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IHCTPYKIIA
JJISI MEAMYHOTO 32CTOCYBAHHS JIIKAPCHKOr0 3aC00y

3ABIIIE®TA
(ZAVICEFTA)

Cknao:

oiroui pevosunu.ceftazidime, avibactam;

1 dbnakon mictuth 2329,7 Mr e TazuauMy NeHTariaparty, mo eksiBanieHTHO 2000 Mr nedrazummy,
Ta 543,5 mMr aBibakTamy HaTpito, 110 ekBiBaieHTHO 500 MT aBibakTamy;

00NnOMIdCHA peyoBuHa: HATPIIO KapOoHAT OE3BOTHUIN.

Jlikapcbka opma. [Toponiok uist KOHICHTPATY JUTsl PO3UMHY JUIs iHDYy3ii.
OcHosHi i3uK0-XiMIUHI 81aCMUE0CMI:TIOPOIIOK BiJl O1T0T0 A0 6J1110-)KOBTOTO KOJIBOPY.

dapmakoTepaneBTHYHA rpyna. AHTHOAKTepiaabHi 3aCO0M 111 CUCTEMHOT0 3aCTOCYBaHHs. [Hii
Oera-makramHi anTubioTukH. [ledanocnopunu Tpethoro nmokosiaasg. Kom ATX JO1D D52.

Dapmaxonoziuni e1acmueocmi.

DapmarxoouHamixa.

MexaHni3Mm aii

Lledrasuaum iHridye CUHTE3 NENTUAOTIIIKAHY KIITHHHOT CTIHKM OaKTepiil B pe3yibTaTi B3aeEMOIil 3
MeHIMWIiH3B A3y BaibHUMH Oinkamu (I13B), o mpu3BoauTh 110 JTi3UCY Ta 3aru0el KIIITHH OaKTepii.
ABibakraM — 1HTIOITOp OeTa-Takrama3 He OeTa-JaKTaMHO1 CTPYKTypu. ABiOakTaMm YTBOPIOE
KOBAJICHTHHH 3B’ 30K 3 (hepMEHTOM, SIKUI HEe MiIJaeThbes Tiapoizy. Bin iHridye Gera-nakramasu
kinaciB A 1 C Ta geski Oera-nakramasu kinacy D 3a kinacudikamiero Ambler, B Tomy uuncii Oera-
nakramasu posmupenoro crekrpa (BJIPC), KPC ta OXA-48 kapbaneHemasu, a TakoX GhepMeHTH
AmpC. AibakraMm He iHTIOye OeTa-imakramasu kiracy B (Mmeranmo-Oera-makramasu) i He 3MaTHAN
1HridyBaTu 6arato 6era-nakramas kiacy D.

Pe3UCTEHTHICTD

MexaHi3Mu OakTepialbHOT PE3UCTEHTHOCTI, SIKI MOTEHIIIHHO MOXKYyTh BIUIMHYTH Ha aKTHBHICTh
nedrazuaumy/aBibakTamy, BKIIOUalOTh MyTaHTHI a6o HaOyti [13b, 3HMKEHHS NPOHUKHOCTI
30BHIIIHBOT MEMOpaHu KIITHHU 15 aBibakTamy abo nedrazuaumy, akTUBHE BUBEICHHS (€(ITIOKC)
aBibaktamy abo nedraszuanmy, a Takox OeTa-TakTamasH, CTilKi 10 iHriOyBaHHs aBiOakTamoM i
3IaTHI TAPOIi3yBaTH e TazuIuM.

AnTnbaxrepiaibHa aKTUBHICTEL IIPHY B3a€EMOJI11 3 IHITMMH aHTHOAKTEPIAJILHUMH 3aC00aMHU

He Oyno BiAMI4EHO CHHEPTi3My UM AHTAroHI3MY Yy JOCIHIDKCHHSAX in Vifro IOJ0 CHUIBHOTO
3acTocyBaHHA HedTazuanmy/aBibakTaMy 3 METPOHIIa30JI0M, TOOPAMIIIMHOM, JI€BO(IOKCALIUHOM,
BAHKOMIIIMHOM, JIIHE30JI1I0OM, KOJICTHHOM Ta TaWTeIIUKIIHOM.




Kpurepii TecTyBaHHS 4y TINBOCTI

['pannyHi 3HaYeHHS MiHIManbHOI iHriOyto4uoi koHueHTpamii (MIK), mo Oynu Bu3HaueHi y Xomi
KITIHIYHUX JOCIIKeHb €BPONEHCHKUM KOMITETOM 3 BU3ZHAUCHHS YUY TIHBOCTI O IPOTUMIKP O OHIX
npenapatiB (EUCAST) nns nedrazuaumy/apidakramy:

Mikpoopranizmu Yy TauBicTh Pe3ucTeHTHiCTH
Enterobacteriales <8 mr/n >8 Mr/n
Pseudomonas aeruginosa <8 mr/n >8 M1/

3B’130K (papMaKOKIHETUKK/(hapMaKO JMHAMIKA
AHnTubaKTepianbHa aKTHBHICTh IEPTAa3UIUMY BIIHOCHO OKPEMHUX MAaTOTEHHUX MIKpOOPTraHi3MiB
AKHalKpamie KopenoBana 3 iHTepBanoM uacy (%), YHOpOJOBXK SKOTO KOHIEHTpaLlis BUIBHOTO
npenapaty nepesunryBaia MIK nedraszuaumy/aBidakraMmy mpoTsATroM MEpioay MK BBEICHHSIMU
npenapary (% fT>MIK uedrazunaumy/aBibakramy ). Jist aBibakramy 1H/IEKC
dbapmakokiHeTHkw/papMakoAMHAMIKK — 1€ iHTepBan 4acy (%), yIpoJOBXK SKOTO KOHIICHTpPALls
BUIBHOTO Mpemnapary Oyjia BUIIE MOPOTOBOi MPOTATOM Mepiofy MK BBEICHHSIMHU Ipemnapary
(% fT>Cy).
Kiiniuna e()eKTUBHICTH BIIHOCHO OKPEMHUX NATOT€HHUX MIKPOOPTaHI3MIB
B X011 KITiHIYHUX 10CTIIKEHb PO AEMOHCTPOBAaHO €(heKTUBHICTH MPENapaTy BiTHOCHO OaKTepil, sk
Oynu 4yTiauBi 10 nedTazuauMy/aBidakramy in vitro (IUB. HUKYE 1X MEPEITiK 3a MOKA3aHHSAMU 0
3aCTOCYBaHHS Ipenapary).
YckiaaaHeHi BHYTpilIHbOYepeBHi iHpexuii
['pamMHeraTUBHI MIKPOOPraHi3MH:

o Citrobacter freundii
Enterobacter cloacae
Escherichia coli
Klebsiella oxytoca
Klebsiella pneumoniae

e Pseudomonas aeruginosa
Ycekiaaaneni ingexuii ce4oBUBIAHUX NLJISAXIB
['pamHeraTUBHI MIKPOOPraHi3MHU:

e FEscherichia coli

o Klebsiella pneumoniae

e Proteus mirabilis

e FEnterobacter cloacae

e Pseudomonas aeruginosa
IocniTajibHA MHEBMOHIsl, B TOMY YHCJ/Ii MHEBMOHisl, acOLiil0BAHA i3 IITYYHOI0 BEeHTUJIALIEI0
Jgerens (LLIBJI)
['pamHeraTHBHI MIKpOOPraHi3MHU:

e FEnterobacter cloacae
Escherichia coli
Klebsiella pneumoniae
Proteus mirabilis
Serratia marcescens

e Pseudomonas aeruginosa
Kniniuna edektuBHiCTh HedTazuauMy/aBidakTaMy BIIHOCHO MEpEIU€HUX HM)KYE NaTOTEHHUX
MIKpOOPTraHi3MiB, aKTyaJdbHUX JUISl 3aTBEP/UKCHMX IIOKa3aHb, HE Oylia BCTAHOBJIEHA, MPOTE
pe3ynbTaTH JOCHIIKEHb In Vitro JalTh 3MOTy NpPUIYCKaTH, [0 BOHU YYyTJIUBI [0
nedrazuauMy/aBidakTaMy 3a yMOBH BiICYTHOCT1 HAOYTHX MEXaHi3MiB pe3UCTEHTHOCTI.
['pamHeTaTHBHI MIKpPOOPraHi3MH:

e C(Citrobacter koseri

e FEnterobacter aerogenes

e  Morganella morganii

e Proteus vulgaris



e Providencia rettgeri
B ymoBax invitro mnepepaxoBaHl HI)XY€ BHAM MIKPOOPIaHi3MIB € PE3UCTEHTHUMH JIO
nedrazuagumy/aBidoakTamy:

e Staphylococcus aureus (METULUIIHYYTIMBUHA Ta METULMIIIHPE3UCTEHTHUN )

e AmnHaepoOu

e Enterococcus spp.

e Stenotrophomonas maltophilia

e Acinetobacter spp.

iTH

3acTocyBaHHS JIikapchKoro 3aco0y 3aBiuedra aiTsM BikoM Bia 3 wmicsuiB A0 < 18 pokiB 0yno
JOCIIIIPKEHO y paMKax ABOX MPOCTHX CIIINUX PAHAOMI30BaHUX MOPIBHIBHUX KITHIYHUX J10CI11KEeHb
¢dasu 2, oaHe 3 AKUX MPOBOIUIOCS 32 YUACTIO MALIEHTIB 13 YCKIaJHEHUMHU BHY TPIIIHHOYEPEBHUMHU
iH(DEKIIIMH, a 1HIIIe — 3a y4acTIO MAIlIEHTIB 13 YCKIAJHCHUMH IHPEKIIIMHA CEYOBHUBITHUX MIJISXIB.
OcHOBHA Me€Ta KOKHOTO JOCJIKCHHS ToJisiraja B OLIHIOBAaHHI O€3MEeYHOCTI W MepeHOCUMOCTI
neprasuaumy/aBidbakramy  (+/— MerpoHima3zon). BropumHHa — MeTa  BKIIOYala  OIUHKY
dbapMakoKiHETUKH W €(EKTUBHOCTI; €(EeKTUBHICTh OyJia ONMMCOBOK KIHIIEBOK TOYKOK 000X
JIOCIiKeHb. YacToTa KIIHIYHOTO OAYKaHHS y MdIiT€H 3 YCKIaAHEHOK I1HTPaabdaoMiHATBHOIO
iHpekuieto (yIAl) cranoBwia min yac Bisuty Juis oniHoBaHHa oxyskaHHs (ITT-nomymnsmist) 91,8 %
(56/61)y pasizactocyBaHHs npenapaty 3aBinedra nopiBasHO 395,5 % (21/22) y pasizacTocyBaHHI
MeponieHemy. YactoTa MikpoOioJOTIYHOI epafuKarii y JiTedl 3 yCKIaJHeHHMMH 1H(EKIisIMHA
CEUOBUBIJIHUX NUJIAXIB CTAHOBWIA MiJ Yac BI3UTY s olliHtoBaHHs onykaHHs (ITT-momysiiris)
79,6 % (43/54) y pasi 3acTocyBanHs npemnapaty 3asinedra nopisasHo 3 60,9 % (14/23) y pasi
3aCTOCYBaHHA Lieenimy.
€BponelichbKe areHTCTBO 3 JTIKAPChKHUX 3aC001B BIATEPMiHYBa10 30008’ 13aHHS HaJJaBaTH PE3YIbTaTH
JOCITiKeHb 3aBied T B 01HIM a00 IEKIIBKOX MIATpYyHaXx MaIi€eHTIB AUTAYOTO BIKY JJIs JTIKYBaHHS
YCKIIAIHCHUX BHYTPIIIHHOUECPEBHUX 1H(PEKIIH, yCKIagHEHUX IH(MEKIIH CEYOBHBIIHHUX IILISXIB,
HEBMOHII Ta 1H(EKUiH, COpPUYMHEHUX TpaMHEraTMBHUMHU OakrepisMu (IuB. po3ain «Crocid
3aCTOCYBaHHSA Ta JO3W» 111010 1H(GOpMaLlii TPO 3aCTOCYBAHHS JITSIM).

