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PeecTpaniiine mocBigueHHst
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IHCTPYKUIA
JUISI MEIUYHOT 0 32CTOCYBAHHS JIKAPCHKOIo 3ac00y

3ABILE®TA
(ZAVICEFTA)

Cknao:

Oitoui peuosunu: ceftazidime, avibactam,;

1 ¢uakon mictuts 2329,7 Mr nedrazuaumy neHrariapary, mo ekBiBaieHTHo 2000 Mr nedrazuaumy, Ta
543,5 aBibakTamy HaTpiro, mo ekBiBageHTHO 500 Mr aBibakTamy;

00noMidicHa pewosuna: HaTPit0 KapOoHAT OE3BOTHHUIA.

Jlikapcbka ¢opma. [Topomiok At KOHUEHTPATY A7 pO3UUHY A iH(Y31H.
OcHosHI i3uko-XimiuHi enacmueocmi: TTIOPOIIOK BiJl O110T0 10 OJ11710-)KOBTOTO KOIBOPY.

dapmakoTepaneBTHYHA rpyna. AHTHOaKTepianbHI 3acO00M 11 CHUCTEMHOTO 3aCTOCYBaHHSI.
Hedrazunum, kombinarii. Kog ATX JO1D D52.

Dapmakonoziuni eracmusocmi.

Dapmarxoouramixa.

Mexani3m mii

Hedrazuaum iHTIOYE CHHTE3 MENTHUIOTIIKAHY KJIITHHHOI CTIHKM OaKTepii B pe3yibTaTi B3aeMOIli 3
neHinmIiH3B’ s3yBanbHuMu Oiikamu (I13B), mo nmpu3BoguTh 10 Ji3ucy Ta 3aruOeni KIITHH OakTepii.
ABibakTaM — iHTIOITOp Oera-makTamMa3d He OeTa-JIaKTaMHOI CTPYKTypH. ABiOGakTaM YTBOPIOE
KOBAJICHTHHI 3B’ 30K 3 ()EpMEHTOM, SIKUH HE MiJIaeThes riaponizy. Bin iHridye Oera-nakramasu KiaciB
A 1 C ta nmeski Oera-nmaktamasu kiacy D 3a knacudikamiero Ambler, B Tomy uucii Oera-nakramasu
posmupenoro cnekrpa (BJIPC), KPC ta OXA-48 kapbanenemaszu, a Takox ¢(epmentd AmpC.
ABibakTaM He 1HTIOye Oera-nmakTtamasu kiacy B (Meramo-Oera-imaktamasw) i1 He 3MaTHUN 1HTIOyBaTh
OaraTto Oera-nmakTamas kiacy D.

Pe3ucrenTtHicTh

MexaHi3Mu GakTepianbHOI PE3HUCTEHTHOCTI, SKI TMOTEHLIHHO MOXYTh BIUIMHYTH Ha AaKTHBHICTh
nedrazuaumy/aBidbakTamy, BKIOUYaOTh MyTaHTHI a00 HaOyTi [13b, 3HMKEHHS MPOHUKHOCTI 30BHINIHBOT
MeMOpaHU KJIITHHU JUIs aBibakTaMmy abo 1edra3uaumy, akTUBHE BUBeIeHHS (eduitokc) aBibakTamy abo
nedrazuaumy, a Takoxk Oera-TaKTaMasH, CTIMKI A0 1HTIOyBaHHS aBiOaKTamMoOM 1 3[1aTHI T1ApOTi3yBaTH
nedTazuaum.

AnTubaKkTepiagbHa AKTUBHICTD MPU B3a€MOJIIT 3 IHIIMMU aHTHOAKTepialbHUMHU 3ac00aMu

He Oynmo BiZMIYEHO CHHEPri3My UM aHTaroHi3My Yy IOCHIDKEHHSX in Vitro IOJIO CIIJIBHOTO
3acToCcyBaHHs ledTazuauMy/aBidakTaMy 3 METPOHIZA30JI0M, TOOPaMIIMHOM, JIeBO(IOKCAIIMHOM,
BaHKOMII[MHOM, JIIHE30I1I0M, KOJIICTUHOM Ta TAUT€ILIUKIIIHOM.

KpuTepii TecTyBaHHS YyTIUBOCTI

I'pannyHi 3HavyeHHs MiHiManbHOI iHriOyro4oi konueHtpamii (MIK), mo Oynu Bu3HadeHi y Xoii
KJIIHIYHUX JOCTIHDKeHh CBPOMEMCHKUM KOMITETOM 3 BHU3HAYCHHS YYTJIMBOCTI 110 MPOTHUMIKPOOHHMX
npemapatiB (EUCAST) mist nedrazuaumy/aBidakramy:




MikpoopraHnizmu YyTauBicTh Pe3ucreHTHICTH
Enterobacteriaceae <8 mr/n >8 mr/n
Pseudomonas aeruginosa <8 mr/n >8 mr/n

3B’s130K (hapMakoKiHeTUKH/papMakoAMHAMIKI
AnTHOaKTepiaJbHa AaKTHBHICTHh Le(Ta3uaAUMy BIJHOCHO OKPEMHX NAaTOT€HHUX MIKpOOpraHi3MiB
sSKHalKpallle KopeoBaa 3 iHTepBajioM dacy (%), yIpoJIoBXK sIKOTO KOHIEHTpallis BUIBHOTO MpernapaTy
nepesumryBaia MIK nedrazuaumy/aBibaktaMy NpOTATOM MEpiogy Mik BBEACHHSAMH  IIperapary
(%fT > MIK nedrazunumy/aBibakramy). s apibakramy iHAeKC papMaKkoKiHETUKH/ (papMaKOIUHAMIKA
— 1e inTepBan 4acy (%), yIpoJoBXK SKOTO KOHIIEHTpALlis BUIBHOTO Ipenapary Oyna BHIIE MOPOroBoi
MPOTATOM Mepioay Mix BBeAeHHsIMU npenapaty (% fT > Cy).
KniniyHa eeKTUBHICTh BiTHOCHO OKPEMUX MAaTOTeHHUX MIKPOOPraHi3MiB
B xoxai KIIHIYHUX TOCIHIKEHb MPOJIEMOHCTPOBAHO €(PEKTHUBHICThH MperapaTy BIAHOCHO OakTepiH, siKi
Oynmu uytnuBi A0 nedrasmaumy/aBidakTamy in vitro (IUB. HUXKYE iX TMEpENiK 3a TOKa3aHHSAMHU 0
3aCTOCYBaHHS Mperapary).
YcknagHeHi BHYTpilIHbOYepeBHI iHpeKuii
['pamHeTaTHBHI MiKpOOpTraHi3MH:

o (itrobacter freundii
Enterobacter cloacae
Escherichia coli
Klebsiella oxytoca
Klebsiella pneumoniae

e Pseudomonas aeruginosa
YcekaaaHeni iHdekuii ce4oBUBIAHUX NLIAXIB
I'pamHeraTuBHI MIKpPOOPTaHI3MH:

e Escherichia coli
Klebsiella pneumoniae
e Proteus mirabilis
e Enterobacter cloacae

e Pseudomonas aeruginosa
IocnmiTasbHa NMHEBMOHisl, B TOMY 4YHCJi NMHEBMOHisl, acOoNiil0BaHA i3 IITYYHOI BEHTWISLICIO

