH,
MOBIAOMIISUIOCS PO  aHTHOIOTHMKOACOIIHOBAaHUM KOJIT, CTYHiHb TSDKKOCTI SIKOTO MOXeE
BapilOBaTH BiJl JIETKOTO 70 HeOe3meuHoro Jist xKUTTs (auB. po3aun «llobiuni peakiiin). Tomy
Ba)XJIUBO BPaxOBYBAaTH 1€l J1arHO3 MallieHTaM 3 HassBHOIO Jiapeeto mija yac abo miciis npuiiomy
Oynp-skux aHTHOI0THKIB. [Ipu mosiBI aHTHOIOTHMKOACOLIHOBAHOIO KOJIITY CIiJi HEraiHO
NPUITMHUTH 3aCTOCYBaHHS AYIMEHTHHY, 3BEpHYTHUCS 32 MEIMYHOIO JOMOMOIO0 1 PO3MOYaTH
BIJINOBIJIHE JIIKYBaHHs. 3aCTOCYBaHHS MPOTHUIEPUCTAIILTUYHUX TMpErapaTiB y TakoMmy pasi
HPOTHUIIOKA3aHO.

[Tpu TpuBaiii Teparii peKOMEHIY€eThCs MepioANYHA OLIHKA (PYHKIINA CHCTEM OpraHiB, y TOMY
qyucil pyHKIIT HUPOK, NEUiHKU Ta KPOBOTBOPEHHSL.

VY namieHTiB, Akl NpUAMaId aMOKCHUIWIIIH/KJIABYJIaHOBY KHUCIOTY, B PIJIKICHMX BHUIAAKaX
MOB1JIOMJISIIOCS TIPO MOAOBXKEHHS MPOTPOMOIHOBOrO iHAEKCY. IIpn ofHOUaCHOMY MpHU3HAUEHHI
AQHTUKOAryJISHTIB CJ1J 3/1HCHIOBAaTH BIMOBIAHUNA KOHTPOJb. i MIATPUMKH Oa’kaHOTO piBHS
aHTHUKOATyJIALii MoXe OyTH MOTpiOHAa KOpEKLis 03U aHTUKOAryJSHTIB Uil HEepOpPalbHOTO
3aCTOCyBaHHs (AMB. po3aul «B3aemomis 3 IHIMUMHU JIIKApCHKUMU 3ac00aMH Ta 1HII BUAU
B3aeMoii» Ta «[1ob6iuHi peakiii»).

[TamienTam 3 mopyueHHSIM (QYHKIIT HUPOK CHiJ CKOPUTYBaTH 103y 3aJIEKHO BiJ CTYIEHS
nopytieHHs (auB. po3aina «Crocid 3acTocyBaHHS Ta JO3M»).

VY nauieHTIB 31 3HIDKEHUM J1ype3oM IyXe PiKO crocTepiraigacs KpUCTaldypis (BKJIIOYArOUd
TOCTpE YpPaKEHHS HHUPOK), MEpPEeBaKHO IpH MapeHTepaibHiil Tepamii. [ling vac mpuiiomy
BUCOKHX /103 aMOKCHUIIWJIIHY CIiJl MATPUMYBATH JOCTATHE CIIOKUBAHHS PIAMHU Ta JAiype3 3
METOI0 3HIKEHHS WMOBIPHOCTI KpUCTalypii, MOB’A3aHOI 3 aMOKCHUIIWIIIHOM. Y TAli€HTIB 3
KaTeTepHU3alli€l0 CeYOBOr0 MiXypa CIiJl PeryJispHO MEpeBIpsATH MPOXITHICTh KaTeTepiB (IUB.
poznin «Ilo6iuni peakiii» Ta «IlepenozyBaHHs»).



