IHCTPYKIISA
JJIS1 MEIUYHOT0 32CTOCYBAHHS JIIKAPCHKOr0 3aC00y

AYTMEHTHUH™ ES
(AUGMENTIN™ ES)

Cknao:

Oitoui peyosunu: aMOKCUILIWIIIH, KJIaByJJaHOBA KUCIIOTA;

1 ¢pnaxoH MiCTUTH MOPOIIOK A MpUrotyBaHHs 100 M1 cycneHsii Takoro ckiany:

5 M1 cycnieHsii MiCTATh aMOKCUIIMITIHY (Y pOpMi aMOKCHUIIIIIHY TpHriapaTy) 600 Mr 1 Ki1aByJIaHOBOI
kucioTH (y opmi Kanito kinaBynaHary) 42,9 mr;

O00NOMICHI pe1uOo8UHU. KPEMHIIO TIOKCHU] KOJIOTAHUI O€3BOJHUIA, HATPiI0 KApOOKCHMETHIIIIEI0I032a
12, acmapram (E 951), kcaHtaHoBa KaMmelb, KPEMHIIO IIOKCHJ, IUTYYHHH MOJTyHUIHUN
apoMaTu3aTop.

Jlikapcbka ¢opma. [Toporiok ans opanbHOi CycneHsii.

Ocno6Hi ¢hizuko-ximiuni enacmueocmi: CUITy4ni MOPOILOK Maixe 0110T0 KOJIbOPY 3 XapaKTepHUM
MOJYHUYHUM 3aTaXOM.

dapmakoTepaneBTHYHAa TIpyna. AHTHOAKTepiajdbHI 3ac00M JJII CHCTEMHOIO 3aCTOCYBaHHS.
bera-nakramui antuGiotuku. [leninmmiau. KomOinamii meHinwmmiHiB 3 iHriOiTOpamu Oera-

nakramasu. Kog ATX JO1C RO2.

Dapmakonoziuni eracmusocmi.

Dapmaxoounamixa.

MexaHni3M aii

AMOKCHIIMIIH € HaMlIBCUHTETUYHUM TMEHIMITIHOM (OeTa-IaKTaMHUM aHTUO10TUKOM), SIKUH 1HTi0y€

oIuH a0o0 Kinbka (pepMEHTIB (SIKI 4acTO HAa3MBAIOTh IMEHIWIIH3B s3ytounMu Oinkamu, [13B) y

nporeci GI0CHMHTETHYHOro MeTaloJi3My OaKTepialbHOTO MENTHIOTIIKaHy, IO € HEBiJ €MHHUM

CTPYKTYPHUM KOMIIOHEHTOM KJIITHHHOI CTiHKHM OakTepii. [HriOyBaHHS CHHTE3y NENTHIOTIIKaHY

MPHU3BOAUTH J0 MOCTA0IEeHHS KIITHUHHOI CTIHKY, HACIIIKOM YOTO € JI3UC 1 3aru0erb KIITHH.

AMOKCHIIMIIH Yy TJIMBUH 10 PO3LIETUICHHs OeTa-IakTaMma3aMH, 10 MPOIYKYIOThCS pE3UCTEHTHUMHU

OaKTepisiMH, OTXKe, CIEKTP aKTUBHOCTI aMOKCHUIIMIIIHY SIK MOHOTEpaIii He BKIIIOYa€ MiKpOOPTraHi3MH,

AK1 IPOAYKYIOTH i (PEPMEHTH.

KnaBynaHoBa kuciaota € OeTa-lTakTaMOM, CTPYKTYpHO CIIOPiTHEHMM 13 MeHilwiiHamMu. Bona

JICaKTUBYE AesIKi pepMeHTH OeTa-TakTaMas3y, THM CaMUM 3aMo0iraroun iHaKTUBaIlli aMOKCHIIHITIHY.

KnaBynaHoBa KuCIIOTa y BUTJIs111 MOHOTepaIii He YUHUTH KIITHIYHO KOPUCHOTO aHTUOAKTEPiaIbHOTO

edexry.

CuissigHomenHs OK/DJ1

Yac 30epekeHHs KOHLIEHTpALil JiKapCchKOro 3acoly, L0 MEPEeBHINY€e MiHIMAIbHY 1HTIOYyIOUy

koHueHTpauito (Y>MIK), BBaxxaeTbcsi OCHOBHUM (DakTOpOM, KU BU3HAUa€e €()EeKTUBHICTH IS

aAMOKCHIIHIIIHY.

MexaHi3MHU pe3UCTEHTHOCTI

IcHYIOTB 1Ba OCHOBHHX MEXaHI3MH PE3MUCTEHTHOCTI JI0 aMOKCUIIMIIIHY/KJIaByJIaHOBOT KUCIIOTH:

- iHakTHBalig OakTepiaJbHUMHU OeTa-JakTama3zaMH, siKi cami Mo cobi He iHriOyIThCs
KJIaBYJIAHOBOIO KHCIIOTOIO, BKIto4arouu kinacu B, C 1 D;

- mneperBopenHs 113b, 1m0 3mMeHmye adiHHICTh aHTHOAKTEPI1ATBLHOTO MpenapaTy 10 MilleHi.




Henponuknicte OakTepiif a0 MexaHi3M e(IIOKCHOTO Hacoca MOXKE BHKJIMKATH PE3UCTEHTHICTD
OakTtepiit ab0 cpusATH iH, 30KpeMa, y TpaMHETaTUBHUX OakTepiid.

KoHTposbHI TOYKH

Konrtpomnsni Toukn MIK 17151 aMOKCHIMITIHY/ KJIaBYJIaHOBOI KUCIIOTH, BCTaHOBJIEHI €BpOoneichbKiM
KOMITETOM 3 BU3Ha4eHHs aHTUMiKpoOHoi uyTimBocTi (EUCAST)

MikpoopraHizmu KOHTpOJIbHI TOYKH YyTIUBOCTI (MKI/MIT)
UyTiusi ITomipHO wyTINBI Pesucrentni
Haemophilus inﬂuenzae1 <1 - > 1
Moraxella catarrhalis! <1 - >1
Staphylococcus aureus 2 <2 - >2
Streptococcus A, B, C, G4 <0,25 - > 0,25
Streptococcus pneumoniae3 <0,5 1-2 >2

I Mosigomneni 3Hauenss wis KOHIICHTpAIlii aMOKCUIIMIIIHY. 3 METOI0 BH3HAYEHHS YYTIMBOCTI
KOHIICHTpALlisl KJIaBYJIaHOBOI KUCJIIOTH BCTAaHOBJICHA y 3HAYECHHI 2 MT/JI.

2 ToBixoMIIeH] 3HAUEHHS 171 KOHIICHTpAIlIi OKCAIHIIIHY.

3 KoHTposibHI TOUKH pO3pax0BaHO 13 KOHTPOJIBHUX TOYOK JIJIsI aMITIIIFITIHY .

4 KoHTposIbHI TOUKH pO3pax0BaHO 13 KOHTPOJIBHUX TOYOK JIJIsI OCH3WITICHIIMITIHY .

P0310BCIO/KEHICTh PE3UCTEHTHOCTI MOXKE 3MIHIOBAaTHUCS reorpadiuHo 13 4acoM /1715l OKPEMHX BUIIB,
ToMy OaXaHO MaTH MiCLeBY 1H(OpPMAIiIO 110JI0 YYTJIMBOCTI, OCOOIMBO MPH JIKYBAHHI TSKKUX
iHQekuiil. 3a HeoOX1HOCTI MOTPiIOEH eKCIEPTHUN BHCHOBOK, SIKIIO MICLEBA PO3MOBCIOJKEHICTh
PE3UCTEHTHOCTI € TaKow, 10 KOPHCTh MpenapaTy, NpUHAMMHI NpU AESKUX TUnax iHQEKuil,
BUKJIMKA€E CYMHIBH.

3a3Buyait t-IVT.]'II/IBi BHUJH

['pamnosuTuBHI aepobu: Staphylococcus aureus (4yTIUBUN 10 MeTI/II_II/IJ'IiHy)£, Streptococcus

pneumoniael, Streptococcus pyogenes Ta iHii GeTa-reMOTITHYHI CTPEITOKOKH.

I'pamueratusHi aepobu: Haemophilus influenzae?, Moraxella catarrhalis.

Bunn, misd SKuxX pO3BUTOK PE3UCTEHTHOCTI MOKE OYTH IIpOOIIEMOIO

I'pamueratuBHi aepodu: Klebsiella pneumoniae.

[IpupoaHO pe3rucTEHTHI MIKPOOPTraHi3MHU

I'pamueratuBHi aepoOu: Legionella pneumophila.
IHI1i MIKPOOpPraHi3Mu:
Chlamydophila pneumoniae, Chlamydophila psittaci, Coxiella burnetti, Mycoplasma pneumoniae.

$ Bi CTa(iTIOKOKH, PE3UCTEHTHI A0 METHLUWIIHY, € PE3UCTCHTHUMH OO0 aMOKCHLWIIHY/
KJIABYJIAHOBO1 KHCJIOTH.

1 Jlana mikapchka (opmMa aMOKCHUITIITIHY/ KJIaBYJIAHOBOI KHCIIOTH MOXKe OyTH 3aCTOCOBaHA s
JiKyBaHHS Streptococcus pneumoniae, PE3UCTEHTHOTO [0 TICHINWIIHY, JWOIE 3TiTHO 13
3aTBEPPKCHUMU TIOKa3aHHSAMHU (IuB. po3ait «Crocid 3acTOCYBaHHS Ta JTO3M»).

2 [1Itamu 3i 3HIKEHOIO Yy TJIMBICTIO OyJM 3apeecTpoBaHi y Aeskux kpaiHax €C 13 4acTOTO0 BHILE
10 %.

Dapmaxokinemuxa.
Abcopdyis. AMOKCHIIWIIIH 1 KJIaBYJIaHOBA KHCJIOTA MTOBHICTIO TUCOIIIOIOTh Y BOJJHOMY PO3YHHI MPH
¢izionoriunomy piBHi pH. OOuaBa KOMIIOHEHTH INBHIKO Ta J00pe abcopOyroThes MpHU



nepopanbHOMY MpuiioMi. BiogOCTYNMHICTh aMOKCHIMIIIHY Ta KJIaBYJIaHOBOi KHMCJIOTH CTaHOBHTH
npubimzno 70 % npu nepopansHoMy npuiiomi. [Ipoghini 060X KOMIOHEHTIB y MjIa3Mi i1eHTHYHI, a
Yyac JOCATHEHHs MakcuMayibHOi KoHUeHTpauii B 1iasmi (Tpax) JUIS KOXKHOTO KOMIIOHEHTA
CTaHOBUTbH MPUOIU3HO OJHY TOAMHY.

Cepenni apmakokiHeTH4HI TapaMeTpu AyrMeHTuny ES npu 3acTocyBaHH1 U1 JTIKyBaHHS JiTeH y
1031 45 Mr/3,2 Mr/Kkr Macu Tija KoxHi 12 ToiuH HaBeIeH1 y TabJIuIIi:

IIpenapart Crnax Tnax* AUC (0. Tin
(MKT/™MIT) (ron) (MKT.TO/1/MIT) (ron)
AyrmenTuH ES aMOKCHIMIIIH
Ho3a: 45 MI/Kr macu Tijla aMOKCHLMIIHY | 15,7 2,0 59,8 1,4
Ta 3,2 MI/KI Macu Tila KJIaByJaHOBOI | + 7.7 (1,0-4,0) | +20,0 + 0,35
KUCJIOTH KOXH1 12 roanH KJIaBYJIAHOBA KKCJIOTA
1,7 1,1 4,0 1,1
+0,9 (1,0-4,0) | £ 1,9 + 0,29

*CepenHe (aiamazoH)

KoHuenTparnii aMOKCHLIMIIHY Ta KJIaBYJaHOBOI KHUCJIOTH Y CHpPOBATIi, L0 JOCATAIOTHCSA IPH
OpuioMi aMOKCHLMJIIHY/ KJIaBYJIaHOBOI KHCJOTH, I1JEHTHYHI THM, IO JOCATAIOTbCA IPH
NepopaTbHOMY IPUHOMI €KBIBaJCHTHUX J03 aMOKCULIMIIIHY 200 KJIaBYyJIaHOBOI KUCIOTH OKPEMO.
Posnooin. bnnsbko 25 % 3aranbHOro o0cAry KiaByJIaHOBOI KUCIOTH y mia3mi Ta 18 % 3aranbHOro
aMOKCHUIIMIIIHY B IJIa3Mi 3B’ AI3YIOThCS 3 OUIKaMu. Y sIBHUI 00’ €M pO3MOALTY CTaHOBUTH OJ1u3bKO 0,3—
0,4 n/kr U1 amMmoKkcuwIiny 1 61u3bko 0,2 JI/KT A5 KI1aByJIaHOBOI KUCIIOTH.

[Ticns BHYTpIIIHHOBEHHOT'O BBEIEHHS aMOKCHULMIIH 1 KJIaByJaHOBa KUCIOTa Oyid BHSBICHI B
KOBYHOMY MIXypi, OUEpeBHHI, LIKipi, KUPOBI TKAHWHI, M A30Bill TKaHWHI, CHUHOBIAJbHIN Ta
NEPUTOHEAIBHIN PiAMHI, KOBYl 1 THOI. AMOKCHLIWIIH HE PO3MOAUISIETHCS TOCTaTHHOIO MIpOIO B
CIIMHHOMO3KOBIH Pi/IHHI.

JlocnmipKeHHsT Ha TBapHHAX HE BUSBWIM KOJHHX JO0KAa3iB 3HAYHOI 3aTPUMKHU PEUOBHH, MOXITHUX
OyAb-KOTO KOMIIOHEHTa IIpernapary, y TKaHMHAaX OpraHi3aMy. AMOKCHUIWIIH, K 1 OUIBIIICTh
NEHIIUIIIHIB, MOXe OyTH BUSBJICHHUH y rpynHoMy Moioui. He3HayHa KiNbKICTh KJIaBYJIaHOBOI
KHCIIOTH TaKOX MOXe OyTH BUSIBIICHA B TPYIHOMY MOJIOMI (AUB. pO3/in «3aCTOCYBaHHS Yy MEpioa
BariTHOCTI 00 TOAYBaHHS TPYAIIO»).