Jaerens (IIIBJI)
I'pamHeraTuBHI MIKpPOOPTaHI3MH:
e Enterobacter cloacae
Escherichia coli
Klebsiella pneumoniae
Proteus mirabilis
Serratia marcescens
e Pseudomonas aeruginosa
Kniniuna edextuBHicTh nedTazuauMy/aBibakTaMy BiIHOCHO TIEpPENIIYEHUX HIDKYE IMaTOTCHHUX
MIKpPOOPTaHi3MiB, aKTyaJIbHUX JIJIsl 3aTBEPKEHUX TOKa3aHb, HE Oyja BCTAHOBIICHA, MPOTE PE3yJIbTAaTH
JOCHIJKEHb N Vitro JaioTh 3MOTY HPHUITYCKaTH, 10 BOHM YYTIHMBI 0 HedTa3uauMy/aBibakTamy 3a
YMOBH BIJICYTHOCT1 HAOYTHX MEXaHI3MiB pe3UCTEHTHOCTI.
I'pamHeraTuBHI MIKpPOOPTaHI3MH:
e C(Citrobacter koseri
Enterobacter aerogenes
Morganella morganii
Proteus vulgaris
Providencia rettgeri
B ymoBax invitro mnepepaxoBaHi HWX4YE BHAM MIKPOOPTaHI3MIB € PE3UCTCHTHUMH O
nedTazuauMy/aBidaKTamy:
o Staphylococcus aureus (METUIMITIHYYTIUBUI Ta METUIIVITIHPE3UCTEHTHHI )
e AmnaepoOu




e FEnterococcus spp.

e Stenotrophomonas maltophilia

e Acinetobacter spp.
Dapmaxokinemuxa.
Poznoain
Cryninp 3B’s13yBaHHs nedrazuauMy Ta aBibakTamy 3 OUIKaMu Mia3Mu CTaHOBUTH mpuOamn3HOo 10 % i
8 % sBinnmoBigHO. OO6’emMu po3moniny uedrazuauMy Ta aBiOakTamMy B pPIBHOBKHOMY CTaHi Oyiu
npubmu3Ho 221 1 18 1 BIAMOBIZHO y 3I0POBHX JOPOCIUX JOOPOBOJIBIIB Micis OaraToKpaTHOTO
BBeIeHHS 1eprazuaumy/aBidbaktamy B 1031 2000 Mr/500 mr y Burisiai iHGy3ii TpoTarom 2 roauH KOXHI
8 romun. lledrasuaum i aBibakTam MPOHUKAIOTH B PIAUHY €MITENIaJbHOIO BUCTHIAHHA OpOHXIB Yy
KOHIICHTpaIlisiX, ki cTaHOBIATH 30 % Bij KOHIEHTpAIiil B TjIa3Mi, MPU bOMY MpOodiIb 3a1eKHOCTI
KOHIIEHTpAIlI{ BiJl 9acy B PIAUHI €MiTeNiaTbHOTO BUCTHUIAHHS 1 TIJ1a3Mi KPOBi CXOKHUH.
[TpoHuKHICTH HIePTA3UIUMY Yepe3 HEYIIKODKEHUN remMaToeHedatiaauii 6ap’ep Husbka. [Ipyu MeHiHTITI
KOHIIEHTpAIliS B CIUHHOMO3KOBiHM piguHi nocsrae 4-20 mr/n abo Oinbire. KiiHiYHI TOCTITKEHHS
MMPOHUKHEHHsI aBiOakTaMy dYepe3 remaroeHuedaniunuii 0ap’ep HE MPOBOIWIIHUCS; MPOTE Yy KPOJIB 3
MEHIHTITOM E€KCIO3HLis HedTazuaAuMy Ta aBibakTaMy B CHUHHOMO3KOBIH piauHi ctanoBmia 43 % 1 38 %
Bim 3HaueHHs AUC B mmasmi BignoBigHo. lledTazumum nobOpe mnpoHWKAae depe3 IUIALICHTY Ta
BUJUISETHCS B TPYJHE MOJIOKO.
biorpancdopmartis
LedTasunum He miggaeTses Metabomizmy. He cnocrepiranocs Mmeraboini3My aBibakTaMmy Ha mpernapaTax
MEYIHKU JIIOAWHK (MIKpOCOMH Ta TematouuTH). Hesminenuii aBibakTtam OyB OCHOBHUM JIIKQpPCHKUM
KOMIIOHEHTOM B IIIa3Mi Ta ceui IIOAMHH micns BeaeHHs [*C]-apibakTamy.
BuseneHHns
[lepion wHamiBBUBeAeHHS (t12) uedTasyauMy Ta apibakTamMy IIC/IS BHYTPIIIHBOBEHHOTO BBEICHHS
CTaHOBUTH 2 ronuHu. lledTasuaum BHAUIAETbCS HUPKAMH B HE3MIHEHOMY BUTUISAI IUISIXOM
KIy0oukoBoi (inmpTparnii; nmpubmmzno 80-90 % no3u mpenapaTy BHUBOAMTHCS HUPKAMU IPOTATOM
24 ronuH. ABiGaKTaM BUIISETHCS HUPKAMH B HE3MIHCHOMY BWIJISII, HUPKOBUM KJIIPEHC CTAaHOBUTH
npubnu3Ho 158 MiI/XB, MO CBIAYUTH MpPO AaKTHBHY CEKPELil0 B HHUPKOBUX KaHAIBIMX, OKPIM
KJIyOOuKOBOi QinbTpanii; npubnuzno 97 % 103 mpenapaTy BUBOAWUTHCA HUpKamu, 95 % — mporsarom
12 ronun. Menme 1% nedrasunumy BHBOAWMTHCS dYepe3 mediHkKy, 1 menme 0,25 % aBibakTamy
BHUBOJUTHCS Uepe3 KUIICUHUK.
JIiHIHICTh/HENIHIHHICT
[Tapamerpu dapmakokiHeTHKH IedTasuauMy Ta aBi0akTamy NpPH pPa30BOMY BHYTPIITHbOBEHHOMY
BBEJICHHI MalOTh NPUOJIM3HO JIHIKHUN XapakTep B Jiama3oHi JOCHiKyBaHuUX 103 (Bixm 50 mMr mo
2000 mr). Ilicma OaraTokpaTHUX BHYTPINIHBOBEHHUX 1H(DY31M uedrazuaumy/aBibakramy B 1031
2000 mr/500 mr koxHi 8 ronuH npotiaroM 11 1i6 y 370pOBUX ITOPOCTUX JAOOPOBOJBLIB 3 HOPMAIBHOIO
(YHKIIIEIO HUPOK HE CIIOCTEPIraiocs: MOMITHOT KyMYJIAIii e Ta3uanumMy Ta aBidakTamy.
Oco0nHBI TpyIU NAIIEHTIB
Topywenus ¢pynxyii Hupox
V marieHTiB 3 MOPYHICHHAM (YHKIIi HUPOK MOMIPHOTO Ta TSHKKOTO CTYIEHS BUBEACHHS Ie(Tazuaumy
Ta aBibakTamy 3HWKYyeThcsa. AUC apibakTaMy y TaIli€HTIB 3 MOMIPHUMH Ta TSHKKUMH MOPYIICHHSIMA
¢byHKLii HUPOK B cepeHboMY 30ibiryeThest y 3,8 Ta 7 pa3iB (auB. po3ain «Croci® 3acTocyBaHHS Ta
TTO31»).
THopywenus @yuryii nevinku
[Topymenns QyHKIIi MEYiHKKA BiJ JIETKOTO 10 TOMIPHOTO CTYINEHS HE BIUIMBAJIO HAa MapaMeTpu
(bapMakOKiHETHKH LePTa3UAUMYy Yy MALI€HTIB, 110 OTPUMYBAIN HOTO BHYTPIIIHBOBEHHO B 7031 2000 Mr
KOXKHI 8 roguH mpoTsaroM 5 1106, 3a ymoBH, 10 (yHKIIS HHpOK He Oyma mopymieHa. [lapamerpu
(bapMakoKiHETHKH Ue(PTa3uAUMYy Yy TMAIEHTIB 3 TSOKKUM MOPYUICHHAM (QYHKLIl ME4YiHKH He
nocmipkyBanucs. [lapamerpu (apMakokiHETHKH aBi0akTamy y TMAI€HTIB 3 MOPYHMIEHHAM (QyHKITT
MEYiHKH OYAb-SKOTO CTYNEHS TSHKKOCTI HE TOCIIKYBATUCS.
Ockinpku 1eTa3zuauM 1 aBibakTaM HE MIIJAIOTHCS 3HAYHOMY METa0oJIi3My B TIEHiHI[, CHCTEMHUUN
KIIipeHC OyAb-iKOl 3 AII0UYMX PEYOBUH Ipenapary iCTOTHO HE MOTIPUIYEThCS MPU MOPYIICHHI (QyHKIIT
MEYIHKU.
THayieumu nimuvo2o 6ixy (= 65 poxis)