DapmakoKiHemuKa.

Posnonin

Cryminb 3B’ 3yBaHHS LeTa3zuauMy Ta aBidbakramy 3 OUTKaMu I1a3Mu CTaHOBUTH pubm3Ho 10 % 1
8 % BiamoBinHO. O6’eMu po3noainy nedTazuauMy Ta aBidakTaMy B pIBHOBaXXHOMY CTaHi Oynu
npubsin3Ho 17111 22 1 BIANOBIAHO Yy 3J0POBUX JOPOCIHX 100POBOJIBLIB Micsi 0araToKpaTHOIO
BBeJIeHHS nedTazuaumy/aBidakramy B 1031 2000 mr/500 mr y Bursaai ingysii npotsrom 2 roauH
kokH1 8 roauH. lledrazuaum i aBidakTaM NMPOHHWKAIOTH B PIAWHY €MITET1aIbHOTO BUCTUJIAHHS
OpOHXIB Yy KOHIICHTpALIsAX, Akl cTaHOBIATH 30 % BiA KOHIEHTpALill B m1a3Mi, IpU LbOMY PO UIb
3aJIEKHOCT1 KOHIIEHTPAIllX BiJl 4acy B P1JIMHI €MITEI1aTbHOr0 BUCTUIIAHHS 1 TUTa3M1 KPOBI CXOKHIA.
[TponukHicTh nedTazuaAUMy depe3 HEeYLIKOIKeHUil remaroeHuedaniunuit 6ap’ep Husbka. Ilpu
MEHIHTITI KOHILICHTpAllis B CIMHHOMO3KOBIH pimuHi mocsrae 4—20 mr/n a6o Ounpmre. Kiminigywi
JIOCJT1KCHHS MPOHUKHEHHS aBibakTamMy yepe3 remartoeHIedatiaauii 0ap’ ep He TP OBO IMIIHCS; TPOTES
y KpOJIB 3 MEHIHTITOM eKCTO3Wlis IedTa3suaumMy Ta aBibakramy B CIHHHOMO3KOBIH pinuHi
cranoBuna 43 % 1 38 % Bin 3HauenHs AUC B miasmi BianosinHo. LedTasuanm qodpe npoHuKae
yepes IUIALEHTY Ta BUAUISETHCA B TPYTHE MOJIOKO.

Biorpancdhopmartis

Ledrazunum He migmaerbcs MeTtabonizmy. He cmoctepiramocs merabonizMy aBibakTamy Ha
npenaparax Ne4iHKU JIOAUHA (MIKpOCOMHU Ta renatountn). Heaminenuit aBibakram OyB OCHOBHUM
JIKapChKUM KOMITOHEHTOM B IIJ1a3Mi Ta cedi JIFOMHH miciist BBeneHHs [#CJ-aBibakTamy.
BuBenenns

[Tepion HamiBBUBeAEHHS (t12) HedTazuauMy Ta aBlOaKTamy MiCis BHYTPIIIHbOBEHHOT'O BBEICHHI
CTaHOBUTH 2 roauHu. lledTazuaum BUAIIAETHCA HUPKAMHM B HE3MIHEHOMY BHUIJIAMI LIISXOM
KI1y00uKkoBOi ¢inbTpariii; npudiauzno 80-90 % no3u mpenapaty BUBOAUTHCS HUPKAMH MPOTSAIOM
24 roguH. ABiOaKTaM BUIUISIETHCS HUPKAMH B HE3MIHEHOMY BUTJISII1, HHPKOBHH KIIIPEHC CTAaHOBUTh
npuban3Ho 158 MJI/XB, 110 CBIAYMUTH MPO AKTUBHY CEKpEIll0 B HUPKOBHX KaHAJIBIAX, OKpPIM




KI1y004K0BOi QpuibTpaLii; mnpubdanu3Ho 97 % no3u npenapary BUBOIUTHCS HUPKaMU, 95 % —npoTsarom
12 roguna. Menmie 1 % nedTasuagumy BUBOAMTHCS yepe3 nedinky, 1 meHme 0,25 % asibaxramy
BUBOJIUTHCS Yepe3 KUIICUHHK.

JIiHIfHICTH/HENIHINHICT

[TapameTpu papmMakoKiHETHKH lePTa3uAUMy Ta aBibakTaMmy MpH Pa30BOMY BHYTPIIIHbOBEHHOMY
BBEJICHHI MalOTh MPHUOJIU3HO JiHIMHUN XapakTep B Jiana3oHi JOCILIKyBaHUX 103 (Big 50 mr 10
2000 mr). ITicns GaraTokpaTHUX BHYTPIIIHBOBEHHUX iHQY31H nedTasuaumy/aBidbakramy B 1031
2000 mr/500 Mr xoxHi 8 TomamH mpoTAroM 11 mi0 y 370pOBHX IOpPOCIHX HOOPOBOJBIIB 3
HOPMAaJIbHOIO (YHKII€0 HHPOK HE CIOCTEpIrajiocs MOMITHOI Kymynsuii uedrazuaumy Ta
aBibakTamy.

Oco0MBI IP YU HALIEHTIB

Tlopywenns ¢pyuxyii Hupox

VYV nmnamieHTiB 3 NOpyIIEHHSIM (YHKUII HUPOK HOMIPHOTO Ta TSDKKOIO CTYIEHsS BHUBEJCHHS
nedrasuaumy Ta aBibakramy 3HIKyeTbesa. AUC aBibakTaMy y MalieHTiB 3 MOMIPHUMHU Ta TSKKHUMHU
HnopyuIeHHAMU (QYHKIIT HIPOK B cepeaHbOoMY 3011b1Iy€eThest y 3,8 Ta 7 pasiB (1uB. po3ain «Crocid
3aCTOCYBaHHS Ta 103W»).

Topywenns pynxyii nevinku

[TopyureHnHs GyHKIII MEYiHKK BiJ JIETKOTO J0 MOMIPHOIO CTYIEHs He BIUIMBAJIO HAa MapaMerpu
(dapMaKkoKiHETUKY epTa3uaUMy y MALIEHTIB, 10 OTPUMYBAJIM HOro BHYTPIIIHBOBEHHO B 103
2000 mMr kOokHI 8 TOAMH TPOTATOM 5 1mi0, 3a yMOBH, 110 (YHKIISI HUPOK HE Oysa mopyIlieHa.
[Tapamerpu papmakokiHETUKHY He()TAZUAUMY Y TAIIEHTIB 3 TSHKKUM HOPYHICHHIM ()YHKIIT e 1HKA
He fociiKyBanucs. [lapamerpu papMakoKiHETUKH aBiOaKTaMy y MAIEHTIB 3 OPYLIECHHAM (QYHKII
NEYIHKH Oy Ib-SIKOTO CTYIEHS TSKKOCT1 HE 10CIIKY BaJIUCS.

Ockutbku ieTa3uanM 1 aBibakTaM He MIAJAITHCSI 3HAYHOMY METa00JIi3MYy B TIEU1HIII, CHCTEMHHUM
KITipeHc Oy 1b-KO1 3 1IF0YMX PEIOBHUH MpeTapaTy iCTOTHO HE MOTipIIy €ThCs TPU NOPYIIEeHH] (yHKIIil
HEYI1HKH.

THayienmu nimuvo20 6ixy (=65 pokis)

VY marfieHTiB JTITHBOTO BIKY OyJI0 BIAMIYEHO 3MEHIIICHHS KITipeHCY e Ta3uIuMy, TOJTOBHUM YHHOM,
3MEHIIEHHS HUPKOBOTO KJlipeHCy nedrazuaumy 0ynonos’si3ane 3 BikoMm. [1icas BHY TpillTHbOBEHHOTO
6onrocHOTO BBeAeHHS HedTazuaumy B 1031 2000 Mr koxHi 12 ronuH nanieHTam y Bini > 80 pokiB
cepeJiHE 3HaU€HHs Nepio1y HaMiBBUBEIEHHS CTaHOBUJIO BiJ 3,5 10 4 TOAUH.

[Ticngs oAHOpPa30BOro BHYTPIMIHbOBEHHOTO BBeAeHHsS S500wMr aBibakramy 'y  BUIVISAL
BHYTPIIIHbOBEHHOI iH(Y3ii mpoTarom 30 XBWIMH y JITHIX MalieHTiB OyB 30UIblIeHUN Tepion
HaliBBUBEJECHHA aBi0akTamy, 110 MOIJ0 OYTH MHOB’S3aHO 3 BIKOBUM 3HM)KEHHSAM HHPKOBOTO
KJIIPEHCY.

Jimu

dapmaKkoKiHETHUHI TOKa3HUKHU LedTazuanumy i aBidbaktamy OyJio ITOCTIIKEHO B IiT€H BIKOM Bix
3 micsmiB 10 < 18 pokiB i3 miATBEepKCHUMH 200 M103pIOBAHUMH 1HDEKITISIMH ITICIISI OTHOPa30BOTO
BBeJeHHA 1iedTazuanumy B 1031 S0 Mr/kr i1 aBibakTamy B 1031 12,5 MI/KT marieHTam i3 Macoro Tiia
<40 kr a6o 3aBinedtu B 1031 2 1/0,5 T (nedrazunum 2 rpamu it aBidakram 0,5 rpama) nmaiieHTam i3
macoro Ti1a>40 kr. Konnenrpanii nedrasuaumy i apidakramy B 1a3mi 0yJ1v 0 JTHAKOBUMH J1J15 BCIX
YOTHPHOX BIKOBUX IPYIT Y AOCTIIKEeHH] (Big 3 MIcCsIiB 10 <2 pOKiB, Bix 2 10 <6 pOKiB, Bix 6 10 < 12
pokiB 1 Bim 12 go <18 poxkiB). 3HaueHHs 1wIomii mia dapmakokiHeTuaHOIO KpuBoto AUC ¢ i1
koHIeHTpaii Cy,ax HedTazuauMy i aBi0aKkTamMmy B IBOX CTAPIIMX KOTOPTaX (A1TH BIKOM Bim 6 110 < 18
POKIB), fIKI HPOXOJIWIW IHUPIIHUNA (apMaKOKIHETUUHMNA BinOip, OyiM aHAJOTIYHI 10 THUX, LIO
CIIOCTEPIrajgucs B 310pOBUX JOPOCIHUX 0CI0 13 HOPMaIBHOIO (DYHKIIEIO HUPOK, SKI OTPUMYBAIU
3aBinedty B no3i 2 r/0,5 r. JlaHi IhOTO AOCHIIKEHHS 1 TBOX MEAIaTPUIHUX JOCHTIIKEHb (azu 2,
OTPHMMaHI y TAI€HTIB 13 YCKIaJHCHUMH BHYTPIITHbOUEPEBHUMHU THOEKIIAMU ¥ yCKIIaTHEHUMH
TH(EKIIIMU CeYOBUBITHUX NUIAXIB,0yM 00’ €AHaHI 3 hapMaKOKIHETHUHUMU JaHUMU, OTPHUMaHAMHI
y npopociux (¢asu 1-3) 1ns OHOBIEHHS NOMYJALIMHOT (apMakOKIHETMYHOI MOJENi, sKa
BUKOPHCTOBYBaJacs TSt OIIHKH JOCSITHEHHS LUTBOBUX 3HaYeHb
(dbapmakokiHeTUIHUX/(hapMaKOIMHAMIYHUX  TapaMmeTpiB.  Pe3ynbTraTH  1IIMX  MOJICIIOBaHb
NPOJIEMOHCTPYBAIH, IO PEKOMEHIOBaHI PEXHUMH [TO3yBaHHS I JAITeH 3 YCKJIaJIHEHUMH
BHYTPIIIHBOYEPEBHUMHU 1HQEKUIAMHU, YCKIAJIHEHUMHU I1H(QEKUIIMH CEYOBUBIIHHUX ILISXIB,




rocmitaibHO0 THeBMOHI€er/[IIBJI-aco1iiioBaHO O MTHEBMOHIEI0, BKITFOYAIOUH KOPUTY BAaHHS 103U IS
HAIi€HTIB 13 HUPKOBOIO HEJIOCTATHICTIO, 00yMOBIIIOIOTH IOCATHEHHS LIJIbOBUX 3HAYEHb CUCTEMHOT
eKCIo3ulil npenapary i (hapMakoKIHETHYHUX/(PapMaKoMHAMIYHUX MapaMeTpiB, [0 aHAJIOTIvHI
TaKUM y IOPOCJIMX TAIEHTIB IPH 03BOJICHIH 1031 3aBinedtH 2 1/0,5 T, ika BBOJUTHCS BIIPOJIOBXK 2
TOJAMH KOHI 8 TOANH.

