THCTPYKIIA

IJISI MeTUYIHOT'0 3aCTOCYBaHHS JIiIKapChKOT0 3aco0y

MEIOKJIAB®

(MEDOCLAV)

CKnao:

Oitoui peyoguHu: 1 TabneTKa, BKpUTA IIIBKOBOIO 000JIOHKOI, MiCTUTh aMOKCHUIIMIIIHY TPUTigpaT
1004 Mr exBiBaJIeHTHO aMOKCUIUIIIHY 875 Mr, Kaito KiaBynaHat 148,9 Mr ekBiBaJIeHTHO
KJIaBYyJIaHOBiM KUCNOTI 125 Mr;

0ONOMIJCHI pe40BUHU: LIeNII0JI03a MIKPOKPHUCTaliuHa, HaTPil0 KPOXMaIbIJIiKONAT (TN A), KpEMHI0
mioKcH[ KONoigHui 6e3BOMHUM, MarHilo cTeapar, ITiBKOBa 000JI0HKA MiCTHTh: CIIUPT IIOJIiBiHiTOBUM
(4acTKOBO rifpomnizoBanui), Tutany miokcup (E 171), Tansk, makporon 4000, nemuTtus.

JIikapcbka ¢opma. TabmeTKH, BKPHUTI IIJIiIBKOBOIO 000JIOHKOIO.

OcHogHi ¢izuko-ximiyHi 81acmueocmi: Gini, ABOOMYKJIi KancysononiOHi TabmeTKu, BKPUTI IJ1iBKOBOIO
000J10HKOI0, 3 po3Mipamu simpa 21,5 mm X 10,0 Mm.

®apMakKkoTepaneBTUYHa Ir'pyna.

AuTtrbakTepianbHi 3ac00u Oy CUCTEMHOI0 3acTocyBaHHs. KoM0OiHallig neHinuminiB 3 inribiTopamMu
Oera-nmakramasu. Kog ATX J01C RO2.

®apmako102iuHi 8 1acmueocmi.
®apmakoOuHamika.

MexaHi3M mil. AMOKCUIIWIIH € HAIiBCUHTETUYHUM IMIEeHIUTiHOM (0eTa-TakKTaMHUM aHTUOIOTUKOM),
aKuH iHri0ye oguH abo Kinbka ¢pepMeHTIB (SKi YacTo Ha3WBaIOTh MEHIIMIIH3B A3yI0UYnMU OinKaMuy,
[136) y nporeci 6iocuHTETUYHOTO MeTabo0I1i3My OaKTepiallbHOTO MEeNTUOOTIIKaHy, 110 € HEeBil EMHUM
CTPYKTYPHUM KOMIIOHEHTOM KJIITUHHOI CTiHKM OakTepiit. [HriOyBaHHS CHHTE3y MEeNTUAOTIIiKaHy
IPHU3BOIUTH [0 IOCIa0IeHHS KJIIITHHHOI CTIHKM, HACITIKOM YOTO € JIi3KC i 3arubeIb KIIiTHH.
AMOKCHIIMITIH Yy TIUBUY 0O pO3IlerieHHs 6eTa-TakTaMa3aMH, 10 MTPOAYKYIOThCS PEe3UCTEeHTHUMU
OakTepisgMu, OTKe, CIIEKTP aKTUBHOCTI aMOKCULIUITIHY SIK MOHOTepallii He BKJII0OYa€E MiKpOOpraHi3Mu,
SIKi IPOOYKYIOTH 1Ii hepMeHTH.

KnaBynaHoBa KucjoTa € 6eTa-makTaMoOM, CTPYKTYPHO CIIOPigHEHUM i3 neHinuminamMu. BoHa
IeaKkTUBYE AesKi pepMeHTH OeTa-TakTamMas3d, TUM CaMUM 3amo0irayy iHaKTUBallil aMOKCHUIUIIIHY.



KnaBynaHOBa KHCJIOTa Y BUTJISIAI MOHOTEPAIIil He BUSBIISE KITiIHIYHO KOPUCHOTO aHTHOAKTEePiaIbHOTO
edexry.

CoiBBigHomeHHs GapMakokiHeTuky/bapMakoguHamiky. Yac 30epekeHHs KOHIIeHTpallil TiKapchKoro

3aco0y, 110 IepeBulnye MiHiManbHy iHTi0y0uy KoHIeHTpailriio (4 > MIK), BBaKa€TbCSI OCHOBHUM
(dbakTOpOM, IKUY BU3Ha4Ya€ e(PeKTUBHICTh aMOKCHUIUIIIHY.

MexaHi3My pe3UCTEHTHOCTI. [CHYIOTh IBa OCHOBHUX MeXaHi3MU PE3UCTEHTHOCTI 0 aMOKCULUTIIHY /
KJIaByJ1aHOBOI KMCJIOTU: iHaKTHBalis 6akTepianbHUMU OeTa-TaKTaMa3aMH, sIKi caMmi o co0i He
iHTi6yI0ThCS KIaByIaHOBOIO KHCJIOTOM0, BKioyatouu kinacu B, C i D; mepetBopenHs [13F, 1110
3MeHIye ahiHHICTh aHTHOAKTEPiaIbHOTO MIperapary [0 MillleHi.

HenpoxuknicTh 6akTepiit abo MexaHi3M ehII0OKCHOT'0 HacoCa MOXKe BUKJIMKATH Pe3UCTEHTHICTh
OakTepili abo cripusiTHu iif, 30KpeMa, y rpaMHeraTuBHUX OaKTepil.

KOHTpOIbHI TOYKH.

KonTtponsHi Toukn MIK aMOKCHLIMITIHY/KIaBy/1aHOBOI KUCJIOTH, BCTaHOBJIEHI €EBPONENCHKUM
KOMIiTeTOM 3 BU3HaUeHHS aHTHMiKpoOHOI uyTinuBocTi (EUCAST)

MikpoopraHiaMu KOHTPOJIbHI TOYKH YYTIMBOCTI (MKI/MJI)

UyTauBi I[TomipHO Pe3ucTeHTHI
q9yT/IUBI

Haemophilus influenzae' <1 - >1

Moraxella catarrhalis' <1 - >1

Staphylococcus aureus’ <2 - >2

KoarynasoseratusHi cradinokoku °  [<0,25 >0,25

Enterococcus’ <4 8 >8

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

Streptococcus pneumoniae’ <0,5 1-2 >2

EntepobakTepii * - - >8

['paMHeraTuBHi aHaepoOHi GakTepil | |<4 8 >8

'paMIO3UTHBHI aHaepoOHi bakTepii | |<4 8 >8

KOHTPOJIbHI TOUKH, 1110 HEe CTOCYIOThCA |<2 4-8 >8

OKpeMHX BULIB |

' [ToBimoMIIeHi 3HaUeHH A7 KOHIEHTPaliil aMOKCHIJUIIHY. 3 METO BUIPOOyBaHHS

YYTJIMBOCTI KOHIIEHTPALligd KJIaBy/IaHOBOI KMCJIOTHA BCTAHOBJIEHA V¥ 3HAUEHHI 2 MT/IL.

° [ToBimoMyIeHi 3HAUEHHS IS KOHIIEHTpaLlil OKCalUIiHy.

° KOHTpOJIBHI TOYKK PO3pPaxoBaHO i3 KOHTPOILHUX TOUOK I aMIilUIiHy.

" KoHTpONbHA TOYKa Pe3UCTEHTHOCTi R>8 Mr/l 0o3Haydae, Mo BCi TaMK 3 MexaHi3MaMu

PE3UCTEHTHOCTI 3asBJIeH] IK PE3UCTEHTHi.

° KOHTDPOJILHI TOYKK PO3pPaxoBaHi i3 KOHTPONLHUX TOYOK /Il OEH3UINeHIIUIiHY.