[Tix gac mikyBaHHS aMOKCHIIMJIIHOM CJiJi 3aCTOCOBYBAaTH (PEPMEHTATHBHI METOJM BU3HAYCHHS
TJIFOKOOKCH/IA3U TIPY BUITPOOYBaHHI HAa HAsSBHICTH TJIFOKO3H B CeUi, OCKUIBKU MPH 3aCTOCYBaHHI
He(hepMEHTaTUBHUX METOJIIB € BIPOT1IHICTh OTPUMaHHs XMOHOIIO3UTUBHUX PE3YJIbTATIB.
HasiBHICTP KJIaBYJAHOBOi KHCJIOTH y Tpenapari AYrMEHTHH MOXE MPHU3BECTH [0
Hecrienudiyaoro 3B’s3yBaHHs IgG 1 anpOymiHy MeMOpaHaMH EpUTPOIUTIB, IO MOXKE
NPU3BECTH JI0 XMOHOMIO3UTHBHUX pe3ybTariB mpoobu Kymoca.

[ToBimomisIOCS TIPO TO3WUTHBHI pe3yiabTaTH (EPMEHTHOTO IMYHOAHaJi3y 3 BHUKOPHUCTAaHHSIM
Platelia Aspergillus esupoonuymea Bio-Rad Laboratories y marmieHTiB, ski npuiMaiu
aMOKCHIIMJIIH/KJIaBYJIAHOBY KHCJIOTY Ta y SKUX 3rofoM Oyia BHU3HaHa BIACYTHICTH iH(EKIii
Aspergillus. TToBimomisiocs po mepexpecHi peakiii 3 noiicaxapuaaMu Ta noiidypaHozamu
non-Aspergillus mpu mnpoBemenHi iMyHO(GEpMEHTHOrO aHaily 3 BuKopucrtanusm Platelia
Aspergillus Bupoonunrea Bio-Rad Laboratories. Tomy mo3uTuBHi pe3ysibTaTi y MAIli€HTIB, SKi
JTIKYIOTBCS aMOKCHUIIMJIIHOM/KJIaBYJIAaHOBOIO KHCJIOTOIO, CIIiJI IHTEPIPETYBaTH 3 OOEPEIKHICTIO
Ta MATBEPPKYBATH 1HIIUMHU J1arHOCTHYHUMHU METOIAMH.

Cycniensiss AyrmentuH 228,5 mr/5 mn mictuth acnapram (E951) 2,5 mr/mn - mkepeno
deninananiny, TOMy IpemaparT CliJl TNpU3HA4YaTH 3 OOCpPEKHICTIO TalieHTaM 3
(beHUIKeTOHYI€lO.

Jlikapcekuii 3aci® MICTHTh MaNBTOACKCTpUH (TIOKO3y). He 3acTocoByBatm mpemapar
NalieHTaM 3 PiIKICHUM CHHIPOMOM MajbaOCOpOIIii TIIFOKO3H-TaTaKTO3H.

3acmocyeanns y nepiod eazimnocmi abo 200y6anns zpyooio.

BaritricTs. PenpoayKTHBHI AOCHIKEHHS HA TBapUHAX MEPOPATBHHX 1 MapEHTEPATbHUX (HOpM
AyYrMEeHTHHY HE BHUSBMJIM >KOJHOI TepaToreHHoi Jii. B X0zl 0JJHOro JOCHiPKEHHS 3a y4acTio
KIHOK 3 TEepeAYacCHHM pO3PUBOM OOOJOHOK IUIONA MOBIIOMIISUIOCS, MO0 TMpOodilaKTHIHE
3aCTOCYBaHHS AYTrMEHTHHY MOXe OyTH IOB’S3aHO 3 MiJBULICHHSAM PHU3HKY HEKPOTHU3YHUOTO
SHTCPOKOJIITY Y HOBOHAPO/KEHUX. SIK 1 MpH 3aCTOCYBAaHHI IHIIUX JIKAPCHKUX 3ac00iB, CIIiJT
YHHUKATH 3aCTOCYBAaHHSI IIPEMapary IMiJl 4ac BariTHOCTi, 0COOIMBO B MEPIIOMY TPUMECTPI, KpiM
BUIIAJIKIB, KOJIM, Ha AYMKY JIiKapsi, TAKe 3aCTOCYBaHHS € HEOOXiTHUM.

