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Cknao:

Oitoui peyosunu: aMOKCHUIIIIIIH, KJIaByJIaHOBA KUCIIOTA;

1 naxoH MICTUTH MOPOIIOK AJis pUrotyBaHHs 100 My cycnieH3ii Takoro ckiany:

5 Mi1 cycrnieH3ii MiCTATh aMOKCHIMIIHY (Y popMi aMOKCHIIMITIHY Tpurinpary) 600 Mr i Ki1aByJaHOBOI
kucyioTy (y hopmi Kamito KinaByiaHary) 42,9 mr;

OONOMICHI pedo8uHU. KPEMHIIO T1I0KCH KOJIOITHUI 6€3BOJHMIA, HATPII0 KapOOKCUMETHIIIEIION03a
12, acnapram (E 951), kcanTaHoBa kKaMe/ib, KPEMHIIO TIOKCHU/[I, IITYYHUH HOJTyHUYHUI apoMaTu3aTop.

Jlikapcbka ¢opma. I[Topornok 1 opaibHOT CycrieH3ii.
OchosHi ¢hizuxo-XimiyHi enacmugocmi. CANIYYHi MOPOIIOK Maibke OUIOro KOJIbOpY 3 XapaKTepHUM
MOJIyHUYHUM 3aI1aXOM.

dapmakoTepaneBTHYHA rpyna. AHTHOAKTEpianbHi 3aCO0H ISl CHCTEMHOTO 3acTOCyBaHHA. bera-

naktamHi aHTHOI0THKY. [TeHimmnian. KomOiHaIii neHimwIiHiB 3 iHrioiTopamu Oera-nakramasu. Kon
ATX JO1C RO2.

Dapmakonoziuni er1acmueocmi.

DapmaroourHamixa.

MexaHi3Mm aii

AMOKCHUIIWIIH € HAMiBCUHTETUYHUM TEeHIIUIiHOM (0eTa-TakKTaMHUM aHTHOIOTUKOM), SIKUH 1HT10ye

0JIMH a00 KUJIbKa (PepMEHTIB (K1 YaCTO Ha3UBAIOTh MEHIMIIH3B 13ytounmu Oiikamu, [13B) y npoueci

010CMHTETUYHOT0 MeTaboi3My OaKTepiadbHOI0 NENTUIOTIIIKAHY, 110 € HEB1JI'EMHUM CTPYKTYpHUM

KOMIIOHEHTOM KJIITUHHOI CTIHKM OakTepiil. I[HriOyBaHHS CHHTE3Yy NMENTUIOIIIIKAHY MPU3BOJIUTH 0

MOCIa0JICHHS KIITUHHOI CTIHKH, HACIIIKOM YOTO € JII3MC 1 3aru0eib KIITHH.

AMOKCHIIWJTIH Yy TJIMBHH /10 PO3IIEIUICHHS OeTa-TaKTaMa3aMy, 10 MPOJAYKYIOTHCS PE3UCTCHTHUMH

OaKTepisiMH, OTXKe, CIEKTP aKTUBHOCTI AMOKCHIIMIIIHY SIK MOHOTEpaIii He BKJII0OYa€ MIKpOOPTaHi3MH,

AK1 IPOAYKYIOTh 111 (JEPMEHTH.

KnaBynaHoBa kuciaora € OeTa-lmakTaMoM, CTPYKTYpHO CIOpPIJIHEHMM i3 MeHilwIiHaMu. Bona

JIEaKTUBYE Jesikl pepMeHTH OeTa-lakTaMas3, THM CaMHUM 3aIro0iraroyi 1HAaKTUBAIlll AMOKCHUITMITIHY.

KnaBynaHoBa KHCIIOTa y BUIJISAI MOHOTEpAIlli HE YUHUTD KIIIHIYHO KOPHCHOTO aHTHOAKTEPi1aJIbHOTO

edexTy.

CuissiHomenHs PK/DJI

Yac 30epexeHHs KOHLEHTpalii JiKapcbkoro 3acoOy, IO TEpPEeBUIIY€e MiHIMaJIbHY 1HTIOyOUY

koHueHTpauito (Y>MIK), BBakaeTbcs OCHOBHMM (DaKTOpOM, SIKUM BH3Hauya€ €(EKTUBHICTb IS

aAMOKCHIIWIIIHY .

MexaHi3MU pe3UCTEeHTHOCT]

IcHyIOTH 1Ba OCHOBHUX MEXaHI13MHU PE3UCTEHTHOCTI 1O aMOKCUIIMITIHY/KJIaByJIaHOBOT KUCIIOTH:

- 1HaKTHBalis OaKTepialbHUMU OeTa-lakTaMa3aMH, sKi cami 1o co0i He 1HT10yI0ThCsI KI1aByJIaHOBOIO
KHCJIOTO0, BKiIFouaroun kinacu B, C 1 D;

- mneperBopenns [13b, 1o 3mMeHmye adiHHICTh aHTHOAKTEPI1ATIBLHOTO Mpenapary 10 MilleHi.

HenponukHicte OakTepiii a0 MexaHi3M €(QUIIOKCHOTO0 Hacoca MOXE BHUKJIMKATH PE3UCTEHTHICTh

OakTtepiit abo cpusATH i, 30KpemMa, y rpaMHETaTUBHUX OaKTepii.

KoHTpoibHI TOUYKH
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Kontponbni Toukn MIK 151 aMOKCHIIMITIHY/ KJIaBYJIaHOBOi KMCJIOTH, BCTAaHOBJICHI €BpPONEHCHKUM
KOMITETOM 3 BU3HaueHHs aHTUMIKpoOHO1 uyTauBocTi (EUCAST)

MikpoopranizmMu KOHTpOJIbHI TOYKH YYTIUBOCTI (MKI/MII)
UyTausi ITomipHO UyTIHBI PesucrenTHi
Haemophilus influenzae? <1 - >1
Moraxella catarrhalis! <1 - >1
Staphylococcus aureus 2 <2 - >2
Streptococcus A, B, C, G # <0,25 - > 0,25
Streptococcus pneumoniae® <05 1-2 >2

! HoBimomneni 3HaueHHs 71 KOHIEHTpAIill AMOKCHIMIIIHY. 3 METOI0 BU3HAYEHHS 4yTIHBOCTI
KOHIICHTpAIlisl KJIaBYJIaHOBOI KUCJIOTH BCTAHOBJICHA Y 3HAYEHH1 2 MT/J1.

2 TloBinoMIIeHi 3HAYEHHS /I KOHIIEHTPALlil OKCALIITiHY.

3 KOoHTpOIIbHI TOYKH PO3PAXOBAHO i3 KOHTPOJIBHUX TOUOK [T aMITILIAITiHY.

* KOHTpONbHI TOUKH PO3PAXOBAHO i3 KOHTPOIBHUX TOYOK I OCH3HIEHIIIITiHY.

P03M0OBCIOKEHICTh PE3UCTEHTHOCTI MOYKE 3MIHIOBATHCS T€OrpadivHO 1 3 4aCOM JIJIsi OKPEMUX BHUJIIB,
ToMy Oa)kaHO MaTH MICIEeBY iH(OpMAII0 MO0 YYTIIMBOCTI, OCOOJHMBO TPHU JIIKYBaHHI TSHKKUX
iHdekmii. 3a HEOOXIAHOCTI MOTPIOEH EKCHEPTHUH BHCHOBOK, SIKIIO MiICIIEBa PO3IOBCIOIKEHICTh
PE3UCTEHTHOCTI € TAKOI0, IO KOPUCTH MpenapaTy, IpUHANMHI IIPH ASAKUX THITAaX 1HPEKIIii, BUKITUKAE
CYMHIBH.

3a3Buuail Yy TINBI BUIH

I'pamnosutuBHi aepobu: Staphylococcus aureus (uyrnmBuii mo mertumuiiny)®, Streptococcus
pneumoniae!, Streptococcus pyogenes Ta inuti 6eTa-reMoTiTHYHI CTPENTOKOKH.

I'pamueratuBHi aepoou: Haemophilus influenzae?, Moraxella catarrhalis.

Buu, 115 SKHX PO3BUTOK PE3MCTEHTHOCTI MOXKe OYTH IPOOIEMOO

I'pamuerarusHi acpobu: Klebsiella pneumoniae.

[Ipupo/IHO PE3UCTEHTHI MIKPOOPTaHi3MHU

I'pamueratuBHi aepobu: Legionella pneumophila.

[H111 MiKpOOpra"izmu:

Chlamydophila pneumoniae, Chlamydophila psittaci, Coxiella burnetti, Mycoplasma pneumoniae.
¥ Bci cTadinokoku, pe3NCTEHTHI MO METHIMIiHY, € pE3UCTEHTHHMH 10 aMOKCHIIMITiHY/
KJIABYJIAHOBOI1 KHCIIOTH.

! lana nikapceka gopMa aMOKCHILMIIIHY/ KJIaBYJaHOBOi KMCJIOTH MOe OyTH 3aCTOCOBaHa s
mikyBaHHs Streptococcus pneumoniae, pe3MCTEHTHOTO [0 NCHIlWIiHY, JHWIIe 3TiIHO i3
3aTBEPUKCHHUMHU MMOKa3aHHAMM (JUB. po31ia «Croci0 3acTOCYBaHHS Ta 1031»).

2 [llTamMu 31 3HIKEHOIO Yy TIAMBICTIO OyIIM 3apeecTpoBaHi y Aeskux kpainax €C i3 4acTOTOIO BHIIE
10 %.

Dapmakokinemuxa.

Abcopbyia. AMOKCULIMIIIH 1 KJIaByJIaHOBA KHCJIOTA MOBHICTIO JUCOLIIOIOTH Y BOJHOMY PO3UMHI IpU
¢izionoriunomy piBHi pH. OOuABa KOMIIOHEHTHM IIBHAKO Ta Jj00pe abcopOyroThes INpU
nepopajbHOMY TpHiioMi. BioJOCTYIHICTP aMOKCHUIIMIIIHY Ta KJIABYJAaHOBOi KHCIIOTH CTaHOBHTH
npubsmzno 70 % npu nepopaibHomMy npuiioMi. [Ipogini 000X KOMIOHEHTIB y TUIa3Mi 1IEHTUYHI, a
yac JIOCSITHEHHSI MaKCUMaJibHO1 KOHIIEHTpallii B Tu1a3Mi (Tmax) U1 KOKHOTO KOMIIOHEHTAa CTaHOBUTh
NpUOJIM3HO O/IHY TOJIUHY.

Cepenni (hapmakokiHeTHYHI TapaMeTpu AyrmMeHTHHY ES mpu 3actocyBaHHI 115 TiKyBaHHS ITEH Yy
1031 45 mr/3,2 Mr/Kr Macu Tina KoxHi 12 ronuH HaBeIeHI y TaOHIIi:

HpenapaT Cmax Tmax* AU C(O-t) T 1/2
(MKr/MT) (rom) (MKr.ros1/mi1) (rom)




AyrmenTuH ES aAMOKCHUIMIIIH
Jo3za: 45 mr/kr macu Tina amokcunmiiny | 15,7 2,0 59,8 14
ta 3,2 MI/KI MacH Tijla KJIaByJaHOBOI | + 7,7 (1,0-4,0) | £20,0 + 0,35
KHCJIOTH KOKHI 12 roauH KJIaBYJIAHOBA KHCJIOTA
1,7 1,1 4,0 1,1
+0,9 (1,0-4,0) | £1,9 +0,29

*CepenHe (iana3oH)

KonnenTpartii aMOKCHLIMITIHY Ta KJIaBYJIaHOBOT KMCIIOTH y CUPOBATIIL, 110 JOCATAIOTHCS P MPUHOMI
AMOKCHULWIIIHY/ KJIaBYJAHOBOI KHCJIOTH, 1IEHTHYHI THUM, IIO JOCATAIOTHCA TPU IMEPOPATHHOMY
pUIIOMI €KBIBAJIGHTHUX JI03 AMOKCULIUJIIHY 200 KJIaBYJIaHOBOI KHCIIOTH OKPEMO.

Po3noodin. brmzpko 25 % 3araibHOTO 00CSTY KJIaBYJIAHOBOI KUCJIOTH y mia3Mi Ta 18 % 3aranbpHOTO
aMOKCHIIWJIIHY B IIJIa3Mi 3B’ A3YIOThCA 3 OlTKamMu. Y SIBHUM 00’ €M pO3IOALTY CTAHOBUTH O3bko 0,3—
0,4 1/kr 1u1s aMOKCUIIITIHY 1 67113bK0 0,2 JI/KT AJ1s KJIaBYJIaHOBOI KHCIIOTH.

[Ticiast BHYTPINIHPOBEHHOTO BBEACHHS AaMOKCHUIIWIIH 1 KIJIaByJIaHOBa KHCIOTa OynM BUSBIEHI B
JKOBUHOMY MIXypi, OYEpEBHHI, IIKipi, >KAPOBIM TKaHWHI, M S30Bii TKaHWHI, CHHOBIAJIBHIA Ta
MePUTOHCAIbHIM PiAMHI, )KOBYI 1 THOI. AMOKCHIIMIIIH HE PO3MOIUISETHCS JTOCTAaTHHOI MIpOIO B
CITUHHOMO3KOBIH PiHHI.

JocnimkeHHs Ha TBapuWHAX HE BUSABHIM KOJHHX JOKa3iB 3HAYHOI 3aTPUMKU PEUOBHUH, MOXITHUX
Oyab-1KOrO KOMIIOHEHTa Mpernapary, y TKaHHHAaX OpraHizMy. AMOKCHIWJIIH, SK 1 OUIBIICTBH
NEHIIWIIHIB, MOKe OyTH BUSBIEHUH y TpyAHOMYy MoJjoui. He3nauHa KibKicTh KJIaBYJaHOBOI
KHCJIOTH TaKOX MO)Ke OyTH BHSBIICHA B TPYJHOMY MOJIOLI (AMB. PO31ii «3acTOCYBaHHS Yy IMEpiox
BariTHOCTI a00 TOAyBaHHS TPYIIIO»).