P03m0BCIOf7KEHICTh PE3UCTEHTHOCTI MOXKe 3MiHIOBaTHCS reorpadiyHo i 3 4acoM [T OKPEMUX BUJIB,
ToMy 6aXKaHO MaTH MicCIleBy iH(GOpPMaIlilo 00 YYTIUBOCTI, 0COOIMBO MPHU JIIKYBaHHI TIKKUX
indexkiit. Moxe OyTu oTpibeH eKClepTHUI BUCHOBOK, SIKIIIO MiclleBa PO3MOBCIOIXKEHICTh
PE3UCTEHTHOCTI € TAKOI0, III0 KOPUCTH IIpelapary, IpruHaMHi IpY JesKUX TUIaX iHQeKIlil, BUKJINKaE
CYMHIBH.

3asguyau yymausi sudu.

'pamno3uTtuBHi aepobu: Enterococcus faecalis, Gardnerella vaginalis, Staphylococcus aureus



(4yT/IMBHIA [0 METHLUIIIHY), Kod2y1a30He2amusHull cmaginoKoK (4yTIUBUIA [0 METUIUIIIHY),
Streptococcus agalactiae, Streptococcus pneumoniae’, Streptococcus pyogenesma, inmii 6eta-
TeMOJIITUYHI CTPENTOKOKY, Irpyma Streptococcus viridans.

I'paMHeratuBHi aepo6u: Capnocytophaga spp., Eikenella corrodens, Haemophilus influenzaé’,
Moraxella catarrhalis, Pasteurella multocida.

Anaepobu: Bacteroides fragilis, Fusobacterium nucleatum, Prevotella spp.

Budu, ski mojcymb Habysamu pe3ucmeHmHocMi.

['paMno3uTuBHi aepobu: Enterococcus faecium®.

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

IIpupodHO pe3ucmeHmHi MiKpOOpP2aHiZMU.

'pamHeraTuBHi aepobu: Acinetobacter sp.,Citrobacter freundii, Enterobacter sp., Legionella
pneumophila, Morganella morganii, Providencia spp., Pseudomona ssp., Serratia sp.,
Stenotrophomonas maltophilia.

Iami mikpooprasismu: Chlamydophila pneumoniae, Chlamydophila psittaci, Coxiella burnetti,
Mycoplasma pneumoniae.

* [IpupopHa MoMipHa 9y TAMBICTh 3a BiICYTHOCTI HAOYTOr0 MexXaHi3My Pe3MCTEHTHOCTI.

* Bci cTadinoKoKy, pe3suCTeHTHI 70 METUIUIIIHY, € PE3UCTEeHTHUMH [0 aMOKCHIUIIiHY/KIaByIaHOBO]
KUCJIOTH.

'ns nikyBaHHS HAILli€HTIB, y IKWX 3aXBOPIOBAHHS COpHYKMHeHe Streptococcus pneumoniae, Kypcus
PE3UCTEHTHUM [0 IEeHIIUTIiHy, He C/Ii BUKOPUCTOBYBaTH 10 JIIKAPCHKY (GopMy
aMOKCUIIUIiHY/KIaBy1aHOBOI KUCIIOTH (quB. po3minu «Croci0 3aCTOCyBaHHS Ta JO3U» Ta
«Oc0o0IMBOCTI 3aCTOCYBaHHS»).

“lllTaMu 3i 3HUKEHOIO YYTAMBICTIO Oy/IM 3apeeCcTpoBaHi y meskux Kpainax €C i3 wacToToo Buie 10
%.

dapmMaxkoKiHemuxka.

A6copOitisi. AMOKCUIIMITIH i KJTaByJIaHOBa KMCJIOTa IIOBHICTIO IHMCOIIiI0I0Th ¥ BOGHOMY PO3UMHi TpU
¢izionoriunomy pisai pH. O6ugBa KOMIOHEHTH IIBUAKO Ta Jo0pe abcopOyI0ThCs pu epopabHOMY
npuiiomi. BiomoCTYHICT aMOKCHIIMITIHY Ta KJIaByJaHOBOI KUCJIOTH CTAHOBUTD Npubnu3Ho 70 % mnpu
nepopanbHOMY IpuiioMi. I1podini 000X KOMIIOHEHTIB y MJla3Mi ifeHTUYHi, a Yac JOCATHEHHS
MaKCHUMaJIbHOI KOHIleHTpanii B mna3mi (T,,,) A1 KOKHOT0 KOMIIOHEHTa CTaHOBUTh IPUOJIU3HO OTHY
TOOUHY.

Kon1eHTpanii aMOKCHUIIXIIIHY Ta KJIaBy/JIaHOBOl KMCJIOTH y CUPOBATII, 110 AOCATAIOTLCS IIPU IPUKUOMI
kKoMOiHallii aMOKCHUIUITiHY/KIaBy1aHOBOI KUCIIOTH, ileHTUYHiI TUM, III0 HOCSATal0ThCS MIPU
nepopabHOMY IIPUMOMi eKBiBaJIeHTHHX 003 aMOKCUIIUIIIHY a00 KJIaBy/1aHOBOI KMCJIOTH OKPEMO.

Posnopin. biussko 25 % 3araabHOI KiTbKOCTI KJaBy/IaHOBOI KUCJIOTH V I1a3Mi Ta 18 % 3aranbHoi
KiJIbKOCTi aMOKCHIIMIIIHY B IIJIa3Mi 3B’sI3yI0ThCS 3 OinkaMu. YsiBHUM 00'€M PO3IOAiTy aMOKCULIMITIHY



cTtaHoBUTh 01u3bK0 0,3-0,4 71/KT, K/1aBy/1aHOBOI KUCIOTHA — 01u3bK0 0,2 JI/KT.

[Ticns BHYTPIIHBOBEHHOTO BBeleHHS aMOKCHUIIUIIH i KJIaBy/laHOBa KUCJI0Ta OyJIu BUSIBIIEH] B
JKOBYHOMY MiXypi, OYepeBUHi, MIKipi, KUPOBIA TKaHUHI, M’s130Bill TKAHWHI, CUHOBia/IbHIU Ta
IIepUTOHEeaIbHIN PifKHI, K0BUi i THOI. AMOKCHUIIUIIIH He PO3NOAINAETHCSA JOCTAaTHHOIO MipOIO B
CIMHHOMO3KOBI# PiguHi.

HocnigXeHHS HA TBapUHAaX He BUSBUIIM XKOMHUX J0KA3iB 3HAYHOI 3aTPUMKHU PEYOBUH, MOXiAHUX Oy/Ib-
SKOTO KOMIIOHEHTa JTikapChbKoro 3acofy, y TKaHWHaX OpraHiaMy. AMOKCULIMJIIH, 5K i OilbUIICT
NEeHINNIiHIB, MOXKe OyTH BUSBIEHUN y TPyAHOMY Mojioli. He3HayHa KiNbKiCTh KJ1aBy/1aHOBOI KMCIOTH
TaK0XkK MoXke OyTH BUSIBIIEHA B TPYIHOMY MOJIOL (IXB. pO3MiN «3aCcTOCYyBaHHS y IIepiofl BariTHOCTI
abo romyBaHHS I'PynAi0»). Byno BugBiIeHo, M0 SK aMOKCHIUTIIH, TaK i KJlaBy/laHOBa KHUCJIOTa
IIPOHUKAIOTh KPi3hb MtalleHTapHul 6ap’ep (OUB. po3min «3acToCyBaHHS Y nepiof BariTHOCTI abo
TOyBaHHS T'PYAOIO»).

BiorpaHcdopmatiisi. AMOKCHLIMITIH Y4aCTKOBO BUBOJUTHCS i3 Ce4el0 Y BUTTISIAI HeaKTUBHOL
MEHIIUIONHOI KMCIOTH B KiTbKOCTAX, eKBiBaeHTHUX 10-25 % moyaTkoBoOl fo3u. KnaBynaHoBa
KMCJIOTa 3HAYHOIO Mipoo MeTaboJIi3yeThCsl B OpraHi3Mi JTIIOAWHY i BUBOOUTHCS i3 cedelo i pekanissmu
Ta Y BUTTISAAL ABOOKKCY BYTJIEIIO 3 MOBITPSIM, 110 BUOUXAETHCS.