VY mauieHTIB JITHBOTO BiKy OYJO BiAMIYE€HO 3MEHIICHHS KIIpEHCY HePTa3suaAuMy, TOJIOBHUM UYHWHOM,
3MEHIICHHS! HUPKOBOTO KIIpEHCY mnedTrazuauMy Oyso moB’si3aHe 3 BikoM. [licisi BHYTpIITHBOBEHHOTO
6omocHoro BBeAeHHs neprazuaumy B 1031 2000 mr koxHi 12 ronuH mnamieHtam y Bimi > 80 pokiB
CepelHE 3HAYCHHS TIEPi0ly HAIMIBBUBEACHHS CTAHOBMIIO Bia 3,5 110 4 TOIUH.

[Ticns omHOpa30BOrO BHYTPIIHHOBEHHOTO BBeZAeHHA 500 Mr aBibakTamy y BUTJISAI BHYTPIIIHBOBEHHOI
1H(Dy311 mpoTsirom 30 XBUIWH Y JIITHIX TaIlieHTiB OyB 30UIbIIEHUN TIEPi0/T HAIIBBUBEACHHS aBiOaKTaMy,
1110 MOTJIO OYTH OB’ SI3aHO 3 BIKOBUM 3HIKECHHSIM HUPKOBOTO KIIIPEHCY.

Cmams ma paca

Ha dapmakokineruky nedrazuaumy/aBidbakTaMmy CyTTEBO HE BIUITMBAE Hi CTaTh, HI paca.

KuiniyHi XapaKkTepucTHKH.

Ilokazannusa.

3aBinedTy 3aCTOCOBYIOTH JIJIS JTIKYBAaHHS TaKUX 1H(EKINH Y JOPOCIUX:

* YCKJIQJHEH1 BHYTPIIIHbOYEPEBHI 1H(EKIIIT;

* yCKJIaJHEH1 1H(EKII1 CCUOBMBITHUX NMUISX1B, BKIIOYAIOYHN MIE€TOHEDPHT;

* rocriTagbHa MHEBMOHIs, BKItouatoun [1IBJI-acomiiioBany MHEBMOHIIO.

3aBineTy TakoX MPU3HAYAIOTH IS JTIIKYBaHHS 1H(EKIIH, BUKIMKAHUX aepOOHUMHU TpaMHEraTUBHUMHU
MIKpOOpraHi3MaMy, Y TOpOCIHUX HaIli€HTIB, 1[0 MAIOTh I€BHI OOMEKEHHS 1010 BUOOPY JIIKYBaHHS.

Cnig Opatu mo yBaru oOdiliiHI peKOMEHAAIIl MO0 HAJEKHOTO 3aCTOCYBaHHS aHTHOAKTEepialbHUX
npernaparis.

IIpomunokasanna.

[NnepayTimBICTh 70 J1IF0Y0T PEUOBUHH a00 10 OYIb-KOi 3 JOIIOMIKHUX PEYOBUH IIperapary.
lNnepuyTnuBiCTh 10 OyIb-IKOTO IHIIOTO aHTUOAKTEPIaTHLHOTO 3aC00Y TPyIHH 1e(aTOCTIOPHHIB.

TskKi TIPOSIBY TIMEPUYYTIUBOCTI (HAMpUKIIaa aHa(UIaKTAYHI peakilii, TSHKKI peakilii 3 OOKy MIKIpH) 110
Oy/ab-SKOTO IHIIOTO TUNY OeTa-JTaKTaMHOTO aHTHOAKTEpialbHOTO 3aco0y (HANpHKIaJ MEHIIUIIIHIB,
MOHOOaKTaMiB a00 KapOarneHemiB).

B3aemooia 3 inmumu nikapcoKumu 3acovamu ma inuwii 6uou 83acmooiil.

In vitro aBibakTam € cyoctpaTom TpancnoprepiB OAT1 ta OAT3, ki MOXYTb CIIPUSTH aKTUBHOMY HOTO
3aXOIUICHHIO 3 KPOBOTOKY 1, TAKMM YHHOM, Woro ekckperii. [Ipo6enenna (motyxuuii iurioiTop OAT)
NpUTrHiuye 1e noriuHaHHsg Ha 5670 % invitro i, OoTXe, NMpH KOMOIHOBAaHOMY 3acCTOCYBaHHI 3
aBi0aKTaMOM MOJKE€ BILUIMBATH Ha BUBEJICHHs OCTaHHBhOTO. KIiHIYHI HOCTIHKEHHS B3aEMO/IIT aBibaKkTaMy
Ta MpoOeHeuuay He MPOBOAMIIUCS, TOMY HE PEKOMEHIYETHCS 3aCTOCOBYBATH aBibakTaM y KOMOiHaLii 3
POOCHEIUIOM.

ABibakTaM iCTOTHO He 1HTIOyBaB 130¢epmeHTH nuTOXpoMy P450 in vitro. ABibakTam Ta nedTazuauMm B
KIIIHIYHO 3HAYYIIUX KOHLEHTPAIisSX HE IHAYKyBaiu i3o(epmentu uutoxpomy P450 in vitro. ApiGaktam
Ta nedTa3uauM B KIIHIYHO 3HAYYIIOMY Jiana3oHi €KCIO3HIli He 1HT1I0YI0Th OCHOBHI TPaHCIOPTEPH B
HUpKax Ta TIEYiHIll, TOMY BIPOTiJHICTh BHHUKHEHHS JIKAapChKOI B3a€MOJii 3a JOMOMOTOI0 ITHX
MEXaH13M1B BBKAETHCSI HU3BKOIO.

Kniniunai maHi mpoAeMOHCTpYBaJM BIACYTHICTH B3aeMoJil medrazuauMmy Ta aBibakTamy, a TaKOX
nedrazuaumMy/aBidbakTaMy Ta METPOHIAA30ITy.

Tnwi munu nikapcokux 63aemo0it

3acTocyBaHHS 1e(PaJOCTIOPUHIB Y BHUCOKHX J103aX Yy KOMOIiHAIii 3 HEPPOTOKCHUYHHUMHU TIperapaTaMu,
TaKMUMHU SIK aMIHOTJIIKO3MIM ab0 MOTYXHI1 AlypeTHKd (Hampukiajg ¢ypocemin), Moxe HEeraTHBHO
BIUTMHYTHU Ha QYHKIIIFO HUPOK (IUB. po3ain «OcoOIMBOCTI 3aCTOCYBAHHSY).

XnopaM(eHiKoI € aHTaroHicToM in vitro uedpTasuauMy Ta IHIHUX NedanocnopuHiB. Kiiniyaa
3HAYYNIIICTh LHOTO SIBUINA HEBIJOMA, MPOTE Yepe3 MOMIIMBICTH AHTATOHI3MY i1 Vivo CHiJl YHUKATH
CYMICHOT'O 3aCTOCYBaHHS IIMX IpErnaparis.

Ocobnueocmi 3acmocyeanns.

Peak1ii rinepyyTiauBoCTi

MoXJIUBUH  PO3BUTOK TSDKKHMX, 1HOJI JIETAIbHUX pEaKlii TinepuyyTiIMBOCTI (AMB. PO3ALIH
«IIporunokazanus» ta «llobiuHi peakiii»). ¥ pa3i po3BUTKY allepriyHOi peakxilii HeoOXiTHO HEeTaHO
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MPUIMHNATY JTIKYBaHHSI penapaTtoM 3aBinedra i BKUTH BIAMOBITHIX HEBITKIATHUX 3aXO/IIB.