JlocBin 3acTocyBaHHs 1ledTa3uIuMy i aBibakTamy JJis JTiKyBaHHS JiTEH BIKOM BiJ 3 10 < 6 MicALIB
€ 0OMexeHUM. PekoMeH10BaHI peXUMH 103y BaHHS IPYHTYIOTbCS Ha MO/ICJIIOBaHHI, POBEICHOMY 3
BUKOPHUCTAHHAM OCTAaTOYHHUX NOMyJIALIMHUX (apMaKOKIHETUYHUX Mojened. MojentoBaHHs
IPOJIEMOHCTPYBAIO, IO PEKOMEH/I0BaHI peKUMU 03y BaHHSI 00YMOBITIOIOTH MMOPIBHIHHY 3 TAKOIO B
THIIHUX BIKOBUX rpynax €KCITO3HUIIII0 npenapary 31 3HA4YECHHAMU
(dapmakoKiHETHYHHX/(hapMaKkoMHAMIYHUX MapaMeTpiB > 90 % Bix HUIbOBUX. 3TIHO 3 JTaHUMHY,
OTPUMAHUMHU B XOJI TEMIaTPUYHUX KITHIYHUX JOCHIIKEHb, MPU PEKOMEHJIOBAHUX PEKUMAX
J03yBaHHS B 0Ci0 BikKOM BiJ 3 10 < 6 MicA1iB HE OYJI0 BUABICHO KOJHUX MiITBEPKESHb HAIMIPHOI
a00 He10CTaTHBOI EKCIIO3UIIIT Ipenapary.

OkpiM 1bOTO, ICHYIOTh BEIbMHU OOMEXEH1 aHi M0J0 AiTel BiKOM BiJ 3 MicsIiB 10 <2 pPOKIB i3
nopymeHasmMu Gyskmii Hupok (CrCL < 50 mu/xB/1,73 M2), a TakoX BIICYTHI JaHi MO0 TsKKOI
HUPKOBOT HEJIOCTATHOCTI 13 3aBEpPILICHUX KIIHIYHUX JOCIIKEHb 3a ydacTio AiTel. [lomynsimiini
dapmakokiHeTUYHI Mozenl s nedTa3uauMy i aBibakTaMy BHUKOPUCTOBYBAJUCA A iMiTari
3aCTOCYBaHHS MAIllEHTaM i3 TOPYIIEHHIM (DYHKIIT HUPOK.

Cmamv ma paca

Ha dpapmakoxineTuky nedrazuaumy/aBidakramy CyTTEBO HE BIUIMBAE Hi CTATh, Hi paca.

KuiiHiyHi XapaKkTepuCTHKH.

Iloka3zaunsa.

3aBinedTy 3aCTOCOBYIOTH JJIsI JIIKYBaHHS TaKUX 1H(PEKIIH Yy TOPOCTUX 1 TS BIKOM BiJ 3 MICSIIB
(muB. po3ainu «Oco0auBOCTI 3aCcTOCyBaHHM» Ta «DapMakogUHAMIKAY):

* YCKJIQIHEH1 BHY TPIIITHbOUYEPEeBHI 1H(]EKIIiT,

* yCKJIaHEeH] iH(EKIliT CEY0BUBIIHUX MUISIX1B, BKIIFOUAIOUYH MIETOHEPPUT;

* rocriTagbHa MTHEBMOHIs, BKTodatouu [IIBJI-acoriiioBany MTHEBMOHIO.

JlikyBaHHs TOPOCJIMX MALIEHTIB 3 OaKTEpiEMI€IO, SIKa BUHUKAE Y 3B’ 3Ky 3 a00 IMOBIPHO IOB’s3aHa 3
Oy Ib-AKOI0 3 IepepaxOBaHUX BUIIE 1HPEKITIH.

3aBineTy TaKOX 3aCTOCOBYIOTH JUISl JIIKyBaHHS iHQEKIill, COPUYMHEHUX aepOOHUMHU
rpaMHETaTUBHUMHU MIKpOOpPTaHI3MaMH, y JAOPOCIUX 1 AiTedl BiKOM Bix 3 MicsIiB, SKi MaroTh
oOMEXeHHSI 100 BapiaHTIB JikyBaHHS (AuB. po3autu «Cmocid 3acTocyBaHHS Ta JO3W»,
«Oco6mBOCTI 3acTOCYBaHHD, « DapMaKkoTMHAMIKA).

Cnin 6patu 1o yBaru oQiiidHI peKOMEHAIII] 010 HAJIEKHOTO 3aCTOCYBAHHS AaHTUOAKTEP1aJIbHIX
npernaparis.

Ilpomunoka3zauns.

['inep4yTnuBIiCTH 0 Ai104901 peuoBUHU 200 10 OYIb-AKO1 3 JOTIOMDKHUX PEYOBUH Ipenapary.
[inepuyTnuBICTH 10 OYAb-SKOTO 1HIIOTO aHTHOAKTEPiadIbHOTO 3aCO0y rpyIH 1e ¢ aioCIOpUHiB.
TsKKI IPOSIBY rNepuyTIUBOCTI (HAapUKiIa aHaQUIaKTUYHI peaKil, TS¥KKI peakuii 3 00Ky LIKIpu)
10 OyAb-sIKOro IHIIOTO THIy OeTa-JTaKTaMHOro aHTHUOaKTepialbHOro 3aco0y (HaNpUKIa
MEHIIWIIHIB, MOHOOAKTaMiB 2060 KapOarneHemiB).

B3aemooia 3 inwumu nikapcoKumu 3acodoamu ma inuii 6UOU 63a€mooiil.

In vitro aBibaktam € cyocTpaToM TpaHcnoprepiB OAT1 ta OAT3, ki MOXKXYTb COPHUATH AKTUBHOMY
HOT0 3aXOIUIEHHIO 3 KPOBOTOKY 1, TAKUM YHMHOM, HoTo ekckpellii. [IpoGenenna (MoTy>KHUM 1HT16TOp
OAT) npurHiuye e nornuHanus Ha 56—70 % in vitro 1, oTxe, Ipu KOMOIHOBAHOMY 3aCTOCYBaHHI 3
aBl0aKTaMOM MO€E BIUIMBATU Ha BUBEIACHHS OCTAHHBLOro. KIIIHIYHI JOCHIIHKEHHS B3a€MOIl
aBibakTaMy Ta nIpoOeHeuay He IPOBOIUINCS, TOMY HE PEKOMEHIY€ThCSI 3aCTOCOBYBATH aBi0aKraMm
y KoMOiHaIii 3 mpoOeHena0M.



ABiOakTaM ICTOTHO He 1Hri0yBaB 130 epmeHTH tuTOoXpomy P450 in vitro. ABibakram Ta e rasuamm
B KIIHIYHO 3HAYyIIMX KOHLEHTpAIisfX HE IHAYKYyBalu i30¢epmenTu uutroxpomy P450 in vitro.
ABiOakTaM Ta nedTa3uanM B KIIHIYHO 3HAYYIIOMY Aiana3oHi €KCIO3HuIlii He 1HTIOYIOTh OCHOBHI
TPAHCIIOPTEPU B HUPKAX Ta MEUiHIl, TOMY BIpOTiTHICTh BMHUKHEHHsI JIKapChKOI B3a€MOJIIi 3a
JIOITIOMOTO0 ITUX MEXaH13MIB BBAJKAETHCS HU3BKOIO.

KniniuHi 1aHi IpOJEeMOHCTPYBAIM BIACYTHICTh B3aeMoAil nedTazuanuMy Ta aBibakramy, a TaKoX
nedrazuauMy/aBibakTaMmy Ta METPOHIAA30ITy.

Tnwi munu nikapcokux 63aemooitl

3acTocyBaHH: 11e(aJOCIOPUHIB y BUCOKHUX /103aX Yy KOMOiHaIii 3 HE()POTOKCUIHUMH TP eTIIapaTamH,
TaKMMHM SIK aMIHOTJIIKO3UIY a00 MOTYXHI JlypeTUKU (Hampukiax GypoceMif), MOKe HEeraTHUBHO
BIUITMHYTHU Ha (PYHKILII0 HUPOK (IUB. po3ai1 «OcoOIMBOCTI 3aCTOCY BAHHSD» ).

XnopaM@eHIKOJI € aHTAarOHICTOM in Vvitro nedTazuauMy Ta IHmMUX nedanocnopuHiB. KimiHiuHa
3HAYYINICTh [[LOTO SIBUINA HEBIOMA, MPOTE YePE3 MONKIUBICTh AHTATOHI3MY i VIVo CIIJl YHUKATH
CYMICHOTO 3aCTOCYBaHHsI IIX MPENapaTiB.

Ocobnueocmi 3acmocysamnns.

Peaxuii rinep4yTIUBOCTI

MoOXNMUBUH PO3BUTOK TSDKKUX, 1HOMAI JIETAJIBHUX peakuid TinepuyTIUBOCTI (IMB. pPO3AUHM
«IIporunokazanusa» ta «[1o61uni peakii»). Y pa3i po3BUTKY alepridyHOi peakiii He0O0Xi1HO HeraiHo
MIPUINIMHUATH JIIKyBaHHS npenapatoM 3aBinedTa i BXUTH BIIMOBIAHAX HEBIIKIaTHUX 3aXO0/IIB.

o mouartky J1ikyBaHHs nmpenapatoM 3asiredTa ciij BCTAaHOBUTH, UM MA€ MAIIIEHT B aHAMHE31 peaKIIil
rinepyyTiauBocTi 10 uedrazuauMy, IHIIMX [eQaJoCHOpPUHIB Ta IHIIMX OeTa-TaKTaMHUX
anTu6ioTukiB. Cnig AOTpUMYBATHCS OO0EPEXHOCTI MPU NPU3HAYEHHI IedTa3zuaumy/aBidakramy
MamieHTaM 3 HETSKKMMHU PEaKlisIMU TINepYyTIMBOCTI Ha TEHIMWIIHA, MOHOOAaKTamMu abo
KapOareHeMHy B aHAMHE31.