BuBenenHda. OCHOBHUM LIIIXOM BUBENEHHS aMOKCUIUIIIHY € HUPKHU, TOA1 K KJlaByJlaHOBa KHCJI0Ta
BUBOIUTHCS SIK HUPKAMM, TaK i IMUISXOM [Iii M03aHUPKOBUX MEXaHi3MiB.

Y 3mopoBux M0GPOBOJIBIIIB CepefiHiii mepio HamiBBUBEIeHHSI aMOKCUIIUITIHY/KJIaBy/TaHOBOI KUCJIOTH
CTQHOBUTH NMPUOIN3HO OOHY FOJUHY, @ CepefHiil 3araabHuX KiipeHc — npubnu3Ho 25 n/rox. Pizxi
[OCTiAKEeHHS IT0Ka3aiy, 1[0 BUiIEHHS i3 ce4elo aMOKCHUIIUIIiHY cTaHOBUTEL 50-85 %, KIaBynaHOBOI
KUCIIOTH — 27-60 % mpoTtsrom 24-roguuHoro nepiony. Haiibinbia KinbKicTh K1aBy/1aHOBOI KMCIIOTH
BUBOLOUTHCS IIPOTATOM IIEPIIUX 2 TOOUH IIICIIA IPUUOMY.

OpHOYacHe 3aCTOCYBaHHS MPOOEHEIUAY CIIOBiIbHIOE BUBEIEHHSI aMOKCHIIMITIHY, ajle He 3aTPUMYE
HHAPKOBOI €KCKpellil KJTaByJIaHOBO1 KMCJIOTH (IUB. PO3[in «B3aeMofia 3 iHIIMMHU JTiIKapCbKUMHU
3aco0aMHu Ta iHIII BUOU B3a€EMOMIN»).

Bik. Ilepion HamiBBUBEOEHHSI aMOKCULIUIIIHY € iIeHTUYHUM Y OiTel BiKOM Bif 3 MiCALIB 40 2 POKiB,
[iTel CTapuIoro Biky Ta mopociaux. OCKiNbKY NallieHTH JIITHHOTO BiKY OilbIll CXUIIbHI 00 3HUKEHHS
GyHKIIII HUPOK, O3yBaHHS CIliff 00upaTy 3 06epekHiCTIO, peKOMEHIYETLCS TaK0XK KOHTPOIIb
HUPKOBOI QYHKIIl.

[NopyuieHHs QYHKIII HUPOK. 3arajbHUANA CUPOBATKOBUY KJIipeHC aMOKCHILIUIIiHY/KJIaByIaHOBO1
KHCJIOTH NIPOIOPLIiXHO 3MEHIIYEThCS 31 3HNKEHHSIM HUPKOBOI PyHKIIi1. 3HUKEHHS KTipeHCy Oinbiu
BUpPaXkeHe B aMOKCHUIIUIIHY, HiXK Y KJTaByIaHOBOI KUCJIOTH, OCKiNbKHY OifbIlla YaCTKa aMOKCHULIUIIHY
BUBOJUTLCS HUPKaMu. [Ipu HUPKOBiM HEJOCTATHOCTI 103yBaHHS Ma€e OyTH TakuM, 1100 3amnobiratu
HaaMipHi¥ KyMysilii aMOKCHUIIUIIIHY, Y TOHM e 4yac 30epiraioyu JOCTaTHI piBHI KIaBy/IaHOBOI
KHUCIOTH (IuB. po3ain «Crocib 3acTOCyBaHHS Ta I03U»).

[MopymienHs GyHKINl nevinku. [TalieHTaM 3 IIe4iHKOBOIO HEIOCTATHICTIO PEKOMEHAYEThCS 06epekHe
3aCTOCyBaHHS IIperapary i peryasapHuil KOHTPOIb PYHKIII MediHKu.

KrinigHi xapaKTepHCTHKH.

IToxka3auns.



[ng niKyBaHHS y HOPOCTIUX Ta [iTel OakTepianbHUX iHQEKIiH, CHPUYNHEHUX YYTIUBUMHU [0
MenoknaBy® MiKpoOpraHi3MaMH, TaKHX SIK: TOCTPHUii GakTepianbHui CUHYCHUT (IiATBepPAKEHNH);
TOCTpUY CepenHilt OTUT; MiATBepaKeHe 3aT0CTPEHHS XPOHIYHOr0 OPOHXITY; HErocmiTalbHa
ITHEBMOHIiSI; UUCTUTH; MiETOHEePPUTH; iHPEKIil IIKIpH Ta M IKUX TKAHUH, Y T. 4. LEJIOJITH, YKYCH
TBApUH, TSXKKi MEeHTOAIbBEOJISIPHi abCIlecu 3 MOIIMPEHUM LIeJT0JiToM; iHeKIii KicTok Ta cyrnobis, y
T. 4. OCTEOMIEJIITH.

[Tpu npu3HaueHHi aHTHOaKTEepiaTIbHUX MTpenapaTiB ClIifl KEpyBaTHCS ITpaBUIaMH iX HaleXHOT0
3aCTOCYBaHHS.

IIpomunoka3aHHs.

[TigBuileHa YyTNUBICTE [0 OyIb-IKUX KOMIIOHEHTIB JTiKapChKOro 3aco0y, 0o OyOb-IKUX
anTubakKTepianbHUX 3ac00iB Irpynu neHinumiHiB. HasBHICTL B aHaMHe3i TSXKKUX pPeakilii
rinepuyTnuBocTi (B T. 4. aHadinakcii), moB’si3aHUX i3 3aCTOCYBAHHSAM iHIIKMX OeTa-TaKTaMHUX aTeHTiB
(y T. 4. nedanocnopuHis, KapbamnenemiB abo MoHoOakTamiB). HasiBHiCTh B aHaMHe3i XKOBTSIHUIIL ab0
oUChYHKII TeYiHKY, [T0B’93aHUX i3 3aCTOCYyBaHHIM aMOKCHUIUJIiHy/K/IaByIaHaTy.

B3aemodisn 3 iHwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemodilii.

AHMuKoazyaaHmu 014 nepopanabHO20 3dCMOCYB8AHHA. AHTUKOATYJISHTU 7S IePOPaIbHOTO
3aCTOCyBaHHS Ta aHTHOIOTUKY MEHIIMIIHOBOTO PSAMY MIKPOKO BUKOPHUCTOBYIOTHCS Ha IIPAKTHUIII ITPU
BiZICYTHOCTI IIOBifOMJIEHD IIPO B3a€EMOZi0. € oKpeMi faHi Tpo 30i/blIeHHS MiZKHAPOIHOT 0
HOPMaJIi30BaHOTI'0 BiTHOIIIEHHS V IAIiEHTIB, SIKi MpUAMalyu alleHoKyMapoin a0o BapdapuH Ta SKuM OyB
IpPU3HAYEHUN KypC JTiKyBaHHS aMOKCULIMIIIHOM. ZAKINO HEOOXiTHUY OMHOYACHUM IPUMOM TaKUX
Iperaparis, CJIiff peTeTbHO KOHTPOJIIOBATH MPOTPOoMOiHOBHUI iHIEeKC abo MiKHapogHe HOpMaJsli3oBaHe
BiIHOIIIEHHS IIPY HofaBaHHi ab0 MPUNMHEHH] TpuitoMy aMOKCUIMIiHy. Kpim Toro, Moxke 6yTu
nOoTpiOHa KOPEKIIisl 03U aHTHUKOATYJISHTIB AJISI TepopajbHOTO 3aCTOCYBaHHS (IUB. PO3AiNU
«OcobnuBocCTi 3acTocyBaHHS» Ta «I106iuHi peakiril»).

Memompexcam. [leHiuunIiHY MOXKYTh 3MEHIIyBaT! BUBEIEHHSI METOTPEKCATY, 10 CIIPUYUHSE
30i/IbIIeHHS TOKCUYHOCTI.