Ilepion roayBanHs rpyamo. OOujBa aKTHBHI KOMIIOHEHTH IpenapaTy €KCKPETYHOThbCS Yy
rpyAHE MOJIOKO (HeMae iH(popMallli CTOCOBHO BIIUBY KJIaBYJAHOBOI KHUCJIOTH Ha HEMOBIIS, SIKE
3HAaXOJUThCS Ha IPyJHOMY BUTOJOBYBaHHI). BiJMOBIHO, y HEMOBIIATH, SIK€ 3HAXOJUTHCS Ha
IrpyAHOMY BUTOJIOBYBaHHI, MOXKJIMBA MOsIBa Jiapei Ta rpuOKoBOi 1H(MEKIIIT CIIM30BUX 000IOHOK,
TOMY TOJlyBaHHS IPYAIIO CIIiJl NpUOUHATH. CIliJi IpUHHATH IO yBaru MOXJIMBICTh BAHUKHEHHS
aJIepriuHuX peakiii. AyrMEHTUH Yy MepioJl TOAYBaHHS TPYJI0 MOXHa 3aCTOCOBYBATH JIUIIIE
TOJIl, KOJIM, Ha TyMKY JIIKapsi, KOPUCTh BiJl 3aCTOCYBaHHs Oy/ie IepeBakaTH pU3HK.

30amuicmb ennueamu Ha WGUOKICMb peakyii npu KepyeanHi AeMOmMpPAHCROPMOM ado
IHUWMUMU MEXAHIBMAMU.

JlocmipkeHHsT MIOA0 3JaTHOCTI Mpenapary BIUIMBAaTH Ha IIBUAKICTh peakiii mpu KepyBaHHI
aBTOTPAHCIIOPTOM 1 MPAIFOBATU 3 IHIIMMH MEXaHI3MaMH HE MPOBOAWINCH. [IpoTte MoxinBe
BUHUKHEHHs HeOaxaHUX e(eKTiB (TakuX sIK aJepriuHi peakuii, 3aIaMOpoYeHHs, CyJJOMH), SIKi
MO’KYTh BIUTMHYTH Ha 3JaTHICTh KEPyBaTH aBTOMOOLIEM 1 MPAIfOBAaTH 3 IHIIMMU MeXaHI3MaMH
(muB. po3nin «[1ob6iuHi peakmii»).

Cnoci6 3acmocyeannsa ma 0o3u.
[Ipenapar cmixg  3acToCOBYBaTH  3rigHO 3  OQIMIMHUMH  PEKOMEHJAINSIMH  IIIOJ0
aHTHOlOTHKOTEpamii Ta JaHMMU MICIEBOi YYTJIMBOCTI JI0 aHTHMOIOTHKA 3a HasBHOCTI.
UyTnuBiCTh 1O aMOKCHUIMIIHY/KJIaByJIaHATy BIJIPI3HAETHCS Y PI3HUX pErioHaX Ta MOXKe
3MIHIOBaTUCS 3 dYacoM. Y pa3l HEOOXiTHOCTI CIiJl NPOBECTH BU3HAYEHHS YYTIMBOCTI
MIKpOOpPTaHi3My J0 aHTHO10THKaA.



Jo3u mpemnapaTy nmpu3HAYae JiKap 3aJeKHO Bl O4IKyBAaHUX MIKPOOPTaHi3MiB Ta iX YyTJIIMBOCTI
70 aHTHOAKTepialbHUX IpenapariB, TSHKKOCTI 3aXBOPIOBAHHS Ta JIOKadi3alii 1HQeKIii, BiKy,
MacH Tija Ta QyHKIIIi HUPOK TMaIli€HTa.