By1o BUsIBIIEHO, IO SIK aMOKCHITWITIH, TaK 1 KJIaBYJIAaHOBA KHACJIOTA TPOHUKAIOTH KPi3b TUIAllEHTapHUN
6ap’ep (auB. po3aia «3aCTOCYBaHHS Y MEPiOJ1 BariTHOCTI a00 TOAYyBaHHS TPYIIIO»).
biompancgopmayis. AMOKCUIIMITIH YacTKOBO BHBOJUTHCS 13 CEUCI0 Y BUIJISNAI HEAKTUBHOI
NEHIMIOBOT KHUCIOTH B KUIBKOCTAX, eKkBiBasieHTHUX 10-25 % mnouatkoBoi no3u. KiaBymaHoBa
KHCJI0Ta 3HAYHOIO MIPOIO METa0O0JII3y€ETHCS B OPTaHi3Mi JIFOJIMHU 1 BUBOJIUTHCS 13 c€UEI0 1 (peKanisiMu
Ta Y BUIJIS11 ABOOKHUCY BYTJICIIO 3 IOBITPSIM, 1110 BHJIUXA€THCS.

Buseoenns. OCHOBHUM LUISIXOM BUBEIECHHS aMOKCHLIMJIIHY € HUPKH, TOJIl SIK KJIaByJaHOBA KHCJIOTa
BUBOJMTHCS SIK HUPKAMHU, TaK 1 IIJISIXOM i1 MO3aHUPKOBUX MEXaHi3MiB.

VY 310poBUX 1OOPOBOJIBIIIB CEpEHIM Mepio] HAMlIBBUBEICHHS aMOKCHUIIUIIIHY/ KJIaBYJIAHOBOT KUCJIOTH
CTaHOBUTHh NPUOJIIM3HO OJHY TOAMHY, a CepeAHid 3arajJbHUH KiIipeHc — mpubiuzHo 25 n/rof.
PizHOMaHITHI JOCHIIKEHHS IIOKa3ajad, IO BUIIJIEHHS 13 cedero cTaHoBUTh 50-85% s
amokcumininy Ta 27-60 % Ui KIaByJaHOBOI KHCJIOTH HPOTATOM 24-TOAMHHOTO MEpiony.
HaiiGinpma KiTbKiCTh KJIaBYJIAHOBOI KHCJIOTH BHBOJUTHCS MPOTATOM MEpUIMX 2 TOAWH MICIHS
IpUHOMY.

OpnHouacHe 3aCTOCYBaHHS MPOOEHELNY CIIOBUIBHIOE BUBEJCHHS aMOKCHUIIMJIIHY, aje HE 3aTpUMYe€
HUPKOBOI EKCKpelii KIaByJIaHOBOI KHCIOTH (AuB. po3ain «B3aemonis 3 1HIIMMM JIKapChbKUMHU
3ac00aMU Ta 1HII BUAM B3AEMOIII).

Topywennsa ¢hynkyii nupox. 3arallbHUH CHPOBATKOBHM KIIIPEHC aMOKCHULWIIHY/ KJIaByJIaHOBOT
KHUCJIOTH TPOMOPLINHO 3MEHIIYEThCS 31 3HUKEHHSIM HUPKOBOI (YHKINI. 3HMKEHHS KIIPEHCY
npenapaty OUTbII BUpaXKeHEe [Tl aMOKCHUIIMIIIHY, HIXK JUIsl KJIaByJIaHOBOI KMCJIOTH, OCKIJIBKH O1TbINa
YacTKa aMOKCHIWIIIHY BUBOIWTHCS HUpKaMmu. [Ipy HUPKOBIH HETOCTATHOCTI JO3YBaHHS Mae
3arnobiraTd HaJAMIpHIM KyMyJsIii aMOKCHUIWIIHY, y TOM jke 4Yac 30epiraioud JOCTaTHI piBHI
KJIaBYJIaHOBOI KMCJIOTH (MB. po3ait «CrociO 3acTOCYBaHHS Ta 03K ).

THopywenns ¢ynxyii neuinku. IlarieHTam 3 IE4iHKOBOIO HEJJOCTATHICTIO PEKOMEHIY€EThCsl 00epekHe
3aCTOCYBaHHS 1 PETYJISPHUI KOHTPOJIb (PYHKIIIT MEYIHKH.

Kuiniuni xapakrepucTuku.
Ilokazannsa.



Indexuii y niteit Bikom Bif 3 Mics1iB, Maca Tia SkuX He nepeBurye 40 Kr, cnpuarnHeHi abo iMOBIpHO
CIPUYHMHEHI MEHIMITIHPE3UCTEHTHUMH ITaMaMu Streptococcus pneumoniae, Taki sik:

- TOCTpHUH cepesHiil OTHT;

- HErocIIiTajabHa MHEBMOHISI.

[Ipu npusHaveHHi aHTHOAKTEpiaJbHMUX MpENapariB CIiJ KepyBaTHCS NpPaBWIAMHU iX HAJIEKHOTO
3aCTOCYBaHHSI.

Ilpomunokazanns.

[linBuieHa 9y TAUBICTh 1O Oyab-SIKHX KOMIIOHEHTIB Mperapary, 10 OyIb-IKUX aHTHOaKTepiaIbHUX
3ac00iB TPYINH MEHIIWITIHY.

HasBHiCT, B aHaMHE31 TSKKUX peakiii TinepuyTIuBOCTI (B T.4. aHadinakcii), MmoB’s3aHUX 13
3aCTOCYBaHHAM IHIIMX OeTa-JIaKTaMHHUX areHTiB (y T.4. nedanocrnopuHiB, KapOameHemiB abo
MOHOOAKTaMmiB).

HasBHicTh B aHamMHe31 JXKOBTAHHUII a00 IUCYHKLII MEYiHKM, MOB’S3aHUX 13 3aCTOCYBAaHHIM
AMOKCHIIMIIIHY/ KJIaBYJaHOBOI KHCIIOTH.

B3aemooia 3 inwmumu nikapcoKumu 3acodoamu ma inuwii 6uOU 83a€Mo0iil.

Anmuxoazynaumu 015 NeEPopaIbLHO20 3aCMOCYBAHHS

AHTUKOAryJIsIHTH JJI TIEpOPaIbHOrO 3aCTOCYBAHHS Ta aHTHOIOTHKY MEHIIUIIHOBOTO PAIY HIHPOKO
BUKOPUCTOBYIOThCSI Ha TPaKTHIl Oe3 IMOBIAOMIIEHb MpO B3aeMofit0. OJHAaK ONWCAHO BHIAJIKH
301IbIICHHS MI>)KHAPOJHOTO KoeillieHTa HopMamizalii y MaiieHTiB, SKi MpuiMaii aneHoKyMapo
abo BapdapuH Ta SIKUM OyB TMpPU3HAYEHUH KypcC JIKyBaHHS aMOKCHUIIWITIHOM. SIKIIO HeoOXimHui
OJIHOYACHUH MPUHOM TaKUX IIPerapariB, CIIiJI peTeIbHO KOHTPOJIFOBATH MPOTPOMOIHOBHH 1HIEKC, 00
MDKHapOAHHUNA KOe(illieHT HopMai3aii, Mpu AoAaBaHHI a00 MPHUIMHEHHI TPUHOMY aMOKCHIHIIIHY.
Kpim Toro, moxe OyTu moTpiOHA KOPEKIisl 03U aHTUKOATYJISHTIB JUISl IEPOPATBHOTO 3aCTOCYBAHHS
(muB. po3ninu «OcobmuBocTi 3acTocyBanHs» Ta «[100i4HI peakmii»).

Memompexcam

[TeHimIiHM MOKYTh 3HM)KYBaTH BUBEJIEHHSI METOTPEKCATy, L0 BUKIMKAE MOTEHI[IIIHE 301IbIICHHS
TOKCUYHOCTI.

IIpobeneyuo

OpHouacHe 3acTOCYBaHHS NpOOEHEUUAy He peKoMeHAyeTbcsd. [IpoOGeHenua 3MeHIye HHUPKOBY
KaHAJIBIIEBY CEKpEIlit0 aMOKCUITMIIHY. OIHOYaCHE 3aCTOCYBaHHS MPOOCHEIUAY MOXKE MTPU3BECTH JI0
3011bIIEHHS] PIBHS Ta TPUBAJIOCTI 3HAXO/HKEHHS aMOKCHULIMIIIHY (aje He KJIaBYJaHOBOI KUCIIOTH) Y
KpOBI.

Mikogenonamy moghemun

VY XBopuX, sKi JIKYIOTbCS MiKOQEHOIaTy MO(ETUIOM, MIC/ MOYaTKy 3aCTOCYBaHHS EPOPATILHOTO
AMOKCHIIMITIHY 3 KJIaBYJIAHOBOIO KHCJIOTOIO MOY€E 3MEHIIMTUCH MPEI030Ba KOHIIEHTpPallis aKTHBHOTO
MeTaboiTy — MIKOEHOJI0BOI KUCIOTH — pu6sn3HO Ha 50 %. L1 3MiHa Ipe1030BOT0 piBHSA MOXKE HE
MOBHICTIO BIANOBIAATH 3MiHI 3arajibHOi €KCIo3MLii MiKO(EHOI0BOT KUCIOTH. TakuM YMHOM, 3MiHA
o3yBaHHS MikodeHomaTty ModeTuIy 3a3BWYail He TMOoTpiOHA, SKIIO HEeMae KIIHIYHOTO
niATBEepKeHH AUCcyHKIIT TpaHcmianTaTa. OHaK peTesbHe CIIOCTEPEKEHHSI HEOOX1JHE MPOTITroM
OJTHOYACHOTO 3aCTOCYBaHHS Ta BIIPOJIOBXK JESKOTO Yacy Micisi aHTUO10THKOTEpartii.

Ocobaueocmi 3acmocysanns.

[lepen mouaTtkoMm Teparmii aMOKCHUIIMJIIHOM/ KJIaBYJIAHOBOIO KHCJIOTOIO CIIiJI peTeIbHO 310paTh
iH(dOopMaIIi0 MIOAO MOMEepPeAHIX peakiliid MiJBUIICHOI YyTIUBOCTI HA MEHINUIIHY, e(aloCTOpHHA
ab6o 1H111 OeTa-makTaMHi npenapatu (auB. po3aun «lIpotunokazanus» ta «[1o0iuH1 peakiii»).
[ToBiomisiocst Mpo cepilo3Hi Ta B OKPEMMX BUIAJKAX JIETAIbHI peakilii MiJBUIIEHOT 4yTJIMBOCTI
(BKirOYarouy aHa(IaKTHYHI Peakiii Ta TSHKKI MIKIpHI TOO1YHI peakilii) y Mali€HTiB, K1 OTpUMYBaJIn
JiKyBaHHA neHimwIiHoM. Taki peakuii OiIbII BipOTiAHI y XBOPUX 3 MiJBUIIEHOI YYTJIMBICTIO JI0



NEeHINUJIIHY B aHaMHE31 Ta MaIli€HTiB 3 aTONIYHUMH 3aXBopioBaHHAMM. [Ipu nosBi anepriuxoi peakuii
CJII TIPUTIMHUTH 3aCTOCYBaHHS aMOKCUIIWJIIHY/ KJIAaBYJIAHOBOI KHCJIOTH Ta PO3MOYATH BiJAIMOBIIHY
QIbTEPHATUBHY TEPaIliio.

VY pa3i skmoo JoBeACHO, 1m0 iHGEKIis BUKIMKaHA MIKPOOPTaHi3MOM(-amMu), YYTIUBHM(-UMH) IO
AMOKCUIWIIIHY, CIIiJi PO3MJIAHYTH Tepexifi BiJl aMOKCHLWIIHY/ KIJIaBYJaHOBOI KHCIOTH MO
aMOKCHLIMJIIHY B1JIIOBIIHO JI0 3arajJbHONPUNHHATUX HACTAHOB.

VY mani€eHTiB 3 nopymeHHsIM QYHKIIT HIPOK Ta y MaIli€HTIB, SKi IPUAMAIOTh BUCOKI JI03H IIperapary,
MO>KJINBE BUHUKHEHHS cy1oM (uB. «[10614H1 peakiii»).

Ciil yHUKAaTH 3aCTOCYBaHHS aMOKCHUIIMJIIHY/ KJIaBYJIaHOBOI KMCJIOTH MPH Mi03p1 Ha 1HPEKIIHHMIMA
MOHOHYKJIC03, OCKIJIBKM B I[bOMY BHIAJKY 13 3aCTOCYBaHHSIM aMOKCHULMIIHY OyJO IIOB’si3aHe
BUHUKHEHHS KOPONOAIOHOT0 BUCUIIAHHS.

OpnHoYacHW TPUHOM AIOMYPUHONY TiJ 4Yac JIKyBaHHS aMOKCHUIIMUIIHOM MiJBUIIY€E WMOBIPHICTh
BUHHKHEHHS aJIEPTIYHUX PEaKIliid 3 00Ky IIKIpH.

TpuBane 3acTocyBaHHS B OKPEMHUX BHIIaJKaX MOXKE IMPHU3BECTH 10 HAJAMIPHOTO PO3MHOKEHHS
MIKpOOpPTaHi3MiB, HEUyTIUBUX JI0 Mpenapary.

BuHuKHEHHS Ha TMOYaTKy JIIKyBaHHS TapsyKOBOi T'€HEPalli30BaHOI EPUTEMH, IIOB’SI3aHOI 3
YTBOPEHHSM MYCTYJ, MOX€ OyTH CHUMITOMOM TOCTPOrO TI'€HEpasli30BaHOI'O E€K3aHTEMaTO3HOTrO
nyctynbo3y (ITEIT) (muB. posnmin «[lobGiuni peakmii»). Taka peakiiss BHUMara€ TPHITHHCHHS
3aCTOCYBaHHS AYIMEHTUHY Ta € MPOTUIIOKAa3aHHAM JJIS TOAAJIBIIOrO 3aCTOCYBaHH AMOKCHULIMITIHY .
Crix 3 00epekHICTIO 3aCTOCOBYBAaTH aMOKCHIIMIIIH/KJIABYJIAHOBY KHCJIOTY MAIlieHTaM 3 O3HaKaMH
nopyiieHHs: QyHKIII nedinku (quB. po3aiim «Crnocid 3acTocyBaHHs Ta 103u», «[IpoTunokazanusy,
«I1o6iuHi peakii»).