By1o BusiBiIeHO, 1110 SIK aMOKCHULIMITIH, TaK 1 KJIaByJIaHOBA KMCIIOTA IPOHUKAIOTH KPi3b IUTALlEHTApHUHA
6ap’ep (AuB. po3ais «3acTOCYBAaHHS y MEPiOJ] BariTHOCTI 200 TOAYBaHHS IPYIIIO»).
biompancgopmayis. AMOKCUIIMIIIH YaCTKOBO BHBOJUTBHCS 13 CEUYECI0 Y BHIJISAI HEAKTUBHOI
MEHIIWIOBOT KUCIOTU B KUIBKOCTAX, ekBiBaieHTHHX 10-25 % modarkoBoi go3u. KiaBymanosa
KHCJIOTa 3HAYHOIO MipOI0 METab0II3y€eTHCS B OPraHi3Mi JIIOAMHU 1 BUBOJUTHCA 13 ceuelo 1 (heKatisiMu
Ta Y BUTJIS/11 JBOOKHUCY BYTJICLIIO 3 OBITPSIM, 10 BUIUXA€ETHCS.

Bugeoenns. OCHOBHUM IIISXOM BUBEJCHHS aMOKCUIIWIIIHY € HUPKH, TOAI K KJIaByJaHOBa KHCIOTa
BUBOJIUTHCS SIK HUPKaMH, TaK 1 IUIIXOM J1ii MO3aHUPKOBHX MEXaHi3MiB.

VY 310poBUX AOOpPOBONBLIB CEpeIHIM MEepioa HamiBBUBEIEHHS aMOKCHIMIIIHY/ KJIaBYJIaHOBOI
KHCJIOTH CTAHOBUTH IPUOIU3HO OJIHY TOJIUHY, a CEPEIHIH 3arabHui KiipeHc — pruOau3HO 25 11/Tof.
PizHoMaHITHI OOCHIMOKEHHS IMOKa3ajlM, IO BHAUIEHHS 13 cedero cTaHoBUTH 50-85 % mua
amokcuiiiny ta 27-60 % s KIaByJIaHOBOiI KHCJIOTH TMPOTATOM 24-TOJUHHOTO TEpiofy.
Haii0inpima KinbKICTh KIaBYJAHOBOI KHCIOTH BUBOJUTHCA MPOTSITOM MEPIIMX 2 TOAMH MIiCHA
[IpUHOMY.

OnHouacHe 3acTOCYBaHHs MPOOCHELUAY CIIOBLUIbHIOE BUBEICHHS aMOKCULIMITIHY, aJle HE 3aTPUMY€
HUPKOBOI €KCKpelii KJIaByJIaHOBOI KHUCJIOTH (IUB. po3ain «Bzaemonis 3 IHIIMMH JIIKapCHKUMHU
3aco0aMu Ta iHII BUIU B3a€EMOIIN»).



Ilopywennsa @yuxkyii nupok. 3araJbHUA CHPOBATKOBUH KIIIPEHC aMOKCHULMIIIHY/ KIJIaBYJIaHOBOT
KHUCJIOTH TPOMOPLIHHO 3MEHIIYEThCS 31 3HMKEHHAM HUPKOBOI (DYHKII. 3HM)KEHHS KIIPEHCY
npernapary OuIbIl BUpaXKeHe 111 aMOKCUIIMITIHY, HIK /171 KJIaBYJIAHOBOI KUCIIOTH, OCKLIBKH O1JTbIIa
YacTKa aMOKCHUIMJIIHY BUBOJIUTBHCS HUpKaMu. [Ipy HUPKOBIH HEJOCTAaTHOCTI JO3yBaHHS Mae
3anmo0iraTu HaAMIpHIM KyMyJslii aMOKCHLMIIHY, Y TOM jke vac 30epiraiou JOCTaTHI PiBHI
KJIaBYJIAaHOBOI KMCIOTH (IMB. po3ai «Crocid 3acTOCyBaHHS Ta 103 ).

Hopywenus ¢@yukyii neuinku. IlamieHTaM 3 TIEYIHKOBOIO HEAOCTATHICTIO PEKOMEHIYETHCS
o0epekXHe 3aCTOCYBAHHS 1 peryJIapHUA KOHTPOJIb (PYHKIIT MEYiHKH.

Kuiniuni XapakTepucTHKH.

Ilokasanna.

Indexuii y aiteir BikoMm Big 3 MicAliB, Maca Tijla SKUX He nepeBuirye 40 Kr, copudvHeHi abo
IMOBIpHO CIIpUYMHEH] MEHIMIIHPE3UCTEHTHUMU IITaMaMu Streptococcus pneumoniae, Taki sK:

- TOCTpUH cepesiHiil OTHT;

- HErocCmiTaJabHa THEBMOHISI.

[Ipu npu3HaueHHi aHTHOAKTEpiaJbHUX MpEnapariB Clif KepyBaTHCS MPaBUWIAMHU iX HAJIEXKHOTO
3aCTOCYBaHHS.

IIpomunokaszanna.

[TigBuIeHa Yy TIUBICTH 0 Oy/1b-sIKUX KOMIIOHEHTIB Mpenapary, 10 Oy1b-sIKuX aHTHOAKTepialbHUX
3ac00iB Ipynu NEHILWITIHY.

HasBHicTh B aHaMHe31 TSDKKHMX peakiiil TinmepuyTiauBocTi (B T.4. aHadinakcii), MOB’s3aHUX 13
3aCTOCYBaHHSAM IHIIMX OeTa-JaKTaMHHMX areHTiB (y T.4. uedalocrnopuHiB, kKapOaneHeMiB abo
MOHOOAaKTaMiB).

HasiBHicTh B aHamHe3i KOBTSHUII a00 MUCHYHKINT TEYiHKH, TMOB’SI3aHUX 13 3aCTOCYBAHHSAM
aMOKCHUIIWIIIHY/ KJIaByJIaHOBOT KHCIIOTH.

B3aemooia 3 inwumu nikapcokumu 3acodamu ma inuii 6uOU 63a€mMo0iil.

Aumukoazynianmu 015 nepopaibHO20 3ACMOCYBAHHS

AHTHKOATYJISIHTH JUTsSl IEpOPAILHOTO 3aCTOCYBAHHS T aHTUOI0TUKH EHILWIIHOBOTO PALY IIUPOKO
BUKOPUCTOBYIOTHCSI Ha TPAKTUIl 0e3 MOBIIOMIIEHb MO B3aemofito. OpHAK OMUCAHO BUMAJIKH
301IbIIEHHS MIKHAPOIHOTO KoedillieHTa HopMai3alii y MalieHTiB, AKi NIpUiMaiy aleHoKyMapo
abo BapdapuH Ta skuM OyB NMpHU3HAYEHUH Kypc JIIKYBaHHS aMOKCHIIMJIIHOM. SIKIO HEOOXiAHUN
OJTHOYACHUH MPHUIOM TaKuX MpenapaTiB, CIiJl peTeIbHO KOHTPOJIIOBATH MPOTPOMOIHOBHI 1HAEKC,
a0 MDKHapoJIHUHM KoedillieHT HOpMami3alii, Nmpu JoAaBaHHI a00 MPHUINHUHEHHI MpUHOMY
amokcuitiny. Kpim Toro, moxke OyTH mNOTpiOHa KOPEKIsl [J03M AHTHKOATYJISIHTIB IS
MEPOPATLHOTO 3aCTOCYBaHHS (IUB. po3ainn «Oco0muBoCTi 3acTocyBaHHs» Ta «I10014HI peakiii»).
Memompexcam

[TeHIMIiHK MOXKYTh 3HI)KYBATH BUBEJICHHS METOTPEKCATY, 1110 BUKJIMKAE MOTEHLIHHE 301IbIIICHHS
TOKCHUYHOCTI.

IIpobeneyuo

OnHouacHe 3acCTOCYBaHHSI NMpPOOEHeIy He peKoMeHayeThes. [IpoGeHenns; 3MeHIye HUPKOBY
KaHaJIbLIEBY CEKpelil0 aMOKCHIIMIiHY. OfHOYaCHE 3aCTOCYBAaHHS MPOOEHEIUYy MOXKE MPU3BECTH
710 301IBIIEHHS PIBHS Ta TPUBAJIOCTI 3HAXOJKEHHSI aMOKCUIIIIIIHY (aJie He KJIaBYyJIaHOBOI KUCIOTH)
y KpOBI.

Mikogenonamy moghemun

VY XBOpHX, K1 JIKYIOTbCA MiKO(QEHOIaTy MODETHIIOM, MiCIs T0YaTKy 3aCTOCYBaHHS IEpOPaILHOTO
AMOKCUIIWIIIHY 3 KJIABYJAQHOBOI KHUCIOTOI0 MOXE 3MEHIIUTUCH IPel030Ba KOHIIEHTpALlis
aKTUBHOTO MeTa0oJIiTy — MIKO(EHOI0BOI KUCIOTH — Npubian3Ho Ha 50 %. Ll 3miHa npeno3oBoro
PiBHS MOXe€ HE MTOBHICTIO BIAMIOBIAATH 3MiHI 3arajJbHOI €KCIO3UIiT MiKO()eHOIOBOT KHCITOTH. Takum



YMHOM, 3MiHa JJ03yBaHH: MiKo(eHoIaTy ModeTniry 3a3BU4aii He MoTpiOHa, SIKII0 HeMAa€e KIIHIYHOTO
HiATBEpKEHHA JTUCYHKLII TpaHciutantata. OJHAaK peTelibHE CIOCTePE)KEHHS HeoOXigHe
IPOTSTOM OJIHOYACHOT'O 3aCTOCYBAHHS Ta BIPOIOBXK JESIKOTO Yacy Micist aHTHO10TUKOTepartii.
Ocobueocmi 3acmocyeanns.
Ilepen mouaTkoMm Tepamii aMOKCHLIMIIHOM/ KJIaBYJIaHOBOIO KHCJOTOIO CJiJI peTeNbHO 310paTH
1H(hOopMAIIiO 00 TOTIEPEIHIX PEaKIlii MiIBUIEHOT Yy TIIMBOCTI HA TICHIIIIIIHY, 1e()aToCcIoOpuHn
a0o i1 OeTa-nakTaMHi npenapaTtH (AuB. po3aimm «IIpotunokazanusy ta «I1o6iuHi peakiii).
[ToBimomisiocst mpo cepiio3Hi Ta B OKPEMHX BHUIAAKaX JIETalbHI peakiii MiABUIIEHOT Yy TIMBOCTI
(BiTIOUAOYM aHA(UIAKTUYHI PeaKiii Ta TSHKKI HIKIpHI MOO14HI peakiii) y MaIi€eHTiB, IKi OTPUMYBaJIN
JKyBaHHS NeHINWIiHOM. Taki peakuii OUIbII BIpOTiIHI Y XBOPUX 3 MiJBHUILEHOI YYyTJIUBICTIO J10
NEHIIUIIIHY B aHAMHE31 Ta MMali€HTIB 3 aTOMYHIUMHU 3aXBoproBaHHAMM. [1pu nosiBi anepriyHoi peakuii
CJIiJ] IPUITMHUTH 3aCTOCYBAHHS aMOKCHLIMJIIHY/ KJIaByJIaHOBOT KMCJIOTH Ta PO3MOYATH BiJMOBITHY
aJIbTEpPHATHBHY TEPaIlilo.
VY pasi Ko A0BeIeHO, 10 iH(EKIlis BUKIMKAHA MiIKpPOOPTraHi3MOM(-aMH), YyTIUBUM(-UMHU) 10
aMOKCUIIWIIIHY, CIiJ PO3IJISHYTH TMepexiJ BiJi aMOKCHULMIIHY/ KIaBYJAHOBOI KHCIOTH [0
aMOKCHUIIMIIIHY BiJIIOBITHO J0 3arajJbHONPUHHATUX HACTAHOB.
V naui€eHTiB 3 OpymEeHHSIM (QYyHKIIIT HUPOK Ta Y MAIli€HTIB, K1 IPUIMal0Th BUCOKI 03U IIpernapary,
MO>KITUBE BUHUKHEHHS CyIoM (auB. «[1o0iuHi peakiii»).
Crin yHMKATH 3aCTOCYBAaHHSI aMOKCHULIMIIIHY/ KJIaBYJIaHOBOI KUCIIOTH MPH MiJ03pi Ha 1HQEKIIHHNN
MOHOHYKJIE03, OCKUJIbKM B LIbOMY BHIIAJKy 13 3aCTOCYBaHHSM aMOKCHUIIWJIIHY OyJo IOB’s3aHe
BUHUKHEHHS KOPOIOJIOHOTO BUCUTIAHHS.
OnHouacHM MPHUIOM aONMypPUHONY IiJ] Yac JIKYBaHHS aMOKCHULMJIIHOM IiJIBUIIYE HMOBIPHICTh
BUHUKHEHHS aJepPTivyHUX peakiiii 3 00Ky MIKipu.
TpuBase 3acTocyBaHHS B OKPEMHX BHUIAJIKaX MOXE HPU3BECTH 10 HAIMIPHOTO PO3MHOKEHHS
MIKpOOpraHi3MiB, HEUyTIUBUX J0 Mpenapary.
BuHuKHEHHs Ha TMOYaTKy JKyBaHHS TapsYKOBOi T'€HEpali30BaHOI E€pUTEMH, IIOB’SI3aHOI 3
YTBOPEHHSM IYCTYJd, MOK€ OyTHM CHMITOMOM TOCTPOrO T'€HEpasli30BAaHOI'O E€K3aHTEMAaTO3HOTO
nyctynso3y (ITEID) (muB. posmin «IloOiuni peakuii»). Taka peakiis BuUMAarae HNpUITMHEHHS
3aCTOCYBaHHA AYTMEHTHHY Ta € IPOTUIIOKA3aHHAM JUIS TOAAJIIIOT0 3aCTOCYBAaHHS AMOKCHLIMITIHY.
Crin 3 00epeXHICTIO 3aCTOCOBYBAaTH aMOKCHUIMIIIH/KJIaBYJIaHOBY KUCIJIOTY MalLll€eHTaM 3 O3HAKaMHU
nopyiieHHs GyHKIIT meuinku (auB. po3aimm «Crocid 3acTocyBaHHS Ta 103W», «IIpoTHUnoka3zaHH»,
«[1oOiyni peakmii»).
[ToBimomsiocs PO yCKIagHEHHS 3 OOKY MEYiHKH MEePEeBa’KHO Y YOJIOBIKIB Ta MAlli€HTIB JITHHOTO
BiKY, Ha TJIi TPUBAJIOTrO JiKyBaHHs. [Ipo Taki yCKJIQAHEHHS Yy JITel MOBIIOMIISIIOCS JIy’Ke PIIKO.
VY BCiX Irpyn Hali€HTIB CUMIITOMH, SIK MPaBUJIO, BUHUKAIOTH IiJ] 4ac a00 3roJIOM MICs JIKyBaHHS,
IpOTE€ B OKPEMHUX BHIAJKaX MOXXYTh BUSBIISTUCS JIMIIE Yepe3 KUIbKa THXKHIB MICIS 3aKIHYCHHS
nikyBaHHA. Taki SBUINA, SK IPABUIIO, € OOOPOTHUMHU. Y CKIIaJHEHHS 3 OOKY MEYIHKH MOXYTh OyTH
TSOKKUMH, Y BUHATKOBO MOOAMHOKHMX BUMA/IKaX — JIETAIbHUMHU. Taki SIBUIIA 3aBXKIU CIIOCTEpITraancs
y MAII€HTIB 3 TSHDKKUM OCHOBHUM 3aXBOPIOBAHHSAM a00 y THUX, XTO OJHOYACHO MTPUIMaB MpenapaTH,
3aCTOCYBaHHA SIKUX, SK BIZJOMO, MOXE MPU3BECTH A0 YCKJIAJHEHb 3 OOKY MEYIHKH (IUB. PO3.LNI
«[1oOiyni peaxmii»).
IIpu 3acrocyBaHHI Maiike BCIX aHTHOAKTepialbHUX IpernapariB, BKIIOYAIOYM aMOKCHIIWIIH,
MOB1IOMJISIIOCS. TTPO aHTHO10TUKOACOLIHOBAHUI KOJMIT, CTYMiHb TSXKKOCTI SIKOTO MOYKE BapiloBaTH
BiJl JIETKOTO A0 HeOe3nmedHoro ans kutta (auB. po3ain «lloGiuni peakuii»n). Tomy BaIHBO
BpaxoBYBaTH II€H JiarHO3 JUIA MAlli€HTIB 3 HASBHOIO Alapecto mij yac abo micis npuitomy Oyab-
AKMX aHTUO10THKIB. [Ipu mosBi aHTHOIOTHKOACOIIHIOBAHOTO KOJIITY CIHiJl HEralHO MPUIIMHUTH
3aCTOCYBaHHA AYTIMEHTHHY, 3BEpHYTHCS 1O MEAWYHY JONOMOTY 1 pO3MOYaTH BIAMOBIIHE
JKyBaHHA. 3aCTOCYBaHHS MPOTUIIEPUCTAIBTUUHUX IPENapaTiB y TAKOMY pa3i MpOTUIIOKA3aHe.