Clostridioides difficile—aconiiioBana giapes

[Tpu 3acTocyBaHHi HlepTazuMMy/aBibaKTaMmy MOBiJOMIIIOCS PO PO3BUTOK Jiapei, acouifoBaHoi 3
Clostridioides difficile, TSOKKICTD sIKOT MOJKe BapifOBaTH BiJI JIETKHX JI0 3arPO3JIUBUX KUTTIO (hopM.
Tomy BayKITMBO B35ITH 10 YBAaru MOKJIUBICTh TAKOTO J1arHO3Y Y NALIEHTIB, Y SKUX M1 yac a0o Micis
3acTOCYBaHHA Npemnaparty 3aBiledTa BUHUKIIA giapes (quB. po3ain «I1obiuHi peaxmii»).

Crig po3mIsiHYTH MUTaHHS PO MPUMMHEHHA JIIKyBaHHS MpenapaToM 3aBinedTa Ta 3aCTOCYBaHHI
crieridivHOTO JiKyBaHHs, HampaieHoro npotu Clostridioides difficile. He cnin npu3Hnauatu
JIKapCchbKi 3ac00U, K1 IPUTHIUYIOTh IEPUCTAIBTUKY KHILIEUHUKY.

[opymenus GyHKII HUPOK

[ledrazunum Ta aBibakTaM BUBOASTHCS HUPKaMU, TOMY 03y Ipemapary CJiiJl 3HU3UTH BiMOBIIHO
JI0 CTYTIEHS TSsDKKOCTI mopymeHHs QyHkilii HUpoK (auB. po3aia « Crocid 3acTOCYBaHHS Ta 103W»).
[HON1y mali€eHTIB 3 NOPYIIEHHAM (PYHKI[IT HUPOK, 1110 OTPUMYBaJIU JIIKY BaHHS [Ie () Ta3uAUMOM B 7103l
HE 3HWKEHIM BIAMOBIAHO 710 HOpyLIeHOT GYHKIT HUPOK, CIIOCTEpirajnucs HEBPOJIOTiuHI pO3Jay, B
TOMY YHCJI1 TPEMOP, MIOKIIOHYC, 0€3CYJOMHHI EMUIENTUYHUI CTaTyC, CyJA0MU, eHIle(atonarisi Ta
KOoMa.

VY mamieHTiB 3 MOPYyMICHHIMH QYHKIIT HIPOK PEKOMEH/IY€THCS TPOBOIUTH PETEIHHUNA MOHITOPHUHT
PO3paxyHKOBOTO KJIIPEHCY KpeaTHHIHy. Y JesSKUX TMalli€eHTIB KIIPEHC KpeaTUuHiHy, SKUH
PO3paxoBY€ETHCS 13 CHPOBATKOBOI'O KPEATHHIHY, MOYKE IIBHJIKO 3MIHIOBATHUCS, 0COOJIMBO HA ITOYATKY
JKyBaHHS 1H)EKIIii.

HedpoTokcuuHicth

3acTocyBaHH 11e(aJOCIOPUHIB y BUCOKHUX /103aX Yy KOMOiHaIii 3 HE()POTOKCUIHUMH NP eTapaTamy,
TaKMMH SIK aMIHOTJIIKO3UIN a00 MOTYXHI JlypeTUKU (HAmpHKiIax GypoceMifa), MOKE HEraTHBHO
BIUTMHYTH Ha (YHKIIIFO HUPOK.

Ipsmuii agTuriao0yiainosuii Tect (ITAT a6o nmpoda KymOca) Ha cepOKOHBEPCIIO Ta HOTEHIIHHNINA
PU3UK PO3BUTKY TEMOJIITHYHOT aHEMIT

Ha Tt 3acrocyBanHs nedrazuanmy/aBiOakTaMy MOKIMBHA TO3UTHUBHMNA pPE3yJIbTAT MPSMOTO
anturiaoOyninoBoro tecty (ITAT a6o nmpo6a Kym6ca), 1110 Moxke rmepeniko I>KaTH IMp O BE ISHHIO IPOOH
KpPOBI Ha CYMICHICTb Ta/a00 BUKJIMKATH PO3BUTOK MEJUKAMEHTO3HOI IMyHHOT T€MOJIITUYHOT aHeMii
(muB. poznin «IloGiuni peakuii»). Xoua cepokoHBepcis 3a pedynbratamu [IAT y mamienris, 1mo




OTpUMYBaJIH Npenapar 3aBinedTa, 4acTo Bij3Havanacs B KIIHIYHUX JOCITIKEHHIX (PO3pax yHKOBHI
piBEHb CEpOKOHBEPCii B AoCHikeHHAX 3 (ha3u ctaHoBUBBiA 3,2 10 20,8 % y maIfieHTiB 3 HETaATUBHIM
pesyabratom npodu KymOca Ha moyaTky Ta 1ioHaiiMeHIIIe Ipu 0JHOMY OAJIbIIOMY KOHTPOJIL), T
yac JIIKyBaHHS y TaKHUX MAIlleHTIB 03HAK reMoJIi3y BUsABIEHO He Oyno. [IpoTe He MO)KHA BUKITIOUATH
MOJKJIUBICTh PO3BUTKY T€MOJIITUYHOI aHEeMIi, OB’ s13aHO1 3 Teparieto npenapatom 3asinedra. Tomy
NaIieHTH 3 aHeMI€lo, 10 PO3BUHYJACS MiJ Yac abo Mmicis 3aBEPIICHHS JIIKYBaHHS IpernaparoM
3aBinedTa, MaroTh OyTH 00CTEXKEH1 7151 BUKITIOYEHHS TeMOJIITHIHOT aHEM 1.

OOMeXeHHS KIIIHIYHOI 0a3u TaHUX

KniniyHa edekTuBHICTH Ta Oe3neka mpemnapary 3aBiedTa AOCIIKYBaJIUCh NPU yCKIIaIHEHUX
BHYTPIIIHBOYEPEBHUX 1H(PEKIIAX, YCKIAJHEHNX 1HPEKUIAX CEYOBUBIIHUX LIIAXIB, TOCMITAIBHOL
MTHEBMOHIi, B TOMY YHCIIi THEBMOHIi, acomiifoBanoi 3 [1IBJI.

Yeknaoueni snympiwnvouepeshi inghexyii' y dopocaux

VY BOX AOCHIIPKEHHSX Y MAIIEHTIB 3 yCKIaIHEHUMH BHY TPIIIHbOYE€PEBHUMHU THPEKIIIMHU HAHO UIbIII
NOIIMPEHUM JiarHo30M (mpubnuzno y 42 %) Oyna aneHgukyispHa nepdopamis abo
nepianeHukyasipauii adcuec. [IpubnusHo 87 % naiieHTiB Manu noka3HUkU 3a mkanoo APACHE
II<101B4 % Bigmiuena 6akTepieMis Ha MoYarKy AociixeHHsI. CMmepTh 3apeecTpoBana y 2,1 % (18
3 857) marieHTiB, SKi OTpUMYBaJHM mpemnapar 3asinedra Ta MeTpoHimazon, tay 1,4 % (12 3 863)
NAII€HTIB, SIKI OTPUMYBAJIX MEPOIIEHEM.

VY miarpyni 3 NOYaTKOBUM KlipeHCOM KpeaTuHiHy Bif 30 1o 50 MJI/XB cMepTh 3apeecTpoBaHa y
16,7 % (9 3 54) nauieHTiB, SKi OTpUMYBaJIM Ipenapat 3asiledTa Ta METPOH1Aa30J, Tay 6,8 % (4 3
59) nauienTis, siki oTpuMyBasin MeponeHeM. [lanientun 3 kiripercoM kpeaTuniny Big 30 1o 50 mu/xs
OTPHUMYBaJIM HIDKYY 103y IIpenapaTy 3aBiuedTra, HiXk peKOMEHA0BaHO JIsl TAKOT HIrPY 1Y MALIEHTIB.
Yexknaouneni ingpexyii ceuougionux wnaxie y 0opocaux

Y nBox mocmimxeHHsAX 3a ydacTio 1091 marienTa 3 yckKiIagHeHUMU 1HQEKIISIMH CEY0BHBITHUX
nuisixiB Oyio BkiatodeHo 381 (34,9 %) nariieHT 3 yckiaJHeHUMU iHPEKIIIMU CEYO0BUBITHHUX MIJISXIB
6e3 mienonepputy, toai sk 710 (65,1 %) mamieHTiB Manau TOCTpHUM MieT0OHEPUT (TMOIMYIALISL
mMITT). 3aranom y 81 namienra (7,4 %) 3 yckiaJHeHUMH 1HPEKIIIMHU CEYOBUBIIHUX MUISIXIB Oyna
OakTepieMis Ha IOYATKY J1OCIIIKEHHS.

T'ocnimanvna nuesmoHnis, 8 momy uucai LIIBJI-acoyitiosana nueemoHis

B onHOMY mocnikeHH1 32 y4acTIO JOPOCIHX MAII€HTIB 13 TOCMITalIbHOIO MTHEBMOHI€I0 Yy 280 3 808
(34,7 %) nanientiB O0yno giarHoctoBano LIIBJI-acomiiioBany mueBMoHi0 Ta B 40 3 808 (5 %) —
OaKTepieEMIIO Ha MMOYATKY TOCITIIKCHHS.

THayienmu, axi maromo 00OMedHceHHsL w000 8ubOpy anmubakxmepiaibHoi mepanii

3actocyBaHHs HedTazuanuMy/aBidbaKkTaMy I JIIKy BaHHS MAIi€HTIB 3 TpaMHETaTUBHUMU aep OOHUMU
iHpeKIisIMi Tpu OoOMeXeHOMY BHOOpPI JIIKyBaHHS TIPYHTYEThCS Ha JIOCBiAl 3aCTOCYBaHHS
nedrazuauMy sIK MOHOTeparii Ta aHaji3l papMaKOKIHETUUHUX/PapMaKOJUMHAMIYHUX JaHUX JUIS
nedrazuagumy/aBibaktamy (IuB. po3ain « DapMaKOIUHAMIKAY ).

CrexTp akTUBHOCTI e Ta3uaNMYy/aBi0aKTaMy

[ledrasunumM ManoakTMBHUH a00 HEAKTMBHUH BIAHOCHO OUIBIIOCTI TPaMIIO3UTHBHHUX
MIKPOOPTaHi3MiB, a TakoX aHaepoOiB (auB. po3ainn «Crnocid 3acToCyBaHHS Ta J03W» Ta
«®apmakonuHamMika»). CiiJl 3acTOCOBYBaru JOJATKOBI aHTHOAKTEpiajbHI MpemapaTd y pasi
niATBepIKeHoT a00 MiJ03pI0BAaHOI yYacTi IUX MIKPOOPraHi3MiB B iH(EKLIHHOMY IpOLEeCi.

Crnekrp iHridyroouoi nii aBibakTamy BKiIIO4ae OaraTo (EpMEHTIB, SKIi MOXYTh 1HAaKTHBYBATU
nedrazuauM, y ToMy 9mcii, 6era-nmakramasu kinaciB A 1 C 3a kinacudikamiero Ambler. ABibakTam He
iHTiI0Yy€ epMenTH kiacy B (Merano-6era-nakramasu), a TAKOXK He 3/IaTHAH 1HTIOyBaTH Oarato Oera-
nakrama3s kinacy D (quB. po3ain « DapMako uHaMIKa).

HeuyTausi MiKpOOpraizsMu

TpuBae 3acTOCYBaHHS MOXe MIPU3BECTH 0 30UIbIICHHS 3pOCTaHHS HEUY TIIMBUX MIKpOOPTaH3MIB
(Takux SIK EHTEPOKOKH, IpHOU), 10 MOKE NMOTPeOyBaTH NPUITMHEHHS JIIKY BaHHS 00 BXKUTTS 1HILKX
BIAMOBIJHUX 3aXO01B.