[ToBigomiIsIoCs MO YCKIAAHEHHs 3 OOKY MEYiHKU MEPEeBaKHO Yy YOJIOBIKIB Ta Malli€HTIB JITHHOTO
BiKy, Ha TJi TpUBayoro JikyBaHHs. [Ipo Taki yckiIaaHEHHS y IITeH MOBIIOMIISIIOCS TyXe pinko. Y
BCIX TPy MaIi€HTIB CHMIITOMH, SIK IPABUJIO, BAHUKAIOTH I11]1 4ac a00 3roJI0M MicJis JIIKyBaHHSI, IPOTE
B OKPEMUX BHITAJIKaX MOXKYTh BUSBJISATHCS JIUIIC Yepe3 KiTbKa THXKHIB TICIISI 3aKiHUCHHS JTIKYBaHHS.
Taki siBUIIA, SIK IPABUIIO, € OOOPOTHUMU. Y CKJIaJHEHHS 3 OOKY MEYiHKH MOXKYTb OyTH TSKKUMH, Yy
BUHITKOBO MTOOJIMHOKUX BHUIMAAKaX — JICTAIbHUMHU. TaKi sBUIIA 3aBXK/IU CIIOCTEPITanucs y MaIll€HTIB
3 TSDKKMM OCHOBHMM 3aXBOPIOBAHHSM a00 y THUX, XTO OJJHOYACHO NpUitMaB MpenapaTy, 3aCTOCYBaHHS
SKUX, SIK B1JIOMO, MOX€ TIPU3BECTU JI0 YCKIIaTHEHb 3 00Ky NeuiHkH (quB. po3ait «I1o0iuHi peakiii»).
[Ipn 3acrocyBaHHI Maiike BCIX AaHTHOAKTEpiaJbHUX IMpenapariB, BKIIOYAIOUM AMOKCHULMIIH,
MOBIAOMJISIIOCS TTPO aHTHO10TUKOACOIIHOBAHHUM KOJIT, CTYIIHb TSDKKOCTI SIKOTO MOKE BapitOBaTH Bijl
JIETKOTO 710 He0e3MeUuHOro s KUTTS (1uB. po3ain «I1o6iuHi peakiii»). ToMy BaxKJIMBO BpaxOBYyBaTH
el 1arHo3 AJ1s Malli€HTIB 3 HasIBHOO Jlapeeto Mmij yac abo micist npuiioMy Oy1b-KMX aHTUO10THKIB.
[Ipy mosABI aHTHMOIOTMKOACOIIHOBAHOTO KOJITY CJiJi HEralHO NPUIIMHUTH 3aCTOCYBAaHHSA
AyYTMEHTUHY, 3BEpHYTHCS 110 MEAUYHY JOMOMOTY 1 pO3MI0YaTH BIANOBIIHE JIKyBaHHS. 3aCTOCYBaHHS
HIPOTUIIEPUCTAIBTUYHUX MIPENAPATIB y TAKOMY pa3i IPOTUIIOKA3aHe.

[Tpu TpuBaiiil Tepanii peKOMEHY€ETbCA MEPIOINYHA OL[IHKA (PYHKIIIH CHCTEM OpraHiB, y TOMY YHCI1
(byHKLIT HUPOK, MEYiHKH Ta KPOBOTBOPEHHS.

VY namieHTiB, fKi NpuUAManu aMOKCHULWJIIH/ KJIABYJIaHOBY KHUCJIOTY, B TMOOJAMHOKHX BHIAJKaX
MOBIJIOMJISIIOCST PO TOJIOBXEHHS MPOTpOMOiHOBOro iHjekcy. [Ipu ojgHOYacHOMYy NpH3HAYEHHI
AQHTUKOATYJISTHTIB CIIiJT 31ACHIOBATH BIAMOBIIHUN KOHTPOIb. LISl MiATpUMKH Oa)kaHOTO pPIBHS
AQHTUKOAryJALii Moxe OyTH NOTpiOHa KOpEKLis [03M AHTHUKOATYJISHTIB Uil TepopalbHOTO
3aCTOCYBaHHS (IUB. po3aun «B3aemois 3 IHIIMMH JIIKapChKUMHU 3ac00aMU Ta 1HI BN B3a€MOTIN»
ta «[ToGiuHi peakmuii»).

VY mnaiieHTiB 31 3HM)KEHUM JIIype30M JIy>K€ PIIKO CIOCTepirajgacs KpUCTalypis, MEepeBaXHO IMPHU
napeHTepanbHii Tepamnii. [1ix yac mpuitoMy BUCOKHX 103 aMOKCHIIMJIIHY CJIiJ HIATPUMYBATH IOCTATHE
CIOKMBaHHA pPIAMHM Ta JIlype3 3 METOH 3HIDKEHHS HMOBIPHOCTI KpHUCTalypii, MOB’s3aHOI 3
MPUIIOMOM aMOKCHULIMJIIHY. Y TMAalli€HTIB 3 KaTeTEepPH3aI[i€l0 CEUYOBOTO MiXypa CIi PEryJspHO
NepeBipATH MPOXiAHICTh KaTeTepiB (AUB. po3aul «llepeno3yBaHHa»).



[Tin yac miKyBaHHS AMOKCHUILIMJIIHOM CIiJlT 3aCTOCOBYBAaTH ()EPMEHTATUBHI METOIU BH3HAYCHHS
TTIOKOOKCHIa3u TP JOCTIIPKEHHI Ha HAsBHICTh TUIFOKO3M B C€Yl, OCKIIBKH TIPU 3aCTOCYBaHHI
He(epMEHTATUBHUX METO/IIB € BIPOTiTHICTh OTPUMAaHHS XUOHOMO3UTUBHUX PE3YJIbTaTIB.

HasiBHICTD KJIaBYJIAHOBOT KUCIIOTH y Tperapari AyrMEHTHH MOXE IMPU3BECTH 10 HecHenudigHOro
3B’s3yBaHHsa IgG 1 anpOymiHy Ha MeMOpaHaX EpHUTPOLMTIB, IO MOXXE MPHU3BECTH [0
XUOHOIO3UTUBHUX pe3yJibTaTiB mpoou Kymoca.

[ToBimomisIoCcst PO MO3UTUBHI pe3ybTaTh (PEPMEHTHOTO IMyHOaHaIIi3y 3 BUKOpucTanHsM Platelia
Aspergillus BupoOHmuTBa Bio-Rad Laboratories y marienTiB, ski OpuiiMald aMOKCHIIHTiH/
KJIaBYJaHOBY KHCJIOTY Ta y SKHX 3rofoM Oyia BHM3HaHA BiacyTHicTh iHpexmii Aspergillus.
[MoBigomiIsiocs PO MepexpecHi peakiii 3 moicaxapuaaMu Ta noiipypano3amu hon-Aspergillus npu
npoBeeHHI (epMEHTHOTO iMyHOaHali3y 3 Bukopucrtanusm Platelia Aspergillus Bupo6uurrsa Bio-
Rad Laboratories. Tomy MO3UTHBHI pe3yJbTaTH aHAII3IB y MAI[i€HTIB, SIKI OTPUMYIOTh JIIKYBaHHS
aMOKCHIIMJIIHOM/KJIaBYJIAaHOBOIO KHCJIOTOIO, CIIiJ] IHTEPIPETYyBaTH 3 OOEPEIKHICTIO 1 MIATBEPIHKYBATH
IHIIMMH JTIarHOCTHYHUMHU METOJAMH.

Cycnensig Ayrmentut ES mictuts acnapramy (E 951) 2,72 mr/mn, axuii € mxepenom (eHinanaHiny,
TOMY TIperapar CJiJl IPpU3HA4YaTH 3 00EPEKHICTIO MaLli€HTaM 3 (DEHUIKETOHYPI€IO.

Jlikapchkuit 3aci0 MICTUTh MaJIbTOAEKCTpUH (TIr0K03Y). He 3acTocoByBaTu mpemapar maiieHTam 3
PIAKICHUM CHHIPOMOM MaibabcopOIIii MIIOKO3HU-TaTaKTO3H.

3acmocysanns y nepiod eacimuocmi abo 200y8aHHs epyook0.

BaritHicTs. JlocniikeHHs Ha TBapUHaX HE BKAa3yIOTh Ha MPsAMHM abo onocepeKOBaHUH 1K1 TMBUN
BIUTMB Ha Tepedir BariTHOCTI, PO3BHTOK eMOpiOHA/IIONA, TIOJOTH a00 MOCTHATATHHUN PO3BUTOK.
OOMmesxeH1 JaHi 100 3aCTOCYBAaHHS aMOKCHUIIWIIIHY/ KJIaBYJIAaHOBOI KHUCJIOTH IIiJl Yac BariTHOCTI Y
JIOJMHU HE BKa3yIOTh Ha IiJIBUIICHUH PU3WK BUHUKHEHHS BPOJDKCHUX BaJ| PO3BUTKY. Y €IUHOMY
JOCHIPKEHHI y OKIHOK 3 TepeAuyacHUM pPO3pPHUBOM OOOJOHOK IUIOAA MOBIAOMIISUIOCS, IO
npodiTakTUYHE JIIKYBaHHS aMOKCHIIMIJIIHOM/ KJIaBYJIAHOBOIO KHCIIOTOIO MOKE OyTH IOB’s3aHE 3
HiABUILEHUM PU3HKOM PO3BUTKY HEKPOTHUYHOI'O €HTEPOKOJIITY y HOBOHAapoKkeHuX. CiiJl yHUKATH
3aCTOCYBAaHHS Tpernapary IiJ 4ac BariTHOCTI, 32 BHHSTKOM BUIAJKIB, KOJHU JIKap BBa)ae Iie
HEOOX1HUM.

[lepion romyBanHs rpyaaro. OOuaBa aKTUBHI KOMIOHEHTH Tpemnapary €KCKPETYIOThCA y TpyIaHE
MOJIOKO (HeMae iH(popMallii CTOCOBHO BIUIMBY KJIaBYJIaHOBOT KUCIIOTH Ha HEMOBIIS, SIKE€ 3HAXOUThCS
Ha TpPYAHOMY BWIOJIOBYBaHH1). BiANOBIIHO y HEMOBIATH, SIK€ 3HAXOAUTbCA Ha TPYAHOMY
BUTOIOBYBaHHI, MOXKJIMBA TOsBa Jllapei Ta rpuOKOBOi 1H(EKIIIT CIM30BUX 000JI0HOK, TOMY I'0JlyBaHHS
rpyaato ciifl npunuHUTH. Ciig B34TH 10 yBaru MOXJIMBICTb BUHUKHEHHS aJepridyHMX peaxiii.
AMOKCHLIMIIH/ KJIaBYJIaHOBY KUCIJIOTY y TEpiojl TOJYBaHHS TPYAJI0 MOXHA 3aCTOCOBYBAaTH JIMIIE
TOJI1, KOJIM, Ha IYMKY JIIKaps, KOPUCTH B1J] 3aCTOCYBaHHs Oy/ie epeBakaTH PU3HK.

30amuicmy enausamu Ha WEUOKICMb peaxyii npu Kepy8awmHi A8MOMPAHCNOPMOM abo THWUMU
MexarizmMamu.

JocnimkeHHss IIOAO 3JaTHOCTI Mpenapary BIUIMBAaTH Ha MIBUAKICTh peakuii mpu KepyBaHHI
ABTOTPAHCIOPTOM 1 poOOTi 3 IHIIUMH MEXaHI3MaMU HE MPOBOAMIUCH. [IpoTe MOXKIIMBE BUHUKHEHHS
HeOakaHUX eeKTIB (TaKUX K aJepriuHi peaxiii, 3aaMOpoOYeHHsI, CyJJOMH ), III0 MOXYTb BIUIMBATH
Ha 3/IaTHICTh KepyBaTH aBTOMOO1JIEM 1 MTpallOBaTH 3 IHIIUMHU MEXaHi3MaMH.

Cnoci6 3acmocyeanns ma 0o3u.

Jlo3yBaHHSI BUpa)KEHE B ITepepaxyHKy Ha BMICT aMOKCHUIMITIHY/ KIIaBYJIAHOBOI KUCIIOTH, 32 BUHSATKOM

BUIMA/IKiB, KOJIM JO3YBaHHS BUPAKEHE B IEPEPAaXyHKY Ha OKPEMHUI KOMIIOHEHT.

[Tpu BuOOpi 103yBaHHS AYTMEHTUHY JUIsl JIIKYBaHHS OKpeMOi 1H(eKIii ci1iJl BpaxoByBaTH:

- BiporigHi 30y THUKH 3aXBOPIOBAHHA Ta IX IMOBIPHY Yy TJIUBICTH 10 aHTHOAKTEplabHUX IpenapaTiB
(nuB. po3nia «OcoOIMBOCTI 3aCTOCYBAHHS);

- CTYIIIHb TSKKOCTI Ta JIOKaii3alito iH(eKIii;



- BIK, Macy Tija i HUPKOBY (DYHKIIIIO MAIlI€HTA, SIK BKA3aHO HIDKYE.

Kypc nikyBanHs He mOBUHEH niepeBUIlyBaTH 14 nHiB 03 foro neperysny (auB. po3ain «Oco0auBoCTi
3aCTOCYBaHHS» CTOCOBHO TPUBAJIOI Tepartii).

Jopocni Ta ity 3 Macoro Tijia > 40 Kkr

JlocBin 3acTocyBaHHS AYyTrMEHTHHY, CYCIIEH31i, JOPOCTUM Ta JIITSM 3 Macoro Tija > 40 Kr BiACYTHIH,
TOMY PEKOMEH1allii CTOCOBHO JI03YBaHHS JJI IUX TPy MAIli€HTIB BIJICYTHI.