ITpobeHeyud. OgHOYACHE 3aCTOCYBAHHS IPOOEeHEIUY HEe PEKOMEHOYEThCS. [IpobeHenuy 3MeHIIye
HUPKOBY KaHAJIbIIEBY CeKpellilo aMoKCcuIuiiny. OfHoO4acHe 3aCTOCYyBaHHS IPOOEHEUY MOXKe
IIPU3BECTH [0 30iIblIEHHS PiBHS Ta TPUBAJIOCTI Ail aMOKCUIMITIHY (ajle He KJIaByJIaHOBOI KMCIIOTH) Y
KPOBI.

Mikogpenoram mopemu. Y XBOpuX, AKi JIIKYIOTHCS MiKOQEHOIaTOM MO(ETUIOM, MiC/IsI MOYaTKy
3aCTOCYBaHHS [1€POPAJIbHOI0 aMOKCULIUITIHY 3 KJIaBYJIaHOBOIO KUCJIOTOI MOXKe 3MEHIIUTUCS
IIpe030Ba KOHIIEHTpallisl akTUBHOTO MeTabomiTy MikodeHonbHOI KucnoTy nmpubnu3Ho Ha 50 %. Lg
3MiHa IIPe030BOT0 PiBHSI MOXKe He BifITOBigaTH 3MiHi 3arajibHOI €KCIT03ullii MiKO(heHOIbHOI KUCIIOTH.
Takum 4nHOM, 3MiHa HO3yBaHHS MiKo(deHO/IaTy ModeTuy 3a3BU4all He MOTPiOHA, SKIO HeMae
KJTIHIYHOTO MigTBEPAXKEHH AUCOYHKIN] TpaHCcItaHTaTa. OgHAK PeTebHE CIIOCTEPEeXeHHS HeoOXinHe
IIPOTSATOM OOHOYACHOT'O 3aCTOCYBAHHS Ta BIIPOJOBXK [ESIKOT0 Yacy Imicyisg aHTUOI0TUKOTEpaITii.

Oco06.1u8ocmi 3acmocyeaHHsi.



[Tepen moyaTKOM Teparil aMOKCULIMITIHOM/K/IaBy/IaHOBOIO KMCJIOTOIO CJIifl peTeIbHO 3i0paTu
iHdopMartiio Mmoo monepeqHix peakuin migBUILEHOI YyTIUBOCTI Ha MeHiMIiHY, 1edanocrnopuau abo
inmi 6eTa-nakTaMHi npenapaty (ouB. po3minu «IIpoTunoka3anHs» Ta «[106iuHi peakmii»).

[ToBimoMIsinocs IMpo CepHo3Hi Ta B OKpeMUX BUIIafIKaX JeTasbHi peakilil MigBUIIeH0l YyTIUBOCTI
(anadinakToifHI peakiiil Ta TAXKKi MKipHi Mo6iuHi peakilii) y mauieHTiB, SKi OTPUMYBaX JIiKyBaHHS
neHinuaiHoM. [ToBigOMIIANIOCS PO peakilil rinepuyTAUBOCTI, SKi IporpecyBanu go cuaapomy Kysica
- Cepio3HOl anepriyHol peakilii, sKa MoxKe IPHU3BeCcTH A0 iHdapKTy Miokapaa (muB. po3min «ITobiywi
peaknii»). Taki peakiiil 4acrTillle BUHUKAIOTh ¥ XBOPHX 3 MiIBUIIEHO0 YyTIUBICTIO [0 MEHILUITIHY B
aHaMHe3i Ta NallieHTiB 3 aTOMIYHNMU 3aXBOpIOBaHHAMMU. [Ipu MOsBi anepriyHol peakxiii Cif
IPUIMHUTY 3aCTOCYBaHHS aMOKCHUIMIIHY/KIaBy/I1aHOBOL KUCJIOTH Ta PO3MOYaTH BiANOBIOHY
aJbTepHaTUBHY Teparilo.

AK110 moBemeHo, 10 iH(eKIlia cipruYnHeHa MiKpOOpPraHi3aMoM(-aMu), YyTIUBUM(-UMHU) [0
aMOKCUITUIIIHY, CJIifl PO3T/ISTHYTH MOXKJIUBICTD ITepexoay 3 KoMOiHallil aMOKCHUIIUITiH/KHUCIIOTa
KJIaByJlaHOBa Ha aMOKCUIIWJIIH BigIIOBIAHO [0 3arajJbHONPUUHATHUX HAaCTAHOB.

[ToBimoMunsAnioCs Mpo BUMAAKW BUHUKHEHHS CHHAPOMY MeOUKaMeHTO3HOT0 eHTEPOKOIiTy (drug-
induced enterocolitis syndrome (DIES)) nepeBaxHO y fiTel, SKi OTpUMyBaid aMOKCULIUAIIIH (OUB.
po3min «ITo6iuni peakiii»). CHHAPOM MeJHKaMeHTO3HOT0 eHTEPOKOJITY - ajlepriyHa peakilis,
OCHOBHHM CUMIITOMOM $IKOI € TpHBaJje 0Jt0BaHHS (dYepe3 1-4 romuHU MicIs MPUNOMY JTiKapChKOT0
3aco0y) 3a BiICYyTHOCTI ajepriuHux mkipHux abo pecrmipaToOpHUX CUMITOMIB. [I0gaTKOBi CUMITOMHU
MOXKYTb BKJTIOYATH 6islb ¥ KMBOTi, miapeto, rimoTeH3ito abo 1eHKouTo3 3 HeuTpodiniero. bynu Tsaxki
BUTIA[IKY, BKJIIOYAOYU IPOTrPECYBaHHSA [0 LIOKY.

LIro mixapceKy ¢opMy He CITifi 3aCTOCOBYBATH, SIKIIIO € BUCOKA WMOBIPHICTb 3HUXKEHOI Yy TIUBOCTI abo
PE3UCTEHTHOCTI 30yNHUKIB 3aXBOPIOBAaHHS N0 OeTa-maKTaMHUX IIpelaparTiB, skKa He OIlocepegKoBaHa
OeTa-TakTaMa3aMH, YyTIMBUMU 0 iHTiOyBaHHS KJIaByJIaHOBOIO KKCJI0TO0. He ciig 3acTocoByBaTH
ITI0 JTiIKapChKY hopMy [Jis JIiKyBaHHS Pe3UCTEHTHOTO [0 MeHinuminy Streptococcus pneumoniae.

Y natieHTiB 3 mopyieHHIM QYHKIIl HUPOK Ta y MAalli€HTIB, AKi MpUiiMalOTh BUCOKIi 103H TiKapChKOT0
3aco0y, MOXK/IMBe BUHUKHEHHS cyaoM (muB. «I100iuHi peakirii»).

Cnip yHMKaTH 3aCTOCYBAHHSI aMOKCULIMITIHY/KJIaBY/IaHOBOI KUCJIOTH IIPH Mifo3pi Ha iHQeKIinHun
MOHOHYKJI€03, OCKIJIbKY B I[bOMY BUIIQ[KY i3 3aCTOCYBAHHSIM aMOKCULIUIIIHY OyJI0 IIOB’si3aHe
BUHUKHEHHS KOPOTIOAiOHOT'0 BUCHUITY.

OpHOYaCHUM IPUKOM aJIONypPUHOJY IMifl Yac JIiKyBaHHS aMOKCULIWIIHOM MifABUIIY€E UMOBIPHICTH
BUHUKHEHHS aJlepriyHuX peakiiit 3 60Ky IKipu.

TpuBasie 3aCcTOCyBaHHS IIpenapaTy iHOAi MOXKe CIPUYMHATH HagMipHUU PiCT HEUYTIUBOI 0
Mepoknasy® MiKpoQIIopH.

BuHUKHEHHS Ha ITOYaTKY JIiKyBaHHS Taps4YKOBOI reHepasi30BaHOl epuTeMH, OB’ s13aHO1 3
BUHUKHEHHSM IIYCTYJI, MOXe OyTH CUMIITOMOM T'OCTPOTO TeHepaIi30BaHOT0 eK3aHTEeMAaTO3HOTO
nyctynbo3y (ITEII) (ouB. po3gin «[To6iuHi peakmii»). Taka peakiis BUMara€ MpPUIUHEHHS
3aCTOCyBaHHs Ipenapary Meokias”® Ta € MPOTUIIOKA3aHHAM I IONAbIIOr0 3aCTOCYBaHHS
aMOKCHULIUJIIHY.