VY pa3i HEOOXIAHOCTI CIiA PO3TISAHYTH MOXIIMBICTH 3aCTOCYBAaHHS AJIbTEPHATHBHHUX (HOpM
BUITYCKY AYrMEHTHHY (TOOTO TakuX, 10 3a0€3MeUyI0Th BHII 1031 aMOKCHUITMITIHY Ta/abo pi3Hi
CHIBBIAHOIIEHHS BMICTY AaMOKCHIWJIIHY Ta KJIaBYJIaHOBOi KHUCIOTH) (AMB. pO3JALIH
«OcobmuBocTi 3acTocyBaHHs» Ta «DapMakoIMHAMIKAY ).

Hns giteir 3 macoro <40 kr us jikapceka ¢opma AyrMEHTHHY 3a0e3ledyye MakCHMaJbHY
no6oBy nmo3y 1000-2800 mr amoxcunmiiny/143—400 Mr kiaByJaHOBOI KHCIIOTH 3a yYMOBH
npuiioMy, SIK PEKOMEHJIOBAaHO HIDKYE. SIKIO BBaXKae€ThCs HEOOXITHOI TiJBHIICHA 1032
aMOKCHIIWJIIHY, PEKOMEHIIYEThCS BUOpATH I1HINY JIKAapChKy (opmMy AYrMEHTHHY 3 METOIO
YHUKHEHHS MIPUIOMY HAJMIPHO BHCOKHX TOOOBHUX 103 KJIABYJIAHOBOI KUCIOTH (AMB. PO3ILIH
«OcobmuBocTi 3acTocyBaHHs» Ta «DapMakoIMHAMIKA).

TpuBalicTh JIKYBaHHS BH3HAYAIOTH 32 KIIHIYHOIO BIAMOBIIIIO MAIli€HTa Ha JIKyBaHHS. Jleski
iHpeknii (HampuWKIaA OCTEOMIENIT) MOTPEOYIOTh TPUBAIIMIOTO JiKyBaHHS. JliKyBaHHSA HeE
NOBHMHHO TpuBaTH Oinbuie 14 nHiB 6e3 nmeperisaay (auB. po3ain «OcoONIMBOCTI 3aCTOCYBAHHSD)
CTOCOBHO TPHUBAJIOT Tepalrii).

Jopoci Ta 1iTi 3 Macoro Tina > 40 Kr: c1iJl 3aCTOCOBYBATH iHII (HOpMU AyTMEHTHHY .

Jitu 3 macoto Tina < 40 kr

PexomenoBani 100081 103u: Big 25/3,6 Mr/kr macu tina 10 45/6,4 MI/KT MacH Tijia, po3/iIcHI
Ha 2 IpUHOMH.

s niteit 3 macoro Tina < 40 Kr mpemnapaT IpU3HAYalTh Y MaKCUMalbHIN 1000Bi# 1031 1000—
2800 mr amokcunmiiny/143—400 Mr Ki1aByJIaHOBOI KHUCIOTH MPU 3aCTOCYBaHHI, SIK 3a3HAYEHO
HUKYE.

[Tpubnau3Huii po3paxyHok cycneH3ii AyrMeHTuHy (Mi1) Ha 100y (32 aMOKCHIIMITIHOM)

Maca TiJia JUTHHH, KT Jlo3a 25 mr/kr/no0y Jlo3a 45 mr/kr/no0y
5 kT 2,5 Ma 5 M1
7 KT 5 Mn 7,5 Mmn
10 xr 7,5 Ma 10 Mo
12 xr 7,5 Mn 12,5 mn
15 xr 10 Mo 15 M
17 xr 10 M 20 M
20 kr 12,5 mi 22,5 mn
22 xr 15 mn 25 Ma
25 kr 15 ma 27,5 M
27 xr 17,5 mn 30 ma
30 xr 20 M 32,5 Ma

Jnis nikyBaHHS AesKMX 1H(EKLid, Takux fK CepeiHid OTUT Ta CHUHYCHUT, 1H(EKIIl HUKHIX
IUXAIbHUX WUISIXIB, JITSAM BIKOM BiJl 2 POKIB MOXXHa 3aCTOCOBYBaTH J00OBI J03H 10
70 Mr/10 Mr/kr Macu Tija, po3ijieHi Ha 2 IpUHOMH.