JliTu BikoM Bix 3 MicsiiB 3 Macoro tina < 40 xr

PexomenmoBana 1o3a AyrMeHTHHY, cycneHsii, ckinanae 90/6,4 mr/kr Macu Tijia/mo0y, po3mnoiijaeHa
Ha 2 IpUHOMH.

AyrmenTuH ES MicTuTh iHIIY KiJBKICTh KJIaBYJIaHOBOT KUCIOTH (y GOpMi KallieBoi coi), HixK Oyb-
sKa iH1ma gopma cycrnensii AyrmeHTuHy. AyrmeHTHH ES Mictuth 42,9 Mr ki1aBy1aHOBOT KUCJIOTH Ha
5 M1 cycniensii, Toai sik cycnensist AyrmeHTuny 200 Mr/5 Mt MicTHTB 28,5 MT KJIaByJ1aHOBOI KUCIIOTH
Ha 5 mu, a cycnien3ist 400 Mr/5 M MicTUTh 57 Mr KJIaByJIaHOBOT KUCIIOTH Ha 5 Mi1. ToMy AyrMeHTHH
ES ne moxxe OyTH 3aMiHEHHH KOJHOIO 1HIIOI (hopMoIO cycrieH3ii AyrMEeHTHHY.

Hopywennsa ¢ynxyii nupox. Ilauientam 3 xiipencom kpeatuniny (CrCl) Oimpmn Hix 30 Mir/xB
KOPEKIis 031 He MOTpiOHa.

[TamienTam 3 KiipeHcoM KpeaTuHiHy MeHm HiDK 30 wMi/xB gaHa ¢opma AYrMEHTHHY He
PEKOMEHAYEThCS ISl 3aCTOCYBAHHS, OCKIIPKH HEMAE PEKOMEH/IAIlI 11010 KOPEKIIii TO3H.
Hopywennsa ¢ynxyii neuinku. PekoMeHayeThCsl 00€pekHE 3aCTOCYBAHHS 3 PEryJISIPHUM KOHTPOJIEM
¢ynkuii nevinku (auB. po3aimu «[Ipotunokazanas» Ta «OcoOIMBOCTI 3aCTOCYBAHHS» ).

Crocib 3acTocyBaHHS

AyrmentuH ES npusHaueHmii 171 mepopagbHOTO 3aCTOCYBaHHS.

[Ipenapat Cxuix mpuiiMaty mig 4ac iau, mo0 3BECTH JO MiHIMYyMY MOTEHIIIHY HLTyHKOBO-KHUIIKOBY
HETIEPEHOCUMICTb.

Inempykyis 0ns npueomyeanHs Cycnensii.

[lepen 3acTocyBaHHSM TeEpEeBIpUTH WUTICHICTH IuIoMOM Ha Kpumi. Crtpycutu (iakoH, 100
pO3puUxIUTU mopoiok. Jlogatn HeoOXiAHY KUIBKICTh BOJAM (SIK BKa3aHO HIDKYE), IEPEBEPHYTU Ta
petenbHO 300BTaTh. [HIINIK crOCi0: 3aOBHUTH (PJIAKOH BOJIOIO TPOXH HIDKYE BIAMITKM HA €THUKETII,
NEPEeBEPHYTH 1 PETENbHO 300BTATH, MOTIM 3allOBHUTH (DJIAKOH BOJIOIO JI0 BIIMITKH, NEPEBEPHYTH 1
3HOBY pETEIHHO 300BTATH.

Jo3yBaHHs 0O06’em BonH, IKUH HEOOX1THO Kinneswuit 06’eM po3unHeHOi
JIOJIABaTH JIJIsl PO3YMHEHHS (MJI ) opaJibHOi cycrieHsii (M)
600 mr/42,9 mMr/5 mi 90 100

[Tepen KOKHUM 3aCTOCYBAaHHSAM (UIAKOH CII1J1 PETENbHO 300BTYBATH.

imu.
[Tpenapat y ¢hopMi cycniensii npu3HauaTH AITSIM BIKOM Bij 3 MICSIIiB, Maca Tija SIKUX HE NEPEBUIIYE
40 xr. litam 3 macoro Tina Oinbie 40 Kr npu3HavaTH npenapar B iHIIIN JiKapchKiil popmi.

Ilepeoosysanns.

Cumnromu

MoXyTh CHOCTEpIiraTucs CUMITOMH, XapaKTepHI Uil po3Jiady HUTyHKOBO-KHIIKOBOI'O TPAKTY Ta
MOpYIIEHHs OalaHCy PIIMHU Ta eIeKTpodiTiB. CriocTepiranacs KpUcTaitypis, OB’ si3aHa 3 IPUHOMOM
AMOKCHIMITIHY, 110 B OKPEMHUX BHUIMAIKaX MPU3BOAMIO A0 PO3BUTKY HUPKOBOI HEIOCTATHOCTI (IMB.
po31ain1 «OcoOIMBOCTI 3aCTOCYBAHHS).

V nanieHTiB 3 nopymeHHIM (QYHKIIT HUPOK Ta y MAI€HTIB, SKi IPUHMAalOTh BUCOKI JO3H Mperapary,
MOYKJINBE BUHUKHEHHS CYJIOM.

[ToBioMisiocst PO OCITaHHS aMOKCUIIMIIIHY Y KaTeTepax CeuOBOrO MiXypa, MEepeBa)KHO IMicis
BHYTPIIIHLOBEHHOT'O BBE/IEHHS Y BUCOKHUX 103axX. CJIi/1 peryisipHo NepeBipATH MPOXIAHICTh KaTeTEepiB
(muB. po3nin «OcoOIMBOCTI 3aCTOCYBAHHS ).

JlikyBaHHS



[TopymuieHHs: 3 OOKy IITYHKOBO-KUIIIKOBOTO TPAKTy MOXKHA JIIKYBaTH CHMIITOMATHYHO, 3BEPTAIOUH
yBary Ha OajaHC piIMHU/€IEKTPOIITIB.

AMOKCUIIMITIH/ KJIaBYJIaHOBAa KHCIOTa MOXYTh OyTH BHAANEHI 3 KPOBOTOKY 3a JOMOMOIOIO
reMoIianizy.

IHoo6iuni peakuii.

Haii6inpm yacTo mMOBIAOMIISUIOCS TPO Taki MOOIYHI peakilii Ha mpemapar, sk giapes, HyJoTa Ta
OJIFOBaHHS.

[Tepenik HeOakaHWX peakiiii Ha TIpenapaT, BiAOMHX 3 KIIHIYHHX JOCTIUKEHb AYTMEHTHHY 1
MOCTPEECTPAIIMHOTO HArasaay Ta Kiacu(iKOBaHUX 3a CHUCTEMHO-opraHHUM kinacoM MedDRA,
3a3HAYCHO HIDKYE.

3acTOCOBYEThCS Taka KiacudiKallis 4aCTOTH BUHUKHEHHS MOOIYHUX €(EKTiB:

ayxe gacto > 1/10;

gacTo > 1/100 ta < 1/10;

HewacTto > 1/1000 ta < 1/100;

piako > 1/10000 ta < 1/1000;

ayxe piako < 1/10000;

HEBIJIOMO (YaCTOTYy HEMOXJIUBO OLIIHUTH 3 HASIBHUX JIAHUX).

Inghexyii ma ineasii.

Yacrto: KaHAM103 HIKipHU Ta CIIM30BUX 0OOJIOHOK.

HeBizomo: HaaMipHE PO3ZMHOKEHHS MIKpOOPraHi3MiB, HEUYTJIMBUX JI0 TIpenapary.

Posznaou 3 6oky kposomeopnoi ma nimgpamuuroi cucmemu.

Pinko: o6opoTHa seliKoneHis (BKII0Yal0Yd HEHTPOIIEH 10) Ta TPOMOOIIUTOIIEH .

HeBigomo: 00opoTHMIT arpaHyjoLMTO3 1 TeMOJITHYHA aHeMis; 301JIbIICHHS 4Yacy KpOBOTeYl Ta
poTpoM6iHOBOTO iHAEKCY .

Po3znaou 3 6oky imyunoi cucmemu'?,
Hesigomo: anrioneBpoTHyHUI HaOpsK, aHa(1IaKCis, CHHIPOM, MOAI0HUH 10 CUPOBAaTKOBOI XBOPOOH,
JIepriYHUN BaCKYJIT.

Po3znaou 3 6oky nepeosoi cucmemu.

HeudacTo: 3anmamMopo4eHHs1, TOJIOBHUHN O1Jb.

Hesinomo: 060poTHA rinepakTUBHICTS 1 CYJIOMI/IZ.
HeBigomo: acenTHUHUN MEHIHTIT.

Posnaou 3 60Ky wnyHKo80-KUUWKOB020 MPAKMY.
Yacro: nmiapes, Hy,[[OTa3, OJIFOBaHHS.
Heuacro: po3nanu nutyHka.

Hesigomo: anTHO10THKOACOLIIHOBAaHUH KOIT
emai °.

T'enamobiniapui posnaou.

Heuacro: migsumenns pisas ACT ta/a6o AJITS,
HeBioMo: remaTuTy’ Ta X0NeCTaTUUHA KOBTSAHULS .
Po3znadu 3 60Ky wKipu ma niowKipHux mxanun®.

HeuacTo: mikipHi BUCHIIaHHS, CBEPO1Xk, KPOITUB’ sTHKA.

Pinko: myneTudOpMHa epuTeMa.

Hesinomo: cunapom CriBeHca — J[PKOHCOHA, TOKCHYHMUH emifepMalbHUNA HEKpOIi3, OYyJIbO3HUI
ekc(OTiaTHBHMI JePMATUT, TOCTPHI TeHepaNli30BaHMi eK3aHTeMaTO3HHil MycTymbo3'C, peakiis Ha
7iku 3 eo3uHOPimieto Ta cucreMHuMu cumntomamu (DRESS).

Po3znaou 3 6oky Hupox ma cewo8u8iOHUX ULIAXIE.

HesinoMo: inTepcTHIianbHuil HepHT, KpUCTamypis®.

4, 4opHUil BOJIOXATHUIA A3MK, 3MiHa 3a0apBIEHHS 3yOHOT

! NMus. po3ain «OcobIUBOCTI 3aCTOCYBAHHSI.
2 JTuB. po3in «OcoGIMBOCTI 3aCTOCYBAHHS.



3 Hynora wacTine ToB’s3aHa 3 IpUHOMOM OilbII BUCOKMX NEpOpalbHUX 103 Hpemapaty. Ilpu
BUHUKHEHHI NUTYHKOBO-KHMIIKOBUX pPEaKIiid X TSHKKICTh MOXKHA 3HU3UTH LUIIXOM HpUOMY
AyrMeHTUHY T Yac iau.

4V ToMy umcni IceBIOMEMOPAHO3HMI KOJIT i reMopariunuii Komirt (muB. po3fin «OcoGmuBocTi

3aCTOCYBAHHSD?).

S [Tpo 3MiHy 3a0apBieHHs 3yOHOT eMaii yske piKo MoBifoMIIsIocs y AiTeil. PeTenbHa ririeHa poToBoi

NOPOXXHUHU MOJKE TIOMEPEANTH TaKy 3MiHY 3a0apBJICHHS, OCKUIBKHU II€ SIBHILE YCYBA€THCS IIISIXOM

YUIICHHS 3yOiB.

® TMomipue mimsumenns piBHiB ACT Ta/abo AJIT wacrimme crocrepiranocs y MAlli€HTIB, SKi

OTPUMYBAJIM JIIKYBaHHSI aHTUOIOTHKAMH O€Ta-TaKTaMHOI TpyMH, aje 3HAYUMICTh IIMX pPEe3yJIbTaTiB

HEBIIOMA.

" 1li sBuma crocTepiramucs y pasi 3aCTOCYBaHHS iHIIMX AHTHOIOTHKIB IEHIIMIIHOBOTO Ta

nedanocnopuHoBOro psAxy (AuB. po3ait «OcoOIUBOCTI 3aCTOCYBAaHHS ).

8 IIpu BuHMKHeHHI peakxiliii MiABMINEHOI YyTAMBOCTI (IEPMATUTY) 3aCTOCYBAHHS MPENapary CIi

OPUIMHUTH (TUB. po3ia «OcoOIMBOCTI 3aCTOCYBAHHS ).

% Jlus. posnin «IlepenosyBanus».

10 JuB. po3ain «OcobIUBOCTI 3aCTOCYBAHHS

11 Nus. posnin «IIpotunokaszanus» Ta «OcoGIMBOCTI 3aCTOCYBAHHSY.

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

YmoBHu 30epiranns.

30epiratu mpu Temmneparypi He Buile 25 °C. 36epiraTi y HEAOCTYITHOMY Ui JITEH MicIIi.
[TpuroroBany cycnensito 30epiraTa B XOJIOAMIBHUKY P Temreparypi Bix 2 1o 8 °C Ta BUKOpHCTaTH
npotsiroM 10 auiB. He 3amopoxyBatu.

YnakoBka. CxiisiHull (prakoH 3 allOMiHIEBOIO KPHILEUKOO, 1[0 HAKPYUYEThCs (MICTUTh BCEpEIUHI
NOJIIMEPHY (MOMIBIHUIXJIOPUIHY 200 MOdi0Je(iHOBY) IIIIBKY), 3 KOHTPOJIEM MEPIIOTO BIAKPUTTS Ta
IUTACTUKOBOIO MIPHOIO JIOXKKOIO 3 MMO3HAUYKaMu 2,5 MJI Ta 5 MJI, y KapTOHHIN KOpoOIIi.

Kareropis Binmycky. 3a peuentom.

Bupoonux. CmiTKusiin bivem ®@apmacsrotukanc, Benuka bpuranis/
SmithKline Beecham Pharmaceuticals, United Kingdom.

Micue3naxoakeHHs1 BAPOOHHMKA Ta ajpeca MicUs NPOBaIKEHHs HOro JislJIbHOCTI.
CwmitKnsita biuem ®@apmacsrotukaic, Kiapennon Poyn, Bopciar, BN14 8QH, Bennka bpuranis/
SmithKline Beecham Pharmaceuticals, Clarendon Road, Worthing, BN14 8QH, United Kingdom.