Brutus Ha pe3yabTaT Ia00PpaTOPHUX AOCIIHKEHD

[ledTasunum He BIIMBAaE HA PE3yJbTAaTH BU3SHAUYEHHS TITIOKO3Ypii €eH3UMHUMHU METOJaMU, IPOTe
MOJKE€ BIUIMBATH HA PE3YJIbTATH aHAM3Y (TICEBIOMO3UTHBHHUM PE3YJIbTAT) MPH 3aCTOCYBaHHI METO/IIB
BimHOBJICHHs Mifi (benenukra, @eninra, Kiinitecr).




JlieTa 3 KOHTPOJEM CIIOKHBAHHSA HATPIIO

VY KkoXHOMY (pJIaKOHI Ipenapary MiCTUThCS MPUOIU3HO 146 Mr HaTpilo, 10 eKBiBajIeHTHO 7,3 %
pexkomengoBaHoi BOO3 makcumanbHO1 7000BOT HOpMHU 2 T HATPIIO AJIsl AOPOCIIOf TFOUHH.
MakcumanpHa 1000Ba 7032 IOTO Tpenapary € ekBiBaJIeHTHOI 22 % pexkoMmeHnoBaHoi BOO3
MaKCHUMaJIbHOT HOPMHU IIOJICHHOTO CTOXUBAHHS HATpPil0. 3aBinedTa BBAXKAETHCS TpEmapaToM 3
BUCOKUM BMICTOM HaTpito. Lle cii ypaxoByBatH B pasi 3acTocyBaHHs 3aBie(TH maiieHTam, siKi
JOTPUMYIOTHCS II€TH 3 KOHTPOJIbOBAHMM BMICTOM HATPIIO.

3aBineTy MOXXHa pO30aBIATH PO3YMHAMH, IO MICTIATh HaTpid (auB. posain «Cmocio
3acToCcyBaHHs»). lle ciinm BpaxoByBaTH MpW BU3HAYCHHI 3arajbHOl KUIBKOCTI HATPilO, SKY
Oy1le0TpUMyBaTH MAIli€HT.

TN
IcHy€e noTeHuiMHUN pU3KMK Iepea03yBaHHs, 0COOIMBO y 11Tl BIKOM BiA 3 10 MEHII HiX 12 MicsLiB.
Crnig poTpumyBaTUCS OOEpEKHOCTI IMPH PO3PaxXyHKYy 00’eMy BBeACHHS A03U (AMB. PO3AUHM
«IlepenosyBanus» 1 «Crocid 3acToCyBaHHS).

3acmocyeannsa y nepioo eazimnocmi abo 200yeanns 2pyoor.

Bazimuicmo

PesynpraTt qocuijkeHb nedTa3uIuMy Ha TBapHUHAX CBiAYaTh MPO BIACYTHICTH MPSMOTO YH
OTOCEPEKOBAHOTO HECIPHUATIMBOTO BIUIMBY Ha Tepedir BariTHOCTI, BHYTPINIHBbOYTPOOHMIA
PO3BUTOK TUIOJIA, MTOJIOTH a00 MICIISMOIOTOBUN PO3BUTOK IUTUHHU. Y JOCIHIKCHHAX Ha TBapUHAX
OyJ10 3apeecTpPOBAaHO PENPOJAYKTUBHY TOKCHUHICTh aBiOakTamy, MpU bOMY TE€pPaTOT€HHOT il He
BUSIBJICHO.

3actocyBanHs 1edTazuauMy/aBidakTaMy TiJ dYac BariTHOCTI MOXIIHMBE TUIBKA 3a YMOBH, IO
MOTEHIII{HA KOPUCTB BiJl 3aCTOCYBaHHS NEPEBUIILYE MOXKIUBUN PU3HUK.

T'ooyeanns epyoorw

[leTazsunuM NpOHUKAE B HEBEIMKHUX KUTBKOCTSX y KIHOYE rpyHE MOooKo. HeBigomo, uu npoHHKae
apibakTam y >KIHOY€ TPYJHE MOJIOKO. PU3MK 1JIsi HOBOHApPO/HKCHUX/HEMOBJSIT HE MOXKe OyTH
BUKITIOUCHHUNA. PillIeHHS 1100 MPUMHMHEHHS TOJYBaHHS TPYAMI0 a00 NMPUIHHEHHS/yTPUMaHHS Bij
Teparii neTasuIMMoM/aBibakTaMOM CJIiJl MpUiiMaTH, BpaXOBYIOUH KOPUCTD BiJl FO/1yBaHHS TPYIIO
JUISL TUTUHU Ta KOPUCTD JIIKYBaHHS JIJIs MaTepi.

DepmunvHicmo

BB nedrazuaumy/aBibaktamy Ha (GEpTHWIBHICTH JTIOJACH HE IOCHiIKyBaBcs. BincyTni mani
JOCITi/IKeHb PO BIUIUB 1eTa3uAuMy Ha GepTHIbHICTh TBAPHH. Y JTOCTII)KEHHSIX Ha TBApUHAX HE
BUSIBJICHO IIKIJIMBOTO BILTUBY aBibakTamy Ha (GepTUIHHICTb.

30ammnicmo énnueamu Ha wieUOKICMb peaxkuii npu KepyeaHHi agmompancnopmom abo inuumu
MexaHizmamu.

[To6i1uHi peakuii (HanpuKia 3aaMOpPOYEHHs ), [0 MOKYTh BUHUKATH MPHU 3aCTOCY BaHHI Ipemnapary
3aBiuedTa, MOXKYTh BIUIMHYTH Ha 3JaTHICTh KEPYBaTH aBTOTPAHCIIOPTOM Ta MPALIOBATHU 3 1HIIUMHU
MexaHizMmamu (auB. po3ain «I1o6iuni peakiii» ).

Cnocio 3acmocysanns ma 003u.

3aBieTy peKOMEHI0BaHO 3aCTOCOBYBATH JJIsSl JIKyBaHHS 1HQEKIH, COpUUMHEHUX aepOoOHUMU
IrpaMHETaTUBHUMHU MIKPOOpTraHi3MaMH, y TOPOCIMX 1 AiTel BIKOM BiJg 3 MICALIB, SIKI MaroTh
00MeKeHHS 111010 BapiaHTIB JIIKy BaHHS, JIUIIIE MICIs KOHCYJIbTALlI] 3 JiKapeM, sSIKUi Ma€ BiATIOBITHUI
JIOCBIJ JTIKyBaHHS 1HGEKIIHHUX 3aXBOPIOBaHb (AUB. po31i1 « OCOOIMBOCT 3aCTOCYBAaHHS ).

203 yBaHHA

Jo3za onsa dopocaux nayienmis i3 knipencom kpeamuniny (CrCL) > 50 man/xe
VY tabnuni 1 HaBeleHO peKOMEH AT 11010 BHY TPIIIHBOBEHHOI'O 103YBaHHS MpenapaTy 10 POCIuM
13 po3paxyHkoBuM KiipeHcoM kpeatwHiHy (CrCL) > 50 mu/xB(auB. po3ainu «OcoOauBoCTi
3aCTOCYBaHHs» Ta « DapMaKoMHAMIKAY).

Tabnuus 1



PekoMeHT0BaHUN PEXKKMM J103yBaHHS penapary 10pocianM i3 po3paxyHkoBuM CrCL > 50 mj/xB!

MIKpOOpraHi3MaMH, y

Tun 1adexuii Ho3za YacTora Tpusanicts Tpusanicts
nedrasuaumy/| BBEICHHS 1Hy3ii JiKyBaHHS
apibakTramy
Vcexnaagena 21/0,5T Koxni 2 TOIWHU 5—14 nHiB
BHYTpIITHbOYEPEBHA 8 ronuH
iH(exIis®3
VYcxnanueni indexii 21/0,5r Koxni 2 TOIUHA 5—-10 nnis*
CEUYOBHBIIHUX MISXIB, Y 8 ronun
TOMY YHCII mieToHeHPpUT
IN'ocmiTanpHa MHEBMOHIS, 21/0,5T Koxni 2 TOIWHU 7—14 nHiB
B TOMY YHCJI1 THEBMOHIS, 8 roguH
acoriiiosana 3 IIIBJI3
baxrepiemis, sika 21r/0,5t Koxni 2 roiAMHA TpusamnicTs
BUHUKJIA BHACTIAOK Oy Ib- 8 ronun JiKyBaHHS 3aJICKUTh
SKO1 3 TIEpepaxoBaHUX BIJ MiCIIS
BuIle 1HpeKIin, abo € BHHHUKHEHHS
mig03pH, 10 BOHA i el
OB’ s13aHa 3 TAKUMH
IHpeKIiaMu
Iadexii, BUKIHMKaHI 21/0,5T Koxni 2 TOIWHU 3aJieKHO BIJ
rpaMHETaTUBHUMH 8 TronmH TSDKKOCTI 1H( eKITi,
aepoOHUMH naToreny(-is),

KJIIHIYHOTO Ta

[MAL{I€EHTIB 3 00OMEKEHUM 0OaKTEepioJOTIYHOrO
BUOOPOM nepeoiry
aHTUOaKTepiaIbHOL 3aXBOPIOBAaHHS’
Tepamii 23

I' KnipeHc KpeaTHHIHY po3paxoByeThes 3a popmynoro Kokpodra — Nonra.
2 [Ipu miaTBep KeHIH abo0 MiTO3pIOBaHId ydyacTi aHaepOOHUX MATOTEHHUX MIKPOOPTaHi3MIB B
1H(EeKIIMHOMY IpOoIIeci CII1J] 3aCTOCOBYBAaTH Mpenapar y KoMOiHallii 3 METPOH1Aa30JI0M.

3 TIpum migTBepKEHil abo MiIo3pIoBaHiil y4acTi IpaMIIO3UTHBHUX MTATOTCHHUX MIKPOOPTaHi3MiB B
iH(dekiHHOMY MpoIleci mpemapaT CJiJi 3aCTOCOBYBaTH B KOMOIHAIli 3 aHTHOAKTEpialbHUM
JKapChKUM 3ac000M, €(DEKTHBHUM BiTHOCHO ITUX MIKPOOPTaHi3MiB.
43a3HaueHa TPUBAJICTH JIIKYBaHHS MOYKE BKIIOUATH IEPIOJl BHY TPIIIHLOBEHHOI Tepartii 3aBiedroro
3 TOIAJIBIIIMM MIEPEXOO0M JI0 3aCTOCYBaHHS HEOOX1THOTO IMEePOpaLHOTO JIIKAPCHKOTO 3aC00Yy.

5> JlocBix 3acTocyBaHHs npemnapary 3asinedra monas 14 mid qyxe 0OMeKEeHHI.

Ho3zysanns ons dimeti 3 knipencom kpeamuniny (CrCL) > 50 ma/xe/1,73 m?

Tabmums 2
PexomeHnoBaHmMii  peXUM  JIO3YBaHHS  Tpemapary Juis  JiTed i3  po3paxyHKOBUM
CrCL'> 50 mu/xB/1,73 m2
Tun inpexi BixoBa [[lo3a nedraszuaumy| Yactora [[puBamicTh TpusanicTs
rpymna aBibakTamy BBeAeHHA | 1HY3IT JIIKYBaHHS
VYcknanHeHi ) Koxni VY cknagHeHi
: .| Bim 6 . .
BHyTpimHbouepenni| A O |50 Mr/kr/12,5 mr/kr 8 roH 2 roJuHU T P~
. 3 MICSIUB . .
iHeKii> 10< 18 MaKCHMAJILHO 10 iHpexii: 5—14 nHiB
. Kosxni .
ABO . pOKIB 21/0,5T ] 2 roguHu | YckiaaHeHi
VceknagHeHi ToauH indexmii
iH(pekwuii . CEYOBUBIITHUX
CEYOBUBITHUX Bin 3 no KosxHi iB*: 5—14 nHi
nusixis*: 5—14 nHiB
) <
N T p—— .6 iy 40 mr/kr/10 mr/kr 8 rouH 2 TOIMHU
mieJoHehpUT, MICATIB




ABO lNocmitanpHa
lNocmiTanpHa ITHEBMOHIsI/
naesMoHis/11IBJI- .