SAxuro uig AiKyBaHHS MOTPIOHO MPU3HAYATH OUIBLI 103U aMOKCHIIMIIIHY, CJIiJl 3aCTOCOBYBAaTH
iHII popMH AYIMEHTHHY, 100 YHUKHYTH NPHU3HAYCHHS 3alBUX BHCOKHX 103 KJIAaBYJaHOBOI
KHCIIOTH.

Topywenns ¢hynxyii Hupox.

Hns piteit 3 xiipencom kpeatuHiHy (CrCl) Guibmie 30 Mui/XB 03y 3MiHIOBaTH HE MOTPIOHO.
Jns nikyBanHs giteir 3 kiipeHcom KpeatuHiHy (CrCl) menme 30 Mi/XB cycneH3ito
AyrMmeHTuRy 228,5 Mr/5 M1 3aCTOCOBYBAaTH HE PEKOMEHY€ThCS.

Topywenna ¢ynxyii newinku. 3acTOCOBYBaTH 3 OOEPEXKHICTIO, PETYJSPHO MOHITOPYBaTH
dyHKIIO TeuiHku. HasBHUX MaHWUX HEAOCTATHBO sl (DOPMYJTIOBaHHS PEKOMEHIAIlINA II0J0
JT03YBaHHS.




Crocib 3acTocyBaHHS

AYTMEHTUH TIpU3HAYEHUH 71 TIEPOPaThbHOTO 3aCTOCYBaHHSI.

[Ipenapar Cuig mpuiiMaTd mig 4ac imu, mo0 3BECTH 10 MIHIMYMY MOTCHIIHHY ILTyHKOBO-
KUIIKOBY HETIEPEHOCUMICTb.

[TounHaTh JIKyBaHHS MOKHA 3 IAPEHTEPAJIbHOTO BBEICHHS Ipernapary, a HpOJOBXKYBaTH
¢dopmoro penapaty AJisi HepopaIbHOTO 3aCTOCYBAHHS.

Iuempykyisa Ons npueomyeants cycnensii.
[Topormok, mo MIiCTUTBCS y (PJIaKOHi, CIIJ PO3BECTH 0 YTBOPEHHS CYCIEH3ii, K OMHCAHO
HIDKYE.

1. Tlepesipre kpuieuky (haakoHa 010 il OMEePETHFOTO BIIKPHUTTS.

2. TlepeBepHiTb Ta cTPYCITh (DIAKOH AJIS PO3PUXIICHHS TOPOIIKY Y HHOMY.

3. Hamwmiite y ¢akoH 3 MOPOIIKOM KHIT SIMEHOI BOJHM JO HIXKHBOTO, ITO3HAYEHOTO
YEPBOHOIO JIHIEIO 31 CTPUIKOIO, PiBHSI.
3aKkpuiTe KPUIICUYKOIO 1 CTPYCHITH ()JIAKOH JI0 YTBOPEHHS CyCIEH311.

5. TloriM nonmaiiTe 3aJIMIIOK BOJM J0 BEPXHBOTO PIBHS, MMO3HAYCHOI'O YOPHOIO JIHIEIO 31

CTPLIKOIO, 1 CTPYCHITH 3HOBY.