IHCTPYKUIA
JJISE MEIUYHOT0 3aCTOCYBAHHS JiKAPChKOI0 3ac00y

AYTMEHTHH™ ES
(AUGMENTIN™ ES)

Cknao:

0itoyi pewosuHy: AaMOKCHIIIIIIH, KJIaByJIaHOBA KUCIIOTA,

1 prakoH MICTUTH MOPOIIOK It MpuroTyBanHs 100 mut cycnieHsii Takoro CKiaay:

5 Mi1 cycrieH3ii MiCTATh aMOKCHIMIIHY (Y popMi aMOKCHIIMITIHY Tpurinpary) 600 Mr i Ki1aByJaHOBO1
kucyioTy (y hopmi Kamito KinaByiaHary) 42,9 mr;

OONOMICHI pedo8uHU. KPEMHIIO T1I0KCH KOJIOITHUI O€3BOJHMIA, HATPII0 KapOOKCUMETHIIIENIION03a
12, acmapram (E 951), kcaHTaHOBa KaMe/lb, KPEMHII0 JIOKCHJ, IITYYHUH MOJTYHHYHUNA apOMaTHU3aTop.

Jlikapcbka ¢opma. [Topornok 1 opaibHOT CycrieH3ii.
OcnosHi ¢hizuxo-XimiyHi enacmugocmi. CUNIYYHi MOPOIIOK Maibke OUIOro KOJIbOpY 3 XapaKTepHUM
MOJIyHUYHUM 3aI1aXOM.

dapmakoTepaneBTHYHA rpyna. AHTHOAKTEpianbHi 3aC00H ISl CHCTEMHOTO 3aCTOCyBaHHA. bera-

naktaMmHi aHTHOi0THKY. [TeHimmnian. KomOiHaIii neHimwIiHiB 3 iHrioiTopamu Oera-nakramasu. Kon
ATX JO1C RO2.

Dapmakonoziuni eracmueocmi.

Dapmaroouramixa.

MexaHi3Mm aii

AMOKCUIIWIIH € HAMiBCUHTETUYHUM MEeHIIWIiHOM (OeTa-TakTaMHUM aHTHOIOTUKOM), SIKUH 1HT10ye

o1uH a00 KiJibKa (hepMeHTIB (SKi 4acTO HA3WBAIOTh NEHINWITIH3B s13ytounmu Oinkamu, [136) y mpomeci

010CMHTETUYHOT0 MeTaboi3My OaKTepialbHOIO NENTUOTIIIKAHY, 110 € HEBIJI' EMHUM CTPYKTYPHUM

KOMIIOHEHTOM KJIITUHHOI CTIHKM OakTepiil. [HriOyBaHHS CHHTE3y MENTUIOTNIIKAHY MPU3BOJIUTH 10

MOCaa0JICHHS KIITUHHOI CTIHKH, HACIIIIKOM YOTO € JII3MC 1 3aru0eib KIITHH.

AMOKCHIIWJTIH Yy TJIMBHH /10 pO3IIEIUICHHS OeTa-TaKTaMa3aMu, 10 MPOAYKYIOTECS PE3UCTCHTHUMH

OaKTepisiMH, OTXKe, CIEKTP aKTUBHOCTI aMOKCHIIMJIIHY SIK MOHOTEpaIlii He BKJIIOYa€ MIKpOOPTaHi3MH,

AK1 IPOAYKYIOTh 111 (JEPMEHTH.

KnaBynanoBa kwuciaora € OeTa-lmakTaMoM, CTPYKTYpHO CIOpPiIJIHEHMM i3 MeHilwIiHaMu. Bona

JIEaKTUBYE Jesikl pepMeHTH OeTa-lakTamas3u, THM CaMHUM 3aro0iraroun 1HaKTUBAIlll aMOKCHIIMITIHY.

KnaBynaHoBa KHCIIOTa y BUIJISI MOHOTEpAIlii HE YNHUTD KIIIHIYHO KOPHCHOTO aHTUOAKTEPi1aIbHOTO

edexTy.

CuissiiHomeHHs PK/DJI

Yac 30epekeHHS KOHIIEHTpalii JIKapchbKOro 3acoly, IO TMEpEeBUINY€E MIHIMAIbHY 1HTI0YyIOUy

koHueHTpauito (Y>MIK), BBakaeTbcss OCHOBHMM (DaKTOpOM, SIKMM BH3HAya€ €(EKTUBHICTH IS

aAMOKCHIIWIIIHY .

MexaHi3MHU pe3UCTEeHTHOCTI

IcHyIO0TH 1Ba OCHOBHUX MEXaHI13MHU PE3UCTEHTHOCTI 1O aMOKCUIIMITIHY/KJIaByJIaHOBOT KUCIIOTH:

- 1HaKTHBallis OaKTepialbHUMU OeTa-IakTaMa3aMH, sKi cami 1o co0i He 1HT10YIOThCSI KIIaByJIaHOBOIO
KHCJI0TO0, BKiIFo4aroun kinacu B, C 1 D;

- mneperBopenns [13b, mo 3mMeHmye adinHICTh aHTHOAKTEPI1ATBLHOTO Mpenapary 10 MilleHi.

Henponuknicte OakTepiii abo MexaHi3M €(QUIIOKCHOTO HAacoca MOXE BHUKJIMKATH PE3UCTEHTHICTh

OakTtepiit abo cipusATH i, 30KpemMa, y rpaMHEraTUBHUX OaKTepii.

KoHTpoibHI TOUYKH

Kontponbni Toukn MIK 111 aMOKcHIIMITIHY/ KJIaBYJ1aHOBOi KMCJIOTH, BCTAaHOBJIEHI €BpONEHCHKUM

KOMITETOM 3 BU3HaueHHs aHTUMiKpoOHOi uyTiuBocTi (EUCAST)

10



MikpoopranizmMu KOHTpOJIbHI TOYKH YyTIUBOCTI (MKI/MJII)
UyTausi [TomipHO UyTIHBI PesucrenTHi
Haemophilus influenzae? <1 - >1
Moraxella catarrhalis! <1 - >1
Staphylococcus aureus 2 <2 - >2
Streptococcus A, B, C, G # <0,25 - > 0,25
Streptococcus pneumoniae® <05 1-2 >2

! MoBigomueni 3naueHHs uIs KOHIICHTpAIlli aMOKCHUIIWJIIHY. 3 METOI BHU3HAYECHHS YYyTIWBOCTI
KOHIICHTPAIlis KJIaByJIAHOBOI KUCJIOTH BCTAHOBJICHA y 3HAYEHHI 2 MI/JI.

2 TToBinoMIIeHi 3HAYEHHS /I KOHIIEHTPALlil OKCALIITiHY.

3 KOHTpOJIbHI TOUKH PO3PAXOBAHO i3 KOHTPOIGHUX TOUOK IS aMITIIITiHY.

* KOHTpONbHI TOUKH PO3PAXOBAHO i3 KOHTPOIBHUX TOYOK I OCH3HIEHIIIITiHY.

P03M0OBCIOKEHICTD PE3UCTEHTHOCTI MOYKE 3MIHIOBATHCS T€OrpadivHO 1 3 4aCOM JIJIsi OKPEMUX BUJIIB,
ToMy OakaHO MaTH MICIEeBY iH(OpMAIi0 MO0 YYTIIMBOCTI, OCOOJHMBO TPHU JIIKYBaHHI TSHKKUX
iHdekmii. 3a HEOOXIAHOCTI MOTPIOEH EKCIEPTHUH BHCHOBOK, SIKIIO MiICIIeBa PO3IMOBCIOIKEHICTh
PE3UCTEHTHOCTI € TAKOI0, IO KOPUCTH MpenapaTy, IpUHANMHI IIPH ASAKUX THITAaX 1H(EKIIii, BUKITUKAE
CYMHIBH.

3a3Buuail Yy TINBI BUIH

I'pamnosutuBHi aepobu: Staphylococcus aureus (uyrnmBuii mo mertumuiiny)®, Streptococcus
pneumoniae!, Streptococcus pyogenes Ta inuti 6eTa-reMoTiTHYHI CTPENTOKOKH.

I'pamueratuBHi aepodu: Haemophilus influenzae?, Moraxella catarrhalis.

Buu, 115 SKHX PO3BUTOK PE3MCTEHTHOCTI MOXKE OYTH IPOOIEMOIO

I'pamuerarusHi acpobu: Klebsiella pneumoniae.

[TpupoTHO PE3UCTEHTHI MIKPOOPraHi3MH

I'pamueratuBHi aepodu: Legionella pneumophila.

[H111 MiKpOOpra"izmu:

Chlamydophila pneumoniae, Chlamydophila psittaci, Coxiella burnetti, Mycoplasma pneumoniae.
¥ Bci cTadimokoku, pe3NCTEHTHI MO METHIMIIHY, € pPE3UCTEHTHHMH [0 aMOKCHIIHIiHY/
KJIABYJIAHOBOI1 KHACIIOTH.

! ana nikapceka GopMa aMOKCHILIMIIiHY/ KJIaBYJaHOBOI KMCJIOTH MOe OyTH 3aCTOCOBaHa s
mikyBaHHs Streptococcus pneumoniae, pe3WCTEHTHOTO [0 NCHILWIiHY, JHIIe 3TiIHO i3
3aTBEPUKCHHUMHU MMOKa3aHHAMM (JUB. po3ii «Croci0 3acTOCYBaHHS Ta 1031»).

2 [llTamMu 31 3HIKEHOIO Yy TIAMBICTIO OyIM 3apeecTpoBaHi y Aeskux kpainax €C i3 4acTOTOIO BHIIE
10 %.

Dapmarokinemuxa.

Abcopbyia. AMOKCULIMIIIH 1 KJIaByJIaHOBAa KHMCJIOTAa OBHICTIO JUCOLIIOIOTh Y BOAHOMY PO3UHHI MpU
¢izionoriunomy piBHi pH. OOHABa KOMIIOHEHTHM IIBUAKO Ta J00pe abcopOyroThes INpU
nepopajbHOMY TpHiioMi. BioJOCTYIHICTP aMOKCHUIIMIIIHY Ta KJIABYJAaHOBOi KHCIIOTH CTaHOBHTH
npubimzno 70 % npu nepopaibHoMy npuiioMi. [Ipodini 060X KOMIIOHEHTIB y IJ1a3Mi iZIeHTHYHI, a
yac JIOCSITHEHHSI MaKCUMaJibHO1 KOHIIEHTpallil B 1u1a3Mi (Tmax) 111 KOKHOTO KOMIIOHEHTAa CTaHOBUTh
OpUOJIM3HO O/IHY TOJTUHY.

Cepenni (hapmakokiHEeTHYHI TapaMeTpu AyrmMeHTHHY ES mpu 3actocyBaHHI [uis TiKyBaHHS JITEH Yy
1031 45 mr/3,2 Mr/Kr Macu Tina KoxHi 12 ronuH HaBeAeHI y TaOHIIi:

HpenapaT Cmax Tmax* AU C(O-t) T 1/2
(MKr/MT) (rom) (MKr.ros1/mi1) (rom)
Ayrmentul ES AMOKCHIIMIIIH
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Ho3za: 45 mr/kr macu Tina amokcunuiiny | 15,7 2,0 59,8 1,4
Ta 3,2 MI/KT MacW Tija KJaByJaHOBOi | £+ 7.7 (1,0-4,0) | £20,0 +0,35
KHUCJIOTH KOXHI 12 roanH KJIaBYJIAHOBA KHUCIOTA
1,7 1,1 4,0 1,1
+0,9 (1,0-4,0) | £1,9 +0,29

*CepenHe (miarma3oH)

KonuenTparii aMOKCHIMIIIHY Ta KJIaByJIaHOBO1 KMCIIOTH Y CUPOBATII], 110 JOCSATAIOTHCS MTPH IpUHOMI
aMOKCHULMIIIHY/ KJIaBYJAHOBOi KHCIIOTH, 1IEHTHYHI THUM, II0 JOCATAIOTHCA INPU IEPOPaTbHOMY
MPHUITOMI €KBIBAJIGHTHUX JI03 AMOKCHUIIMIIIHY 200 KIIaBYJIaHOBOI KHCIOTH OKPEMO.

Posnodin. biusbko 25 % 3araibHOTO 00CSTY KJIaBYJIaHOBOI KUCJIOTH y mia3Mi Ta 18 % 3aranbHOro
AMOKCHIIWITIHY B I1J1a3Mi 3B’ SI3yIOTbCs 3 OUTKaMu. YsIBHUH 00’ €M pO3MOJiTy CTaHOBUTH O13bK0 0,3—
0,4 n/xr nysg aMOKCHITIUTIHY 1 0s3bK0 0,2 J1/KT 171 KJIaBYJIaHOBOT KUCIIOTH.

[Ticnss BHYTpIIIHBOBEHHOTO BBEICHHS AMOKCHUIIWJIIH 1 KJIAByJaHOBAa KHCJIOTa OyJiuM BHSABICHI B
JKOBUHOMY MIXypi, OYEpEBHHI, MLIKipi, >KUPOBIM TKaHWHI, M’S30Bii TKaHWHI, CHHOBIANBHINA Ta
NEPUTOHEABHIN PiIWHI, )KOBYI 1 THOI. AMOKCHIWIIIH HE PO3MOAUISETHCS TOCTATHHOIO MipOI0 B
CIIMHHOMO3KOBIH piJIUHI.

JlocmikeHHsT Ha TBapWHAX HE BHSBHIIM JKOJHHX JIOKa3iB 3HAYHOI 3aTPHUMKH PEUOBHH, TOXiTHUX
OyIp-sIKOTO KOMIIOHEHTa IMpemnapary, y TKaHHMHAX OpraHizMy. AMOKCHIWIIH, fK 1 OiJbIIICTh
NEHINWIIIHIB, MOXe OyTH BHSBICHUH y TpyOHOMY Mouomi. He3HayHa KijbKiCTh KJIaBYJIaHOBOI
KHCJIOTH TaKOX MO)Ke OyTH BHSBJIEHA B IPYyAHOMY MoJjiolll (AMB. po31ii «3acTOCYBaHHS Yy Nepiof
BariTHOCTI a00 TOAyBaHHS TPYIIO»).