Jlo mouaTky JiKyBaHHS TMpenapatoM 3aBired)Ta CiiiJ BCTAHOBHTH, YA Ma€ TAIll€eHT B aHaAMHE31 peakirii
rinepuyTanuBoOCTi A0 HedTazuauMy, IHIIHMX [ealOCTIOPUHIB Ta 1HIINX OeTa-TaKTaMHUX aHTUO1OTHKIB.
Crnig nmoTpuMyBaTHCS OOCPEKHOCTI TpU MNpuU3HAdYeHHI uedTazuauMy/aBibakTaMy mallieHTaM 3
HETSDKKMMU PEaKLisIMU MIepYyTIMBOCTI Ha MEHIMIIHU, MOHOOAaKTaMu abo kapOareHeMH B aHaAMHE31.
Hiapes., acouiiioBana 3 Clostridium difficile

[Tpu 3actocyBanHi nedrazuauMy/aBibakTaMy MOBIIOMIISIOCS MPO PO3BUTOK Jiapei, acouiioBaHOI 3
Clostridium difficile, TSOKKICTh SIKOT MOK€ BapilOBaTH BiJl JIETKUX IO 3arpO3JIMBHUX KUTTIO (hopm. Tomy
BOXJIMBO B3ATH 70 yBarm MOXKJIMBICTh TAaKOTO JiarHO3y y TAIlI€HTIB, y SKUX i 4dac abo micis
3aCcTOCyBaHHA Ipenapaty 3apinedra BUHUKIIA aiapes (1uB. po3ain «IlobiuHi peakiii).

Crnig po3TAsSHYTH TMHTAHHS MPO NPUIMHEHHS JIIKYBaHHS TpermaparoM 3aBinedTa Ta 3acTOCYyBaHHS
cneunivyHOrO JiKyBaHHA, HanpasineHoro npotu Clostridium difficile. He cnig npu3Hayatu JIiKapchbKi
3aco0H, SIK1 MPUTHIYYIOTh IEPUCTAIBTHKY KUIIICYHUKY.

HopymienHs QyHKIIIT HUPOK

Hedrazuaum Ta aBibakTaM BUBOASTHCS HUPKAMHU, TOMY JI03Y IMpernapaTy CIiJi 3HU3UTH BiJIMOBIIHO IO
CTYNEHS TSDKKOCTI MOpYIIeHHsT PYHKIIT HUpOK (IuB. po3ain «Croci0 3actocyBaHHs Ta A03u»). [HOAI y
MAaIi€HTIB 3 TOPYIICHHSIM (YHKIIT HUPOK, IO OTPUMYBAJIW JIKyBaHHS MePTa3HAUMOM B 1031, HE
3HIKEHIN BIAMOBIIHO 0 MOPYIIEHOI (YHKIII HUPOK, CIIOCTEPIralucs HEBPOJIOTIYHI po3jaau, B TOMY
YHUCIT TPEMOP, MIOKJIOHYC, 0€3CYyTOMHUI ENMIJIENTUYHUN CTaTyC, CyIOMHU, eHIlearonaTis Ta KoMa.

VY mnauieHTiB 3 MOpymeHHAMU (QYHKLII HUPOK PEKOMEHIYETHCS MPOBOIUTH PETEIbHUNA MOHITOPHHT
PO3paxyHKOBOTO KJIIPEHCY KpeaTHHIHY. Y NeSKUX MaIll€HTIB KIIPEHC KPEaTHHIHY, SIKUH pO3PaXOBYEThCS
13 CHPOBAaTKOBOTO KpEaTHHIHY, MOXE IIBUAKO 3MiHIOBATUCS, OCOOIMBO Ha MOYATKY JIKyBaHHS iHEKIII.
HedporokcnyHicTb

3acrocyBaHHs 11€()aJOCIOPUHIB y BUCOKHX J103aX Yy KOMOiHaIii 3 HE(pPOTOKCHUHUMH TMperapaTamu,
TaKUMHU SIK aMIHOTJIIKO3UAM a00 TOTYXHI AlypeTuku (Hampukian (ypocemim), MOKe HETaTHBHO
BIUIMHYTH Ha (DYHKIIiI0 HUPOK.

psamuit anturnoOyninoBuit tect (ITAT a6o npoba KymOca) Ha cepOKOHBEPCIIO Ta MOTEHIIIHHUN PU3UK
PO3BUTKY TeMOJIITUYHOI aHEMIT

Ha Ttm 3acrocyBanHsa 1uedra3zuaumy/aBibakTaMy MOXKJIUBHA TO3UTUBHUN pe3ynbTaT MPSMOTO
anTurinoOyninoBoro tecty (ITAT a6o mpoba KymOca), mo Moxke mepenikopKaTi MpOBEIeHHIO mpodu
KpOBI Ha CYMICHICTh Ta/a00 BUKJIMKATH PO3BUTOK MEIUKAMEHTO3HOT IMYHHOI T€MOJIITUYHOI aHeMii (IuB.
po3nin «Ilob6iuHi peakiii»). Xoua cepokoHBepcis 3a pesynbraramu [IAT y mamieHTiB, IO OTPUMYBAIU
npenapar 3aBimedTa, YacTO BiJ3HAYaJacs B KIIHIYHUX JOCTIDKCHHSIX (PO3paxyHKOBUU pIBEHBb
cepokoHBepcii B mocmimkeHHsX 3 ¢ga3u cranoBuB Big 3,2 mo 20,8 % y mamieHTiB 3 HETaTUBHUM
pesyibTaToMm npoou KymOca Ha moyaTKy Ta IMIOHAWMEHIIIE TPX OJTHOMY TOIaIbIIIOMY KOHTPOJI), TiJ] 9ac
JIKyBaHHSA Yy TaKUX TMAaIll€HTIB O3HAaK IeMoji3y BHsBIeHO He Oyino. [IpoTe He MOXHa BHMKIIOYATH
MOXJIMBICTh PO3BUTKY TE€MOJITHYHOI aHeMii, MOB’s3aHO1 3 Tepamiero mpernapatom 3asinedra. Tomy
MAIlieHTH 3 aHeMi€l, MI0 PO3BUHYJAacs MiJ 4Yac abo Micis 3aBepIICHHs JIIKYBaHHS IpernapaTom
3aBinedTa, MaroTh OyTH OOCTEKEHI NIl BUKJITFOYCHHS TeMOJIITUYHOT aHeMi.

OOMexeHHs KITIHIYHOI 0a3u TaHUX

Kminiuaa edextuBHICTE Ta Oe3meka mpenapary 3aBinedra TOCTIKYBaIUCh TPU  YCKJIATHEHHX
BHYTPIIIHBOYEPEBHUX 1H(QEKLIAX, YCKIAAHEHUX I1H(MEKLIAX CEYOBUBITHUX IIIAXIB, TOCHITAIBHOT
ITHEBMOHI1, B TOMY YHCJII THEBMOHI1, acomiiioBanoi 3 [1IBJI.

Vexnaouneni snympiwinvouepesi ingexyii

VY IBOX AOCHIKEHHSX Yy TMAIEHTIB 3 YCKIQJHCHUMH BHYTPIITHBOUYCPEBHUMH 1HDEKITIIMH HANROIBII
MOIIMpPeHUM  AiarHo3oM  (mpubmm3Ho 'y 42 %) Oyna aneHaukynspHa mnepdopamis — abo
nepianeHaukynspuuit adcnec. [lpubnusno 87 % mnamieHTiB Manu nmoka3HukH 3a mkanoro APACHE 11
<101 B 4,0 % BinmiueHa OakTepieMis Ha MovaTKy AociuijkeHHs. CmepTh 3apeectpoBana y 2,1 % (18 3
857) maiieHTiB, SKI OTpUMYBajdu mpenapar 3aBimedra Ta MerpoHigazon, ta y 1,4 % (12 3 863)
MAIIE€HTIB, SIKI OTPUMYBAJI MEPOIICHEM.