6. CycneHnsii cii aTé MOCTOSTH MPOTATOM S5 XBUIJIMH JIO TIOBHOI AMCIIEPCii HOPOIIKY.

7. PerenbHO 360BTy1/ITe CYCIEH3II0 TIepel KOKHUM IMPUHOMOM.
Jjist TOYHOTO BiAMIPIOBAaHHS 103U Mpemnapary Cliiji 3aCTOCOBYBAaTH MipHUN KOBIA4OK ab0 MipHY
JIOXKKY 200 MIpHUH IITPUIL, SIKi MOTPIOHO MiCIIsi KOXKHOTO BUKOPUCTAHHSI IPOMUBATH BOJIOHO.

&

Himu.
3acTOCOBYIOTH AIiTSM BiKOM Bix 2 micsmiB. iTsm 3 macoro tina Outbine 40 Kr MpU3HAYAIOTH
npenapar B 1HIIIH JIIKapchKii Gopmi.

Ilepedosysanns.

Cumnromu

MoxyTh croctepiraTucs CUMITOMH PO3JIa/iiB HUTYHKOBO-KHUIIKOBOTO TPAKTy Ta MOPYIIEHHS
OamaHcy piauHM Ta enekTpoaiTiB. Crocrepiraigacs KpucTadypis, MOB’A3aHa 3 HpHIOMOM
aMOKCUIIMIIIHY, 110 B OKPEMHUX BHIaJKaxX MPHU3BOAMIA IO HUPKOBOI HEAOCTATHOCTI (IMB.
po31in «OCcoOMMBOCTI 3aCTOCYBAHHS» ).

VY mnamieHTiB 3 MOpPYLIEHHAM (YHKIIT HUPOK Ta y MAIi€HTIB, fKI MPUIIMalOTh BUCOKI JI03H
npernapary, MOXIJINBE BAHUKHEHHS CYOM.

[ToBitoMIIsIIOCS IPO OCIIaHHS AMOKCHUIIMIIIHY Y KaTeTepax ce40BOT0 MiXypa, epeBa’KHO MICIIs
BHYTPIIITHLOBEHHOTO BBEJACHHS y BHUCOKHX n03ax. CliJi peryjsipHO TEPEeBIPATH MPOXIIHICTH
KaTeTepiB (IUB. po3ai1 «OcoOIMBOCTI 3aCTOCYBAHHS).

JlikyBaHHS

[TopymenHs 3 OOKy IUIYHKOBO-KMIIKOBOTO TpPaKTy MOXHA JIIKYBaTH CHMITOMAaTHYHO,
3BEpTalOYM yBary Ha OajlaHC piuHU/€IEeKTPOIIITIB.

AMOKCHIIMTIH/KJIaByJIaHOBAa KHUCJIOTa MOXYThb OyTH BHMJalleHI 3 KPOBOTOKY 3a JOIOMOTOIO
reMoiianizy.

Il06iuni peaxuii.

Haii6inpm yacto moBigomisiiiocs Hpo Taki nmoOiuHi peakuii Ha npemapat (I1P), sk miapes,
HYJ0Ta Ta OJIFOBAHHS.

[Tepenik HeOakaHMX peakliii Ha MpernapaT, BIAOMUX 3 KIIHIYHUX JOCHIKeHb AYTMEHTHHY 1
MOCTPEECTPAIIfHOTO HAIIIALY Ta KIacu(piKOBaHMX 3a CUCTEMHO-OpraHHUM kiiacoM MedDRA,
HA/A€ThCS HUKYE.

3acTOCOBYETHCS Taka Kilacu(ikallis 4aCTOTH BUHUKHEHHS MMOOIYHUX €eKTiB:

ayxe gacto > 1/10;



gacro > 1/100 Ta < 1/10;

HeyacTto = 1/1000 ta < 1/100;

pinko > 1/10000 Ta < 1/1000;

ayxe pigko < 1/10000;

HEB1ZOMO (4aCTOTY HEMOXKIIUBO OLIIHUTH 3 HAsBHUX JAHUX).

Inghexyii ma ineasii.

YacTo: KaHAM103 MIKIPH Ta CIM30BUX 0OOIOHOK.