By1o BUsIBIIEHO, 110 SIK aMOKCUIIMIIIH, TaK 1 KJIaByJIaHOBA KHUCJIOTa IPOHUKAIOTh KP13b IUIallEeHTapHUN
Oap’ep (AuB. PO3/iT «3aCTOCYBaHHS Y TEPioJ] BAriTHOCTI 200 O yBaHHS TPYIIIO»).
biompancgopmayis. AMOKCUIMIIH YacCTKOBO BHBOJIUTHCS 13 CEUYEI Y BUIJISAL HEAKTUBHOI
MIEHIIMIOBOT KHCIOTH B KUIBKOCTAX, ekBiBaieHTHUX 10-25 % mouatkoBoi mo3u. KiaBymaHoBa
KHCIIOTa 3HAYHOIO MIpOIO METa0O0i3y€eThCS B OPTaHi3Mi JIFOJIMHU 1 BUBOJIUTHCS 13 ceUero 1 pexamisiMu
Ta y BUTJISII ABOOKHUCY BYTJICITIO 3 TIOBITPSIM, IO BHIUXAETHCS.

Bugedenns. OCHOBHUM IUISIXOM BHBEJICHHS aMOKCHULIMIIIHY € HUPKH, TOJIl SK KJaByJaHOBA KUCJIOTa
BUBOJMTHCS SIK HUPKAMHU, TaK 1 IIJISIXOM J1ii T03aHUPKOBUX MEXaHI3MIB.

VY 310poBHX JOOPOBOJIBIIIB CEpeIHIN Mepio HaMliBBUBEACHH aMOKCHUIIMIIIHY/ KJIaBYJIaHOBOT KUCIIOTH
CTaHOBUTH NPHUOJIM3HO OJIHY TOJIMHY, a CEpeAHIM 3aralbHUH KIipeHC — MpuOInu3HO 25 1/TOox.
PizHOMaHITHI [OOCHIKEHHS MOKa3ajW, IO BHAUIEHHS 13 cedero craHoBUThL 50-85% s
amokcumtiny ta 27-60 % juis KIaByJIaHOBOI KHCIOTH TPOTATOM 24-TOJMHHOTO TIEpioy.
Haii0inpia KUIbKICTh KJIaBYJIAaHOBOI KHCJIOTH BUBOJIUTBCS MPOTATOM MEpIIUX 2 TOAMH TMicis
IpUHOMY.

OpHouacHe 3acTOCyBaHHs NMPOOEHELUAY CIOBIIBHIOE BUBEJCHHS aMOKCHULIMIIIHY, aje He 3aTpUMye
HUPKOBOI €KCKpellll KJaByJIaHOBOi KUCJIOTH (AuMB. po3aul «B3aemonis 3 IHIIMMH JIIKapChKUMH
3ac00aMH Ta iHIII BUIHM B3aE€MOIII»).

THopywenns ¢yukyii Hupok. 3aralbHHN CHUPOBATKOBUN KIIPEHC aMOKCHUIIMIIHY/ KJIaBYJIaHOBOL
KHACJIOTH TPOTNOPILIAHO 3MEHUIYETbCS 31 3HMKEHHSM HHUPKOBOI (YHKIII. 3HIKEHHS KIIpEeHCY
npenapary OUTbIT BHpaKEHE Il aMOKCHIIMITIHY, HIK JIJIs1 KJTaBYJIAaHOBOT KUCJIOTH, OCKUIBKHU O1bIa
YacTKa aMOKCHUIIWJIIHY BUBOIUTHbCS HHUpKaMu. [Ipu HHUPKOBIN HEZOCTaTHOCTI J0O3yBaHHSA Mae
3arnobiraTé HaAMIpHIA KyMyJndlii aMOKCHLMJIIHY, y TOH e 4Yac 30epiraroud JIOCTaTHI piBHI
KJIaBYJIaHOBOI KMCJIOTH (MB. po3/i «CrociO 3acTOCYBaHHS Ta I03H»).

Topywenns ¢ynxyii neuinku. IlaieHTaM 3 Me4iHKOBOIO HEJAOCTATHICTIO PEKOMEHAYETHCS 00EpeKHE
3aCTOCYBaHHS 1 PErYJISIpPHUI KOHTPOJb (PYHKIIT TEUiHKY.

Kuiniuni xapakTepucTuKku.
Ilokazannsa.
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Indexuii y niteit Bikom Bif 3 Mics1iB, Maca Tia SkuX He nepeBurye 40 Kr, cnpuarnHeHi abo iMOBIpHO
CIPUYHMHEHI MEHIMITIHPE3UCTEHTHUMU ITaMaMu Streptococcus pneumoniae, Taki sk:

- TOCTpHUH cepesHiil OTHT;

- HErocIIiTajabHa MHEBMOHISI.

[Ipu npusHaveHHi aHTHOAKTEpiaJbHMUX MpENapariB CIiJ KepyBaTHCS NpPaBWIAMHU iX HAJIEKHOTO
3aCTOCYBaHHSI.

Ilpomunokazanns.

[linBuiieHa 9y TAUBICTh 1O OyIb-SIKHX KOMIIOHEHTIB Mperapary, 10 OyIb-IKUX aHTHOaKTepiaIbHUX
3ac00iB TPYINH MEHIIWITIHY.

HasBHicT, B aHaMHE31 TSKKHUX peakiliil TinepdyTiaIuBOCTI (B T.4. aHadimakcii), moB’s3aHuX 13
3aCTOCYBaHHAM IHIIMX OeTa-JIakTaMHUX areHTiB (y T.4. nedansocnopuHiB, KapOameHemiB abo
MOHOOAKTaMmiB).

HasBHicTh B aHamMHe31 JXKOBTAHHUII a00 IUCYHKLII MEYiHKM, MOB’S3aHUX 13 3aCTOCYBAaHHIM
AMOKCHIIIIIIHY/ KJIaBYJIaHOBOI KHCIIOTH.

B3aemooia 3 inwmumu nikapcoKumu 3acodoamu ma inuwii 6uOU 83a€Mo0iil.

Aunmuxoazynaumu 015 NeEPopaIbLHO20 3aCMOCYBAHHS

AHTUKOAryJIsIHTH JJI TIEpOPaIbHOrO 3aCTOCYBAHHS Ta aHTHOIOTHKY MEHIIUIIHOBOTO PAIY HIHPOKO
BUKOPUCTOBYIOThCSI Ha TpPaKTHIl Oe3 IMOBIZOMIIEHb MPO B3aeMojit0. OJHAaK OMUCAHO BUMAIKH
301IbIICHHS MI>)KHAPOJHOTO KoeillieHTa HopMamizalii y MaiieHTiB, SKi MpuiMaii aneHoKyMapo
abo BapdapuH Ta SIKUM OyB TMpPU3HAYEHUH KypcC JIKyBaHHS aMOKCHUIIWITIHOM. SIKIIO HeoOXimHui
OJIHOYACHUH MPUKOM TaKUX IIPernapariB, I PETEIbHO KOHTPOJIFOBATH IPOTPOMOIHOBH 1HIEKC, a00
MDKHapOAHHUNA KOe(illieHT HopMai3aii, Mpu AoAaBaHHI a00 MPHUIMHEHHI TPUHOMY aMOKCHIHIIIHY.
Kpim Toro, moxe OyTu moTpiOHA KOPEKIisl 03U aHTUKOATYJISHTIB JUISl IEPOPATBHOTO 3aCTOCYBAHHS
(muB. po3ninn «OcobmuBocTi 3acTocyBanHs Ta «[100i4HI peakmii»).

Memompexcam

[TeHimIiHM MOKYTh 3HM)KYBaTH BUBEJIEHHSI METOTPEKCATy, L0 BUKIMKAE MOTEHI[IIIHE 301IbIICHHS
TOKCUYHOCTI.

IIpobeneyuo

OpHouacHe 3acTOCYBaHHS NpOOEHEUUAy He peKoMeHAyeTbcsd. [IpoOGeHenua 3MeHIye HHUPKOBY
KaHAJIBIIEBY CEKpPEIlito aMOKCUITMIIHY. OTHOYacHE 3aCTOCYBaHHS MPOOCHEIHTY MOXKE TIPU3BECTHU 10
3011bIIEHHS] PIBHS Ta TPUBAJIOCTI 3HAXO/HKEHHS aMOKCHULIMIIIHY (aje He KJIaBYJaHOBOI KUCIIOTH) Y
KpOBI.

Mikogenonamy moghemun

VY XBopuX, sKi JIKYIOTbCS MiKOQEHOIaTy MO(ETUIOM, MIC/ MOYaTKy 3aCTOCYBaHHS EPOPATILHOTO
AMOKCHIIMITIHY 3 KJIaBYJIAHOBOIO KHCJIOTOIO MOY€E 3MEHIIMTUCH MPEI030Ba KOHIIEHTpPallis aKTHBHOTO
MeTaboiTy — MIKOEHOJI0BOI KUCIOTH — pu6sn3HO Ha 50 %. L1 3MiHa Ipe1030BOT0 piBHSA MOXKE HE
MOBHICTIO BIANOBIAATH 3MiHI 3arajibHOi €KCIo3MLii MiKO(EHOI0BOT KUCIOTH. TakuM YMHOM, 3MiHA
o3yBaHHS MikodeHomaTty ModeTuIy 3a3BWYail He TMOoTpiOHA, SKIIO HEeMae KIIHIYHOTO
niATBEepKeHH AUCcyHKIIT TpaHcmianTaTa. OHaK peTesbHe CIIOCTEPEKEHHSI HEOOX1JHE MPOTITroM
OJTHOYACHOTO 3aCTOCYBaHHS Ta BIIPOJIOBXK JESKOTO Yacy Micisi aHTUO10THKOTEpartii.

Ocobaueocmi 3acmocysanns.

[lepen mouaTtkoMm Teparmii aMOKCHUIIMJIIHOM/ KJIaBYJIAHOBOIO KHCJIOTOIO CIIiJI peTeIbHO 310paTh
iH(dOopMaIIi0 MIOAO MOMEepPeAHIX peakiliid MiJBUIICHOI YyTIUBOCTI HA MEHINUIIHY, e(aloCTOpHHA
a0bo iHmI OeTta-akTamMH1 ipenapatu (quB. po3aim «IIporunokazanusy Ta «I1o6iuHi peakiii»).
[ToBiomisiocst Mpo cepilo3Hi Ta B OKPEMUX BUMAJKAX JIETAIbHI PeaKiii MiJBUIIEHOT 4yTIUBOCTI
(BKirOYarouy aHa(IaKTHYHI Peakiii Ta TSHKKI MIKIpHI TOO1YHI peakilii) y Mali€HTiB, K1 OTpUMYBaJIn
JiKyBaHHS NeHimwIiHoM. Taki peakuii OLIbII BipOTiHI Y XBOPUX 3 IiJIBUIIEHOIO YYyTJIUBICTIO 0
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NEHINUJIIHY B aHaMHE31 Ta MaIi€HTiB 3 aTONIYHUMH 3aXBOpIOBaHHAMH. [Ipu mosiBi anepriynoi peakiii
CJII TIPUTIMHUTH 3aCTOCYBaHHS aMOKCUIIWJIIHY/ KJIAaBYJIAHOBOI KHCJIOTH Ta PO3MOYATH BiJAIMOBIIHY
QIbTEPHATUBHY TEPaIiio.

VY pa3i skmoo JoBeACHO, 1m0 iHGEKIis BUKIMKaHA MIKPOOPTaHi3MOM(-amMu), YYTIUBHM(-UMH) IO
AMOKCULIWIIIHY, CIIiJi PO3MJIAHYTH TepexiJy BiJ aMOKCHIMJIHY/ KJIaByJaHOBOI KHCJIOTH [0
aMOKCHLIMJIIHY B1JIIOBIIHO JI0 3arajJbHONPUNHHATUX HACTAHOB.

VY mauieHTiB 3 nopymeHHsIM (QYHKIIT HUPOK Ta y MAIi€HTIB, SKi IPUHMAaIOTh BUCOKI JO3H Mpernapary,
MO>KJINBE BUHUKHEHHS cy1oM (uB. «[10614H1 peakiii»).

Cril yHUKAaTH 3aCTOCYBaHHS aMOKCHUIIWJIIHY/ KJIaBYJIaHOBOI KHUCJIOTH TPH Mi103p1 Ha 1HPEKIIHHMIMA
MOHOHYKJIC03, OCKIJIBKH B I[bOMY BHIAJKY 13 3aCTOCYBaHHSM AaMOKCHUIMIIHY OyJo IOB’s3aHe
BUHUKHEHHS KOPONOAIOHOT0 BUCUIIAHHS.

OpHoYacHW TPUHAOM AJIONMYPUHONY TiJ Yac JIKyBaHHS aMOKCHIIWIIHOM ITiJIBUIIYE WMOBIPHICTH
BUHHKHEHHS aJIEPTIYHUX PEaKIliid 3 00Ky IIKIpH.

TpuBane 3acTocyBaHHS B OKPEMHX BHIIaJKaX MOXXE IMPHU3BECTH 10 HAIMIPHOTO PO3MHOXKECHHS
MIKpOOpPTaHi3MiB, HEUyTIUBUX JI0 Mpenapary.

BuHuKkHEHHS Ha TMOYaTKy JIIKyBaHHS TapsyKOBOi T'eHEpai30BaHOI E€pUTEMH, TIOB’S3aHOI 3
YTBOPEHHSM MYCTYJ, MOX€ OyTH CHUMITOMOM TOCTPOrO TI'€HEpasli30BaHOI'O E€K3aHTEMaTO3HOTrO
nyctynbo3y (ITEIT) (muB. posmin «[lobGiuni peakiii»n). Taka peakiis BUMarae TpPHUITHHCHHS
3aCTOCYBAaHHS AYIMEHTHHY Ta € MPOTUIIOKA3aHHAM /IS TOAAJIBIIOr0 3aCTOCYBAHHS AMOKCHLIWIIHY .
Crix 3 00epekHICTIO 3aCTOCOBYBAaTH aMOKCHIIMIIIH/KJIABYJIAHOBY KHCJIOTY MAIlieHTaM 3 O3HaKaMH
nopyuieHHs QyHKIII nedinku (quB. po3ainu «Crocid 3actocyBaHHs Ta A03u», «[IpoTunoka3zanus»,
«I1o6iuHi peakii»).