. HIBJI-acoiiiioBana
acorifoBaHa !

. IMTHeBMOHIA: 7—14

ITHEBMOHIs3, B
ABO
Iadexmii, OOMeXEHHS 1010
CIIPUYHUHCHI BapiaHTIB
rpaMHETaTUBHUMH JIIKYBaHHS: 3aJIC)KHO
aepoOHUMU BiJ] TSYKKOCTI
MIKpOOpraHizMamH, 1H$exkuii, matoreny(-
y MAIi€HTIB 3 iB), KIIIHIYHOTO Ta
00OMEXEHHSIMH 11010 0OaKTEpiOJIOTIYHOrO
BapiaHTIB nepeoiry
JIKyBaHHS23 3aXBOPIOBAHHS’

IKiipeHC KpeaTHHIHY pO3paxoBYIOTh JJIs IiTei 3a popmynoro [IBapia.

2[Ipu migTBepKEHi abo MiZ03proBaHiil y4acTi aHaepOOHMX MATOTEHHHX MIKPOOPTaHI3MiB B
iH}eKUITHOMY MpoIEeCi CIi 3aCTOCOBYBATH Ipenapar y KoMOiHaIii 3 METPOH11a30710M.

3[Ipu miaTBepKEHId a00 MiT03PIOBaHIM y4acTi FPaMIIO3UTUBHUX MATOTEHHUX MIKPOOPraHi3MiB B
iH(peKIIIHHOMY TIpolleci Mpemapar CJiJl 3aCTOCOBYBaTH B KOMOiHaIli 3 aHTHOaKTepiaJbHAM
J1KapChKUM 3ac000M, €(DeKTUBHUM BITHOCHO IIUX MIKpOOPTaHI3MiB.

43a3HaueHa TPUBAJICTH JIIKYBaHHS MOJKE BKIIOYATH BHYTPINIHBOBEHHY Tepamiio 3aBinedToro 3
MOJABIIUM MEPEX0I0M J0 3aCTOCYBaHHSI HEOOXiTHOTO IEPOPATHHOTO JIKapCHhKOro 3aco0y.

SJlocBia 3acTOCYBaHHs Mpernapaty 3apinedTa noHasd 14 1ib € qyxe 0OMeKeHUM.

6JlocBix 3acTocyBaHHs 3aBineTH IS JIKyBaHHS JIiTeH BIKOM BiJl 3 10 < 6 MICSAIIB € 00MEKSHIM
(muB. po3ain «PapMaKOKIHETHUKA ).

Oco0auBI rpyIH MALIIEHTIB

llayienmu nimnvoe2o 8ixy

V namieHTiB JITHHOTO BIKY HEMa€ HEOOX1THOCTI B KOPEKLIi 103U (IUB. po3al1 « DapMaKOKIHETUKA»).

Hopywenns ¢hyuxyii Hupox

[TamieHTamM 3 JIETKOIO HUPKOBOK HEJOCTATHICTIO (PO3PaxXyHKOBHUU KIIIPEHC KpPEaTHHIHY Bil

>50ma/xB mgo < 80MI/XB) KOpEKIis J03W Mpemapary He TMoTpidHa (auB. PpO3IUT

«DapMaKOKIHETHKAY ).

VY tabaumi 3 mokazaHO PEKOMEHJIO0BaHY KOPEKIII0 03U Mpenapary s JTOPOCITUX MaIi€HTIB 13
PO3paxyHKOBUM KiIipeHCcOM KpeaTuHiny < 50 mi/xB (auB. po3ainu « OcoOJIMBOCTI 3aCTOCYBaHHD 1
«DapMaKOKIHETHKAY ).

Jo3za onsa dopocaux nayieumis i3 CrCL < 50 ma/xe

Taonunig 3
PekoMeH1oBaHUHN peXHUM J03YBaHHS Ipenapary JopociuM i3 po3paxyHkoBuM CrCL!< 50 mur/xB
BikoBa Po3paxynkosuii CrCL Jo3a negrazunumy/ Yacrora TpusanicTh
rpymna (MJ1/XB) aBibakTaMy? iHbY3I1
Hlopoea 31-50 110,25 Ko
8 roqun
KoxHni
16-30 12 ronuH
6-15 0.75 1/0,1875 Kol | - 2 rozHi
24 roguHu
TepmiHanbHa cTais K .
HUPKOBOi HEJJOCTATHOCTI, 43 ::)KH;H
BKITIOYAI0YHU 8




Bikosa Pospaxynkosuit CrCL Ho3a nedrazuaumy/ Yacrora TpusanicTs
rpymna (MJ1/XB) aBibakTaMy? iHbY3I1
nepeOyBaHHS Ha
remomianisi’

'KiripeHc KpeaTuHiHY po3paxoByI0Th 3a hopmynoro Kokpodra — [ounra.

ZPexoMeH Al 3 JT03yBaHHS IPYHTYIOThCSA Ha (hapMaKOKIHETHYHOMY MOJICIIOBaHHI (JIUB. PO3JIUT
«DapMaKOKIHETHKAY ).

ledrasunum i aBibakTaM BUBOIATHCS MiJ 4ac remopianidy (auB. posaiiu «Ilepemno3yBaHHmD i
«®DapmakokiHeTHKa» ). Y JHI MPOBEACHHA reMo/ianizy 3aBinedTy ciiiJ BBOIUTH ITiCIIs 3aBEPILICHHSI
MpOLEIYPH TEMOTiaTi3y.

VY tabnuiax 4 15 nokazaHo peKOMEHI0BaHY KOPEKIIIO 103U IIpenapary /Ui AiTeH 3 po3paxX yHKOBUM
CrCL <50 wmn/xB/1,73 M? 3amexHO BiI pi3HMX BIKOBUX Tpyn (auB. po3ainu «OcoOmuBocTi

3acTocyBaHHs» 1 « DapMaKOKIHETHKAY ).

Ho3zysanms ons dimeii eikom > 2 poxkie 3 CrCl < 50 mu/xe/1,73 m?

Tabmuus 4
PexomeHmoBaHUI peXUM J103yBaHHs ITpenapary JJjisl JiTeH i3 po3paxyHKOBUM
CrCL! <50 mu/xB/1,73 M2
BikoBa Pospaxynkosuit CrCL Hoza Yacrora| TpuBamicTh
rpyna (mi/x8/1,73 M?) nedrasuauMy/aBioaxkTamy? iHDYy3ii

25 mr/xr/6,25 Mr/kr _
Koxmni

31-50 MaKCHMAJIbHO 10 g
11/0,25r TO/inH
Koxni

16-30 12

JiTu Big 2 TrOIVH 2 TOJIVUHA
POKiB /10 18,75 mr/kr/4,75 mr/kr
< 18 poxis MaKCHMAJIBHO 10

Koxni

6-15 0,751/0,1875T 24
TOJMHHA

TepminanbHa cTafgis

HUPKOBOT HEJIOCTATHOCTI, Koxni

BKJIFOYAIOUH 48
nepeOyBaHHS Ha TOJIUH

remoniamnizi’

'KnipeHc kpeaTuHIHY po3paxoByrOTh 3a popmysoro [lIBapia.

2PekoMeH/allil 3 A03yBaHHS IPYHTYIOThCS Ha (PapMaKOKIHETHYHOMY MOJICITIOBAHHI (JIUB. PO3/IUT
«DapMaKOKIHETHUKAY ).

SledrasuauM i aBiOakTaM BHUBOASATHCS IMiJI Yac reMojianidy (auB. po3ainu «Ilepemo3yBaHHsD i

«®DapmakoKiHETHKaY ).Y THI TPOBEACHHS reMoaianizy 3aBinedTy cJ1i BBOJAUTH ITICIIS 3aBEPIICHHS

MpoLEaYPH TEMOTIaTI3Y.



Ho3zysanns ons dimeti eikom < 2 poxie 3 CrCl < 50 ma/xe/1,73 m?

Tabmus 5
PexoMeH0BaHMH peKUM J03yBaHHS Npenapary Juis Aitei i3 po3paxyHkoBum CrCL!
<50 ma/xs/1,73 m?
BikoBa Pospaxynkosuii CrCL Ho3za Yacrora | TpuBamicTs
rpymna (ma/xB/1,73 M2) nedrasuaguMy/aBidaKkTaMy? 1H)Y3IT
BiI 3 11O )
<6 20 mr/kr/5 mr/kr Koo 8
MICSIIB FoauH
- Bix 31 10 50
BiJI 6
MICATIB 25 Mr/kr/6,25 Mr/kr Kosxni §
a0 <2 TOJINH
BEIO;GHBO 2 TOAWHA
<6 15 moar/3,75 mrh | 0% 12
. TOJIUH
MICSIIIIB
Bix 6 Bix 16 mo 30
MICTIS 18,75 mr/ir/d,7 wrfir | o 12
1m0 <2 TOJIUH
POKIB

'Po3paxoBano 3 BuKopucTaHHsAM Gpopmyiu LlIBapua.
2PexoMeH IaIlil 3 I03yBaHHS IPYHTYIOThCS Ha (papMaKOKIHETHYHOMY MOJICTIOBaHHI (JTUB. pO3/Ii
«DapMaKOKIHETHKA ).

Hemae noctaTHbo iHpOpMaLii, 11100 peKOMEHAYBATH PEKUM J03yBaHHS 111 AiTell BikoM <2 POKiB,
SIKI MaIOTh KITIpEeHC KpeaTuHiny < 16 mu/xB/1,73 m2.

THopywenns ¢pynxyii nevinku
V nauieHTiB 3 MOPYUIEHHSAM (QYHKIIT MEYIHKH HEMa€e HEOOX1JHOCTI B KOPEKIii 103U (AUB. pO3ALT
«DapMaKoOKIHETHKAY ).

Jimu
besnexy i e(heKTHBHICTH 3aCTOCYBaHHs 3aBinedTH AITSIM BIKOM 10 3 MiCSIIIiB HE BCTAHOBIICHO.
Jani BiACyTHI.

Cnocib 3acTOCYBaHHS

3aBiueTy BBOJATH LIJIAXOM BHYTPIIIHHOBEHHOT 1H(Y31i BIpoaoBx 120 XBUIUH Yy HEOOXiTHOMY
00’emi 11151 1HGYy31iMHOT Tepamii.

[Topomurok moTpiOHO BiTHOBUTH y BOA1 IS iH €KLIH, a OTPUMAaHHWH KOHIEHTPAT CJIiJ PO3BECTH
Oe3nocepeaHbO Nep eI BAKOPUCTAHHSAM. BimHOBIeHUH po34nH 115 iHD Y311 Mae 0J1110->)KOBTHH KOJIIp,
CTOPOHHI YaCTKHU BIICYTHI.

3aBiuedra (uedrazuaum/aBidakram) € KOMOIHOBAHUM IIPENAapaToOM; y KOKHOMY (pi1akOH1 MiCTUTHCS
21 nedrazugumy it 0,5 r aBibakTamy B (pikcoBaHOMY cmiBBifHOIIECHHI 4 : 1. PekoMmenaauii mono
JI03yBaHHS IPYHTYIOThHCS TUIbKHA Ha OJJHOMY KOMITOHEHTI — e () Ta3HIUMI.

[Tix vac mpuroTyBaHHs Ta BBECHHS PO3UYMHY CIIi/I BAKOPUCTOBYBATH CTaHIAPTHI ACEITUIHI METOIN
po6otu. Jlo3u MOKHA TOTYBAaTH B MIMIKY JUJIs iH €K BiAMOBIAHOTO pO3Mipy a0 y IITIPUI AJIst
1H’ €KIIH.