ITpu TpuBaniii Tepamnii peKOMeHAY€EThCS NepioANYHA OLliHKA (DYHKIIiH ccTeM OpraHiB, y TOMY YHCII
(byHKLI{ HUPOK, MEYiHKU Ta KPOBOTBOPEHHSI.

VY namieHTiB, fAKI NpUAMand aMOKCHIMJIIH/ KJIaBYJaHOBY KHCJOTY, B TOOJMHOKUX BHITaJKaX
MOBIIOMJISIIOCS. TIPO TOAOBXKEHHSI MPOTPOoMOiHOBOrO iHAekcy. Ilpu onHOYacHOMY MpHU3HAYEHHI
AQHTHKOATYJISIHTIB CIIiJ 3A1MCHIOBATH BiAMOBIAHMI KOHTPOINb. (s miATpUMKH Oa)kaHOTO PIBHS
aHTUKOAryJsilii Moke OyTH MOTpiOHAa KOPEKIis 103U AaHTUKOAryJsSHTIB I IEepOpaIbHOro
3acTOCyBaHHA (AWB. po3aiium «B3aeMonis 3 IHIIMMHU JIIKAapCHKUMM 3aco0aMu Ta iHINI BUAM
B3aeMoii» Ta «[1ob6iuHi peakii»).

VY mamieHTiB 31 3HIKEHUM J1ype30M IyXe PIIKO CIocTepirajacs KpUCTalypis, HepeBaXHO IMPH
napeHTepanbHiid Tepamii. [lig yac mpuiloMy BHCOKMX 103 aMOKCHUIWJIIHY CIiJl HiATpUMYBaTH
JOCTAaTHE CIIOKUBAHHS PIAMHY Ta Jiype3 3 METO0 3HMKEHHS MIMOBIPHOCTI KpHCTalypii, OB’ s13aHO1
3 IpUAOMOM aMOKCHUIIMJIIHY. Y MAI[l€EHTIB 3 KaTeTepU3aL[€l0 CEYOBOT0 MiXypa CIiJl PeryssipHO
NEepeBIPATH MPOXITHICTh KaTeTepiB (IuB. po3ain «llepeno3yBaHHsm»).

[Tin yac mikyBaHHS aMOKCHUIIMJIIHOM CIiJl 3aCTOCOBYBAaTH ()EPMEHTATHBHI METOIU BH3HAYCHHS
TJIIOKOOKCHJa3u TpU JIOCHIJDKEHHI Ha HasBHICTH IUIIOKO3M B C€Yi, OCKIJIBKH IPU 3aCTOCYBaHHI
He(epMEHTATUBHUX METO/IB € BIPOTiTHICTh OTPUMAHHS XUOHOMIO3UTUBHUX PE3YJIbTaTiB.
HasBHICTH KJIaByJIaHOBOT KUCJIOTH y IpenapaTi AyrMEHTHH MOXe IMPU3BECTH 10 HeCTeU(iuHOro
3B’s3yBaHHs IgG 1 anpOymiHy Ha MeMOpaHax epHUTPOLUTIB, IO MOXE MPU3BECTH [0
XMOHOIMO3UTUBHUX pe3yibTatiB mpodu KymOca.

[ToBimomsIoCs PO MO3UTHBHI pe3ybTaTh (PEPMEHTHOTO iIMyHOaHaNi3y 3 BUKopuctaHusM Platelia
Aspergillus BupoOHunTBa Bio-Rad Laboratories y mamieHTiB, fKi NpUiiMand aMOKCHULIMIIH/
KJIaBYJIAHOBY KHCJOTY Ta y SIKUX 3roJloM Oyya BU3HAHa BIJACYTHICTb iH(ekuii Aspergillus.
[ToBimomsiocs Mpo MepexpecHi peakiii 3 nojicaxapuaamu Ta noiidypaHozamu non-Aspergillus
IIpU MIPOBEACHHI (PepMEHTHOIO IMyHOaHasi3y 3 Bukopuctanusam Platelia Aspergillus BupoOHUIITBA
Bio-Rad Laboratories. ToMy NO3uTHBHI pe3ylbTaTH aHali3iB Yy MAIl€HTIB, fKI OTPUMYIOThH
JMKyBaHHS aMOKCHIIMIIIHOM/KJIaBYJIaHOBOIO KHUCIIOTOK, CIiJI IHTEPIPETYBaTH 3 OOEPEKHICTIO i
HiATBEPIXKYBATH 1HITUMH JIarHOCTUYHUMHU METOJIaMH.

Cycnensig Ayrmentus ES mictuts acnapramy (E 951) 2,72 Mr/ma, sikuii € mxepesnoM GeHinanatiny,
TOMY Mpenapat CJiJl HPU3HAYaTH 3 00EPEKHICTIO Malli€eHTaM 3 (DEHIIKETOHYPI€lO.

Jlikapcbkuii 3aci0 MICTUTh MaJIbTOJEKCTPUH (IUIt0K03Y). He 3acTocoByBaTH npenapaT namieHTaMm 3
PIAKICHUM CHHIPOMOM MasibabcopOIlii MNIIOKO3U-TaJaKTO3H.

3acmocysanns y nepioo eacimnocmi abo 200y8anus 2pyooio.

BaritsicTs. JlocnikeHHs Ha TBApUHAX HE BKAa3YIOTh HA IPAMUI 00 OmocepeAKOBaHUH K1 ITUBHMA
BIUIMB Ha Iepedir BariTHOCTI, pO3BUTOK eMOpioHa/moAa, moyioru abo MOCTHATAIbHUNA PO3BUTOK.
OOMexeHi J1aHi 100 3aCTOCYBaHHS aMOKCHUIIMIIIHY/ KJIaByJIaHOBOI KMCJIOTH MiJ Yac BariTHOCTI y
JIIOJIMHYU HE BKa3yIOTh Ha MiJBUIICHUN PU3UK BUHUKHEHHS BPOJUKEHUX BaJl PO3BUTKY. Y €IUHOMY
JNOCTIKEHHI y JKIHOK 3 TIEpeIYacHUM pPO3PUBOM OOOJOHOK IJI0Ja TOBIIOMIISIIOCS, IO
npodiIakTUYHE JIIKYBAaHHS aMOKCHULIMJIIHOM/ KJIaBYJaHOBOIO KUCIIOTOIO MO)Ke OyTH IOB’si3aHE 3
HiABUIIEHUM PU3UKOM PO3BUTKY HEKPOTHYHOI'O EHTEPOKOIITY Y HOBOHApo keHUX. Ciifi yHUKaTH
3aCTOCYBaHHS Tpernapary IiJ 4ac BariTHOCTI, 32 BHHATKOM BHIIQJKiB, KOJHM JIiKap BBaXkae€ 1€
HEOOX1THUM.

Ilepion roayBanHs rpyaaro. OOuaBa akTUBHI KOMIIOHEHTH Ipenapary eKCKPeTYIOTbCs y TpyaHe
MOJIOKO (HeMae iH(popMallii CTOCOBHO BIUIMBY KJIaBYJIaHOBOI KUCIIOTH Ha HEMOBJIS, SIKE 3HAXOUTHCS
Ha TpPYyIHOMY BHIOJIOBYBaHHi). BiINOBITHO y HEMOBISATH, SK€ 3HAXOOUTHCA Ha TPYIHOMY
BUTOJIOBYBaHHI, MOJMBa IosiBa Jiapei Ta TpuUOKOBOI 1HQEKIil CIU30BHUX OOOJOHOK, TOMY
TOAYBaHHs IPyIIO CTiJl NpUMUHUTH. CliJl B3STH A0 yBaru MOXKJIUBICTh BUHUKHEHHS aJlepriuHuX
peaxiiif. AMOKCHLIMJIIH/ KJIaBYJIaHOBY KMCJIOTY Y €10/l TO{yBaHHS IPY 0 MOYXKHA 3aCTOCOBYBAaTH
JIMILE TOJ1, KOJIM, Ha IYMKY JiKaps, KOPUCTb BiJ] 3aCTOCYBaHH: OyJie MepeBakaTH PU3UK.




30amuicms enaueamu Ha WEUOKICMb peakyii npu Kepy8aHHi a8mMOmMpaHcnopmom abo iHuumMu

Mexauizmamu.

JlocnmipKeHHsT 1OJ0 3JaTHOCTI MIpenapaTy BIUIMBATH Ha IIBUAKICTh peaklii Mpu KepyBaHHI

aBTOTPAHCIIOPTOM 1 pOOOTI 3 IHIIMMH MEXaHI3MaMHU He IPOBOIMINCE. [IpoTe MOXKITMBE BUHUKHEHHS

HeOaxaHuX e(eKTiB (TaKuX SIK aJepriyHi peakilii, 3araMopo4eHHs, CyJJOMH), 1110 MOXKYTb BILTUBATH

Ha 3/1aTHICTh KepYBaTH aBTOMOOLIEM 1 MpalloBaTH 3 IHIIUMHU MEXaHi3MaMH.

Cnoci6 3acmocysannsa ma 0o3u.

Jlo3yBaHHS BHpak€He B MEPEepaxyHKy Ha BMICT aMOKCHUIMJIIHY/ KJIaBYJIaHOBOi KHCJIOTH, 3a

BUHSATKOM BHUII/IKIB, KOJIM J03yBaHHS BUpaKEHE B MEPEPAXYHKY Ha OKPEMHUI KOMIOHEHT.

[Tpu BuGOPI n03yBaHHS AYTMEHTHHY JUIs JIKYBaHHS OKpeMOi 1H(EKIiT ci1iJl BpaXOBYBaTH:

- BiporifHI 30yJHHKHM 3aXBOPIOBAHHS Ta iX IMOBIpHY YYTJIMBICTh JO aHTHOAKTepialbHUX
npemnapari (IuB. po3aia «OcoOIMBOCTI 3aCTOCYBAHHA»);

- CTYIIHB TSKKOCTI Ta JIOKaJi3amito iHPeKIii;

- BIK, Macy Tija 1 HUPKOBY (DYHKIIIIO MAIi€HTA, SIK BKA3aHO HIDKYE.

Kypc nikyBaHHS He NOBHMHEH IepeBulyBaTH 14 nHiB Oe3 i#oro mnepernsgy (IUB. pO3IiI

«Oco6IMBOCTI 3aCTOCYBaHHS» CTOCOBHO TPUBAJIOI TEpaIlii).

Jlopociii Ta iTH 3 Macoro Tina > 40 kr

JlocBiz 3aCTOCYBaHHSI AyTMEHTHHY, CYCIIE€H31i, TOPOCIHM Ta JIITAM 3 Macoro Tina > 40 Kr BiZICYTHIH,

TOMY pEeKOMEH/allii CTOCOBHO /J103yBaHHS AJIS LIUX TPy MAaLli€HTIB BiICYTHI.

Jlitu BikoM Bij 3 MicsliB 3 Macoro Tija < 40 kr

PexomennoBana 103a AyrMeHTHHY, cycnensii, ckinagae 90/6,4 Mr/kr Macu Tijia/no0y, po3nojaijieHa

Ha 2 IpUiioMHu.