HeBizomo: HaMipHE PO3ZMHOKEHHS MIKpOOPraHi3MiB, HEUYTJIMBUX JI0 TIperapary.

Po3znaou 3 boky kposomeoproi ma nimgamuuroi cucmemu.

Pinko: o6opoTHa neiikoneHist (BKIIIOYa0Uu HEUTPOIICHII0) Ta TPOMOOITUTOIICHIS.

HeBigoMo: 060poTHUIT arpaHyIONMTO3 1 TEMOJITHYHA aHEeMis;, 301JbIIICHHST Yacy KPOBOTEUl Ta
IpoTpoM6iHOBOTO iHmeKCy’.

Posznaou 3 6oky cepysi.

Hesigomo: Cunnpom KoyHica.

Posnaou 3 6oky imyunoi cucmemu®.
HeBizomo: aHTiOHEBpOTHYHHMI HaOpsK, aHadiIaKcis, CHHAPOM, MOIIOHUN 10O CHpPOBATKOBOL
XBOpPOOU, aJIepTiyHUIN BACKYJIIT.

Po3znaou 3 60ky nepeosoi cucmemu.

HedacTo: 3anmaMopo4eHHs1, TOJIOBHUI OiJTb.

HeBioMo: 060pOTHA TiNepaKTHBHICTb i CYI0MH2, ACENTHYHNH MEHIHTIT.

Poznaou 3 60Ky wiyHKo80-KUWKOB020 MPAKMY.

Yacro: miapes, Hy10Ta®, GIFOBAHHS.
HeuacTo: po3ianu nutyHkKa.

Hesigomo: aHTHO10THKOACOIIHOBaHU KOJIT “, «4OpHUI BOJOXATHH SI3UK», 3MiHa 3a0apBICHHS
3y6HOI emani !, curapom MeauKkamMenTo3HOrO eHTepokomiTy (drug-induced enterocolitis
syndrome — DIES)), roctpuii HaHKpeaTHT.

T'enamobiniapmi posnaou.

Heuacro: miasumenns pisas ACT Ta/abo AJIT®.

Hesinomo: rematutu® Ta Xo1ecTaTuyYHa )KOBTAHUL',

Po3naou 3 60Ky wKipu ma niowKipHux mxanun’.

Heuwacro: mikipHi BUCHIIaHHS, CBEpO1kK, KPOIUB’ THKA.

Pinxo: MmyneTH(QOpPMHA epuTeMa.

Hesinomo: cunnpom CriBeHca — J[>KOHCOHA, TOKCUYHUN €MiiepMaIbHUNA HEKPOIIi3, OYIbO3HUM
ekcOmaTUBHUI JepPMATUT, TOCTPUH TeHepaTi3oBaHMH EK3aHTEMATO3HHH MycTyibo3®,
peaxuis Ha JiKH 3 eo3uHodaiero Ta cucteMaumu cumnromamu (DRESS), xBopoOa miHiiHOTO
imyHornooyminy A (IgA).

Po3znaou 3 6oky nupox ma cewougioHux wisxie.

Jly’e pijKo: iHTepcTUIiabHMI HeDPUT, KpECTATypis® (BKIIOUAOUM FOCTPE YPaKeHHs HUPOK).

4

! Mus. po3ait «OcobIUBOCTI 3aCTOCYBAHHSI.

2 JTuB. po3in «OcoGIMBOCTI 3aCTOCYBAHHS.

% Hynota wacrime mos’si3aHa 3 NpuiloMOM GillbIll BUCOKMX TepopalbHUX 103 Tpenapaty. Ipu
BUHUKHEHHI NUTYHKOBO-KHIITKOBUX PEAKIii iX TSHKKICTh MOXHA 3HU3UTH IUIIXOM TPUHOMY
AyrMeHTUHY Mif Yyac iau.

4V ToMy 4mcri ceBaoMeMOpPaHO3HH KOMIT i TeMopariunmii KomiT (IuB. po3ain «Oco6mmBocTi

3aCTOCYBaHHS» ).