Crnip 3 06epekHiCTIO 3aCTOCOBYBATH aMOKCHIIWITiH/KJTaBYJIaHOBY KHUCJIOTY TallieHTaM 3 03HaKaMu
NopylIeHHs QYHKINI nediHKy (IuB. po3ninu «Crocib 3acTocyBaHHS Ta [03u», «[IpoTUIIOKAa3aHHI» Ta
«ITo0OiuHi peakirii»).



[ToOiyHi peakiii 3 60Ky Ie4YiHKYM BUHUKAJIM TOJIOBHUM YHHOM Y YOJIOBIKiB Ta MAIi€HTIB JIITHHOTO BiKy
Ta Oy/u MOB’sI3aHi 3 TPUBAIUM JTiKyBaHHSM. Y [iTel PO Taki sBUILA MOBiIOMIISIOCS OyXKe pigko. B
yCixX rpymnax nalieHTiB CHMIITOMM Ta O3HAKU 3a3BMYail BUHUKAJY IIifl yac abo ofmpasy micins
JIIKyBaHHS, ajle y JesdKUX BUIMafKaxX BOHU 3'SBJISJIMCS Yepe3 KijlbkKa MiCALB MiCiIsa NPUIUHEeHH
JiKyBaHHS. 3aranoM Ii sBuilia 6y 000pOTHUMU. YCKIIafiHEHHS 3 60Ky IIeUiHKHA MOXYTh OyTH
TSIXKKUMU Ta AyXKe PIAKO MaTH JieTaJIbHUY HACJigOK. BOHU 3aBXKAM BUHUKAJIY y TALli€HTIB 3
TAXKKUMHU CYIYyTHIMU 3aXBOPIOBaHHSIMHU ab0 IPU CYyNIyTHROMY 3aCTOCYBaHHI JIiKapChKUX 3ac00iB,
BiIOMHUX TOTEHIIHUM HETaTUBHUM BIIMBOM Ha IEYiHKY (OuB. po3min «[TobiuHi peakiii»).

[Tpu 3acToCyBaHHI MaliKe BCix aHTHOAKTEpiaTbHUX IIPenapaTiB MOBiIOMIISIOCS PO BUHUKHEHHS
aHTHOIOTMKOACOIIOBAHOTO KOJIiTy, 1IT0 MOXe BapiloBaTH Bif JIEBTKOTO CTYIEHS [0 TAKOTO0, IO
3arpoxye XKuTTio (IuB. po3min «ITo6iuni peakirii»). ToMy BaXK/IMBO MaTH 1ie Ha yBa3i y pasi
BUHUKHEHHS y TallieHTiB fiapel mig yac abo miciist 3acTocyBaHHS aHTUOI0THKA. Y pa3i BUHUKHEHHS
aHTUOiIOTMKOACOIiOBAHOT0 KOJIiTy 3aCTOCYBaHHS CIIifl HeTalHO IPUIMHUTH, 3BePHYTHUCS [0 JiKaps
Ta PO3MOYaTH BiANOBigHE JiKyBaHHS. 3aCTOCYBaHHS NPOTUIEPUCTAJIbTUYHUX IIPernapaTiB y TaKOMy
pa3si mpoTUIoKa3aHe.

[Tpu TpuBasii Teparil peKOMEHAYETHCS NepioanYHa OIliHKa (YHKIIi CUCTEM OpraHiB, ¥ TOMY YUCIi
(GYHKII HUPOK, TeYiHKYU Ta KDOBOTBOPEHHS.

Pigko y nari€eHTiB, sgKi NpuiiMaTh aMOKCUIIUIIIH / KJ1aByJIaHOBY KUCJIOTY Ta IIepOpasbHi
AHTHKOATYJISTHTH, MOXKe CIIOCTEPIraTHUCS MOIOBXKEHHS IPOoTPoMOiHOBOTO iHAeKcy. [Ipu omHOYacHOMY
IPUNOMiI aHTHUKOATYJISHTIB HeoOXimHUM BifMOBIAHUN KOHTPOIH Tab0pPaTOPHUX ITOKA3HUKIB. Moxe
3HaMOOUTHUCS KOPEKIIisl O3 MTepPOopaibHUX aHTUKOATYJISHTIB AJIS MifTPUMKHN HEOOXiqHOTO PiBHA
Koarynstii (IuB. po3nin «B3aeMofiia 3 iHIMKUMY TiKapChKUMU 3aco06aMu Ta iHII BUAM B3a€EMOZi» Ta
«ITo0OiuHi peakirii»).

[MTamieHTaM 3 mopyiieHHAM QYHKIIIl HUPOK CJIifi KOPUTYBaTH [03Y 3a/Ie’KHO Bifl CTYIIeHs MOPYLUIeHHS
(muB. po3min «Crocib 3acToCyBaHHS Ta [O3U»).

Y nari€eHTiB 3i 3HUXKEHUM [iype30M AyKe PiAKo CrocTepiranacs KpucTanypis (BKIHYal4du rocTpe
ypaXXeHHsI HUPOK), IepeBaXkKHO IIPY IapeHTepabHiil Teparmii. [1ig 9ac mpruitoMy BUCOKHUX 03
aMOKCUILIWIIIHY CJIi MiATPUMYBATU DOCTAaTHE CIIOKVBAHHS PIIWHU Ta Oiype3 3 METOK 3HUKEHHS
iMOBIPHOCTI KpHCTasypil, MOB’sI3aH0l 3 aMOKCHUIIUJIIHOM. Y TaIli€HTiB 3 KaTeTepH3alli€l0 CEY0BOT0
MiXypa CIIifi perynsipHO IepeBipsATH MPOXiAHICTL KaTeTepiB (auB. po3minu «I1o6iuHi peakiii» Ta
«Ilepeno3yBaHHS»).

[Tig 9ac nmikyBaHHS aMOKCHUIUJIIHOM CJIifj 3aCTOCOBYBaTH (pepMEeHTaTHBHI METOOY BU3HAYEHHS
TJIIOKOOKCH[a3u IIpU BUNIPoOyBaHHI Ha HasgBHICTD I'JIIOKO3U B CeYi, OCKiIbKY NIPX 3aCTOCYBaHHI
He(epMEHTAaTUBHUX METOMIB € BipOTigHICTh OTpUMaHHS XUOHO-TIO3UTHBHUX PE3yIIbTATiB.

HasBHICTh KJIaBy/IaHOBOI KMCJIOTH y Ipenapati Mefokias® Moxe IPU3BECTH [0 Hecnenudiuaoro
3B’a3yBaHHA IgG Ta anpOyMiHy MeMOpaHaMy €PUTPOLUTIB, 1[0 MOXKe IIPU3BECTH [0 XUOHO-
IO3UTUBHUX pe3ynbTaTiB npobu Kymobca.

[ToBimoMsANIOCS IPO MO3UTUBHI Pe3ynIbTaTé (PePMEHTHOr0 iMyHOaHami3y 3 BUKopucTanusaMm Platelia
Aspergillus BupobuunTBa «Bio-Rad Laboratories» y maifieHTiB, sKi mpuiiManyd aMOKCHUITUIIH/
KJIaBYyJIaHOBY KHCJIOTY Ta ¥ SKUX 3rofgoM Oyia BU3HaHA BiAcyTHICTh iHekuii Aspergillus.
[ToBimoMIIsinoCcs MpO IepexpecHi peakllil 3 MmojicaxapupaMu Ta nojidhypaHno3aMu non-Aspergillus npu
IpoBefieHHi hepMeHTHOro iMyHOoaHai3y 3 BuKopucrtanusam Platelia Aspergillus BupoOHuITBa «Bio-
Rad Laboratories». ToMy 103uTUBHI pe3ynbTaTé aHali3iB y [alli€HTIB, AKi OTPUMYIOTH JIiIKyBaHHS
aMOKCUIMIIHOM/KJIaBYyJIaHOBOIO KUCIIOTOIO, CJIif iHTEpIIpeTyBaTH 3 00epeXKHICTIO i mMiATBEpAXKYBaTH



iHIMMME OiaTHOCTUYHUMHU METOOaMu.