AyrmentuH ES MicTUTB 1HIIY KUIBKICTB KJIAaBYJIAHOBOT KMCIOTH (Y pOpMI Kaie€Boi coi), HixK Oy 1b-

sKa iH1a ¢opma cycrnensii AyrmMeHTuHy. AyrmMeHTuH ES mictuth 42,9 Mr ki1aByJ1aHOBOT KUCIIOTH

Ha 5 mu cycnensii, Toai ik cycnen3is Ayrmentuny 200 mr/5 mu mictuth 28,5 Mr KiaByIaHOBOI

KHUCJIOTH Ha 5 MJ1, a cycniensist 400 mMr/5 mi MicTUTh 57 Mr KJIaByJ1aHOBOI KMCIOTH Ha 5 mil. Tomy

AyrmentuH ES He Moxe OyTH 3aMiHEHHI KOJHOIO 1HIIOK POPMOIO cycrieH31i AyrMEHTHHY.

THopywennsn ¢ynxyii nupox. Ilamientam 3 xiipencom kpeatudiny (CrCl) 6inpm Hixk 30 Mi/XB

KOpEKLis 03U He MOTpiOHa.

[Tamientam 3 KiipeHCOM KpeaTuHiHy MeHI HiK 30 Mi/XB maHa ¢opma AyrMEHTHHY He

PEKOMEHAYEThCS ISl 3ACTOCYBAHHS, OCKIIBKH HEMa€e peKOMEHIaIlii 11010 KOPEKLii J03H.

Topywenns ¢ynxyii neuinku. PekomeH1yeThCst 00epexHe 3aCTOCYBAaHHS 3 PETYIISIPHUM KOHTPOJIEM

¢yHskuii nedinku (auB. po3ainu «IIpotunokazanus» Ta «OcoOIMBOCTI 3aCTOCYBAHHS).

Crnocib 3acTocyBaHHS

AyrmentuH ES npusHaueHuii 1711 mepopajibHOTO 3aCTOCYBaHHS.

[Tpenapar ciig npuiiMaTH i yac inu, oo 3BECTH A0 MiHIMyMY HOTEHIIHHY IUTyHKOBO-KHILIKOBY

HETNEPEHOCUMICTb.

Inecmpykyis 01 npueomy8anHs CyCnensii.

Ilepen 3acTocyBaHHSM MEPEBIPUTH LUTICHICTh MiaoMOM Ha kpuuimi. CTpycuTH ¢iakoH, 1100

PO3PUXIIUTH MOPOIIOK. JlomaTn HEOOXiqHY KiNbKICTh BOJM (SK BKa3aHO HUXKYE), IEPEBEPHYTH Ta

peTenbHo 300BTaTh. [HIMI criociO: 3amOBHUTH (PIIaKOH BOJOO TPOXH HIDKYE BIIMITKY HAa €THKETIII,

NEPEBEPHYTH 1 peTeNIbHO 300BTATH, MOTIM 3aIIOBHUTH ()JIAKOH BOJOIO JI0 BIIMITKH, IEPEBEPHYTH 1

3HOBY PETENbHO 300BTATH.

Jlo3yBaHHs O06’em Boau, siKUil HEOOX1THO Kinnesuit 06’e€M po3unHEeHO1
JI0JIaBaTU JJIsl PO3UYMHEHHS (MJI ) opaJibHOI cycrieH3ii (M)
600 mr/42,9 mr/5 M 90 100

[Tepen ko>xHUM 3acTOCYBaHHSM (DJIAKOH CJIiJ] peTeThbHO 300BTYBaTH.

Jimu.



[Tpenapat y ¢popmi cycrieHsii mpu3HayaTH JITAM BIKOM Bif] 3 MicA1liB, Maca TiJ1a SKUX HE TIepeBUILY€E
40 xr. litsam 3 Macoro Tina Oinbie 40 Kr npu3HavaTH penapar B iHIIIN JTiKapchKiid popmi.
Ilepedosyeanns.

CumMnromu

MoOXyTh CHOCTEpIraTUCs CUMIITOMM, XapaKTepHi Ui po3Jaay IITYHKOBO-KUIIKOBOTO TPAKTy Ta
NOpyLIeHHs OanaHCcy piIuHM Ta eyekTpodiTiB. Crocrepiranacs KpHCTalypis, OB s3aHa 3
NpUAOMOM aMOKCHLMIIHY, IO B OKPEMHX BHUMAJIKaxX MPU3BOJAMIO JO PO3BUTKY HHUPKOBOI
HEeJ0CTaTHOCTI (AuB. po3aia «OcoOIUBOCTI 3aCTOCYBAHHSD).

V naui€eHTiB 3 OpymEeHHSIM (QyHKIIIT HUPOK Ta Y MAI€HTIB, K1 IPUIMal0Th BUCOKI 103U IIpernapary,
MO>KJIMBE BUHUKHEHHS CYJIOM.

[ToBimomiIsIoCs PO OCiaHHS aMOKCHLMJIIHY y KaTeTepax CeuOBOr0 MiXypa, HepeBaXHO MiCIs
BHYTPIIIHFOBEHHOTO BBEJCHHS y BHMCOKHX go03ax. Ciii peryspHO MNEepeBIpATH MPOXiTHICTH
KareTepiB (IUB. po3aiia «OcoOIUBOCTI 3aCTOCYBAHHS).

JlikyBaHHs

[TopymienHs 3 60Ky HITYHKOBO-KHUIIKOBOT'O TPAKTy MOYKHA JIIKYBAaTH CUMIITOMAaTHYHO, 3BE€PTAI0UH
yBary Ha OajaHc piJJUHH/€JIEeKTPOIITIB.

AMOKCHIIMJIIH/ KJIaByJJaHOBAa KHCJIOTa MOXKYTh OYTHM BHJQJE€HI 3 KpPOBOTOKY 32 JONOMOTOIO
reMoJianisy.

Ho6iuni peaxuii.

Haii0inpim yacTo moBioMIIsIIOCS Mpo Taki MoOiyHI peakuii Ha mpemnapat, sK Jiapes, HyJloTa Ta
OJTIOBaHHS.

[lepenix HeOakaHMX peakiliii Ha mpenapaT, BIIOMHUX 3 KIIHIYHHUX JOCHIUKeHb AYIMEHTHHY 1
MOCTPEECTPALIIIHOTO HArIAAy Ta KJIACHU(IKOBAHHUX 3a CHUCTEMHO-OpraHHUM KiacomM MedDRA,
3a3HaYeHO HUXKYE.

3acTOCOBYEThCS TaKa Ki1acu@ikallis 4aCTOTH BUHUKHEHHS MOOIYHUX e(EeKTiB:

nyxe gacto > 1/10;

yacto > 1/100 ta < 1/10;

HedacTto > 1/1000 ta < 1/100;

piako > 1/10000 Ta < 1/1000;

nyxke pigko < 1/10000;

HEBIJJIOMO (4aCTOTYy HEMOXKJIMBO OLIHUTH 3 HASIBHUX JAHUX).

Inghexyii ma ineasii.

YacTo: KaHIU/103 HIKIpH Ta CIM30BUX OOOJIOHOK.

Hesinomo: HagMipHE PO3MHOKEHHSI MiKPOOPTaHi3MiB, HEUYTJIMBHX JI0 Tpernapary.

Posznaou 3 6oky kposomeopnoi ma nimgamuuroi cucmemu.

Pinko: o6opoTHa seiKoneHis (BKIFOYar0YM HEUTPOIIEHII0) Ta TPOMOOIIUTOTICH .

Hesimomo: 000OpoTHHII arpaHyJIOIMTO3 1 TeMOJIITUYHA aHEMis; 301NbIIEHHS 4Yacy KpOBOTEYl Ta

IPOTPOMGIHOBOrO iHAEKCY !,

Posznaou 3 6oky imynnoi cucmenul L.

Heginomo: anrioHeBpoTHYHMIA HAOPSIK, aHadiTaKCis, CHHAPOM, TOAIOHUI 10 CHPOBAaTKOBOI XBOPOOH,
aJIePTiYHUN BaCcKyJIIT.

Po3znaou 3 6oky nepsosoi cucmemu.

Hewacro: 3amaMopodeHHs1, TOJIOBHUH O1JTb.

HeBioMo: 060poTHA TiTepaKTUBHICTH i CyzoMu2.

Hesimomo: acenTuunmii MEHIHTIT.
Po3znaou 3 60Ky winynko6o-kuwuko802o mpakmy.

Yacro: aiapesi, Hy10Ta>, GIIIOBAHHS.



Heuacro: po3Iaan NUTYHKaA.

HeBigomo: aHTHO10TUKOACOLIIMOBAHUN KOJIIT 4

emai °.

I'enamobiniapnui poznaou.

, YOPHHIA BOJIOXATHH A3HK, 3MiHa 3a0apBIeHHS 3yOHOT

Heuacro: migsumenns pisast ACT Tta/a6o AJITO.
HeBiloMO: renaTiTi/ Ta XONeCTaTHYHA KOBTSHHLL .

Po3znaou 3 60oky wkipu ma niowxiprux mranund.
Heuacro: mkipHi BUCHIIaHHS, CBEpOIXK, KPOIHMB’ THKA.
Pinko: myneTHdOpMHa epuTeMa.

Hesimomo: cunapom CriBeHca — J[PKOHCOHA, TOKCUYHHI emiiepMallbHUNA HEKpOIi3, Oynb0o3HUM

exc(OaTHBHHUIT IePMATHT, FOCTPHUIl FeHepaTi30BaHuil eK3aHTEeMATO3HHUIA mycTy1503 10

Tiku 3 eo3uHOdimiero Ta cuctemanmu cumnromamu (DRESS).
Po3znaou 3 60ky HUpok ma ce4o8uBiOHUX UWLIAXIS.

, peaxirist Ha

HeBizomo: inTepcThIiianbHuii HePUT, KPUCTATYPIs.
1 Ju. po3ain «Oco0IMBOCTI 3aCTOCYBAHHSD.
2 Hus. po3ain «OcobIUBOCTI 3aCTOCYBAHHS.

3 Hynota uacrime moB’si3aHa 3 mpuidoOMOM OUIbII BHCOKHUX MepopaibHUX 103 mpemnapaty. [lpu
BUHUKHEHHI IIIYHKOBO-KUIIKOBUX PEAKI[iH X THKKICTh MOXKHA 3HU3UTU LUISIXOM MpHIlOMY
AyTMEHTHUHY IiJ] 4ac iau.

4y TOMY YHCJI TICEBIOMEMOPAHO3HUN KOJIT 1 TeMOpariyHuii KomiT (quB. po3ail «OcolmmuBocTi
3aCTOCYBAHHS»).

S ITpo 3miny 3abapBieHHs 3yOHOI emaii qyXke piiKko MoBimomusiocs y aiTeid. PerenbHa ririena
POTOBOI MOPOKHUHHU MOXE MOMEPETUTH TaKy 3MiHY 3a0apBIEHHS, OCKIIBKH 1€ SBUIIE YCYyBA€THCS
[UIIXOM YHIIEHHS 3y0iB.

6 [Tomipue migsumenHs piBHiB ACT Ta/abo AJIT wactime cmocTepiraiocsi y Malli€HTiB, SKi
OTPUMYBAJIU JIIKYBaHHS aHTUOIO0THKaMH OeTa-JIaKTaMHOi TPYyIH, ajie 3HAYUMICTh LIUX Pe3yJIbTaTiB
HEBiJOMa.

7 1li sBuma CToCTepirajucs y pas3i 3acTOCyBaHHS IHIIMX AHTUOIOTHKIB MEHIIMIIHOBOTO Ta
1ehaIocmopruHOBOrO psAy (AuB. po3ai «OcoOIUBOCTI 3aCTOCYBAHHSD ).

8 [Ipy BUHUKHEHH] peakiii MiJBUIIEHOI YyTIMBOCTI (IE€PMATUTY) 3aCTOCYBaHHS Ipenapary Ciij
NPUNHUHUATHU (IUB. po31ia «OcoOIUBOCTI 3aCTOCYBAHHS).

9 Hus. po3ain «I[lepeno3yBaHHs.
10 JuB. po3ain «OcobIMBOCTI 3aCTOCYBAHHS

I us. po3nin «IIporunokazanus» Ta «OcoOIUBOCTI 3aCTOCYBaHHS».

Tepmin npuoammuocmi.

2 poku. IIpuroroBana cycnensis — 10 aHiB.

YMoBHu 30epiranus.

36epiratu pu Temneparypi He Buiie 25 °C. 30epiratu y HeIOCTyITHOMY JUTSI TITeH MicCIIi.
[IpuroToBany cycneHn3silo 30epiraTu B XOJOIWIbHHMKY IpH Temreparypi Bigx 2 no 8 °C Ta
BUKopHcTatu npotsaroM 10 auiB. He 3amopoxyBartu.

YnakoBka. CxistHUM (r1akoH 3 aJlFOMiHIEBOIO KPUIIEUKOIO, 10 HAKPYUYY€ThCS (MICTUTh BCEPEINHI
MoJIIMEpHY (MOJIIBIHUIXJIOPUIHY a00 MOMioae(iHOBY) IUTIBKY), 3 KOHTPOJIEM MEPIIOTO BIAKPHUTTS
a00 3 MIIACTUKOBOIO KPHUIIKOIO 13 3aXUCTOM BiJ BIAKPUTTS IITbMHU Ta IIIACTUKOBOIO MIPHOIO JIOKKOIO
3 MO3Ha4YKaMu 2,5 MJI Ta 5 MIJI, y KApTOHHIA KOPOOII.



Kareropis Binmycky. 3a penenrom.
Bupoonux. CmitKnsiin bivem @apmacsrotukanc, Benuka bputanis/

SmithKline Beecham Pharmaceuticals, United Kingdom.
Micue3HaxoqkeHHs] BHPOOHHKA TA aJpeca MicIs NPOBAJKeHHs HOro JislIbHOCTI.
CwmitKunsitn bivem ®@apmacsrotukanc, Knapenaon Poyn, Bopciar, BN14 8QH, Benuka bpuranis/
SmithKline Beecham Pharmaceuticals, Clarendon Road, Worthing, BN14 8QH, United Kingdom.