5 [Tomipue migBumenHs piBHIB ACT Ta/abo AJIT wacrime croctepirajgocsi y HaIll€HTIB, sKi

OTPUMYBQJIM JIKyBaHHS aHTUOIOTMKaMU OeTa-NTaKTaMHOI TPyIH, ajieé 3HAYUMICTh IIHMX

pe3yJIbTaTiB HEBIJIOMA.

® 1Ii sBuma crocTepirammcs y pasi 3aCTOCYBaHHS iHIIMX AHTHGIOTHKIB TEHIIHIIHOBOTO Ta

nedanocnopuHOBOTO ALY (AUB. po3aiT «OcoOIUBOCTI 3aCTOCYBAaHHS).
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" TIpy BUHMKHEHHI peaKIliii miABHIIEHOI Yy TINBOCTI (IepPMATUTY) 3aCTOCYBAHHS MPENApaTy CIIij
OPUMTUHATH (IUB. po3aia «OcoOIUBOCTI 3aCTOCYBAHHS).

8 Tus. po3nin «Ilepeno3yBaHHs».

% JTuB. po3ain «OcoOIMBOCTI 3aCTOCYBAHHS.

10 Nus. posain «IIpoTunokaszanus» Ta «OcoOIMBOCTI 3aCTOCYBAHHSY.

11 Mpo 3miny 3abapsnenns 3yOHOI emaii qyse piaKo MOBigOMIIAIOCA y OiTeil. PeTenbHa ririena
pPOTOBOI TMOPOKHUHM MOXE TIONEpPEeIUTH Taky 3MiHY 3a0apBIEHHS, OCKUIBKH 1€ SIBHILE
YCYBA€ETHCS MUISTXOM YHILEHHS 3y0iB.

Tepmin npuoammnocmi.
2 pOKH.

YMoBu 30epiranus.

OpuriHanbHi yHakoBKH 30epiraTv 3aKpUTHMHU IpU TeMIiepatypi Hiwk4de 25 °C 'y cyxoMmy Micli.
[IpuroroBaHy cycreH3ito 30epiratu B XOJIOAWIBHUKY TpH TeMriepatypi Bia 2 10 8 °C nmpoTsarom
7 nuiB. 30epiraTé y HEAOCTYITHOMY ISl iTE€H MicCI.

YnakoBka. [lopomok s npuroryBanas 70 M cycrieHsii y (iakoHax 3 mpo3oporo ckia 3
METAJICBOI0 KPHIIKOI, II0 3arBUHYYETHCS (3 KOHTPOJEM MEPIIOro BIIKPUTTS 1 MOJIMEPHOKO
IUTIBKOIO, 1[0 MICTHTBHCS BCEpPEIWHI) pa3oM 3 MIpHHM KOBIAYKOM a00 IO3YIOUUM ULINPHUIIOM,
a00 MIpHOIO JIOKKOIO, MOMIIIEHUI B KapTOHHY KOPOOKY a00 3 KPHUIIKOK 13 3aXHCTOM Bij
BIIKPUTTS JITBMHU pa3oM 3 JO3YIOUUM IIIPHUIIOM a0 MIPHOI JIOKKOK, TOMIIIEHUH B
KapTOHHY KOPOOKY.

Kareropis Bianmycky. 3a peuentom.

Bupoouunk. CmitKunsiin biuem ®apmacsrotukanc, Benuka bpuranis.
SmithKline Beecham Pharmaceuticals, United Kingdom.

Micue3naxonxeHHs1 BAPOOHUKA Ta HOr0 agpeca NPOBaJKeHHs AilJILHOCTI.

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

CmitKnsitn bivem ®apmacerotukanc, Kmapennon Poya, Bopciar, BN14 8QH, Benmka
Bbpuranis.

JlaTta ocTaHHBOTO neperasaay 25.11.2024.
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