[TapenTepanbHi TikapCchKi 3aCO0M CITiT Bi3yaabHO MEPEBIPATH HA HASIBHICTH CTOPOHHIX YaCTOK IEPe/T
BBEJICHHSIM.

KoxeH (rakoH npu3HayeHU TUTBKH IS 0JTHOPA30BOT0 BUKOPHUCTAHHS.

Bynb-sikuii HEeBUKOpUCTaHUI mpenapaTt ado BiAXOJAM MOBUHHI OYTH yTHUJII30BaHi BIAMOBIIHO /0
MICIIEBUX BUMOT.




3araJibHUI MPOMDKOK 4Yacy BiJ MOYATKy BIJIHOBJICHHS MOPOIIKY /10 3aBEPIIEHHS MPUTOTYBaHHI
PO34YMHY I BHY TPIIIHHOBEHHOT iH( Y31l HE MOBUHEH NepeBUIyBaTH 30 XBUIIHH.

[HCTPYKIIS 3 NPUrOTYBaHHS 103 Juls gopociux i miteit 8 IHOY3ZIMHOMY MIIIKY a6o B

IHOY3IMHOMY ILITPULII

[TPUMITKA. [Iponenypa, HaBeeHa HIXKYE, ONUCY€E €TANN NPUTOTYBaHHA 1H(Y31HHOTO po3unHYy 3
KIHIIeBOIO KOHIIeHTpauieto nedrazuaumy 8—40 mr/mi. Jlias airteii Bikom Bin 3 1o 12 micsiniB Takox
HaBEJEHO MOKIAJHI KPOKH 3 MiJArOTOBKM KOHIEHTpamii 20 Mr/mMi (D0oCcTaTHBOI 1y OUTBIIOCTI

CIieHapiiB).

1. IIpuroryiite BinHoBJeHu# po3uuH (167,3 mr/mu neprasuaumy):

- BerapTe rosiky mmpuia B npoOKy ¢aakoHa Ta BBeAITh y (iakoH 10 M cTepuIbHOT BOIU IS
1H EKITIH.

- BUTSTHITE TOJIKY ¥ CTPYCITh (hJIaKOH O OTPUMAaHHS IPO30POTO PO3UMHY.

- Iicast Toro,sx mpemapaTt po34YMHUTHCS, BCTABTE B MPOOKY (IaKOHA TOJKY JJIsl BUIAJICHHI
MOBITPS, MO0 3MEHIIUTH BHYTPIMIHIA TUCK (II6 BaXIUBO I 30€pEKEHHS CTEPWIHHOCTI
npernapary).

2. IlpurotyiiTe KiHueBH po3uMH s 1HQY3ii (KiHLIEBa KOHIEHTpAaLlisi NOBUHHA CTAHOBUTH 8-

40 mr/ma nedrazuaumy):

- Indysiiauit mimok. JlogaTKOBO PO3BEIITh BIAHOBICHUH PO3YHMH IUISIXOM IMEPEHECEHHS
BIJIMIOBITHUM YMHOM PO3Pax0BaHOTO 00’ €MY BiTHOBJICHOTO PO3YHMHY B IHPY31HHHIA MIIIOK, 1110
MICTUTh OYAb-SIKy 3 TaKuX pedoBHH: HaTpito xjaopua 9 mr/mia (0,9 %), po3uuH s 1H’ €KIIH;
nekctpo3a 50 mr/ma (5 %), po3duH IS 1H €KIi; HaATpio xjopud 4,5 Mr/mMi i AekcTposa
25 mr/mi, po3uuH Juis 16’ exuiit (0,45 % nHatpito xaopun i2,5 % aexctposa) abo po3uun Pinrepa
JAKTaTHUH.

- Indysiitamii mmpun. JogaTkoBO po3BeAiTh BiIIHOBIEHUH PO3YMH ILISAXOM TIEPEHECEHHS
BIATIOBITHUM YMHOM PO3PaxOBaHOro 00 €My BITHOBIIEHOI'O PO3YMHY B 1H(Y3iHMN mmpui B
NO€AHAHHI 3 1OCTaTHIM 00’eMOM po3unHHMKaA (HaTpito xyopua 9 mr/mi (0,9 %), po3uun mis

1H’ ek, abo aexctposa S0 mr/mi (5 %), po3unH AJis 1H €KLii).

JuB. Tabmuiro 7 HUXKYE.

Tabnuusa 7

[IpuroryBanus m03 3aBinedTH I JOPOCAHX 1 OiTeH B [HOY3IMHOMY MIIIKY a6o B
IHOY3IMHOMY ILHITPULII

Ho3a 00’em nas nadopanusa 3 | KinueBuii 00’em | KinueBuii 00’em B

3aBinedrn BiTHOBJICHOTO h1aKOHA nicas po3Be/ieHHsl B | iHQy3iliHOMY mInpui

(uedrazugum)! indy3iiHoMy MilIKYy

2r VYBech BMIcT (TIpUOIU3HO Bix 50 w1 10 250 ot | 50 vt

12 M)
Ir 6 MuT Big 25 M go 125 ma | Big 25 mut 1o 50 M
0,75 4,5 mn Bix 19 mi 10 93 M Bix 19 mi go 50 M

Vi 1" 1o3u

O6’em (M1), po3paxoBaHUl
Ha OCHOBI HEOOX1HOT 103H:

Ho3a (mr nedgrazuaumy) =

167,3 mr/mu1 neprazuaumy | KOHIEHTpaLil KOHIIEHTpaIlii
(mae 6yt 8—40 mr/™mn | (Mmae Oytu 8—40 mr/™mn
e TasuauMy) e TasuauMy)

O6’em (mn) Oyne
BapilOBaTUCS 3aJIEHKHO
BiJl pO3Mipy HasBHOTO
iH(Dy3iHHOTO MimIKa i
MEepEeBaAXXKHOT KIHIEBOT

O6’em  (mm)  Oyzme
BapilOBaTUCS 3aJIEHKHO
BiI PO3Mipy HasBHOTO
iH(y3ilHOTO MmMIpHIa 1
MEepEeBaXXHOT  KIHIIEBO1

ITiIbKK Ha OCHOBI IEPTA3UIAUMY .

[IpurotyBanHs 3asinedTr JUIst 32CTOCYBAHHS IiTsAM BikoM Bix 3 o 12 micsiis 8 [HOY3IMHOMY

IITTPUAILT

ITPUMITKA. Tlpouenypa, HaBeieHa HUXKYE, ONMMCYE €TAIK MPUTOTYBaHHS 1HPY31HHOTO pO3YHHY 3
KIHIIEBOIO KOHILIEHTpali€ero uedrazuaumy 20 Mr/mia (4ocTaTHboi 1715 OUIbIIOCTI cLieHapiiB). MosxHa



IPUTOTYBATH aJlbTEPHATUBHI KOHIIEHTpALll, ajleé KIHUEBUN J1aa30H KOHIEHTpauii 1edrazuaumy

MOBUHEH CTAaHOBUTHU §—40 Mr/mIL.

1. Tpuroryiire BimnoBaeHui po3unH (167,3 mr/ma nedrazugumy):

- BerasTe rosiky mmpuia B npoOKy ¢dhiaakoHa Ta BBeAITh y (iakoH 10 M cTepuiibHOT BOIU TS
1H’ EKITA.

- BUTSTHITB TONKY # CTPYCITh (JIAKOH 10 OTPUMAHHS IPO30POTO POIUMHY.

- Ilicast Toro, sik mpenapaTt po34YMHHUTHCS, BCTABTE B IPOOKY (pi1akoHa roJKy A BUIATCHHS
MOBITPs, 100 3MEHIIUTH BHYTPIMIHIA THCK (1l BaXXTHUBO I 30€pEKSHHS CTEPHIBLHOCTI
npenapary).

2. Ilpuroryiite KiHueBHii po3unH 114 iH)Y3il y KiHIEBii KoHIeHTpanii 20 Mr/mi nedra3zuaumy:
- JlomaTkoBO PO3BEAITH BINHOBICHHH PO3YHMH IMIJISIXOM MEPEHECEHHS BiAMOBITHUM YHWHOM
PO3paxoBaHOro 00’ €My BIIHOBIEHOTO PO3YMHY B iH(Y31HHUN MITPUI] B TTOETHAHHI 3 IOCTATHIM
00’eMoM po3uuHHUKA (HaTpito xymopua 9 mr/mi (0,9 %), po3dun 114 iH €Ki, ado AEKCTpo3a
50 mr/ma (5 %), po34uH AJIs iH’ €KIIii).

- JluB. tabnuo 8, 9 abo 10 Hwxuye nnsg miATBEpIKEHHS po3paxyHKiB. HaBeneHi 3HaueHHS €
NPUOIU3HUMH, OCKIIBKM MOKE€ BHUHUKHYTH HEOOXIIHICTH OKPYTJIHMTH iX JO HaWOIMKIOI
rpaayroBajibHOT MO3HAYKK IIMNPHIA BIIMNOBIIHOIO pOo3Mipy. 3BEpHITH yBary, mo Tadauui HE
BKJIIOYAIOTh BC1 MOJJIMBI PO3paxyHKOBI 103U, aji€ MOXXYTh OyTH BHUKOPHMCTaHI JJI OLIHKU
npUOJIU3HOTO 00’ €My IS IEPEBIPKU PO3PAXYHKY .

Tabnuus 8

[TpuroryBanus 3aBinedTu (KiHneBa KoHUeHTpais 20 Mr/Mi nedTazuauMy) 11 JiTei BIKOM Bif 3

1o 12 micsuis 3 kiaipercom kpeatuniny (CrCL) > 50 ma/xs/1,73 m?

. . 00’em BiTHOBJICHOI0O 06 G.M
Bik i go3a | Maca | Hdo3a . . po3pixKyBaua,
. . PO34MHY, IKH He0OXiTHO .
3aBinedru Tij1a (Mr HAGHpaTH 3 hraKona AKHH J0JaI0Th
(mr/kr)! (kr) nedrazuaumy) AJIs1 3MIlTy BAHHS
(M) (M)
5 250 1,5 11
. . 6 300 1,8 13
Bix 6 mic o 7 350 2.1 5
12 mic >
8 400 2,4 18
9 450 2,7 20
S0 mr/kr 10 500 3 22
ueQTasUAMMY 7 550 33 24
12 600 3,6 27
. . 4 160 1 7,4
Bia 3 mic 10 5 200 12 8.8
<6 mic 6 240 14 10
7 280 1,7 13
40 mr/ 2
e (Il‘::a':;ﬂw 8 320 1.9 14
Y o 360 2.2 16
10 400 2,4 18

ITiIbKK Ha OCHOBI EPTA3UIANMY .