IHCTPYKIISA
JJIS1 MEIUYHOT0 32CTOCYBAHHS JIIKAPCHKOI0 3aC00y

AYTMEHTHUH™ ES
(AUGMENTIN™ ES)

Cknao:

Oitoui peyosunu: aMOKCUILIWIIIH, KJIaByJJaHOBA KUCIIOTA;

1 ¢pnaxoH MiCTUTH MOPOIIOK A MpUrotyBaHHs 100 M1 cycneHsii Takoro ckiany:

5 MJI cycnieHsii MiCTATh aMOKCUIIMITIHY (Y pOpMi aMOKCHUIIIIIHY TpHriapaTy) 600 Mr 1 Ki1aByJIaHOBOI
kucioTH (y hopmi Kanito kinaBynaHary) 42,9 mr;

O00NOMINCHI pe408UHU. KPEMHIIO TIOKCU] KOJIOTAHUIN O€3BOJHUIA, HATP1I0 KApOOKCHMETHIIIIEI0I032a
12, acmapram (E 951), kcantaHoBa Kamelb, KpPEMHIIO IIOKCHJ, IUTYYHHH MOJTyHUIHUN
apoMaTu3aTop.

Jlikapcbka ¢opma. [Toporiok ans opanbHOi CycneHsii.

OcnosHi ¢hizuxo-ximiuni enacmueocmi: CUITy4ni MOPOILOK Maixe 01710T0 KOJIbOPY 3 XapaKTepHUM
MOJYHUYHUM 3aTaXOM.

dapmakoTepaneBTHYHAa rpyna. AHTHOAKTepiajabHI 3ac00M AJIi CHCTEMHOI'O 3aCTOCYBAaHHS.
bera-nmaktamui anTtuOioTHku. Ilenimmrian. KomOinamii meHinmumiHiB 3 iHriOiTOpamu Oerta-

nakramasu. Kog ATX JO1C RO2.

Dapmakonoziuni eracmusocmi.

Dapmaxoounamixa.

MexaHni3M aii

AMOKCHIIMITIH € HAaMlIBCUHTETUYHUM MEHIMITIHOM (OeTa-JIaKTaMHUM aHTHO10TUKOM), SIKUH 1HTi0y€

oIuH a0o0 Kinbka (pepMEHTIB (SIKI 4acTO HAa3MBAIOTh INMEHIWIIH3B s3ytounMu Oinkamu, [13B) y

nporeci GI0CHMHTETHYHOr0 MeTaloJi3My OaKTepialbHOTO MENTHIOTIIKaHy, IO € HEBiJ €MHHUM

CTPYKTYPHUM KOMIIOHEHTOM KJIITHHHOI CTiHKHM OakTepii. [HriOyBaHHS CHHTE3y NENTHAOTIIKaHY

MPU3BOAUTH J0 MOCTA0IEHHS KIITHHHOI CTIHKY, HACIIIKOM YOTO € JI3UC 1 3aru0eib KIITHH.

AMOKCHIIMJIIH Yy TJIMBUH 10 PO3LIETIEHHs OeTa-1akTaMma3aMH, 10 MPOIYKYIOThCS pE3UCTEHTHUMHU

OaKTepisiMH, OTXKe, CIEKTP aKTUBHOCTI aMOKCHUIMIIIHY SIK MOHOTEpaIii He BKIIIOYa€ MiKpOOPTraHi3MH,

AK1 IPOAYKYIOTH 111 (PEPMEHTH.

KnaBynanoBa kuciora € OeTa-TakTaMOM, CTPYKTYpHO CIIOPiTHEHMM 13 MeHilwiiHamu. Bona

JICaKTUBYE AesIKi pepMeHTH OeTa-TakTaMas3y, THM CaMUM 3aM00irarouy iHaKTUBaIlli aMOKCHIIHITIHY.

KnaBynaHoBa KuCIIOTa y BUTJIs111 MOHOTepaIii He YUHUTH KJITHIYHO KOPUCHOTO aHTUOAKTEPiaIbHOTO

edekry.

CuissigHomenHs OK/DJ1

Yac 30epekeHHs KOHLIEHTpALil JiKapChKOro 3acoly, L0 MEPEeBHINY€E MiHIMAIbHY 1HTIOYyIOUy

koHueHTpauito (Y>MIK), BBaxxaeTbcsi OCHOBHUM (DaKTOpOM, SIKUM BU3HAUa€e €()EeKTUBHICTH IS

aAMOKCHIIHIIIHY.

MexaHi3MHU pe3UCTEHTHOCTI

IcHYIOTB 1Ba OCHOBHHX MEXaHI3MU PE3UCTEHTHOCTI JI0 aMOKCUIIMIIIHY/KJIaByJIaHOBOT KUCIIOTH:

- iHakTHBalig OakTepiaJbHUMHU OeTa-lIakTama3zaMH, sKi cami Mo cobi He iHriOyIThCs
KJIaBYJIAHOBOIO KHCJIOTOIO, BKIto4arouu kinacu B, C 1 D;




- mneperBopenns 113b, 1o 3mMeHmye adiHHICTh aHTHOAKTEPI1ATBLHOTO MpenapaTy 10 MilleHi.
HenponukHnicte OakTepiif a0 MexaHi3M e(IIOKCHOTO Hacoca MOXKE BHKJIMKATH PE3UCTEHTHICTD
OakTtepiit ab0 cpusATH iH, 30KpemMa, y TpaMHETaTUBHUX OakTepiid.

KoHTposbHI TOYKH

Konrtpomnsni Toukn MIK 17151 aMOKCHIMITIHY/ KJIaBYJIaHOBOI KMCIIOTH, BCTAaHOBJIEHI €BpOneichbKiM
KOMITETOM 3 BU3Ha4eHHs aHTUMiKpoOHoi uyTimBocTi (EUCAST)

MikpoopraHizmu KOHTpOJIbHI TOYKH YyTIUBOCTI (MKI/MIT)
UyTiusi ITomipHO wyTINBI Pesncrentni
Haemophilus inﬂuenzae1 <1 - > 1
Moraxella catarrhalis! <1 - >1
Staphylococcus aureus 2 <2 - >2
Streptococcus A, B, C, G 4 <0,25 - >0,25
Streptococcus pneumoniae3 <0,5 1-2 >2

I Mosigomneni 3Hauenss wis KOHIICHTpAIlii aMOKCUIIMIIIHY. 3 METOI0 BH3HAYEHHS YYTIMBOCTI
KOHIICHTpALlisl KJIaBYJIaHOBOI KUCJIOTH BCTAaHOBJICHA y 3HAYECHHI 2 MT/JI.

2 ToBixoMIIeH] 3HAUEHHS 171 KOHIICHTpAIlIi OKCAIHIIIHY.

3 KoHTposibHI TOUKH pO3pax0oBaHO 13 KOHTPOJIBHUX TOYOK JIJIsI aMITIIIHITIHY .

4 KoHTposIbHI TOUKH pO3pax0BaHO 13 KOHTPOJIBHUX TOYOK /I OCH3WITICHIIMITIHY .

P0310BCIO/KEHICTh PE3UCTEHTHOCTI MOXKE 3MIHIOBAaTHUCS reorpadiuHo 13 4acoM /1715l OKpEMHX BUIIB,
ToMy OakaHO MaTH MiCIeBY 1H(OpPMAIiIO 1010 YYTJIMBOCTI, OCOOIMBO MPH JIKYBAaHHI TSKKUX
iHQekuiil. 3a HeoOX1HOCTI MOTPiIOEH eKCIEPTHUN BHCHOBOK, SIKIO MICILEBA PO3MOBCIOJKEHICTh
PE3UCTEHTHOCTI € TaKow, 10 KOPHCTh MpenapaTy, NpUHAMMHI NpU AESKUX TUnax iHQEKuil,
BUKJIMKA€ CYMHIBH.

3a3Buyait t-IVT.]'II/IBi BHUJH

['pamnosuTuBHI aepobu: Staphylococcus aureus (4yTIUBUN 10 MeTI/II_II/IJ'IiHy)£, Streptococcus

pneumoniael, Streptococcus pyogenes Ta iHii GeTa-reMOTITHYHI CTPEITOKOKH.

I'pamueratusHi aepobu: Haemophilus influenzae?, Moraxella catarrhalis.

Bun, misd SKux pO3BUTOK PE3UCTEHTHOCTI MOKE OYTH IIpOOIIEMOIO

I'pamueratuBHi aepodu: Klebsiella pneumoniae.

[IpupoaHO pe3ruCTEHTHI MIKPOOPTraHi3MHU

I'pamueratuBHi aepoOu: Legionella pneumophila.
IHII11 MIKPOOpPraHi3Mu:
Chlamydophila pneumoniae, Chlamydophila psittaci, Coxiella burnetti, Mycoplasma pneumoniae.

$ Bi CTa(iTIOKOKH, PE3UCTEHTHI A0 METHLUWIIHY, € PE3UCTCHTHUMH OO0 aMOKCHLIWIIHY/
KJIABYJIAHOBO1 KHCJIOTH.

1 Jlana mikapchka (opma aMOKCHUIIITIHY/ KJIaBYJIAHOBOI KHCIIOTH MOXKe OyTH 3aCTOCOBaHA st
JiKyBaHHS Streptococcus pneumoniae, PE3UCTEHTHOTO [0 TICHINWIIHY, JMOIE 3TiTHO 13
3aTBEPPKCHUMU TIOKa3aHHSAMHU (TuB. po3ait «Criocid 3acTOCYBaHHS Ta JTO3M»).

2 [1Itamu 3i 3HUKEHOIO Yy TJIMBICTIO OyJM 3apeecTpoBaHi y Aeskux kpainax €C 13 4acTOTO0 BHILE
10 %.

Dapmakrokinemuxa.



Abcopbyis. AMOKCHULIMIIIH 1 KJIaBYJIaHOBA KUCJIOTA MOBHICTIO TUCOLIIOIOTH Y BOJHOMY PO34YHHI IPU
¢izionorivnomy piBHi pH. OOuaBa KOMIOHEHTH WIBHJIKO Ta Ja00pe abcopOyroTbes mpu
nepopanbHOMY HpuiioMi. BiogOCTYNMHICTh aMOKCHIMIIIHY Ta KJIaBYJIaHOBOi KHMCJIOTH CTaHOBHTH
npubimzno 70 % npu nepopansHoMy npuitomi. [Ipogini 060X KOMIOHEHTIB y Mjia3Mi i1eHTHYHI, a
Yyac JOCATHEHHs MakcuMaybHOi KoHUeHTpauii B 1ia3mi (Tpax) JUIS KOXKHOTO KOMIIOHEHTA
CTaHOBHTH MPUOJIN3HO OJIHY TOJUHY.

CepenHi apmakokiHeTH4HI TapaMeTpu AyrMeHTuHy ES npu 3acTocyBaHH1 U1 JTIKyBaHHS JiTeH y
1031 45 Mr/3,2 Mr/kr Macu Tija KoxHi 12 ToJiuH HaBeIeH1 y TabJIuIIi:

IIpenapart Crnax Tnax* AUC (0. Tin
(MKT/™MIT) (ron) (MKT.TO/1/MIT) (ron)
AyrmentuH ES AMOKCHIIIIH
Ho3a: 45 MI/Kr macu Tijla aMOKCHLMIIHY | 15,7 2,0 59,8 1,4
Ta 3,2 MI/KI Macu Tila KJIaByJIaHOBOIL | + 7.7 (1,0-4,0) | +£20,0 + 0,35
KUCJIOTH KOXH1 12 roanH KJIaBYJIAHOBA KKCJIOTA
1,7 1,1 4,0 1,1
+0,9 (1,0-4,0) [ £1,9 +0,29

*CepenHe (aiamazoH)

KonuenTparii aMOKCHLIMIIHY Ta KJIaBYJaHOBOI KHUCJIOTH Y CHpPOBATIi, L0 JOCATAIOTHCSA IPH
OpUioMi aMOKCHLMJIIHY/ KJIaBYJIaHOBOI KHCJOTH, IJEHTHYHI THUM, IO JOCATAIOTbCA IPH
NepopaIbHOMY MPUHOMI €KBIBaJCHTHUX 703 aMOKCULIMIIIHY 200 KJIaByJIaHOBOI KUCIOTH OKPEMO.
Posnooin. bnnsbko 25 % 3aranbHOro odcAry KiaByJIaHOBOI KUCIOTH y mia3mi Ta 18 % 3aranbHOro
aMOKCHUIIMIIIHY B IJIa3Mi 3B’ AI3YIOThCS 3 OUIKaMu. Y siBHUI 00’ €M pO3MOALTYy CTaHOBUTH 0J1u3bKO 0,3—
0,4 n/kr i aMmoKcumIiny 1 6;1u3bko 0,2 JI/KT AJ1s KI1aByJIaHOBOI KUCIIOTH.

[Ticng BHYTpIIIHHOBEHHOI'O BBEIEHHS aMOKCHLMIIH 1 KJIaByJaHOBa KUCIOTa Oyid BHSBICHI B
KOBYHOMY MIXypi, OUEpeBHHI, LIKipi, KUPOBI TKAHWHI, M A30Bill TKaHWHI, CHUHOBIaJbHIN Ta
NEPUTOHEANIBHIN PiAMHI, KOBYl 1 THOI. AMOKCHLIWIIH HE PO3MOAUISIETHCS TOCTATHHOIO MIpOIO B
CIIMHHOMO3KOBIH Pi/IHHI.

JlocnmipKeHHsT Ha TBapHHAX HE BUSBWIM KOJHHX J0KAa3iB 3HAYHOI 3aTPUMKHU PEUOBHH, MOXITHUX
OyAb-SKOTO KOMIIOHEHTa IIpernapary, y TKaHHHAaX OpraHi3aMy. AMOKCHUIWIIH, K 1 OUIBIIICTh
NEHIIUIIIHIB, MOXe OyTH BUSBJICHHUH y rpynHoMy Moioui. He3HayHa KiNbKICTh KJIaBYJIaHOBOI
KHCJIOTH TaKOX MOKe OyTH BHSBIIEHA B TPYAHOMY MOJIOLI (AMB. po31ia «3aCTOCYBaHHS y MEPioj
BariTHOCTI 200 rOJlyBaHHS TPYIION).