VY miarpyni 3 mo4aTkoBUM KilipeHcoM KpeatuHiny Bix 30 no 50 mi/xB cMepTh 3apeectpoBaHa y 16,7 %
(9 3 54) narmieHTiB, sKi OTpUMyBaidM mnpemnapar 3aBinedra Ta MeTpoHigazon, Ta y 6,8 % (4 3 59)
MaIli€HTIB, SKI OTpUMyBaidu MeporieHeM. [lamientn 3 kiipeHcom kpeaTuHiny Big 30 mo 50 mur/xB
OTpPUMYBAJIM HIDKUY 103y Ipenapaty 3aBinedra, HiXK peKOMEHJ0BAHO IS TAKOI MIATPYIH MAI{i€HTIB.




Yexknaoneni inghexyii cevosugionux uinsxie

VY nBox mochimkeHHsX 3a ydacTio 1091 mamieHTa 3 yCKIaaHCHUMU 1H(EKIIIMH CEYOBUBIIHUX IIIAXIB
oyno BkmoueHo 381 (34,9 %) mamieHT 3 yCKIQAHEHUMH I1H(EKIISIMM CEYOBHBIIHMX LUIAXiB 0e3
nienoneppury, toai ak 710 (65,1 %) mamieHTiB Manu rocTpui mienoHegput (momyssuis mMITT).
3aranom y 81 mauienta (7,4 %) 3 yckiIagHeHUMHU iHQEKIIIMH CEHOBUBIAHUX HUIAXIB Oyna GakTepiemis
Ha TI0YaTKy JOCIIIKEeHHS.

Tocnimanvna nneemonis, 6 momy uuchi LlIBJI-acoyiiiosana nuesmoHis

VY nocnmimkenHi 3a ydactio 808 mamieHTiB 3 rocmitajgbHOO MHeBMOHiero y 280 (34,7 %) Oyna
niarnoctoBana [1IBJI-acouiiioBana nmaeBmoHis Ta y 40 (5,0 %) — GakTepiemis Ha MOYATKY AOCITIIKEHHS.

THayicumu, axi maroms 0b6MedceHHs 000 8UOOPY anmubakxmepiaibHoi mepanii

3acTocyBaHHS IedTa3uaUMy/aBiOaKTaMy JJig JIIKyBaHHS TAIlI€EHTIB 3 TPaMHETaTUBHUMHU aepOOHUMHU
iH}eKIiaMI Tpu 00MexeHOMY BHOOP1 JIIKyBaHHS IPYHTYETbCS Ha JOCBIiJi 3aCTOCYBaHHS LePTa3uaANMy
K MOHOTepaIrtii Ta aHai3i (hapMakOKiHETHIHUX/(papMaKOAMHAMIYHUX JTAaHUX TUTSI
nedrazuaumy/aBibakramy (IuB. po3ain «DapMakoIuHAMIKAY).

CrekTp akTUBHOCTI LledTazuaumy/aBibakTaMmy

LedTasuaum ManoakTUBHUI a00 HEAaKTUBHUI BITHOCHO OUIBIIOCTI TPAaMIIO3UTHUBHUX MIKpOOpPraHi3MiB,
a TakoXX aHaepoOiB (muB. po3ninu «Cmocid 3acTtocyBaHHS Ta no3u» Ta «DapmakomuHamikay). Crifg
3aCTOCOBYBATH JI0JIATKOBI aHTHOAKTEpialibHI Mpenapatu y pasi migTBepAKeHoi abo MmiI03pIoBaHol y4acTi
[IUX MIKpOOPTraHi3MiB B IHPEKIIHHOMY ITPOIIEC.

Coektp iHribyrowoi nii apibakramy BKJIIO4ae OaraTo (EepMEHTIB, SKi MOXYTb 1HaKTHBYBaTH
nedrazuauMm, y Tomy uucii, 6eta-nmaktamasu kiaciB A 1 C 3a knacudikariero Ambler. ABibakTaM He
iHribye Qgepmentu kiacy B (merano-Oera-makTamasu), a TakoK He 3JaTHUN iHriOyBaTu OaraTto Oera-
naktama3s kiacy D (nuB. po3ain «DapmMakoguHaMIKay).

HeuyTnmBi MikpoopraHizMu

TpuBane 3acTocyBaHHS MOK€ TMPU3BECTH N0 30UIBIIEHHS 3POCTaHHS HEYYTIWBHUX MIKPOOPTaHI3MiB
(TakuxX SIK €HTEPOKOKH, IpUOM), IO MOXXKE MOTpeOyBaTH MPUIMHEHHS JIKYBAaHHS a00 BXKHUTTS IHIIMX
BIZIITOBITHUX 3aXO/iB.

BriuB Ha pe3ynbTatu 7a00paTOPHUX JIOCIIKCHD

Hedrazunum He BIUIMBA€E HA Pe3yibTaTH BU3HAUYEHHS TUIIOKO3Ypill €H3UMHUMHU METOJaMH, MPOTE MOXKE
BIUTUBATH Ha pe3yNbTaTh aHamildy (NICEBAONMO3UTUBHUN pE3yabTaT) MPH 3aCTOCYBaHHI METOMIB
BimHoBNeHHs Mial (bernenukra, ®enminra, Kiinirecr).

JlieTa 3 KOHTPOJIEM CIIOKMBAHHS HATPIIO

VY koxxHOMY (pr1akoHi TIpenapary MicTHThCS 6,44 MMOJTb HaTpito (mpubaM3HO 148 MT), 1110 €KBIBAJICHTHO
7,4 % pexomennoBanoi BOO3 MakcumanbHOT 1000BO1 1031 HaTpi0. MakcumalibHa 1000Ba /1032 [bOTO
npernapaTty ekBiBasieHTHa 22,2 % pexkomengoBanoi BOO3 MakcumanbHOI HOPMH IIOJEHHOTO
CTOXKMBAHHS HATPIIO.

ro iadopmariito ciig BpaxoByBaTH TIPH 3aCTOCYBaHHI TmpemapaTy 3aBirnedTa TMaiieHTaMm, sKi
JOTPUMYIOTHCS AI€TH 3 KOHTPOJIbOBAaHUM BMICTOM HATpilo.

3acmocysanns y nepioo eazimmocmi ado 200y8anus 2pyoor.

Bacimnicmeo

JlocipkeHHsT Ha TBapUHAX HE BKAa3YIOTh Ha MPSIMHUMA a00 HEMpsAMU IIKIUIMBUN BIUIMB HePTa3uAUMY Ha
BariTHICTh, eMOpio(eTaIbHUI PO3BUTOK, TOJOTH Ta TMOCTHATAIBHUN PO3BHTOK. B pochmimkeHHSX Ha
TBapHHAaX OYyJI0 3apEeCTPOBAHO PENPOIYKTUBHY TOKCHUHICTH aBiOaKTamy, MpH IbOMY TE€PAaTOTCHHOT ii
HE BUSBJICHO.

3acrocyBaHHs e TazuauMy/aBidaKTamMy i yac BariTHOCTI MOXKJIMBE TiJIbKU 32 YMOBH, 1110 MOTEHIIHHA
KOPHCTb BiJl 3aCTOCYBaHHS MEPEBUILLYE MOKIUBUN PU3UK.