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py00to.

BariTtHicTe. [JocmimKeHHS Ha TBApUHaX He BKa3yIOTh Ha IPsSIMUM a00 0mlocepeqKoBaHUM IIKioIUBUN
BIIJIUB Ha mepebir BariTHOCTI, pO3BUTOK eMOpioHa/mIoma, monoru abo MOCTHATAIbHUM PO3BUTOK.
OOMexkeHi JaHi I[0J0 3aCTOCYBaHHS aMOKCHIIMIIiHY/KIaBy1aHOBOI KMCJIOTH IIifl Yac BariTHOCTI y
JIIOAWHY He BKa3YIOTh Ha IMiJBUIIEHNY PU3KMK BUHUKHEHHS BPOAXKEHUX Bafl PO3BUTKY. Y €IUHOMY
OOCTiAKEeHH] 3a y4acTIO XiHOK 3 TepeaqYyacHUM PO3PHBOM 000JIOHOK IIJT0fla IOBiMOMIISIIIOCS, 110
npodimakTUyHe 3aCTOCYBaHHS aMOKCHUIUJIiHY/K/IaByJIaHOBOI KACIIOTA MOXe IiIBUIYBaTH PU3UK
HEKPOTUYHOTO EHTEPOKOJIiTy V¥ HOBOHapoaxkeHux. CIIifi yHMKaTH 3aCTOCYBaHHS JIiIKapChKOTO 3aco0y
i Yac BariTHOCTI, 3a BUHSITKOM BUIIAOKiB, KOJIM JiKap BBaXKae€ Iie HeoOXigHUM.

[Nepion rogyBaHHS rpyanioo. O6uaBa aKTUBHI KOMIIOHEHTH IIpeliapaTy eKCKPeTYIOThCS y TPyIHe
MOJIOKO (HeMae iH¢popMallil CTOCOBHO BIIJIMBY KJIaByJIaHOBOI KMCJIOTY Ha HEMOBJIS, SK€ 3HAaXOOUTHCS
Ha TPYOHOMY BUTOJOBYBaHHi). TaKuM UMHOM, Y HEMOBJIATH, siKe 1epebyBa€ Ha TPYAHOMY
BUTOJIOBYBaHHi, MOXK/IMBE BUHUKHEHHS miapei Ta rpu6OKoBol iHGEKIIil CIu30BUX 000JI0HOK, TOMY IIifI
Yac NpPUUOMY IIpenapaTy roOfyBaHHS I'PYAI0 CHIif OpUNUHUTHU. CIif B3SITH A0 YBard MOXKJIUBICTh
BUHUKHEHHS aJIepPridyHUX peakliil. 3aCTOCyBaHHSA aMOKCUIMIIiHY/KJIaBy/1aHOBOI KMCJIOTH IIifT 4ac
TOAyBaHHA IPYOII0 MOKIIMBE JIMLIE IIIiC/IS OLiHKY JIiKapeM CIIiBBiIHOLIEHHS PU3UK/KOPUCT.

30amuicmb enaueamu Ha weudKicme peakuii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexaHi3mamu.

HocmimkeHb 3 BUBUEHHS 3MaTHOCTI JTiKapchKOro 3aco0y BIJIMBATH Ha IIBUAKICTL Peakilii mpu
KepyBaHHi aBTOTpaHCIIOPTOM abo iHIIMMHK MeXaHi3MaMH He TpoBoauiud. OfMHAK MOXKYTb BUHUKHYTH
no0iyHi peakuii (HampuKiaf, ajlepriuyHi peakiiil, 3alaMOpoYeHHs, CYOOMHU), IKi MOXKYTh BIUIUHYTH Ha
3M0ATHICTb KepyBaTy aBTOMOOieM abo iHIMMU MexaHi3MaMu (OuB. po3min «I1o0iuHi peakirii»).

Cnoci6 3acmocyeaHHs1 ma do3u.

,]:[O3YBaHH${ BHPaXKeHe B IIEPEPAXYHKY Ha BMICT aMOKCPILII/IHiHY/KHaBYHaHOBOi KUCJIOTH, 3a BUHATKOM
BUIIAOKiB, KOJIHU JO3YBAaHHA BUPAXEHE B [IePEPAXYHKY Ha OerMI/Iﬁ KOMIIOHEHT.

[Tpu BuGOpi mO3yBaHHA [AJIS JTiKyBaHHS OKPEeMOI iH(EKIIil CIlif BpaxoByBaTH: UMOBipHi 30yAHUKH
3aXBOPIOBaHHS Ta ix iIMOBIpHY YyTNUBICTh N0 aHTHOAKTEPiaIbHUX MperapaTiB (OUB. PO3Min
«Oco6IMBOCTI 3aCTOCYBaHHS»); CTYIiHb TSKKOCTI Ta JI0Kasi3aito indekii; Bik, Macy Tina i HUpKOBY
(GyHKIIIO TTalli€HTa, K BKa3aHO HUXKYE.

Y pagzi HeoOXimHOCTI CIif PO3TISIHYTH MOXKJIMBICTE 3aCTOCYBaHHS albTePHATUBHUX JiKAPChKUX GHOpPM
(TobTo TaKux, 110 3a6e3MeYy0Th BUIIli JO3M aMOKCHILIMIIIHY Ta/ab0 pi3Hi CIiBBiIHOIIEHHS BMICTy
aMOKCUIMIIIHY Ta KJIaBYJIaHOBOI KUCJIOTH) (OuB. po3minu «Oco0IMBOCTI 3aCTOCYBaHHSI» Ta
«®apMaKoOAMHaMiKa»).

II71st mopoCnuX Ta [iTel 3 Macolo Tina = 40 Kr 3aranabHa fo0oBa J03a CTaHOBUTHL 1750 Mr
amMokcuImainy/250 Mr Kj1aBynaHOBOI KUCTTOTH (2 TabneTKu), OOOBY 03y PO3MOMiNAIOTL Ha 2
npuiiomu. [Ins giTet 3 Macoio Tina < 40 Kr MakcuMasnbHa go6oBa go3a craHoBuTh 1000-2800 Mr



amokcuruniny / 143-400 mMr KjaByJaHOBOI KMCJIOTH IIPU IPU3HAUYEHHI, IK 3a3HAUY€HO HUXKYe.

Axmo ans mikyBaHHS MOTPiOHO MpH3HaYaTu OilbIli 4O3KW aMOKCHLIMTIIHY, CJTiJ 3aCTOCOBYBATH iHIII
dbopmu KoMOiHAalll aMOKCHUIIXITiH/KIJIaByTaHOBOI KUCJIOTH, 11100 YHUKHYTH IPH3HAYEHHS 3aliBUX
BHCOKHX [103 KJIaBYJIaHOBOI KACJIOTH. TPUBAMICTh JIiKyBaHHS BU3HA4YalOTh 3a KJTiHIYHOIO BiATIOBiAIIO
nalieHTa Ha JikyBaHHS. [lesiKi indexkii (HampuKIag 0CTEOMIENiT) mOTPeOyI0Th TPUBAJIIIIIOTO
nmikyBaHHS. JIiKyBaHHS He TOBUHHO TpuBaTu Oinbile 14 nHiB 6e3 nmepernsgany (OuB. po3min
«0Oco0IMBOCTI 3aCTOCYBaHHS» CTOCOBHO TPUBAJIOI Teparlii).

[Topocni Ta miTy 3 Macoo Tina = 40 Kr: peKOMeHO0BaHa CTaHOapTHa mo3a (I BCiX MmokKal3aHb): 875
mr/125 Mr 2 pa3u Ha [00y.

[liT 3 Macoio Tina Bim 25 mo 40 Kr: s JiKyBaHHS MOXKHA 3aCTOCOBYBATH JIiKapChKui 3acib y gpopmi
TabneToK abo cycneHail.