By1o BusiBIIeHO, 1110 SIK aMOKCHULIMITIH, TaK 1 KJIaByJIaHOBA KMCIIOTA IPOHUKAIOTH KPi3b IUTALlEHTApHUMA
6ap’ep (AuB. po3aiT «3aCTOCYBAaHHS Y MEPiOJ] BariTHOCTI 200 TOAYBaHHS IPYIIO»).
biompancgopmayis. AMOKCUIIMIIIH YaCTKOBO BHBOJUTBHCS 13 CEUYECI0 Y BHIJISAI HEAKTUBHOI
MEHIIWIOBOT KUCIOTH B KUIBKOCTAX, ekBiBaieHTHHX 10-25 % mouarkoBoi no3u. KiaBymanosa
KHCJIOTa 3HAYHOIO MipOI0 METab0Ii3y€eThCS B OPraHi3Mi JIIOAMHU 1 BUBOJUTHCA 13 ceuelo 1 hekatisiMu
Ta Y BUTJIS/11 JBOOKUCY BYTJICLIO 3 OBITPSIM, 10 BUAUXA€ETHCS.

Bugeoenns. OCHOBHUM IIISXOM BUBEJICHHS aMOKCUIIWIIIHY € HUPKH, TOAI1 K KJIaByJaHOBa KHCIOTa
BUBOJIUTHCS SIK HUPKaMH, TaK 1 IUIIXOM J1ii TO3aHUPKOBHX MEXaHI3MiB.

VY 310poBUX A0OpPOBOJNBLIB CEpeIHIM MNEepioa HamiBBUBEIEHHS aMOKCHLIMIIIHY/ KJIaBYJIaHOBOI
KHCJIOTH CTAHOBUTH IPUOIU3HO OJIHY FOJIUHY, a CEPEIHIH 3arabHui KiipeHc — npuOau3HO 25 11/Tof.
PizHoMaHITHI OOCHIIUKEHHS IIOKa3ajlM, IO BHAUIEHHS 13 cedero cTaHoBUTh 50-85 % mua
amokcuitiny ta 27-60 % g KIaByJdaHOBOiI KHCJIOTH TNPOTATOM 24-TOJUHHOTO TEpiofy.
Haii0inpia KinbKICTh KIaBYJAHOBOI KHCIOTH BUBOJUTHCA MPOTITOM MEPIIMX 2 TOAMH MIiCHA
IpUHOMY.



OnHouacHe 3acTOCYBaHHsI MPOOSHELUAY CIIOBLUIbHIOE BUBEICHHS aMOKCULIMITIHY, aJle He 3aTPUMYye€
HUPKOBOI €KCKpelii KJIaByJaHOBOI KHUCIOTH (IUB. po3ainl «B3aemoiis 3 1HIIMMH JKapChbKUMHU
3aco0aMu Ta iHII BUIU B3aEMOIIN»).

Ilopywennsa @yuxyii nupok. 3araJbHUA CHPOBATKOBUH KIIIPEHC aMOKCHULMIIIHY/ KIJIaBYJIaHOBOT
KHUCJIOTH TPOMOPLIHHO 3MEHIIYEThCS 31 3HMKEHHAM HUPKOBOI (DYHKII. 3HM)KEHHS KIIPEHCY
npernapary OiIbIll BUpaXKeHe 111 aMOKCUIIMITIHY, HIXK /171 KJIaBYJIAHOBOI KUCIIOTH, OCKIIBKH O1JTbIIa
YacTKa aMOKCHUIWIIHY BUBOJIUTBHCS HUpKaMu. [Ipy HUPKOBI HEJOCTAaTHOCTI JO3yBaHHS Mae
3ano0iraTu HaAMIpHIM KyMyJsilii aMOKCHLMIIHY, Y TOM jke dvac 30epiraiouM IOCTaTHI PiBHI
KJIaBYJIAaHOBOI KMCIOTH (IMB. po3ai «Crocid 3acTOCyBaHHS Ta 103 ).

THopywenus ¢@yukyii neuinku. IlamieHTaM 3 TIEYIHKOBOIO HEAOCTATHICTIO PEKOMEHIYETHCS
o0epekHe 3aCTOCYBAHHS 1 peryJIapHUA KOHTPOJIb (PYHKIIT MEYiHKH.

Kuiniuni XapakTepucTHKH.

Ilokasanna.

Indexuii y aiteir BikoMm Big 3 MicAliB, Maca Tijla SKUX He nepeBuirye 40 Kr, copudvHeHi abo
IMOBIpHO CIIpUYMHEH] MEHIMIIHPE3UCTEHTHUMU IITaMaMu Streptococcus pneumoniae, Taki sK:

- TOCTpUH cepesiHiil OTHT;

- HErocmiTajabHa THEBMOHISI.

[Ipu npu3HaueHHi aHTHOAKTEpiaJbHUX MpENapariB Clifl KepyBaTHCS MPaBUIAMHU iX HAJIEXKHOTO
3aCTOCYBaHH.

IIpomunokaszanna.

[TigBuIeHa Yy TIUBICTH 0 Oy/1b-sIKUX KOMIIOHEHTIB Mpenapary, 10 Oy1b-sIKuX aHTHOAaKTepiaIbHUX
3ac00iB IpyNu NEHILWITIHY.

HasBHicTh B aHaMHe31 TSDKKHMX peakiiil TinmepuyTiauBocTi (B T.4. aHadinakcii), MOB’s3aHUX 13
3aCTOCYBaHHSAM IHIIMX OeTa-JaKTaMHHMX areHTiB (y T.4. LedalocrnopuHiB, kapOaneHeMiB abo
MOHOOAaKTaMiB).

HasiBHicTh B aHamHe3i KOBTSHUII a00 MUCOYHKINT TMEYiHKH, TMOB’SI3aHUX 13 3aCTOCYBAHHSAM
aMOKCHIIWIIIHY/ KJIaByJIaHOBOT KHCIIOTH.

B3aemooia 3 inwumu nikapcokumu 3acodamu ma inuii 6uOU 63a€mMo0iil.

Anumukoazynianmu 015 nepopaibHO20 3ACMOCYBAHHS

AHTHKOATrYJISIHTH JUIsS HIEPOPAILHOTO 3aCTOCYBAHHS T aHTUOI0THKY EHILMIIHOBOTO PALY IIUPOKO
BUKOPUCTOBYIOTHCSI Ha MPAKTUI 0e3 MOBIIOMIIEHb MO B3aemofito. OJHAK OMUCAHO BUMAJIKH
301IbIIICHHS MIKHAPOIHOTO KoedillieHTa HopMaizalii y MalieHTiB, AKi NIpUiMaii aleHoKyMapo
abo BapdapuH Ta sSkuUM OyB NMpHU3HAYEHUH Kypc JIIKYBaHHS aMOKCHIIMJIIHOM. SIKIO HEOOXiaHUN
OJTHOYACHUH MPHUIOM TaKuX MpenapaTiB, CIiJl peTeIbHO KOHTPOJIIOBATH NMPOTPOMOIHOBHI 1HAEKC,
a0 MDKHApOIHHUHM KoedilieHT HOpMaii3amii, mpu JoAaBaHHI a00 MPHUIHMHEHHI MpUHOMY
amokcuitiny. Kpim Toro, moxke OyTW mNOTpiOHa KOPEKIisl [O03M AHTHKOATYJISIHTIB IS
MEPOPATLHOTO 3aCTOCYBaHHS (IUB. po3ainu «Oco0muBocTi 3acTocyBaHHs» Ta «I10014HI peakiii»).
Memompexcam

[TeHiMIiHE MOXKYTh 3HIXKYBATH BUBEJICHHS METOTPEKCATY, 1110 BUKJIMKAE MOTEHLIHHE 301IbIIICHHS
TOKCHUYHOCTI.

IIpobeneyuo

OnHouacHe 3aCTOCYBaHHSI NMpPOOEHeIy He peKoMeHIyeThes. [IpoGeHenns; 3MeHIye HUPKOBY
KaHaJIbLIEBY CEKpelil0 aMOKCHIIMIiHY. OHOYacCHE 3aCTOCYBAaHHS MPOOEHEUYy MOXKE MPU3BECTH
710 30UIBIIEHHS PIBHS Ta TPUBAJIOCTI 3HAXOJKEHHSI aMOKCUIIIIIIHY (aJie He KJIaBYyJIaHOBOI KUCIOTH)
y KpOBI.

Mikogenonamy moghemun



VY XBOpHX, K1 JIKYIOTbCA MiKO(QEHOIaTy MO(ETHIIOM, MiCIs I0YaTKy 3aCTOCYBaHHS IEpOPAILHOTO
aMOKCUIIWIIIHY 3 KJIABYJAQHOBOI KHUCIOTOI0 MOX€ 3MEHIIUTUCH IPel030Ba KOHIIEHTpALlis
aKTUBHOTO MeTa0oJIiTy — MIKO(EHOI0BOI KUCIOTH — Npubin3Ho Ha 50 %. Ll 3mMiHa npeno3oBoro
PiBHS MOXe€ HE MTOBHICTIO BIIMOBIAATH 3MiHI 3arajJbHOI €KCMO3UIiT MiKO()EHOIOBOT KHCITOTH. Takum
YMHOM, 3MiHa JJ03yBaHH: MiKo(eHonaTy ModeTniry 3a3BU4aii He MoTpiOHa, SIKII0 HeMAa€e KIIHIYHOTO
HiATBEpKEHHA JTUCYHKLII TpaHciutantata. OJHAaK peTelibHE CIOCTePEKEHHS HEeoOXigHe
IPOTSTOM OJIHOYACHOT'O 3aCTOCYBAHHS Ta BIPOIOBXK JESIKOT0 Yacy Micist aHTHO10TUKOTepartii.
Ocobueocmi 3acmocyeanns.
Ilepen mouaTkoMm Tepamii aMOKCHLMIIHOM/ KJIaBYJIaHOBOIO KHCJOTOIO CJiJI PETeNbHO 310paTH
1H(hOopMAIIiO 00 TOTIEPEIHIX PEaKIlii MiIBUIEHOT Yy TIIMBOCTI HA TIEHIIIIIIHY, 11e()aToCcIoOpuHn
a0o iHmI1 OeTa-nakTaMHi npenapaTtH (auB. po3aimm «IIpoTunokazanus» ta «I1o6iuHi peakiii).
[ToBimomisiocst mpo cepiio3Hi Ta B OKPEMHX BHUIAAKaX JIETalbHI peakiii miABUIIEHOT Yy TIMBOCTI
(BKiIIOUAOYM aHA(UIAKTUYHI peaKiii Ta TSHKKI HIKIpHI OO14HI peakiii) y MaIi€eHTiB, IKi OTPUMYBaJIN
JKyBaHHS NeHINWIiHOM. Taki peakuii OUIbII BIpOTiIHI Y XBOPUX 3 MiJBHILEHOI YYyTJIUBICTIO J10
NEHIIUIIIHY B aHAMHE31 Ta MMalli€HTIB 3 aTOMYHIUMHU 3aXBoproBaHHAMM. [Ipu nosiBi anepriyHoi peakiii
CJIiJ] IPUITMHUTH 3aCTOCYBAaHHS aMOKCHLIMJIIHY/ KJIaByJIaHOBOT KMCJIOTH Ta PO3MOYATH BiJNOBITHY
aJIbTEpPHATHBHY TEPaIlilo.
VY pasi Ko A0BeIeHO, 10 1H(EKIlis BUKIMKAHA MiIKpPOOPTraHi3MOM(-aMH), YyTIUBUM(-UMHU) T0
aMOKCUIIWIIIHY, CIiJ PO3IJISHYTH TMepexiJ BiJi aMOKCHULMIIHY/ KIaBYJAHOBOI KHCIOTH [0
aMOKCHUIIMIIIHY BiJIIOBITHO J0 3arajJbHONPUHHATUX HACTAHOB.
V naui€eHTiB 3 OpymEeHHSIM (QyHKIIIT HUPOK Ta Y MAIli€HTIB, K1 IPUIMal0Th BUCOKI 03U IIpernapary,
MO>KJTUBE BUHUKHEHHS CyIoM (uB. «[1o0iuHi peakii»).
Crin yHMKATH 3aCTOCYBAaHHSI aMOKCHULIMIIIHY/ KJIaBYJIaHOBOI KUCJIOTH MPH MiJ03pi Ha 1HQEKIIHHNN
MOHOHYKJIE03, OCKIJIbKM B LIbOMY BHIIAJKy 13 3aCTOCYBaHHSM aMOKCHUIMJIIHY OyJo IOB’s3aHe
BUHUKHEHHS KOPOIOJIOHOTO BUCHUTIAHHS.
OnHouacHM MPHUIOM aONMypPUHONY IiJ] Yac JIKYBaHHS aMOKCHULIMJIIHOM IiJIBUIILYE HMOBIPHICTh
BUHUKHEHHS aJepPTivyHMUX peakiiii 3 00Ky MIKipu.
TpuBasie 3acTocyBaHHS B OKPEMHX BHUIAJIKaX MOXE MPU3BECTH 10 HAIMIPHOTO PO3MHOKEHHS
MIKpPOOpraHi3MiB, HEUyTIUBUX J0 Mpenapary.
BuHuKHEHHs Ha TMOYaTKy JiKyBaHHS Taps4KOBOi T'€HEpali30BaHOI E€pUTEMH, IIOB’S3aHOI 3
YTBOPEHHSM IYCTYJ, MOK€ OyTHM CHMITOMOM TOCTPOrO TI'€HEpasli30BAaHOI'O E€K3aHTEMAaTO3HOTO
nyctynso3y (ITEID) (muB. posmin «IloOiuni peakuii»). Taka peakiis BuUMarae HNpUITMHEHHS
3aCTOCYBaHHA AYTMEHTHHY Ta € IPOTUIIOKA3aHHAM JUIS TOAAJIIIOT0 3aCTOCYBAaHHS aMOKCULIMITIHY.
Crin 3 00epeXHICTIO 3aCTOCOBYBAaTH aMOKCHUIMIIIH/KJIaBYJIaHOBY KUCIJIOTY MalLll€eHTaM 3 O3HAKaMHU
nopyiieHHs QyHKIIT meuinku (auB. po3aimu «Crocid 3acTocyBaHHS Ta 103W», «IIpoTUnokazaHHS»,
«[1oOiyni peaxmii»).
[ToBimomsiocs PO yCKIagHEHHS 3 OOKY MEYiHKH MEePEeBa’KHO Y YOJIOBIKIB Ta MAlli€HTIB JITHHOTO
BiKY, Ha TJIi TPUBAJIOTrO JiKyBaHHs. [Ipo Taki yCKJIQAHEHHS Yy JiTel MOBIIOMIISIIOCS JIy’Ke PIIKO.
VY BCiX rpyn Haui€HTIB CUMIITOMH, SIK MPaBUJIO, BUHUKAIOTH IiJ] 4ac a00 3roJIOM MICs JIKyBaHHS,
IPOTE€ B OKPEMHUX BHIIAJKaX MOXXYTh BUSBIISTUCS JIMIIE Yepe3 KUIbKa THXKHIB MICIS 3aKIHYCHHS
nikyBaHHA. Taki SBUILA, SK IPABUIIO, € OOOPOTHUMHU. Y CKIIaJHEHHS 3 OOKY MEYiHKH MOXYTh OyTH
TSOKKUMH, Y BUHATKOBO MOOAMHOKHMX BUMA/IKaX — JIETAIbHUMH. Taki SIBUIIA 3aBKIU CIIOCTEPIraIncs
y MAI€HTIB 3 TSHKKUM OCHOBHHM 3aXBOPIOBAHHSAM a00 y THX, XTO OJHOYACHO MTPpUIMaB MpenapaTH,
3aCTOCYBAaHHA SIKUX, SK BIZJOMO, MOXE IMPU3BECTH A0 YCKJIAJHEHb 3 OOKY MEYiHKH (IUB. PO3.LNI
«I1oOiyni peakmii»).
IIpu 3acrocyBaHHI Maiike BCiX aHTHOAKTepialbHUX IpernapariB, BKIIOYAIOYM aMOKCHIIWIIH,
MOB1IOMJISIIOCS. TTPO aHTHOI0TUKOACOLIHOBAHUI KOJIT, CTYMIHb TSXKKOCTI SIKOTO MOYKE BapiloBaTH
BiJl JIETKOTO A0 Hebe3nmedHoro ans kutta (auB. po3ain «lloGiuni peakuii»n). Tomy BaIHBO