Tooysanns epyoorw

edTazuaum npoHUKae y HEBEIMKUX KUTBKOCTAX Yy TpyaHe Moyioko. HeBiomo, un nmpoHuKae aBibakTam
y TpyJHE MOJIOKO. PH3UK /11 HOBOHAPOXKEHUX/HEMOBIISIT HE MOKe OyTH BUKIIIOYEHUH. PilieHHs 1moao
MIPUTIMHEHHS TOAYBaHHS TPYUII0 a00 MPUITMHEHHS/yTpUMaHHs B Tepartii redra3uanmMom/aBioakTaMoM
CIIiJT IPUIMATH, BPAaXOBYIOUM KOPHUCTH BiJl TOAYBAHHS TPYAI0 JUIsI TUTUHU Ta KOPUCTH JIIKYBAaHHS IS
Marepi.



DepmunvHicmo

Brume uedrazmaumy/aBibaktamy Ha (EpTHIBHICTD JIIOJACH HE JOCHIDKyBaBcsa. BimcyTHi maHi
JOCHIKeHb NP0 BIUIMB HePTa3uauMy Ha (DEepTUIBHICTD TBApHH. Y JOCHIJDKCHHSX Ha TBapUHAX HE
BHSIBJICHO IIK1JIMBOTO BIUIMBY aBiOakTaMy Ha (EPTHIIBHICTb.

30amuicmb eniueamu Ha WEUOKICMb pPeakuyii npu KepyeawHi aemoOmpancnopmom ado iHwumu
Mexaunizmamu.

[To6iuni peakmii (HampuKIaa 3amaMOPOYEHHS), [0 MOXKYTh BHHHKATH MPU 3aCTOCYBAaHHI IMpemnapary
3aBinedTa, MOXYTh BIUIMHYTH Ha 3/IaTHICTh KEPYBAaTH aBTOTPAHCIOPTOM Ta MPAILIOBATH 3 IHIIUMHU
MexaHi3Mamu (IuB. po3ain «[loOiuni peakii»).

Cnoci6 3acmocysanna ma 0o3u.
3acTocoByBaTH mpemapar 3aBinmedTa A JIIKYBaHHS JOPOCHHMX IMAIIEHTIB 3 TpaMHEraTUBHUMHU
aepoOHUMH 1H(EKLISIMU NPH 0OMEXEeHOMY BHOOpI aHTHOAKTepiaNbHOI Teparlii peKOMEHIYEThCS TITBKU
MiCIIsT KOHCYJIBTAII] 3 JIIKapeM, KWW Ma€ BiAMOBITHUN JOCBiA JIKyBaHHsS 1H(EKIIHHUX 3aXBOPIOBAaHBb
(muB. po3nin «OcoOIMBOCTI 3aCTOCYBAHHS).
Jlo3yBaHHS
VY Tabnaumi 1 mpuBeneHO pekoMeHAalii MO0 BHYTPIIIHBOBEHHO! 03U Ipernapary MalieHTaM 3
pPO3paxyHKOBUM KJIIPEHCOM KpeaTuHiHy > 51 mi/xB (muB. po3aimm «OcoOJUBOCTI 3aCTOCYBaHHS» Ta
«DapmaKoIMHAMIKAY).

Taomums 1
PexomeH10BaHUH pexXUM J03YBaHHA IS NALI€HTIB 3 pO3PaxyHKOBUM KIIIPEHCOM KpeaTuHiny > 51 Mi/xB
IpU BHYTPIilIHHOBEHHOMY 3aCTOCYBAHHi

Tun inpexuii Jo3a Yacrora TpuBainicth Tpusanicts
nedrazuagumy/ BBEJICHHS 1HDy3iT JKyBaHHS
aBibakTaMy
VYcknagaeHa
BHYTpilIHEOUEPEBHA 2000 mr/500 mr | KoxHi 8 rogus | 2 ronuHu 5-14 nHiB
iH(l)eKHiﬂ2’3
Ycknaaaeni iH}exii
CEUOBMBIIHHUX IIUIAXIB, y 2000 mr/500 mr | Koxui 8 ronud | 2 ronuHn 5-10 guis*

TOMY YHCIi Tienoneppur’

locnitTanbHa THEBMOHIS,

B ToMy umcii maeBmoHis, | 2000 mr/500 mr | Koxwi 8 roqun | 2 ronuuu 7—-14 nHiB
acomiioana 3 HIBJI?

Indexnif, BukmKani 2000 mr/500 mr | Koxui 8 rogud | 2 roguHu 3ane>KHo. B )
rpaMHEeTraTUBHUMU TSDKKOCT1 1H(EKIIi,
aepoOHUMH natoreny(-iB),
MIKpOOpraHi3aMamu, y KJIIHIYHOTO Ta
[MAII€HTIB 3 OOMEXEHUM 0aKTepioJIOTTYHOTO
BUOOpOM nepeodiry
aHTHOaKTepiaTbHOT 3aXBOPIOBAHHS"
Teparii >

! Knipenc kpeatuniny po3paxoByeThes 3a popmynoro Kokpodra — [onra.

2 Ipu migTBepmKeHit abo mifo3proBaHili yyacTi aHaepoOHMX MATOTEHHHX MIKPOOPraHi3MiB B iH(EKUiliHOMY
MPOIIECi CIIil 3aCTOCOBYBATH Npenapar y KoMOiHalii 3 METPOHiAa30JI0M.

3 Ipu migTBepKEHil abo IMiM03pIOBaHil y4acTi rPaMIIO3UTUBHHUX MATOT€HHUX MIiKPOOPTaHi3MiB B iH(eKIiliHOMY
Ipolieci mpenapat CIijJ 3acCTOCOBYBaTH B KOMOiHaLil 3 aHTHOAKTEpialbHUM JIKapCHKUM 3ac000M, e(heKTUBHUM
BIJHOCHO IIMX MiKPOOPTaHi3MiB.

43a3HaueHa TPUBANICTH JiKyBaHHS MOKE BKJIIOYATH IIEpioJl BHYTPIIIHLOBEHHOI Tepalii npenaparoM 3asinedra 3
MTOAATBIITAM TIEPEXOI0M J0 3aCTOCYBaHHS BIIIOBITHOTO ITEPOPATHLHOTO aHTHOAKTEPIaTLHOTO JIIKApCHKOTO 3aco0y.
3 Jlocsin 3acTocyBaHHs npemnapary 3asinedra nonan 14 1i6 xyxe oOMeKeHHUH.




Oco0nHBI TPyIU NAIIEHTIB

Ilayienmu nimnvo2o 8iKy

V maui€eHTiB JITHHOTO BIKYy HEMa€e HEOOXITHOCTI B KOpEKIii 1031 (AuB. po3ai «DapMaKkoKiHETHKAY).
Topywenus ¢hynxyii Hupox

[TamieHTam 3 JErKO0 HUPKOBOIO HEJOCTATHICTIO (PO3PaxyHKOBHUH KIipeHC KpeaTHHIHY Bix > 51 mur/xB
10 < 80 MII/XB) KOpEKIIisl I03H MperapaTy He MoTpioHa (IuB. po3ain «PapMaKOKiHETHKA).

VY Tabnuii 2 npuBeIeHO PEKOMEH AT 111010 KOPEKIIil 103U Mpenapary Ajs Nali€HTiB 3 PO3paxyHKOBUM
KiIipeHcoM  kpeatwHiHy < 50 Mii/xB  (muB.  po3auii  «OcoOJMBOCTI  3aCTOCYyBaHHS»  Ta
«DapMaKOKIHETHKA).

Tabmums 2
PexomennoBaHuii pe’kxuM 03yBaHHS Yy TAIIEHTIB 3 PO3PaXyHKOBUM KIIIPEHCOM KpeaTuHiHy < 50 MJ1/XB
TIpY BHYTPIITHEOBEHHOMY 3aCTOCYBaHHi'

2

Po3paxyHkoBuii KilipeHc
KpeaTHHiHY (MJI/XB)

Pexxum 103yBaHHA

Yacrtorta

Tpusanicts iHY3ii

31-50 1000 mr/250 mr Koxui 8 ronuu 2 TONHU
16-30 750 mr/187,5 mr Koxui 12 ronua 2 TOOUHUA
6-15 750 mr/187,5 mr Koxni 24 rognau 2 TOJIWHU
[TarieHTH 3 TEPMiHATHHOIO
CTAIEI0 HUPKOBOL 750 mr/187,5 mr Koxni 48 roagun 2 TOOUHHA

HEJIOCTaTHOCTI, y TOMY YHCIT1
MAIlEHTH HA TeMOTiai3i’
'KitipeHc kpeatuniny po3paxoByeThes 3a hopmysioro Kokpodra — Fonta.