[ToBigomIIsIoCs MPO YCKIAAHEHHs 3 OOKY MEUYiHKU MEPEeBaKHO Y YOJIOBIKIB Ta MAIIEHTIB JITHHOTO
BiKy, Ha TJi TpuBaJoro JikyBaHHs. [Ipo Taki yckiagHeHHS y IiTei MOBITOMIISUIOCS AYXKE PiIKo. Y
BCIX TPy MaIi€HTIB CHMIITOMH, SIK IPABUJIO, BAHUKAIOTH I11]1 4ac a00 3roJI0M MicJis JIIKyBaHHSI, IPOTE
B OKPEMUX BHITaJIKaX MOXYTh BUSBJISATHCS JIUIIC Yepe3 KiJIbKa THXKHIB TICIISI 3aKiHUCHHS JIIKYBaHHS.
Taki siBUIIIA, SIK IPABUIIO, € OOOPOTHUMH. Y CKJIAJJHEHHS 3 OOKY MEYIHKH MOXYTh OYTH TSKKUMH, Y
BUHITKOBO MTOOJIMHOKUX BHUIMAAKaX — JICTAIbHUMHU. TaKi sBUIIA 3aBXK/IU CIIOCTEPITanucs y MaIll€HTIB
3 TSDKKMM OCHOBHMM 3aXBOPIOBAHHSM a00 Y THX, XTO OJJHOYACHO MTPUKMaB Mpenapartu, 3aCTOCYBaHHS
SKUX, SIK B1JIOMO, MOX€ TIPU3BECTH JI0 YCKJIATHEHb 3 OOKY mediHku (quB. po3ait «I1o0iuHi peakiiin).
[Ipn 3acrocyBaHHI Maiike BCIX AaHTHOAKTEpiaJbHUX IMpenapariB, BKIIOYAIOUM AMOKCHULMIIH,
MOBIAOMJISIIOCS TTPO @aHTHO10TUKOACOIIHOBAaHUM KOJIT, CTYIIHB TSDKKOCTI SIKOTO MOKE BapitOBaTH Bijl
JIETKOTO 710 He0e3MeuHOoro s KUTTS (1uB. po3ain «IlobiuHi peakiii»). ToMy BaXXJIMBO BpaxoBYyBaTH
el 1arHo3 AJis MMalli€HTIB 3 HasIBHOO Jlapeeto Mmij yac abo micist npuiioMy Oy1b-KMX aHTUO10THKIB.
[Ipy mosABI aHTHMOIOTMKOACOIIHOBAHOTO KOJITY CJiJi HEralHO NPUIIMHUTH 3aCTOCYBAaHHSA
AYTMEHTUHY, 3BEpHYTHCS 110 MEAUYHY JOMOMOTY 1 pO3MI0YaTH BiAMOBIAHE JTIKyBaHHS. 3aCTOCYBAHHS
HIPOTUIIEPUCTAIBTUYHUX MIPENAPATIB y TAKOMY pa3i IPOTUIIOKA3aHe.

[Tpu TpuBaiiil Tepanii peKkOMEHIyeTbCs NMEepPIoINYHA OL[IHKA (PYHKIIIM cHUCTEM OpraHiB, y TOMY YHCII
(byHKLIT HUPOK, MEYiHKH Ta KPOBOTBOPEHHS.

VY namieHTiB, fKi NpuUAManu aMOKCHULWJIIH/ KJIABYJIaHOBY KHUCJIOTY, B TMOOJAMHOKHX BHIAJKaX
MOBIJIOMJISIIOCST PO TOJIOBXKEHHS MPOTPOMOiIHOBOro iHjekcy. IIpu ogHOyacHOMY MNpH3HAuYEHHI
AQHTUKOATYJISTHTIB CIIiJT 31ACHIOBATH BIAMOBIIHUN KOHTPOIb. LISl MiATpUMKH Oa)kaHOTO pPIBHS
aHTHUKOAryJALii Moxe OyTH NOTpiOHA KOpEKIis [T03M AHTHUKOATyJSHTIB [UIi TEepOpaibHOTO
3aCTOCYBaHHS (IUB. po3auu «B3aemois 3 1HIIMMY JIIKapChKUMHU 3ac00aMU Ta 1HILI BUAU B3a€MOIIIN
ta «[ToGiuHi peakmuii»).

VY mnaiieHTiB 31 3HMXKEHUM JIIype30M JIy>K€ PIIKO CIOCTepirajgacs KpUCTalypis, MepeBakHO IMPHU
napeHTepanbHii Tepamnii. [1ix yac mpuitoMy BUCOKHX 103 aMOKCHIIMJIIHY CJIiJ HIATPUMYBATH IOCTATHE
CIOKMBaHHA pPIAMHM Ta JIlype3 3 METOH 3HIDKEHHS HMOBIPHOCTI KpHUCTalypii, MOB’s3aHOI 3
MPUIOMOM aMOKCHUIIMJIIHY. Y TMAalli€HTIB 3 KaTeTEepPH3aI[i€l0 CEUYOBOTO MiXypa CIi PETyJsSpHO
NepeBipATH MPOXiAHICTh KaTeTepiB (AUB. po3aul «llepeno3yBaHHa»).
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[Tin yac miKyBaHHS AMOKCHUILIMJIIHOM CIiJlT 3aCTOCOBYBAaTH ()EPMEHTATUBHI METOIU BH3HAYCHHS
TTIOKOOKCHIa3u TP JOCTIIPKEHHI Ha HAsBHICTh TUIFOKO3M B C€Yl, OCKIIBKH TIPU 3aCTOCYBaHHI
He(epMEHTATUBHUX METO/IIB € BIPOTiTHICTh OTPUMAHHS XUOHONO3UTUBHUX PE3YJIbTaTIB.

HasiBHICTD KJIaBYJIAHOBOT KUCIIOTH y Tperapari AyrMEHTHH MOXE IMPU3BECTH 10 HecHenudigHOro
3B’s3yBaHHsa IgG 1 anpOymiHy Ha MeMOpaHaX EpHUTPOLMTIB, IO MOXXE MPHU3BECTH [0
XUOHOIO3UTUBHUX pe3yJibTaTiB mpobu KymoOca.

[ToBimomisIoCcst PO MO3UTUBHI pe3ybTaTh (PEPMEHTHOTO IMyHOaHaIIi3y 3 BUKOpucTanHsM Platelia
Aspergillus BupoOHmuTBa Bio-Rad Laboratories y marienTiB, ski OpuiiMald aMOKCHIIHTiH/
KJIaBYJaHOBY KHCJIOTY Ta y SKHX 3rofoM Oyia BHM3HaHA BiacyTHicTh indexmii Aspergillus.
[MoBigomiIsiocs PO MepexpecHi peakiii 3 moicaxapuaaMu Ta noiipypano3amu hon-Aspergillus npu
npoBeeHHI (epMEHTHOTO iMyHOaHali3y 3 Bukopucrtanusm Platelia Aspergillus Bupo6uurrsa Bio-
Rad Laboratories. Tomy MO3UTHBHI pe3yJbTaTH aHAII3IB y MAI[€HTIB, SIKi OTPUMYIOTh JIIKyBaHHS
aMOKCHIIMJIIHOM/KJIaBYJIAaHOBOIO KHCJIOTOIO, CIIiJ] IHTEPIPETYyBaTH 3 OOEPEIKHICTIO 1 MIATBEPIHKYBATH
IHIIMMH JTIarHOCTHYHUMHU METOJAMH.

Cycnensig Ayrmentut ES mictuts acnapramy (E 951) 2,72 mr/mn, axuii € mxepenom (eHinanaHiny,
TOMY TIperapar CJiJl IPU3HAYaTH 3 00CPEKHICTIO MaLi€HTaM 3 (DEHIIKETOHYPI€IO.

Jlikapchkuit 3aci0 MICTUTh MaJIbTOAEKCTpUH (TIr0K03Y). He 3acTocoByBaTu mpemapar maiieHTam 3
PIAKICHUM CHHIPOMOM MaibabcopOIIii MIIOKO3HU-TaTaKTO3H.

3acmocysanns y nepiod sacimuocmi abo 200y8aHHs epyooro.

BaritHicTs. JlocniikeHHs Ha TBapUHaX HE BKAa3yIOTh Ha MPsAMHM abo onocepeKOBaHUH 1K1 TMBUN
BIUTMB Ha Tepedir BariTHOCTI, PO3BHTOK eMOpiOHA/TUIONA, TIOJOTH ab0 MOCTHATATHHUN PO3BUTOK.
OOmesxeH1 JaHi 00 3aCTOCYBaHHS aMOKCHUIIMITIHY/ KJIaBYJIaHOBOI KHUCJIOTH IIiJl Yac BariTHOCTI Y
JIOJMHU HE BKa3yIOTh Ha IiJIBUIICHUH PU3WK BUHUKHEHHS BPOJDKCHUX BaJ| PO3BUTKY. Y €IUHOMY
JOCTIPKEHHI y OKIHOK 3 TepeJyacHUM pPO3PUBOM OOOJOHOK IUIOAA MOBIAOMIISUIOCS, IO
npodiTakKTHYHE JIIKYBaHHS aMOKCHIIMIIIHOM/ KJIaBYJIAHOBOIO KHCIIOTOIO MO)Ke OyTH TOB’si3aHe 3
HiABUILEHUM PU3HKOM PO3BUTKY HEKPOTHUYHOI'O €HTEPOKOJIITY y HOBOHAapoKkeHuX. CiiJl yHUKATH
3aCTOCYBaHHs Tpernapary IiJ] 4ac BariTHOCTI, 32 BUHSITKOM BHUIAJKIB, KOJH JIKap BBaxae 1€
HEOOX1HUM.

[lepion romxyBanHs rpyaaro. OOuaBa aKTUBHI KOMIIOHEHTH Tpemnapary €KCKPETYHOThCA Yy TPyIaHE
MOJIOKO (HeMae iH(popMallii CTOCOBHO BIUIMBY KJIaBYJIaHOBOT KUCIIOTH Ha HEMOBIIS, SIKE€ 3HAXOUThCS
Ha TpPYAHOMY BWIrOJIOBYBaHH1). BiANOBIIHO y HEMOBIATH, K€ 3HAXOJIUTHCA HAa TPYIHOMY
BUTOIOBYBaHHI, MOXKJIMBA TOsBa Jllapei Ta rpuOKOBOT 1H(EKIIIT CIM30BUX 000JIOHOK, TOMY T'OlyBaHHS
rpyaato ciifl npunuHUTH. Ciig B34TH 10 yBaru MOXJIMBICTb BUHUKHEHHS aJepridyHMX peaxiii.
AMOKCHLIMIIH/ KJIaBYJaHOBY KUCJIOTY Y INepioJ] FOJyBaHHS T'PYAII0 MOXKHA 3aCTOCOBYBAaTH JIMIIE
TOJI1, KOJIM, HA IYMKY JIIKaps, KOPUCTh BiJl 3aCTOCYBaHHs Oy/ie NepeBakaTu pU3HK.

30amuicmy enausamu Ha WEUOKICMb peaxyii npu Kepy8awmHi A8MOMPAHCNOPMOM abo THWUMU
MexarizmMamu.

JocnimkeHHs MOAO0 3JaTHOCTI Mpenapary BIUIMBAaTH HAa MIBUAKICTh peakuii mpu KepyBaHHI
aBTOTPAHCIOPTOM 1 poOOTi 3 IHIIUMH MeXaHi3MaMH He IPOBOIWINCH. [IpoTe MOXKIIMBE BUHUKHEHHS
HeOakaHUX eeKTIB (TaKUX K aJepriuHi peaxiii, 3aaMOpoOYeHHsI, CyJJOMH ), III0 MOXYTb BIUIMBATH
Ha 3/1aTHICTh KepyBaTH aBTOMOO1JIEM 1 MpallOBAaTH 3 IHIIUMHU MEXaHi3MaMHU.

Cnoci6 3acmocyeanns ma 0o3u.

Jlo3yBaHHSI BUpaKEHE B IepepaxyHKy Ha BMICT aMOKCHIIMITIHY/ KIIaBYJIAHOBOI KUCIIOTH, 32 BUHSATKOM

BUIMA/IKiB, KOJIM JO3YBaHHS BUPAKEHE B IEPEPAaXyHKY Ha OKPEMHUI KOMIIOHEHT.

[Tpu BuOOpPI 103yBaHHS AYTMEHTUHY JUIsl JIIKyBaHHS OKpeMoi 1H(EKIIT ¢l BpaXOByBaTH:

- BiporigHi 30y THUKH 3aXBOPIOBAHHSA Ta X IMOBIPHY UyTJIUBICTH A0 aHTHOAKTEpiaTbHUX IpenapaTiB
(nuB. po3nia «OcoOIMBOCTI 3aCTOCYBAHHS);

- CTYIIIHb TSKKOCTI Ta JIOKaii3alito iH(eKIii;
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- BIK, Macy Tija i HUPKOBY (DYHKIIIIO MAIlI€HTA, SIK BKA3aHO HIDKYE.

Kypc nikyBanHs He MOBUHEH niepeBUIlyBaTH 14 qHiB 0e3 Horo nepersiay (auB. po3ain «OcodauBocTi
3aCTOCYBaHHS» CTOCOBHO TPUBAJIOI Tepartii).

Jopocni Ta ity 3 Macoro Tijia > 40 Kkr

JlocBin 3acTocyBaHHS AYyTMEHTHHY, CYCIIEH31i, JOPOCIMM Ta JIITSM 3 Macoro Tiia > 40 Kr BiACYTHIH,
TOMY PEKOMEH/1allii CTOCOBHO JI03YBaHHS JJIsI [IUX TPy MAI[l€HTIB BIJACYTHI.