BpaxoBYBaTH II€H JiarHO3 JUIA MAlli€HTIB 3 HASBHOIO Aiapecto mij yac abo micis npuitomy Oyab-
AKMX aHTUO10THKIB. [Ipu mosBi aHTHOIOTHKOACOLIHIOBAaHOTO KOJIITY CIHiJl HEralHO MPUIIUHUTH
3aCTOCYBaHHA AYTIMEHTHHY, 3BEpHYTHCS 1O MEAWYHY JONOMOTY 1 pO3MOYaTH BiAMOBIIHE
JKyBaHHA. 3aCTOCYBaHHS MPOTUIIEPUCTATIBTUUHUX IPENapaTiB y TAKOMY pa3i MIPOTUIIOKA3aHe.
ITpu TpuBaniii Tepamnii peKOMeHAY€eThCS MepioANYHA OLliHKA (DYHKIIIH ccTeM OpraHiB, y TOMY YHCII
(byHKLI{ HUPOK, MEYiHKU Ta KPOBOTBOPEHHS.

VY namieHTiB, fAKI NpUAMand aMOKCHIMJIIH/ KJIaBYJaHOBY KHCJIOTY, B TOOJMHOKUX BHITaJKaX
MOBIIOMJISIIOCS. TIPO TOAOBXKEHHSI MPOTpoMOiHOBOrO iHAekcy. Ilpu onHOYacHOMY MpHU3HAYEHHI
AQHTHKOATYJISIHTIB CIIiJ 3A1MCHIOBATH BiIMOBIAHMI KOHTPONb. (s miATpUMKH Oa’kaHOTO PIBHS
aHTHUKOAryJsilii Moke OyTH MOTpiOHAa KOPEKIs J03M AaHTUKOAryJsHTIB I IMEepOpaIbHOro
3acToCyBaHHA (AWB. po3aimum «B3aemonis 3 IHIIMMHU JIIKAapCHKUMM 3aco0aMu Ta iHINI BUAM
B3aeMoii» Ta «[1ob6iuHi peakii»).

VY mamieHTiB 31 3HIKEHUM JA1ype30oM IyXe PIIKO cIocTepirajacs KpUCTalypis, HepeBaXHO IMPH
napeHTepanbHiid Tepamii. [lig yac mpuiloMy BHCOKMX 103 aMOKCHUIWJIIHY CIiJl HiATpUMYBaTH
JOCTAaTHE CIIOKUBAHHS P1AMHY Ta Jiype3 3 METO0 3HMKEHHS MIMOBIPHOCTI KpHCTaypii, OB’ s13aHO1
3 NpUAOMOM aMOKCHUIIWJIIHY. Y MAIllEHTIB 3 KaTeTepU3aL[€l0 CEYOBOT0 MiXypa CIiJl PeryssipHO
NEepeBIPATH MPOXITHICTh KaTeTepiB (IuB. po3ain «llepeno3yBaHHsm»).

[Tin yac mikyBaHHS aMOKCHUIIMJIIHOM CIiJl 3aCTOCOBYBAaTH ()EPMEHTATHBHI METOIU BH3HAYCHHS
TJIIOKOOKCHJA3u TpU JIOCHIJDKEHHI Ha HasBHICTH IUIIOKO3M B C€Yi, OCKIJIBKH MPU 3aCTOCYBaHHI
He(epMEHTATUBHUX METO/IB € BIPOTITHICTh OTPUMAHHS XUOHOMIO3UTUBHUX PE3YJIbTaTIB.
HasBHICTh KJIaBYJIaHOBOT KUCIIOTH y IpenapaTi AyrMEHTHH MOXe MPU3BECTH 10 HeCTeH(iuHOro
3B’s3yBaHHs IgG 1 anpOymiHy Ha MeMOpaHax epHUTPOLUTIB, IO MOXE MPU3BECTH [0
XMOHOIMO3UTUBHUX pe3yibTatiB mpodu Kymoca.

[ToBimomsIoCs PO MO3UTHBHI pe3yIbTaTh (PEPMEHTHOTO iIMyHOaHaNi3y 3 BUKopucTaHHsM Platelia
Aspergillus BupoOHunTBa Bio-Rad Laboratories y mamieHTiB, fKi NpUiMand aMOKCHLIMIIH/
KJIaBYJIAHOBY KHCJOTY Ta y SIKMX 3roJloM Oyja BU3HaHa BIJACYTHICTb iH(ekuii Aspergillus.
[ToBimomsiocs Mpo MepexpecHi peakiii 3 nojicaxapuaamu Ta noiidypaHozamu non-Aspergillus
IIpU MIPOBEACHHI (PepMEHTHOIO IMyHOaHali3y 3 Bukopuctanusm Platelia Aspergillus BupoOHUIITBA
Bio-Rad Laboratories. ToMy NO3uWTHBHI pe3ylbTaTH aHaNi3iB Yy MAaIl€HTIB, fKI OTPUMYIOThH
JKyBaHHS aMOKCHIIMIIIHOM/KJIaBYJIAaHOBOIO KHUCIIOTOI, CIiJI IHTEPIPETYBaTH 3 OOEPEKHICTIO i
HiATBEPIXKYBATH 1HIIUMH JIarHOCTUYHUMHU METOJIaMH.

Cycnensig Ayrmentus ES mictuts acnapramy (E 951) 2,72 Mr/mn, sikuii € mxepesnoM GeHianatiny,
TOMY Mpenapat CJiJl HpU3HAYaTH 3 00EPEKHICTIO Malli€eHTaM 3 (DEHIIKETOHYPI€lO.

Jlikapcbkuii 3aci0 MICTUTh MaJIbTOJEKCTPUH (IUIt0K03Yy). He 3acTocoByBaTH npenapaT namieHTaMm 3
PIAKICHUM CHHIPOMOM MajibabcopOIIii MNIIOKO3U-TaJaKTO3H.

3acmocysanns y nepioo eacimnocmi abo 200y8anus 2py0oio.

BaritsicTs. JlocnipkeHHs Ha TBApUHAX HE BKAa3YIOTh HA IPAMUI 00 OmocepeAKOBaHUH K1 ITUBHMA
BIUIMB Ha Iepedir BariTHOCTI, pO3BUTOK eMOpioHa/IuoAa, moyioru abo MOCTHATAIbHUNA PO3BUTOK.
OOMexeHi J1aHi 100 3aCTOCYBaHHS aMOKCHUIIMIIIHY/ KJIaByJIaHOBOI KMCJIOTH MiJ Yac BariTHOCTI y
JIIOJIMHU HE BKa3yIOTh Ha MiJBUIICHUN PU3HK BUHHUKHEHHS BPOJUKEHUX BaJl PO3BUTKY. Y €IUHOMY
JNOCTIKEHHI y JKIHOK 3 TIEpeqYacHUM pPO3PUBOM OOOJOHOK IIJI0Ja TOBIIOMIISIIOCS, IO
npodiIakTUYHE JIIKYBAaHHS aMOKCHULIMJIIHOM/ KJIaBYJaHOBOIO KUCIIOTOIO MO)Ke OyTH IMOB’si3aHE 3
HiABUIIEHUM PU3UKOM PO3BUTKY HEKPOTHYHOI'O EHTEPOKOIITY Y HOBOHApo keHUX. Clifi yHUKaTH
3aCTOCYBaHHS Tpernapary IiJ 4ac BariTHOCTI, 32 BHHATKOM BHIIQJIKiB, KOJM JIiKap BBaXkae€ Iie
HEOOX1THUM.

Ilepion roayBanHs rpyaaro. OOuiBa akTUBHI KOMIIOHEHTH Ipenapary eKCKPeTYIOTbCs y TpyaHe
MOJIOKO (HeMae iH(popMallii CTOCOBHO BIUIMBY KJIaBYJIaHOBOI KUCJIOTH Ha HEMOBJIS, SIKE 3HAXOTUTHCS
Ha TpPYyIHOMY BHIOJIOBYBaHHi). BiINOBITHO Yy HEMOBISATH, SIK€ 3HAXOOUTHCA HAa TPYIHOMY




BUTOJIOBYBaHHI, MOJMBa IMosiBa Jiapei Ta TpuUOKOBOI 1HQEKIil CIu30BHUX OOOJOHOK, TOMY

TOAYBaHHS IPyIII0 CTiJl NpUMUHUTH. CIliJl B3STH A0 yBaru MOXKJIUBICTh BUHUKHEHHS aJlepridHuX

peaxiiif. AMOKCUIIMJIIH/ KJIaBYJIaHOBY KMCJIOTY Y €10/l TO{yBaHHS IPY IO MOYKHA 3aCTOCOBYBAaTH

JIMILE TOJ1, KOJIM, HA IYMKY JiKaps, KOPUCTb BiJ] 3aCTOCYBaHH: OyJie MepeBakaTH PU3UK.

30amuicms eniueamu Ha WEUOKICMb peakyii npu Kepy8aHHi a8mMOmpaHcnopmom abo iHuumu

Mexauizmamu.

JlocnmipKeHHsT OO0 3JaTHOCTI MpenapaTy BIUIMBATH Ha IMIBUAKICTH peaklii Mpu KepyBaHHI

aBTOTPAHCIIOPTOM 1 pOOOTI 3 IHIIMMH MEXaHI3MaMHU He IPOBOIMINCE. [IpoTe MOXKIIMBE BUHUKHEHHS

HeOaxxaHNX e(eKTiB (TaKuX SIK aJepriyHi peakiiii, 3araMopodeHHs, CyJJOMH), 110 MOXKYTb BIUTUBATH

Ha 3/1aTHICTh KePYBaTH aBTOMOOLUIEM 1 MpalloBaTy 3 IHIIUMHU MEXaHi3MaMH.

Cnoci6 3acmocysannsa ma 0o3u.

Jlo3yBaHHS BHpak€He B MEPEepaxyHKy Ha BMICT aMOKCHUIMJIIHY/ KJIaBYJaHOBOi KHCJIOTH, 3a

BUHSATKOM BHUII/IKIB, KOJIM J03yBaHHs BUpaKEHE B MEPEPAXYHKY Ha OKPEMHUI KOMIOHEHT.

[Tpu BuGOPI 103yBaHHS AYTMEHTHHY JUIs JIKYBaHHS OKpeMOi 1H(EKIiT ci1iJl BpaXOBYBaTH:

- BipOrifHI 30yJHHKHM 3aXBOPIOBAHHS Ta iX IMOBIpHY YYTJIMBICTH JO aHTHOAKTepialbHUX
npemnapari (IuB. po3aia «OcoOIMBOCTI 3aCTOCYBAHHA»);

- CTYIIHb TSKKOCTI Ta JIOKami3amito iHPeKIii;

- BIK, Macy Tija 1 HUPKOBY (DYHKIIIIO MAIi€HTA, SIK BKA3aHO HIDKYE.

Kypc nikyBaHHS He NOBHMHEH mepeBullyBaTH 14 nHiB Oe3 i#oro mnepernsgy (IUB. pO3IiI

«Oco6IMBOCTI 3aCTOCYBaHHS» CTOCOBHO TPUBAJIOI TEpaIlii).

Jlopociii Ta T 3 Macoro Tina > 40 kr

JlocBiz 3aCTOCYBaHHS! AyTMEHTHHY, CYCIIE€H31i, TOPOCIHM Ta JIITSAM 3 Macoro Tina > 40 Kr BiZICYTHIH,

TOMY pEeKOMEH/allii CTOCOBHO J103yBaHHS AJIS IIMX TPy MaLli€HTIB BiJCYTHI.

Jlitu BikoM Bij 3 MicsiB 3 Macoro Tijia < 40 kr

PexomenoBana 103a AyrMeHTHHY, cycnensii, ckinagae 90/6,4 Mr/kr Macu Tijia/no0y, po3noaijieHa

Ha 2 IpUiioMHu.