2 PekOMeHIaLLii 010 03yBaHHs IPYHTYIOTBCS Ha IAHUX MOJIEMIOBAaHHS (hapMaKOKiHETHKH.

‘UedrasuauM Ta aBibakTaM BHBOJIATHCS Tpu  remofiamizi  (muB. posminu  «IlepemosyBanns» Ta
«DapmakokiHeTHKa»). B nHI mpoBeneHHs remopianizy mpemnapar 3aBinedTa ciiJ BBOIAWUTH Micisl 3aKiHYCHHS
CeaHcy.

Topywenus ¢hynxyii nevinku

VY mnarfieHTiB 3 mopymieHHAM (YHKII MEYiHKM HeMmae HeOoOXiTHOCTI B KOPEKIii 03 (IUB. PO3MILT
«DapMaKOKIHETHKA).

Crocib 3acTocyBaHHS

[Ipenapar 3aBinedTa BBOAUTHCA NUIIXOM BHYTPIITHBOBEHHOI 1HGY31l 00’emom 100 M mpoTsirom
120 xBHIMH.

[Topomok ciiji pO3YMHUTH BOJIOIO IS 1H €KIINA, OTPUMAHUN KOHIICHTPAT TOBWHEH BiApazy >k OyTu
BUKOPUCTaHUHU JJISl IPUTOTYBAHHS PO3YUHY JUIsl 1HPY3ii.

[Ipn mpuroryBaHHI pPO3YMHY Ta MiJ 4Yac HOTO 3aCTOCYBAaHHS CJiJi BUKOPHUCTOBYBAaTH CTaHIAPTHI
aCeNTUYHI METOAU POOOTH.

1. Yepes ronky mipuiia, BBeIeHy B IpoOKy (iiakoHa, HE0OX1MHO BBeCTH Y (iiakoH 10 M cTepuiibHOI
BOJU JUIS 1H €KIIA.

2. TloTiM ciif BUWHSATH TOJIKY W CTPYCUTH (DJIaKOH IO OTPUMaHHS MPO30poro po3duHy. OTpuMaHui
KOHIIEHTPAT SIBJISIE COOO00 PO3UMH OJ1i10-)KOBTOTO KOJIBOPY 0€3 CTOPOHHIX YaCTOK.

3. HeoOXimHO BCTaBUTH TOJIKY JMJIS 3HWKEHHS BHYTPIIIHBOTO THUCKY B TIPOOKYy (hiakoHa Ticis
PO3YMHEHHS MOPOIIIKY.

4. TToTpi6GHO Biapa3zy K MepeHECTH Bech BMICT (ipubau3Ho 12,0 Mi1) OTpMaHOTO pO3UMHY B 1H(Y31HHUN
Mimok (QrakoH). 3HUKEHHS 103U MOXKE OyTH OCSITHYTE MUISIXOM TEePEHECEHHS BiIMOBIAHOTO 00’ €My
OTPUMAHOTO PO34YMHY B 1H(DY31iHUN MImOK ((hJakoH) 3 PO3paxyHKy TOTO, IO KOHIEHTpAIis
nedrazugumy Ta aBibakTaMy B OTPUMAHOMY KOHIICHTpaTi cTaHOBUTH 167,3 mr/mu 1 41,8 mr/mn
BinnmoBigHo. st orpumanss go3u 1000 mMr/250 Mr cmin mepeHecTr 6 MJ KOHLIEHTpPATy, a AJI 03U
750 mr/187,5 Mr — 4,5 M KOHIIEHTpATY.

VYBara! [1]o6 30eperTy CTepUIIbHICTH TIpernapary, 1y>Ke BaXIWBO HE BCTABISATH TOJKY IS 3HU)KCHHS
BHYTPILUIHBOTO TUCKY Y (DJIAKOH 10 pPO3YMHEHHS Mpernapary.

[Topomok nedrazuaumy/aBidakramy y (hiaakoHi i po3unHATH B 10 MJI CTEpHIIbHOT BOAM IS 1H €KIIIH
3 MOAANBIINM CTPYUIYBAHHSM (PJIaKOHA, TOKHU BMICT HE PO3YMHUTHCS.

[ady3ilinuit GprakoH MOKE MICTUTH OJHY 3 IIEPEPaxOBaHUX HUKYE PiTUH:




- pO3uMH JUIs 1H €Ki HaTpito xjopuay 9 mr/mi (0,9 %);

- po3unH Juis iH eKuin gexctpo3u 50 mr/mi (5 %);

- PO34MH A7 iH €Ki HaTpito xnopuay 4,5 mr/min ta gekcrposu 25 mr/mi (0,45 % Hatpiro Xmopuay Ta
2,5 % nexcTposn);

- po3uuH Pinrepa nakrart.

Po3unn nmns iHQy3iit MmokHa mpurotyBatH y (urakoni 31 100 mu iH]y3iiiHOT piauHM, 3 ypaxyBaHHIM
IHAMBIyaTHbHIX BUMOT II0JI0 BBEICHHS PiIUH MAIIEHTY.

3aranbHUI TPOMIXKOK Yacy Bil TOYAaTKy PO3YMHEHHS MMOPOIIKY /0 3aBEPIICHHS MPUTOTYBAHHS PO3UUHY
JUTsl BHYTPIMTHBOBEHHOI 1H(Y311 HE TOBUHEH TepeBUIyBaTH 30 XBUIIUH.

Koxen QuakoH npu3Haue€HUH TUTBKH ISl OJHOPA30BOTO BUKOPUCTAHHS.

Byne-skuii HeBUKOpUCTAaHU TIpenapat ado BiXOIU CIIiJI YTHIII3yBaTH BIJMOBIIHO A0 MICIIEBUX BUMOT.

Himu.

besneka Ta eheKTUBHICTD U1 JiTEH Ta MiUTITKIB (BikoM 710 18 poKiB) HE BCTaHOBIIEHI.

HasBni Ha meit yac nani HaBeneHi B po3aum «[lo6iuHi peakiiiiy», MpoTe HEMOKIUBO JaTH PEKOMEHIAIT
I0JI0 PEKUMY T03YBaHHSI.

Ilepeoosyeanns.

[Tepeno3yBanus 1nedTazuauMOM/aBiOAKTAMOM MOXKE TPHU3BOJUTH 10 HEBPOJIOTIYHHX IOPYIIEHbD,
00yMOBIIEHUX LEPTA3UIUMOM, SIKi BKIIOYAIOTh eHIle(alonarito, CyA0MH Ta KOMY.

Konnenrpaniro mnedrasuauMy B CHpOBATIl KPOBI MOXKHA 3HU3HWTH 3a JOIMOMOTOI reMoiamizy ado
nepuToHeanbHoro mianizy. IIpoTsrom ceaHcy remojianisy TpUBANICTIO 4 TOAMHU BUBOIMIIOCS 55 %
7031 aBibaKkTamy.

Io6iuni peaxuii.

Koportkwii ornsig npodinto 6e3neku

VY cemu KIMHIYHHX AochikeHHsAX 2 Ta 3 dasu mpemapar 3ainedra orpumyBanu 2024 mopociux
narieHTd. Haiibinpmr 9yacTuMH MOOIYHMMHM pPEaKLisiIMU, 3apEECTPOBAHUMH Yy > 5 % Mali€eHTiB, II0
OTpUMYBAJI Tpernapar 3asinedTa, OylIu MO3UTUBHHUM pe3ynbTar mpsMoi mpoom KymOca, HymoTa Ta
niapesi. Hynora i niapes 3a3Buuaii Oyiau 1erkoro abo moMipHOTO CTYTEHS.