PexoMmeHpoBaHi 0o3u:
— Big 25 Mr/3,6 mMr/kr Macu Tina/mo0y go 45 Mmr/6,4 Mr/Kr Macu Tina/mo0y, po3minuTy Ha 2 MPUAOMU;

— O/ TiKyBaHHS OesSKUX iHQeKIil (TaKuX SK CepefgHild OTUT, CUHYCUT Ta iH(DeKIlil HUXKHIX
IUXabHUX IUISXiB) MOXKHA 3aCTOCOBYBaTH mo 70 Mr/10 Mr/Kr Macu Tina/moby, po3minuTu Ha 2
MIPUIOMU.

Ockinbku TabNeTKy He MOXKHA HOiMUTH, [iTSIM, Maca Tijla IKuX MeHine 25 Kr, 1110 GpopMy 11iKapChbKOTO
3aco0y He NpHU3HAYaloTh.

Y Tabnuii HUXKYe 3a3Ha4eHO 03y B MI/KT MacCH Tijla, SKy OTPUMY€ OUTHHA 3 MacoIo Tijla Bif 25 KT [0
40 KT IIpH 3aCTOCYBaHHi offHiel TabneTku Memoknasy® 875/125 Mr.

Maca Tina (xr) 40 35 30 25 PekomMeHj0BaHa pa3oBa J03a
(MT/KT MacH Tina)

(muB. BHUIIE)

KinpKiCTh aMOKCULIATIIHY 21,9 25,0 {29,2 35,0 |12,5-22,5 (ue Buite 35)
(Mr/Kr Macu Tina) npu
MPUIOMi pa30BOI 103U, 110
CTaHOBUTH 1 TabIETKy
KinbKicTh KJ1aByJ1aHOBOI 3,1 3,6 4,2 5,0 1,8-3,2 (ue Buiie H)
KUCJIOTH (MT/KT MacCH Tija)
[IpY IPUAOMi Pa30BOi HO3H,
110 CTAHOBUTH 1 TabIETKy

IiTsaM 3 Macoro Tina MeHmIe 25 Kr 6axkaHo IpU3HAYaTH JIiKapCchKuii 3aci6 Menoknas” y dpopmi
cycneH3il. BigcyTHi KJTiHIYHI JaHi I[0J0 3aCTOCYBaHHSA [03 JTIKapChKUX (OPM aMOKCULIUTIIHY/
KJIaBYJIaHOBOI KMCIOTH 7:1, SKi mepeBUIyoTh 45 Mr/6,4 Mr/Kr Macu Tifa Ha 0oy, OiTsSM BiKOM [0 2
PoKiB. BifcyTHi KniHiuHi faHi 1010 3aCTOCYyBaHHS JTiKapCchKUX (GOpPM aMOKCULIUITIHY/KJIaBy/1aHOBO1
KucnoTu 7:1 miTaM BiKoM o 2 micsaniB. ToMy peKoMeHpallil CTOCOBHO [03yBaHHS [ IIi€l TPy
Malli€HTiB BiACYTHI.

[lo3yeaHHA 045 nauieHmis AimHb020 8iky. KopekIis no3u [ MallieHTiB JIiTHbOTO BiKy He MOTpibHa.

[lo3yeaHHA npu nopyweHHi ¢pyHkuii Hupok. IlallieHTaM 3 KJlipeHcoM KpeaTuHiny Oinbiie 30 My1/XB
KOpEeKIIig 103U He noTpibHa. [laieHTaM 3 KlipeHcoM KpeaTuHiny MeHIne 30 MI/XB He
PEKOMEHIYEThCS 3aCTOCYBaHHS JTIKapChKUX (POPM 3i CIiBBiTHOIMIEHHAM aMOKCHUIWIIHY Ta



KJIaBYJIaHOBOI KMCJIOTH 7:1, OCKiZIbKY BifiCyTHi peKOMeHmallil om0 KOPeKIlii mo3Hu.

[lo3yeaHHA npu nopyweHHi ¢pyHKUil neyiHKu. 3aCTOCOBYBaTH 3 00epekKHiCTI0, HEOOXiIHO PETYIISIPHO
KOHTPOJIIOBATHU NeYiHKOBY (QyHKIIiI0 (OuB. po3minu «[TpoTtunokasanHsa» Ta «OcoOnMuBOCTI
3aCTOCYBaHHS»).

Cnocib 3acmocyeaHHs. TabneTKy CIif KOBTATH 11iJI0l0, He p0O3XKOBYytouHu. [Ipenapar ciig npuiiMatu
mig vac igw, 1m06 3BecTu I0 MiHIMyMy IMOTEHIIMHY IITYHKOBO-KHUIITKOBY HEIIEPEHOCUMICTB.

Tepamito MoXkHa pO3MOYATH 3 TAaPEHTEePaIbHOr0 BBEIEHHS, BiIIIOBIIHO [0 iHCTPYKIIil AJIT METUYHOTO
3aCTOCYBaHHS iH'€KIiiHOI popMu MemoKIaBy ", Ta IPOOBKUTH IepopaTbHIMI GOPMaMy.

Himu.

Jlikapcekui 3acib y 1[boOMy I03yBaHHi Ta JTiKapchKiit opMi He peKOMEHIYEThCS IS JIIKyBaHHS AiTel
3 MAcoIo Tijla MeHIIe 25 Kr.

Ilepedo3yeanHsi.

CumnTomu. MoXyTh CIIOCTEPIraTUCS CUMIITOMHU, XapaKTePHI AJ11 po3iafy LITyHKOBO-KUAIIKOBOTO
TPaKTy Ta NOpPyIIeHHAM OalaHCy PiguHU Ta eleKTporiTiB. ClocTepiranacs KpucTanypis, IoB’g3aHa 3
IPUIOMOM aMOKCHLIUJIIHY, [0 B OKPEMUX BUNIaAKaX IPU3BONUIIO O PO3BUTKY HUPKOBOI
HEJOCTAaTHOCTI (IuB. po3min «OcobIUBOCTI 3aCTOCYBAHHSI»).

Y marieHTiB 3 MOPYIIEeHHIM (DYHKIIl HUPOK Ta Y MAalli€HTiB, SKi IPUUMAIOTh BUCOKI 03U Ipenapary,
MOXKJIVBE BUHUKHEHHS CYIOM.

[ToBigOMIIATIOCS IIPO OCiTaHHS aMOKCUIUIIIHY Y KaTeTepax Ce40BOoro Mixypa, llepeBaXkHO Micis
BHYTPIIIIHbOBEHHOI'0 BBEEHHS Y BUCOKUX [03aX. CIIif peryasapHO MepeBipsaTH MPOXigHICTh KaTeTepiB
(ouB. po3min «OcoBIMBOCTI 3aCTOCYBaHHS»).

JlikyBanHs. [TopymieHHs 3 60Ky IITyHKOBO-KUIIKOBOT'O TPAKTy MOXKHA JIiKyBaTH CHMIITOMaTUYHO,
3BepTaloyy yBary Ha OajlaHC PifUHM/eTeKTPOiTiB. AMOKCUIUIiH/K/IaBy/laHOBa KMCI0Ta MOXYTb OyTH
BUJAJIeH] 3 KPOBOTOKY 3a [OIIOMOTr0O0 reMofiaisy.

ITo6iuni peakuii.
Haiibinbi yacTo MOBigOMIISI0CS PO TaKi moOiuHi peakiiil, K giapesi, HyoTa Ta OIOBaHHS.

Huxue HaBemeHo HeOaxkaHi peakiiii Ha JTiKapChKUH 3acib, 110 CIIoCTepiraaucs mif yac KIiHiYHuX
IOCTiAKeHb aMOKCULIUITIHY / KJTaBYJIaHOBOI KUCJIOTH Ta B paMKax IIOCTPEECTPALiiHOT0 HaTNIaAy, AKi
Ky1acu(ikoBaHO 3a cucTeMaMu opraHis 3rigHo 3 MedDRA. 3acTocoByeThCS Taka Kiacudikaris
YaCTOTH BUHUKHEHHS Mo0iyHMX edekTiB: myxe yacto 3 1/10; gacto 3 1/100 ta < 1/10; HEwacTo 3
1/1000 ta < 1/100; pigko 2 1/10000 ta < 1/1000; myxe pigko < 1/10000; HEBimOMO (4acTOTy
HEMOXKJIMBO OLIHUTH 3 HAsBHUX JaHUX).