AyrmentuH ES MicTUTB 1HIIY KUTBKICTB KJIAaBYJIAHOBOT KMCIOTH (Y pOpMI Kaie€Boi coi), HixK Oy 1b-

gKa iH1a ¢opma cycrnensii AyrmMeHTuHy. AyrmMeHTuH ES mictuth 42,9 Mr ki1aBys1aHOBOT KUCIIOTH

Ha 5 mu cycnensii, Toai sk cycnen3is Ayrmentuny 200 mr/5 mu mictuth 28,5 Mr KiaBysIaHOBOI

KHUCJIOTH Ha 5 MJ1, a cycniensist 400 Mr/5 mia MicTUTh 57 Mr KJIaByJ1aHOBOI KMCIOTH Ha 5 mil. Tomy

AyrmentuH ES He Moke OyTH 3aMiHEHHI KOJHOIO 1HIIOK OPMOIO cycrieH31i AyrMEHTHHY.

THopywenns ¢ynxyii nupox. Ilamientam 3 xiipencom kpeatusiny (CrCl) 6inpm Hixk 30 Mi/XB

KOpEKIis 03U He MOTpiOHa.

[Tamientam 3 KiipeHCcOM KpeaTuHiHy MeHI HiK 30 Mi/XB maHa ¢opma AYrMEHTHHY He

PEKOMEHAYEThCS AJISl 3ACTOCYBAaHHS, OCKIIBKH HEMa€e peKOMEHIaIli 11010 KOPEKLii J03H.

Topywenns ¢ynxyii neuinku. PekoMeH1yeThCst 00epexHe 3aCTOCYBaHHS 3 PETYISIPHUM KOHTPOJIEM

¢byHkuii nedinku (auB. po3ainu «IIpotunokazanus» Ta «OcoOIMBOCTI 3aCTOCYBAHHS).

Crnocib 3acTocyBaHHs

AyrmentuH ES npusHaueHuii 171 nepopajibHOro 3aCTOCYBaHHS.

[Tpenapar cnig npuiMaTH mifJ yac inu, moo 3BECTH A0 MiHIMyMY HOTEHIIHHY IUTyHKOBO-KHILIKOBY

HETNEePEHOCUMICTb.

Inecmpykyis 071 npueomy8anHs CyCnensii.

Ilepen 3acTocyBaHHSM MEPEBIPUTH LUTICHICTh MiaoMOM Ha kpuumimi. CTpycuTH ¢iakoH, 1100

PO3PUXIIUTU MOPOIIOK. JlomaTn HEOOXiqHY KiNBKICTh BOJM (SK BKa3aHO HUXKYE), IEPEBEPHYTH Ta

peTenbHo 300BTaTh. [HIMI criociO: 3amOBHUTH (PIIaKOH BOJOO TPOXH HIDKYE BIIMITKH HAa €THKETII],

NIEPEBEPHYTH 1 peTeNbHO 300BTATH, MOTIM 3alIOBHUTH ()JIAKOH BOJIOIO JI0 BIIMITKH, IEPEBEPHYTH 1

3HOBY PETENbHO 300BTATH.




Jlo3yBaHHs O06’em Boau, siKUi HEOOX1THO Kinnesuit 06’eM po3unHeHO1

JI0JIaBaTU JJIsl PO3UYMHEHHS (MJI ) opaJsibHOI cycrieH3ii (M)
600 mr/42,9 mr/5 mi 90 100
[Tepen ko>xHUM 3acTOCYBaHHSM (DJIAKOH CIIiJ] peTeTbHO 300BTYBaTH.

Jimu.

[Ipenapat y ¢hopMi cycnieH3ii mpu3HayaTH AITSIM BIKOM Bij 3 MICSIIIiB, Maca TUIa SIKHX HE IEPEBUILYE
40 xr. iTsaMm 3 Macoro Tita 6ibine 40 Kr mpu3HAvYaTH MpernapaT B 1HIIH JTIKapChKii popMi.
Ilepeoo3ysanns.

CumnromMu

MoxyTh crocTepiraTucsi CHMITOMHM, XapaKTepH1 JUIsl po3jaay HUTyHKOBO-KHMIIKOBOTO TPAKTY Ta
MopylleHHs: OanaHcy piIMHU Ta enekTpoiitiB. Crocrepiranacs KpHUCTalypis, MOB’si3aHa 3
MpPUMOMOM aMOKCULMIIHY, [0 B OKPEMHMX BHUIQJKaxX HPU3BOAMUIO A0 PO3BUTKY HHUPKOBOI
HEIOCTaTHOCTI (AuB. po3auT «OcoOIUBOCTI 3aCTOCYBAHHS ).

VY nani€eHTiB 3 NOpyHeHHSIM (YHKIIT HUPOK Ta y Mall€HTIB, SIK1 MPUHMAaIOTh BUCOKI 103U IIpenapary,
MOJKJINBE BUHUKHEHHS CYIOM.

[ToBimomisiocs TIpo OCiAaHHS aMOKCHUIIMJIIHY Yy KaTeTepax CeYOBOTO MiXypa, MEepeBa)KHO TMICIIs
BHYTPIIIHLOBEHHOT'O BBEJIEHHS Yy BHMCOKHUX no03ax. CliJl peryjasipHO MNEepeBIpATH MPOXiJHICTh
KateTepiB (IuB. po3ain «OcoOIMBOCTI 3aCTOCYBAHHS).

JlikyBaHHS

[TopyienHs 3 60Ky IITYHKOBO-KUIIKOBOTO TPAKTy MOXKHA JIIKYBaTH CUMIITOMAaTHYHO, 3BEPTAI0UU
yBary Ha OajaHc piAMHH/€NeKTPOJIITIB.

AMOKCHITIITIH/ KJIaByJlaHOBa KHCIOTa MOXYTh OyTH BHIAJ€HI 3 KPOBOTOKY 3a JOIOMOTOIO
reMo/Iiai3y.

IHo6iuni peaxuii.

HaiiGinpIm yacTo moBimoOMIISUTOCS TIPO Taki MOOIYHI peakilii Ha mpemapart, siK Jiapes, HyJoTa Ta
OJIFOBaHHS.

[lepenik HeOakaHUX peaklili Ha mpenapar, BIJOMHUX 3 KIIHIYHUX JOCHIKEHb AYIMEHTUHY 1
MOCTPEECTPAIIMHOTO HArJSAY Ta KIAacCH(pPIKOBAHMX 3a CHUCTEMHO-OpraHHuM kiacom MedDRA,
3a3Ha4Y€HO HUXKYE.

3acTOCOBYETHCS Taka Kiacuikallis 4acTOTU BUHUKHEHHS MOO1YHUX e(PeKTiB:

nyxke gacto > 1/10;

gacto > 1/100 Ta < 1/10;

HeuacTo > 1/1000 Ta < 1/100;

piako > 1/10000 ta < 1/1000;

ayxe pinko < 1/10000;

HEBIZOMO (4aCTOTY HEMOXKIIMBO OI[IHUTH 3 HASIBHUX JAHHX ).

Ingpexyii ma insasii.

YacTo: KaHIUI03 MIKIPH Ta CITU30BUX 000JIOHOK.

Hesigomo: HaMipHE PO3ZMHOKEHHS MIKpOOPTaHi3MiB, HEUYTJIMBUX JI0 TIpEnapary.

Po3znaou 3 6oky kposomeopHoi ma nimgamuynoi cucmemu.

Pinxo: o6opoTHa JelikoTeHis (BKIIOYal0YH HEHTPOIICHII0) Ta TPOMOOIIUTOTICH SI.

HeBimomo: 00OpOTHHI arpaHyJIOIMTO3 1 TeMOJIITUYHA aHEeMis; 30UTBbIIEHHS Yacy KpOBOTEYl Ta
IPOTPOMGIHOBOTO {HIEKCY ! .

Posznaou 3 6oky imynnoi cucmemul 1,

HeBigomo: aHri0HEBpOTHYHUI HAOPSK, aHa(IaKCis, CHHIPOM, IMTOAIOHUH 10 CHPOBAaTKOBOT XBOPOOH,
aJepriYHui BaCKyJIiT.

Po3znaou 3 6oky nepeosoi cucmemu.



HeuacTo: 3amamMmopo4eHHs1, TOJIOBHUI O1JTb.

HeBioMo: 060poTHA TilIepaKTUBHICTH i CyzoMu2.

Hesigomo: acenTuuHuil MEHIHTIT.
Po3znaou 3 60Ky wWiyHKOB0-KUUKOB020 MPAKMY.

Yacro: miapes, HyILOTa3, OJIrOBaHHS.

Heuacro: po3naau nutyHka.

Hesigomo: anTrOioTHKOACOIIIHOBAHUN KOJIIT 4

emai 2.

I'enamobiniapnui poznaou.

, YOpPHUH BOJIOXaTUH S3MK, 3MiHa 3a0apBiIeHHS 3yOHO1

Heuwacro: niasumenns pisast ACT Ta/abo AJITS,

HeBi,Z[OMOZ FGHaTI/ITI/I7 Ta X0JC€CTaTU4YHa )KOBTHHI/ILISI7.

Po3znaou 3 60oky wxipu ma niowkiprux mranunS.
Heuacro: mikipHi BUCHIIaHHS, CBEpPOiXK, KPOIIHB STHKA.
Pigxo: MmyneTH(OpPMHA epuTeMa.

Hesigomo: cunapom CriBeHca — J[PKOHCOHA, TOKCHYHHUH emiiepMaibHUN HEKpOJIi3, OyIbO3HUI

exc(OMaTHBHHUI IePMATHT, TOCTPHIl FeHepaTi30BaHmil eK3aHTEeMATO3HHMI mycTy150310

JikH 3 eo3uHOdimiero Ta cuctemanmu cumnromamu (DRESS).
Po3znaou 3 60ky nupox ma cevyo8usioHUX WLIAXIS.

, peaxiris Ha

Hesizomo: iHTepeTrianbHuii HepHT, KPHCTATYPIsL.

1 HuB. po3ain «OcoOIUBOCTI 3aCTOCYBAHHS.

2 Nus. po3ain «OcobIuBOCTI 3aCTOCYBAHHS.

3 Hynora yvacrime no’si3aHa 3 NpUAOMOM OiIbIII BUCOKHMX MEpoOpalibHUX 103 mpemnapary. [Ipu
BUHUKHEHHI IUTYHKOBO-KMIIKOBUX pEaKLid X TSKKICTP MOXHA 3HU3UTH MUIIXOM HpUHOMY
AyrMeHTHHY Mif yac iau.

4y TOMY YHCJI TICEBJOMEMOPAHO3HUN KOJIT 1 TeMOparidyHuii KOMiT (quB. po3ail «OcoOmuBocTi

3aCTOCYBaHHSI).

S [Tpo 3miny 3abapBieHHs 3yOHOI emaii qy)e pilKo MoBimomisiocs y aiTeid. PerenbHa ririena

POTOBOI MOPOKHUHHI MOXE MOMEPETUTH TaKy 3MiHY 3a0apBICHHS, OCKIJIBKH 1€ SBUIIEC YCYyBA€THCS

NUITXOM YHIIECHHS 3yOiB.

6 [Tomipue migBumieHHst piBHiB ACT Tta/abo AJIT wacrime crnocrepirajgocs y HaIli€HTIB, SKI

OTPUMYBAJIM JIIKyBaHHsS aHTUO10THKaMH OeTa-JIaKTaMHOI TPYIH, aje 3HAUMMICTh IIUX Pe3yJIbTaTiB

HeBigOMa.

7 Ili sBuma cooctepiraaucs y pas3l 3acTOCyBaHHS IHIIMX AHTHOIOTHKIB TEHIIUIIHOBOTO Ta
nedanociopuHoBOTO ALY (AUB. Po3aLT «OCOOIUBOCTI 3aCTOCYBAHHS ).

8 [Ipy BUHUKHEHH] peakiiifi MiJBUIICHOI YyTIUBOCTI (JEPMATUTY) 3aCTOCYBaHHs Mpenapary Cciija
OPUMHUHUATYU (IUB. po31ia «OcoOIUBOCTI 3aCTOCYBAHHSD).

9 Nus. posnin «IlepenozyBaHHs».

10 Ty, po3nin «OcobIMBOCTI 3aCTOCYBAaHHS

11 Ny, posnin «IIporunokazanss» Ta «OcOOIMBOCTI 3aCTOCYBaHHSY.

Tepmin npuoammnocmi.

2 poku. I[IpuroroBana cycnensis — 10 aHiB.

YmoBu 30epiranns.

36epiratu npu Temmneparypi He Buie 25 °C. 36epiraTé y HEIOCTYITHOMY JUISL IITEH MiCIIi.



[IpuroroBany cycmneH3siro 30epiraTu B XOJOIWIBLHUKY Tpu TemmepaTypi Bix 2 go 8 °C Tta
BuKopucTatu npotsiroM 10 guiB. He 3amopoxxyBaTH.
YnakoBka. CkiissHuil (DI1akoH 3 allFOMiHIEBOIO KPHIIIEYKOIO, III0 HAKPYUYETHCS (MICTUThH BCEPEAMHI
noriMepHy (MOMBIHIIXJIOPUIHY a00 TOJi01e(iHOBY) TUNIBKY), 3 KOHTPOJIEM TEPIIOTO BIAKPHUTTS
a00 3 MIIACTUKOBOIO KPHUIIIKOIO 13 3aXHUCTOM BiJ BIAKPUTTSA IITbMHU Ta IMIIACTUKOBOIO MiPHOIO JIOKKOIO
3 MO3HAYKaMu 2,5 MJI Ta 5 Mi1, y KapTOHHIN KOPOOITI.

Kareropis Bixmycky. 3a perientom.
Bupoonuk. ['nmakco Bemnkom IIponmakmrn, @paniris/
Glaxo Wellcome Production, France.
Micue3HaxoKeHHs1 BAPOOHUKA Ta HOTro ajpeca Miclsi MPOBAKeHHS TiAJILHOCTI.
I'makco Bemnkom Ilponakmiy, 31 ae ns [eitiennep, 53100 Matienn, ®@paniris/
Glaxo Wellcome Production, ZI de la Peyenniere, 53100 Mayenne, France.