JliTu BikoM Bix 3 MicsiiB 3 Macoro tina < 40 xr

PexomennoBana 1o3a AyrMeHTHHY, cycrneHsii, ckinanae 90/6,4 mr/kr macu Tina/mo0y, po3mnoiacHa
Ha 2 IpUHOMH.

AyrmenTuH ES MicTHUTB 1HIIY KiIJBKICTh KJIaBYJIaHOBOI KUCIOTH (y (OpMi KaslieBoi coui), HixK Oy/Ib-
sKa iH1ma gopma cycrnensii AyrmeHTuHy. AyrmeHTHH ES Mictuth 42,9 Mr ki1aBy1aHOBOT KUCJIOTH Ha
5 M1 cycniensii, Toai sik cycnensiss AyrmeHTuny 200 Mr/5 mut MicTUTB 28,5 MT KJ1aByJIaHOBOI KUCIIOTH
Ha 5 mu, a cycniensis 400 Mr/5 M1 MicTUTB 57 MT KJIaByJIaHOBOT KUCIIOTH Ha 5 Mi1. ToMmy AyrMeHTHH
ES ne moxxe OyTH 3aMiHEHHH KOJHOIO 1HIIOI (hopMoIO cycrieH3ii AyrMEeHTHHY.

Hopywennsa ¢ynxyii nupox. Ilauientam 3 xiipencom kpeatuniny (CrCl) Oimpmn Hixk 30 mur/xB
KOPEKIis 031 He MOTpiOHa.

[TamienTam 3 KiipeHcoM KpeaTuHiHy MeHm HiDK 30 wMi/xB gaHa ¢opma AYrMEHTHHY He
PEKOMEHAYEThCS ISl 3aCTOCYBAHHS, OCKIIPKH HEMAE PEKOMEH/IAIlI 11010 KOPEKIIii TO3H.
THopywennsa ¢ynxyii neuinku. PekoMeHay€eThCsl 00€pekHE 3aCTOCYBAaHHS 3 PEryJSIPHUM KOHTPOJIEM
¢ynkuii nevinku (auB. po3aimu «[Ipotunokazanas» Ta «OcoOIMBOCTI 3aCTOCYBAHHS» ).

Crocib 3acTocyBaHHS

AyrmentuH ES npusHaueHmii 171 mepopagbHOTO 3aCTOCYBaHHS.

[Ipenapat Cxix mpuiiMaty mig 4ac iau, o0 3BeCTU A0 MiHIMyMY MOTEHIIHY HUTyHKOBO-KHUILIKOBY
HETIEPEHOCUMICTb.

Inempykyis 0ns npueomyeanHs Cycnensii.

[lepen 3acTocyBaHHSM TEpEBIPUTH WUTICHICTH TIoMOM Ha Kpumii. CtpycuTtH ¢uakoH, mo0
pO3pUXIUTU TOpoioK. Jlogatn HeoOXiAHY KUIBKICTh BOJAM (SK BKa3aHO HUXKUE), EPEBEPHYTH Ta
petenbHO 300BTaTh. [HIINIK crOCi0: 3aOBHUTH (PJIAKOH BOJIOIO TPOXH HIDKYE BIAMITKM HA €THUKETII,
NEPEeBEPHYTH 1 PETENIbHO 300BTATH, MOTIM 3allOBHUTH ()JIAKOH BOJOIO JI0 BIMITKH, NEPEBEPHYTH 1
3HOBY pETEIHHO 300BTATH.

Jo3yBaHHs 0O06’em BonH, IKUH HEOOX1THO Kinneswuit 06’eM po3unHeHOi
JIOJIABaTH JIJIsl PO3YMHEHHS (MJI ) opaJibHOi cycrieHsii (M)
600 mr/42,9 mMr/5 mi 90 100

[Tepen KOKHUM 3aCTOCYBAaHHSAM (UIAKOH CII1J1 PETENbHO 300BTYBATH.

imu.
[Tpenapat y ¢hopMi cycniensii npu3HauaTH AITSIM BIKOM Bij 3 MICSIIiB, Maca Tija SIKUX HE NEPEBUIIYE
40 xr. litam 3 macoro Tina Oinbie 40 Kr npu3HavaTH npenapar B iHIIIN JiKapchKiil popmi.

Ilepeoosysanns.

Cumnromu

MoXyTh CHOCTEpIiraTucs CUMITOMH, XapaKTepHI Uil po3Jiady HUTyHKOBO-KHIIKOBOI'O TPAKTY Ta
MOpYIIEHHs OalaHCy PIIMHU Ta eIeKTpodiTiB. CriocTepiranacs KpUcTaitypis, OB’ si3aHa 3 IPUHOMOM
AMOKCHIIMITIHY, 110 B OKPEMHUX BHUIMAIKaX MPU3BOAMIO A0 PO3BUTKY HUPKOBOI HEJOCTATHOCTI (IMB.
po31ain1 «OcoOIMBOCTI 3aCTOCYBAHHS).

V nanieHTiB 3 nopymeHHIM (QYHKIIT HUPOK Ta y MAI€HTIB, SKi IPUHMAalOTh BUCOKI JO3H Mperapary,
MOYKJINBE BUHUKHEHHS CYJIOM.

[ToBioMisiocst PO OCITaHHS aMOKCUIIMIIIHY Y KaTeTepax CeuOBOrO MiXypa, MEepeBa)KHO IMicis
BHYTPIIIHLOBEHHOI'O BBE/IEHHS Y BUCOKHUX J03ax. Cii1 perysipHO NepeBipATH MPOX1JHICTh KaTETEPIiB
(muB. po3nin «OcoOIMBOCTI 3aCTOCYBAHHS ).

JlikyBaHHS
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[TopymuieHHs: 3 OOKy IITYHKOBO-KUIIIKOBOTO TPAKTy MOXKHA JIIKYBaTH CHMIITOMATHYHO, 3BEPTAIOUH
yBary Ha OajaHC piIMHU/€IEKTPOIITIB.

AMOKCUIIMITIH/ KJTaBYJIaHOBAa KHCIOTa MOXYTh OyTH BHAANEHI 3 KpPOBOTOKY 3a JOMOMOIOI0
reMoIianizy.

IHoo6iuni peakuii.

Haii6inpm yacTo mOBIAOMIISUIOCS TPO Taki MOOIYHI peakiii Ha mpemapar, sK aiapes, HyJI0oTa Ta
OJIFOBaHHS.

[Tepenik HeOakaHWX peaklid Ha IpenapaTr, BiAOMHUX 3 KIIHIYHUX IOCTIIKEHb AYIMEHTHHY 1
MOCTPEECTPAIIMHOTO HArasaay Ta Kiacu(iKOBaHUX 3a CHUCTEMHO-opraHHUM kinacoM MedDRA,
3a3HAYCHO HIDKYE.

3acTOCOBYEThCS Taka Kinacudikallis 4aCTOTH BUHUKHEHHSI OOIYHUX €(EeKTiB:

ayxe gacto > 1/10;

gacTo > 1/100 ta < 1/10;

HewacTto > 1/1000 ta < 1/100;

piako > 1/10000 ta < 1/1000;

ayxe piako < 1/10000;

HEBIJIOMO (YaCTOTYy HEMOXJIUBO OLIIHUTH 3 HASIBHUX JIAHUX).

Inghexyii ma ineasii.

Yacrto: KaHAM103 HIKipHU Ta CIIM30BUX 0OOJIOHOK.

HeBizomo: HaaMipHE PO3ZMHOKEHHS MIKpPOOPTaHi3MiB, HEUYTIMBUX JI0 TIpenapary.

Posznaou 3 6oky kposomeopnoi ma nimgpamuuroi cucmemu.

Pinkxo: o6opoTHa selikoneHis (BKII0Yal0Yl HEHTPOIIEHI10) Ta TPOMOOLIUTOIICH .

HeBigomo: 00opoTHMIT arpaHyjoLMTO3 1 TeMOJITHYHA aHeMis; 301JIbIICHHS 4Yacy KpOBOTeYl Ta
poTpoM6iHOBOTO iHAEKCY .

Po3znaou 3 6oky imyunoi cucmemu'?,
Hesigomo: anrioneBpoTHYHUI HAOpsK, aHa(IaKCisA, CHHIPOM, OIOHHM 10 CHpPOBaTKOBOI XBOPOOH,
JIepriYHUN BaCKYJIT.

Po3znaou 3 6oky nepeosoi cucmemu.

HeudacTo: 3anmamMopo4eHHs1, TOJIOBHUHN O1Jb.

Hesinomo: 060poTHA rinepakTUBHICTS 1 CYJIOMI/IZ.
HeBigomo: acenTHUHUN MEHIHTIT.

Posnaou 3 60Ky wnyHKo80-KUUWKOB020 MPAKMY.
Yacro: nmiapes, Hy,[[OTa3, OJIFOBaHHS.
Heuacro: po3nanu nutyHka.

Hesigomo: anTHO10THKOACOLIIHOBAaHUH KOIT
emai °.

T'enamobiniapui posnaou.

Heuacro: migsumenns pisas ACT ta/a6o AJITS,
HeBioMo: remaTuTy’ Ta X0NeCTaTUUHA KOBTSAHULS .
Po3znadu 3 60Ky wKipu ma niowKipHux mxanun®.

HeuacTo: mikipHi BUCHIIaHHS, CBEPO1Xk, KPOITUB’ sTHKA.

Pinko: myneTudOpMHa epuTeMa.

Hesinomo: cunapom CriBeHca — J[KOHCOHA, TOKCHYHMH emiepMalbHUN HEKpOIi3, OyIbO3HUI
ekc(OTiaTHBHMI JePMATUT, TOCTPHI TeHepaNli30BaHMi eK3aHTeMaTO3HHil MycTymbo3'C, peakiis Ha
7Ky 3 eo3uHOdimieto Ta cucteMHumu cumntomamu (DRESS).

Po3znaou 3 6oky Hupox ma cewo8u8iOHUX ULIAXIE.

HesinoMo: iHTepcTHIianbHui HepHUT, KpUCTAMypis®.

4, 4opHUil BOJIOXATHIA A3UK, 3MiHA 3a0apBIEHHS 3yOHOT

! NMus. po3ain «OcobIUBOCTI 3aCTOCYBAHHSI.
2 JTuB. po3in «OcoGIMBOCTI 3aCTOCYBAHHS.
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3 HynoTa wacTimne ToB’s3aHa 3 NPUHOMOM OLTBII BHCOKHMX IepOpalbHUX 103 mpemapary. Ilpu
BUHUKHEHHI [NUTYHKOBO-KHMILIKOBUX peakUid IX TSHKKICTh MOXHA 3HU3UTH HUIAXOM HpUHOMY
AyrMeHTUHY T Yac iau.

4V ToMy umcni IceBIOMEMOPAHO3HMI KOJIT i reMopariunuii Komirt (muB. po3fin «OcoGmuBocTi

3aCTOCYBAHHS»).

S [Tpo 3MiHy 3a0apBieHHs 3yOHOT eMai yske PiKo MOBiOMIISIOCA Y IiTeil. PeTenbHa ririeHa poToBoi

NOPOXXHUHU MOJKE TIOMEPEANTH TaKy 3MiHY 3a0apBJICHHS, OCKUIBKHU II€ SIBHILE YCYBA€THCS IIISIXOM

YUIICHHS 3yOiB.

® TMomipue mimsumenns piBHiB ACT Ta/abo AJIT wacrime crocrepiragocss y MNaIlieHTiB, sKi

OTPUMYBAJIM JIIKYBaHHS aHTUOIOTHKAMH O€Ta-TaKTaMHOI TpyMH, aje 3HAYUMICTh IMX PEe3yJIbTaTiB

HEBIIOMA.

" 1li sBuma crocTepiramucs y pasi 3aCTOCYBaHHS iHIIMX AHTHOIOTHKIB TIEHIIMIiHOBOTO Ta

nedanocnopuHoBoro psaay (AuB. po3aut «OcoOIUBOCTI 3aCTOCYBAHHS ).

8 IIpu BuHMKHeHHI peakxiliii MiABMINEHOI YyTAMBOCTI (IEPMATUTY) 3aCTOCYBAHHS MPENapary CIi

OPUMUHUATH (IUB. po3ia «OcoOIMBOCTI 3aCTOCYBAHHSD).

% Jlus. posnin «IlepenosyBanus».

10 JuB. po3ain «OcobIUBOCTI 3aCTOCYBAHHS

11 Nus. posnin «IIpotunokaszanus» Ta «OcoGIMBOCTI 3aCTOCYBAHHSY.

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

YmoBHu 30epiranns.

30epiratu mpu Temmneparypi He Buie 25 °C. 36epiraTi y HEAOCTYITHOMY JUIS JITEH MicCIIi.
[TpuroroBany cycnensito 30epiraTa B XOJIOAMIBHUKY P Temreparypi Bix 2 1o 8 °C Ta BUKOpHCTaTH
npotsiroM 10 auiB. He 3amopoxyBatu.

YnakoBka. CxiisiHull (prakoH 3 aTlOMiHIEBOIO KPHILEUKOIO, 1[0 HAKPYUYEThCs (MICTUTh BCEPEIMHI
NOJIIMEPHY (MOMIBIHUIXJIOPUIHY 200 MOdi0Je(iHOBY) IIIIBKY), 3 KOHTPOJIEM MEPIIOTO BIAKPUTTS Ta
IUTACTUKOBOIO MIPHOIO JIOXKKOIO 3 MMO3HAUYKaMu 2,5 MJI Ta 5 MJI, y KapTOHHIN KOpoOIIi.

Kareropis Binmycky. 3a peuentom.

Bupoonuk. I'makco Bemnkxom I[ponakurn, @paniiis/
Glaxo Wellcome Production, France.

Micue3naxoaskeHHs1 BAPOOHHMKA Ta 0o ajJpeca Micls NPOBaIKeHHS TiAIbHOCTI.
I'nakco Bemkom IMponaxins, 31 ne ns Ieiiensep, 53100 Maiienn, @paniris/
Glaxo Wellcome Production, ZI de la Peyenniere, 53100 Mayenne, France.
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