IHpekuii ma iHeasii: 9acTo - KAHAWI03 IITKiPH Ta CIM30BUX 000JI0HOK, HEBIJOMO - HaAMipHe
PO3MHOXKEHHS MIKPOOPTraHi3MiB, HEUyTIUBUX [0 [Ipenapary.



3 60Ky KpogomeopHoi ma Aim¢pamuuHoi cucmemu: PigKo - 000POTHA JIEMKOIEHis (BKIII0OYal0yu
HEUTPOIIeHit0) Ta TPOMOOIUTOIIEHisT, HEBiTOMO - 0O0POTHUY arpaHyIOLKUTO3, TEMOTITUYHA aHEMIS,

30inbIIIeHHS Yacy KPOBOTEUi Ta MPOTPOMOiHOBOTO iHneKcyl.

3 60Ky imyHHOI cucmemu’: HeBilOMO - aHTiOHEBPOTHYHNMI HAaOPAK, aHadimakcis, CUEAPOM, ORIOHMIA
10 CHPOBATKOBOI XBOPOOU, ajepriyHuUM BaCKYJIiT.
3 6oky Hepeoeoi cucmeMu: HEYACTO - 3allaMOPOYEHHS, T'OJIOBHUI 0ifib, HEBiHOMO - 000POTHA

TinepakTHUBHICTH i cynomnl, ACENTUYHUU MEHIHTIT.
3 60Ky cepus: 4acToTa HeBimoMa - cuHapoM KyHica.

3 60Ky WAYHKOBO-KUWKOB020 MPAKMY: YacTo - fiapes, HyfgoTa’, 61II0BaHHS, HEYAaCTO - DPO3NIafu
IIJTyHKA, HEBIMOMO - aHTHOi0TMKOACOITiiOBaHU I KOJIT, «YOPHUU BOJIOXaTUH SI3UK», 3MiHa
3aGapBieHHsa 3y0Hoi eMani’, CHHAPOM MeXKaMeHTO3HOro eHTepokoiTy (drug-induced enterocolitis
syndrome (DIES)), rocTpuii maHKpeaTHT.

3 6oky 2enamobisiapHoi cucmemMu: HeYacTo - MiABUILEHHS PiBHS acrnapTaTaMmiHoTpaHcdepasu (ACT)
Ta/abo ananinaminorpancdepasu (AJIT)!, HeBimoMo - remaTuTH® Ta XOleCTaTU4HA XKOBTSHUIS .

3 6oky wkipu ma nidwkipHoi mKGHUHUG: HeYyacTo - WKipHi BUcUNY, cBepbik, KPONUB'IHKA, PiIKO -
MynbTU(OPMHA epuTEMa, HEBigoMO - cuHApPoM CTiBeHCa — [[?KOHCOHA, TOKCUYHUY eTifiepMalbHUN
HEKpoIi3, Oymb03HUM eKChOoliaTUBHUM JepMaTHUT, TOCTPUil reHepali3oBaHui eK3aHTeMaTO3HUM
HYCTyHb031, peaxiris Ha JIiku 3 eo3uHodinmiero Ta cuctemuumu cumnromamu (DRESS), xBopoba
ni"iHOTO iMyHOT 100y TiHY A (IgA).

3 60Ky HUPOK ma ceyos8udiibHOI cucmemu: fyXe Pifko - iHTepCcTUILianbHUA HeGpUT, KpUCTAIypis '
(BKJIIOUAIOUM TOCTPE ypaKeHHS HUPOK).

'Mus. po3min «Ocob6IMBOCTI 3aCTOCYBaHHS».

*HynoTa dacTile moB’si3aHa 3 IPUIoMOM GiNbII BUCOKMX IepOopalbHuX 03 Hpenapary. [Ipu
BAHUKHEHHI IINTYHKOBO-KUIIKOBUX PEakKIiil 1X TAKKICTh MOKHA 3HU3UTHU LIIAXOM IPUUOMY
MenoknaBy"® mip gac inm.

*Y ToMy 4HCHi IceBRoMeMOpaHO3Hui KOJIT i reMopariusuil KomiT (quB. po3min «Oco6aIuBoCTi
3aCTOCYBaHHS»).

‘Tlomipre migsumenHs pisHiB ACT Ta/a6o AJIT dacTime cnocTepiranocs y NallieHTiB, SKi OTPUMyBaIK
nmiKyBaHHS aHTHOIOTUKaMu GeTa-TaKTaMHOI TPYIIH, ajle 3HAYUMICTh IIUX pe3yIbTaTiB HeBigoMa.

°I1i ABMILA CIOCTEPIramucs y pasi 3acTOCYBaHHS iHIIMX aHTHOIOTHKIB IEHIIUIIHOBOTO Ta
nedanocrnopuHOBOro psaay (AuB. po3min «Oco6IUBOCTI 3aCTOCYBAHHSI»).

*TIpu BUHHKHEHHI peaxiliii MigBUIIEHOI YyTIHBOCTI (HepMaTUTYy) 3aCTOCYyBaHHS JIIKAPCHKOT0 3ac06y
ciip npunuHUTHU (OUB. po3min «OcobIUBOCTI 3aCTOCYBAHHS»).

"IOus. po3gin «Ilepeno3yBaHHs»
*Tus. po3ainu «IIpoTunoKa3aHHs» Ta «OCOGIMBOCTI 3aCTOCYBAHHS».

*TlyXe pifKo y fAiTeii cocTepiranacs 3MiHa 3abapBieHHs 3y0HOI emasti. PeTenbHa ririeda poToBoi



TIOPOKHUHYU MOXKe MONePeIUTH TaKy 3MiHy 3a0apBIeHHS, OCKI/IbKY I1e SIBUIIE YCYBAETHCS IIITXOM
YyuIeHHs 3y0iB.

[TosidomaeHHA npo nido3ptosaHi nobiyHi peakuii. [ToBinomenHs npo mobiuHi peakuii micins
peecTpallil TiKapchbKoro 3aco0y Ma€ BaxK/IuBe 3Ha4eHHs. Lle mae 3Mory MpOBOOUTH MOHITOPUHT
CIIiBBiTHOIIEHHST KOPUCThL/PU3UK IIPU 3aCTOCYBAHHI I[bOTO JIIKAPCHKOT0 3aco0y. MemuuyHUM Ta
dhapMareBTHYHUM IIPalliBHUKAM, @ TaKOX IaIfieHTaM abo iX 3aKOHHUM MIpefCcTaBHUKAM CJIif
TIOBIIOMJISITH TIPO YCi BUMIAOKM Mi03PI0OBAHUX MOOIYHUX peaklliil Ta BiiCyTHOCTI e(eKTUBHOCTI
JiKapchKOro 3aco0y uepe3 ABTOMaTU30BaHy iHdopMaliliHy cucTeMy 3 ¢hapMaKOHATISIAY 3a
nocuiaHHAIM: https://aisf.dec.gov.ua

Tepmin npudamHocmi. 2 POKH.

YmMmoBH 30epirannsi. 30epiratu Ipu TeMmnepartypi He Buile 25 °C B OpuTiHaIbHIN yIIaKOBIIi B
HeIOCTYIIHOMY [JIS JiTe! MIiCIi.

YnakoBka. I1o 7 TabneTok y 6micTepi; mo 2 6/1icTepu y KapTOHHIN KOpPOOLIi.

Kareropis Bignmycky. 3a perentom.

Bupoo6nuk. Menokewmi Jlimitem/Medochemie Limited.

Micue3HaxoaKeHHsI BUPOOHHKA Ta MOT0 aJpeca MicCIisi IPOBaKeHHsI Tis/TbHOCTI.

Axwuoc Artanaccioc IngyctpiansHa 3oHa, Anety 48, Jlimaccomn, 4101, Kinp/

Agios Athanassios Industrial Area, Iapetou 48, Limassol, 4101, Cyprus.
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