[ToBimommsiocss mpo HWXKYE3a3HA4YeHI MOOIUHI peakiii, SKi CHOCTepirajaucs TpH 3acTOCYyBaHHI
nedTasuauMy SK MOHOTepamii Ta/abo Oynu BHSBICHI B JOCHIKEHHAX 2 Ta 3 ¢a3su 3acTOCYBaHHS
npenapary 3aBinedTa. [loGiuni peakmii kimacudikoBaHi BIAMOBIAHO 10 YaCTOTH Ta KJIACY CUCTEMU
opraniB. YacTora moOiYHUX peakiiif Ta/abo MOTEHLIHHO KIIHIYHO 3HAYYIIUX BIAXWIECHBb JaOOpaTOPHUX
MOKa3HUKIB MPEACTaBICHA y BUTJISAAI Takoi rpajaiii: ayxe dacto (> 1/10), gacto (> 1/100 Ta < 1/10),
Hevacto (> 1/1 000 ta < 1/100), pigko (> 1/10 000 ta < 1/1 000), nyxe piako (<1 /10 000), wacrora
HeBiJioMa (He MOKHA OI[IHUTH Ha OCHOBI HAassBHUX JAHUX ).

Ingpexyii ma ineazii: 4acTo — KaHAWIO3 (B TOMY YHWCII BYJIBBOBAariHAIbHUN KAHIWIO03 Ta KaHAHUI03
POTOBOI MOPOKHUHH ); HeYacTo — KomiT, Bukiaukaauii Clostridium difficile, mceBmomemOpano3HuMit KOMIT.
3 60Ky Kposi ma nimpamuunoi cucmemu: 1yxe 4acTo — MO3UTUBHUHN pe3ynbTaT npsimoro tecty Kymoca;
4acTo — €O03WHO(UIIA, TPOMOOIIMTO3, TPOMOOIMTONICHIS; HEYACTO — HEUTPOMEHIs, JCHKOMEHis,
JTiMQOLUTO3; YaCTOTa HEB1IOMa — arpaHyJIOLUTO3, TEMOJIITHYHA aHEMisl.

3 60Ky imyHHOI cucmemu: 9acTOTa HEBiOMa — aHa(ITAKTHYHA PEaKIIis.

3 60Ky Hepsosoi cucmemu: 4aCTO — TOJIOBHUNA O1J1b, 3aIIaMOPOUYEHHS; HEYACTO — MapecTesii.

3 60Ky WAYHKOBO-KUWKOB020 MPAKmy: 9acTo — Aiapesi, OUTb y )KUBOTI, HyJ10Ta, OJIOBaHHS; HEUACTO —
JICTEB3is.

3 6oky newiHku ma HCO8YOBUBIOHUX WIAXIG: YACTO — IJABUIICHI PIBHI ajaHiHaMiHOTpaHchepasw,
MiZBHMILEHI pIBHI acmapraTamiHOTpaHc(epasu, MiABHMINEHI piBHI JyXHOi QocdaTasu, MiIBUIICHUH
piBeHb TraMMa-riryTaminTpaHcdepasu, WIABUIIEHI PIBHI JIAKTATAETIIPOTreHa3 B KpOBI, YacToTa
HEB1OMAa — KOBTIHUILIA.

3 60Ky wKipu ma niowKipHOi MKAHUHU: 9aCTO — MaKyJIONAIy/Ib03H1 BUCUIIAHHS, KPOIIUB SIHKA, CBEPO1XK;
yacToTa HEBiloMa— TOKCHYHMH emijiepMajbHUA HeKpoidi3, cunapoMm CriBeHca — J[OHCOHa,
MyJIbTH(GOPMHA €pUTEMa, AaHTIOHEBPOTHYHUN HAOPSK, MEIUKAMEHTO3HUN BHCHUIT 3 €03WHO(DUIIEI0 Ta
cucremanmu cumnromamu (DRESS-cunapom).




3 60Ky HUPOK | ceuoBUBIOHUX WIAXIG: HEYACTO — IIIBUIICHHS PiBHIB KPEaTHHIHY B KPOBI, IiIBUIICHHS
PIBHIB CEYOBHHH B KPOBI, TOCTPE YpaXKEHHSI HUPOK; AYXKE PIAKO — TyOYyIOIHTEpCTUIIIAIbBHUIA HEPPHT.
3azanvui po3naou ma cmanu y micyi 86edeHHs npenapamy: 4acTo — TpoM003 y MicCIli BBeIeHHs, (PrediT
y MiCIli BBEJICHHS, TapsdKa.

iTH
Orrinka Oe3MeKr 3aCTOCYBAHHS JITSAM IPYHTYEThCS HA TAHUX 3 OE3IMEKH, OTPUMAaHMUX B 1 TOCHTIKEHHI, B
akoMy 61 marieHT y Bini Bi 3 pokiB 10 18 pOKiB 3 YCKJIaJHEHOIO BHYTPIIIHBOUEPEBHOIO 1H(DEKIIEID
OTpuMYyBaB Tpenapar 3asinedra. 3arajom, npodias O0€3MeKH y BCiX YJaCHUKIB IIHOTO AOCIIHKEHHS OyB
nogiOHUM A0 Tpodiato, SKUH CHOCTEPIraBcs y MTOPOCIUX 3 YCKIAAHEHOI BHYTPIIIHHOUEPEBHOIO
1H}eKIi€r0.
[ToBigOMJIEHHS PO Mi/I03pIOBaH1 NO0IYHI peakiii
[ToBiomieHHS PO MiI03PIOBaHI MOOIYHI peakilii Mmicus peecTpalii JiKapchbKoro 3aco0y Mae BaKJIMBE
3HaveHHs. [le 3a0e3neduye moCcTiHHUI MOHITOPUHT CIiBBIAHOIIEHHS KOPUCTH/PU3HK JIIKAPCHKOTO 3aC00Y.
MenuyHuX TPpaIiBHUKIB MPOCATh TMOBIJOMIISITH MPO BCi Migo3proBaHi MOOIYHI peakiii dvepes
HalllOHAJIbHY CHCTEMY 3BITHOCTI.

Tepmin npuoamnocmi. 3 poku.

YmoBH 30epiranus.

30epiratu npu Temmneparypi He Bumie 30 °C. 30epiraTu B OpHUTIHAJIBHINA YIAKOBII U1 3aXUCTY BiJ
cBiTia. 30epiratv y HEJOCTYITHOMY ISl JITEH MiCIIi.

[Ticna po3BeneHHs pO3UMH MOXHa 30epiratu 12 ronuH mpu KiMHaTHIA Temmeparypi abo 24 roguHu B
XOJIOAWJIBHHKY, TICIIs 4oro — 12 roMH Mpy KIMHATHINA TeMIiepaTypi.

Hecymicnicms. Ilpenapar He cii 3MINTyBaTH 3 IHIIUMH JIIKAPCHKUMH 3aco0aMu, KpiM BKa3aHUX Yy
po3nini «Croci6 3acTocyBaHHS Ta 1031.

VYnakoBka. [To 10 prakoHiB 3 mOpomKoM y KapTOHHIH KOPOOITi.
Kareropis Binmycky. 3a penenrom.

BupooHuk.
I'makcoCmitKnsitn Mentodexuypunr C.im.A/GlaxoSmithKline Manufacturing S.p.A.

Micue3Haxoa:KeHHs] BAPOOHHUKA Ta MOro ajpeca Micusi NPOBa/sKeHHS AislVIbHOCTI.
Bia A. ®newminr, 2 — 37135 Bepona (BP), Itanis/Via A. Fleming, 2 — 37135 Verona (VR), Italy.

JaTta octanHboro neperJsay. 29.05.2019
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