Tabmumg 9

[TpurotryBanus 3aBineTH (KiHueBa KoHUEHTpalis 20 Mr/mia nedrasuaumy) 11 AiTei BikoM Bifg 3
10 12 micsuis 3 CrCL Bix 31 1o 50 ma/xs/1,73 m?2

) . 00’em
Bik i go3a Jo3a 06°em BlE[HOBHe}fom PO3pidKyBaya
SapinedTn Maca (Mr PO3YNHY, AKUIl He0OXiTHO - )IOIlaIO,"H)
1 Tij1a (K1) HaOupatu 3 JiakoHa .
(Mr/kr) nedrazuaumy) AJISA 3MILYy BAHHS
(M) (1)
5 125 0,75 5,5
. . 6 150 0,9 6,6
Bix 6mic 10 T 175 1 7.4
12 mic 8 200 12 8.8
9 225 1,3 9,6
25 mMr/Kr 2 2
10 250 1,5 11
Hedrasmmny 11 275 1,6 12
12 300 1,8 13
4 80 0,48 3,5
Bix 3 mic 10 5 100 0,6 4,4
<6 Mmic 6 120 0,72 5,3
7 140 0,84 6,2
20 mr/kr 8 160 1 7,4
neprasuagumy | 9 180 1,1 8,1
10 200 1,2 8,8
ITiIbKK Ha OCHOBI e TAZUAUMY .\
Tab6maums 10

[TpurotryBanus 3aBineTH (KiHeBa KoHUeHTpalis 20 Mr/mia nedrasuaumy) 11 AiTei BIkoM Bifg 3
10 12 micsmis 3 CrCL Big 16 1o 30 ma/xs/1,73 m?2

, . 00’em
. . 006’em BiZIHOBJIEHOI'0O .
Bik i go3a | Maca Mo3a . . po3pixKyBaua,
. . PO34YUHY, AKHI He0OXiTHO .
3aBinedru Ti1a (Mr AKHH J101aK0Th
1 Ha0upaTHu 3 J1aKOHA .
(Mr/kr) (kr) nedrazuaumy) JJIS 3MILTy BAHHS
(M)
(M)
5 93,75 0,56 4,1
. . 6 112,5 0,67 4,9
e 6 mic 10 7 131,25 0,78 5,7
e 8 150 0,9 6,6
s [ HIST 1L &
memrasuaumM 2 2 2
(l) y 11 206,25 1,2 8,8
12 225 1,3 9,6
4 60 0,36 2,7
BiI[ 3 mic o 5 75 0,45 3,3
<6 mic 6 90 0,54 4
7 105 0,63 4,6
15 mr/kr 8 120 0,72 5,3
uedrazuaumy | 9 135 0,81 6
10 150 0,9 6,6

ITinpku Ha OCHOBI IIETA3UIUMY .

Ilepeoo3yeanns.




[TepenosyBanHs 1eTa3nIUMOM/aBI0aKTaAMOM MOKE MPU3BOAUTH O HEBPOJIOTIYHUX MOPYIICHD,
00yMOBIIeHUX LIe(PTa3UAMMOM, SIKi BKITIOUAIOTh €HIe(aonaTiio, CyIOMH Ta KOMY.

PiBenp ne¢rasuauMy B CHpOBATLi KpPOBI MOXHA 3HU3UTH 3a JOIOMOTIOI0 remMojfiamizy abo
HNepUTOHEaNbHOro Aianizy. [IpoTsirom ceancy remopianizy TpUBaicTiO 4 TOAMHU BUBOJMII0CA 55 %
11034 aBl0aKTamy.

Ilo6iuni peaxuii.
KopoTkuii oriisag npod o 6e3mexku
VY cemu KIIHIYHUX AOCHKeHHAX 2 Ta 3 ¢a3u npenapat 3aBiuedTa oTpuMyBamu 2024 gopociux
narieHTd. HaiOoinpm yacTuMu noOIYHUMU peaKIisIMU, 3apEeCTPOBAaHUMU Y > 5 % MaIli€HTIB, 110
OTpHUMYBaJIH penapar 3asinedTa, OyIu HO3UTUBHUN pe3yabTaT npsimoi mpoodu Kymbea, Hy nora ta
niapesi. HynoTa i giapes 3a3Budaii Oyiu 1erkoro abo moMipHOTO CTYTICHS.
[ToBimomisiocs PO HIDKYE3a3HaAUeHI MOOIYHI peakxilii, fKi CIOCTEpPIraliics MpU 3acTOCYBaHHI
nedTasuauMy ik MOHOTeparnii Ta/abo Oy BUSBIICHI B JOCIIKEHHAX 2 Ta 3 a3u 3aCTOCYBaHHA
npenapary 3asiuedra. [To6iuni peakuii K1acudikoBaHi BiIMOBIAHO 10 YaCTOTH Ta KIacy CUCTEMHU
opraniB. Yactora moOIYHUX peakiiid Ta/ab0 TOTEHINHHO KIIHIYHO 3HAYYIIHMX BIIXUJICHb
nabopaTOpHHX MOKA3HUKIB MPEACTABIICHA Y BUIIISAAI TaKoi rpaxamii: ayxe gacto (> 1/10), gacto
(>1/100 ta < 1/10), mewacto (> 1/1 000 Ta < 1/100), pinko (= 1/10 000 ta < 1/1 000), nyxe piako
(<1 /10 000), yacTtoTta HeBiToMa (HE MO>KHA OLIIHUTH HA OCHOBI HASIBHHUX JIaHHX ).
Ingpexyii ma inea3zii: 9acTo — KaHANI03 (B TOMY YHCJI1 ByJIbBOBariHaJbHUM KaHIMI03 Ta KaHIHUJIO03
POTOBOI MOPOKHUHM ); HEYACTO — KOJIT, Buknukanuit Clostridioides difficile, nceBmpomeMOpaHo3HmiA
KOJIIT.
3 60ky kpogi ma nim@pamuynoi cucmemu: Ky’e 4acTo — NO3UTUBHUM Pe3yIbTaT MPSIMOTO TECTy
Kym6ca; wacto— eo3uHOdumiss, TpOMOOUMTO3, TPOMOOIMTOIEHIS; HEYACTO — HEUTPOTICHIS,
JeHKOTIeHisI, TIM(POIMTO3; YaCTOTa HEBIIOMA — arpaHyJIOIUTO3, TeMOTITHIHA aHEMIsI.
3 60Ky imyHHOT cucmemu. 4acTOTa HEBIZIOMa — aHA(IAKTUYHA PEeaKIis.
3 60Ky Hep6060i cucmemu: 4acTo — roJ0BHUM 011k, 3aIIaMOPOYEHHS; HEUACTO — NapecTesii.
3 60Ky uLyHKOB80O-KUWIKOB8020 MpaKmy: 9acTo— Jiapesi, 011b y ®KHUBOTI, Hy J0Ta, OJTF0OBaHHS, HEYaCTO —
JIACTEB3IA.
3 60Ky neuiHku ma Hco8408UBIOHUX ULIAXIE: YaCTO — MIABHUILEH] PiBHI anaHiHaMiHOTpaHchepasy,
MiABUIICH] PiBHI acmapTaTaMiHOTpaHcdepasu, miABHUILEH] piBHI JTykHO1 docdaTasu, miaBUILCHHI
piBeHb raMma-riayTamiiTpaHcdepasy, MABUIIEH] PiBHI JIAKTAaTAETIAPOreHa3u B KpOBI; dacToTa
HEBIJJOMa — KOBTSHUIIS.
3 60Ky wKipu ma niOWKIpHOI MKAHUHU: YACTO — MaKyJIONAaIMyJIbO3HI BUCUIIAHHS, KPOTIUB’ sHKA,
CBepOIK,  YacToTa  HEBiAOMa—  TOKCUYHUH  emJaepMallbHUH  HEKPOdi3,  CHUHAPOM
CriBeHca — J[»koHCOHa, MyJIbTU(QOPMHA €pUTEMA, AaHTIOHEBPOTUYHUI HaOpSK, MEIUKAMEHTO3HHUI
BUCHII 3 €03uHO(Diier0 Ta cucteMHuMu cumntomamu (DRESS-cunapom).
3 60Ky HUpOK i CeuoB8UBIOHUX WLIAXIG: HEYACTO — IIJBHINCHHS DPIBHIB KpEaTHHIHY B KpPOBI,
MiJBUICHHS PIBHIB CEYOBUHM B KPOBI, TOCTpE YypaX€HHS HHUPOK; JOyXe PIIKO —
TyOyJoiHTepCcTULIaTbHUNA HEPPUT.
3aeanvui posnaou ma cmanu y micyi 66edeHHa npenapamy: 4acTo — TpoM003 y Miclll BBEJCHHS,
(bnediT y MicIi BBeICHHS, TapsivKa.

iTH
Oruinka 6e3MeKu3acToCyBaHHS JAITSAM IPYHTY€EThCA Ha TaHUX, OTPUMAHUX Y JBOX AOCHIIXKEHHSX, Y
xomi skux 61 mamienT (BikoM Bix 3 pokiB g0 MeHme 18 PpokiB) 13 YCKIaJTHECHUMH
BHYTPIIIHbOYEPEBHUMH 1HPEKIISIMU 1 67 MALIEHTIB 13 YCKIaAHEHUMHU 1HPEKUIAMU CEYOBHUBIIHUX
NUISXiB (BiKOM Bix 3 MicsIiB 10 MeHIne 18 pokiB) orpumyBaiu 3aBinedty. 3aranoM npodisib 0e3nexu
B 1mux 128 gireii OyB CXOXHH 13 TakuM Yy JOPOCIHX TAalli€HTIB 3 YCKIaJTHCHUMH
BHYTPIIIHROYEPEBHUMH IHPEKIISIMHU 1 yCKIaJHEHUMH iHPEKIIIMA CEYOBHBITHUX IILISXIB.
[ToBigoMIEHHS PO MiA03pIOBaHI TO014HI peaKii
[ToBimoMIIEHHS TIPO Mi103PIOBaHI MOOIYHI peakilii Mics peecTpariiTikapchbKoro 3aco0y Mae Ba)kjIuBe
3HaueHHs. lle 3a0e3neuye MOCTIHHUI MOHITOPHUHT CITIBBIHOMICHHS KOPUCTH/PU3HK JIIKAPCHKOTO
3aco0y. MennuHUX MpaliBHUKIB IPOCATH MOBIIOMIISATH PO BC1 MiI03pIOBaH1 MOOIYHI peakiii uepe3
HAI[lOHAJIbHY CUCTEMY 3BITHOCTI.




Tepmin npuoammuocmi. 3 poKH.

YMoBu 30epiranus.

36epiratu mpu Temmepatypi He Buiie 30 °C. 36epiraTv B OpUTiHAIBHINA YIAKOBIIl JJIST 3aXUCTY BilT
cBiTiaa. 30epiraTu y HeJJOCTYTHOMY JJIsl IITEH MicCIii.

[Ticns po3BeeHHS pO3YMH MO>KHA 30epiratu 12 roauH npu KiMHaTHIN Temnepatypiado 24 roauHu
B XOJIOIMJIBHUKY, TTICJI 90TO — 1 2 rOAWH NMPpU KIMHATHINA TeMIepaTy pi.

Hecymicuicmo.
CyMicHicTb npenapaty 3aBinedTa 3 iHIIUMHU JIKapChKUMU 3aco0aMu He BcTaHOBIEHO. [Ipenapar
3aBinedTa HEe CJIiA 3MINTYBAaTH 3 pO3YUHAMMU, SIKI MICTATH 1HII TIpenapaTu, abo Gpi3uuHO 101aBaTH

HOTO J10 TAKUX PO3YHUHIB.

[Tpenapat He ciaia 3MilTyBaTH 3 IHIIUMH JIKAPCHKUMHU 3aC00aMu, KpiM BKa3zaHUX y po3aiii «Criocid
3aCTOCYBAHHS Ta TO3U).

Ynakoska. [1o 10 ¢paakoHIB 3 MOPOIIKOM y KapTOHH1I KOpOOLI.
Kareropis Binnmycky. 3a peuenrom.

Bupoonuk.
EitCiEc To6dap C.i.A./ ACS Dobfar S.p.A.

Micue3naxoaskeHHs BHUPOOHHKA Ta ii0r0 agpeca MicIsi IPOBa/I’KeHH NisJIbHOCTI.
Bia A. ®newminr, 2 — 37135 Bepona (BP), Itanis/Via A. Fleming, 2 — 37135 Verona (VR), Italy.

Jarta octannboro neperJsiay. 07.10.2022.
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