IHCTPYKIIA
JJISE MEIMYHOT0 3aCTOCYBAHHS JIIKAPCbKOI0 3ac00y

POJIVIHIP
(RODINIR)

Cknao:

ditoua peuosuna. neauHip;

1 xancyna TBepaa mictuth nepaunipy 300 mr;

00NOMIJICHI peyosuHU. KabIliI0 KapMeno3a, nomokcua 40 creapar, KpeMHIIO TIOKCH KOJIOITHUIM O€3BOTHUH,
MarHil0 cTeapar; TBepja JKeJIaTHHOBA Kamcyna: 3amiza okcua dopuuit (E 172), turany miokceun (E 171),
JKEJIATHH.

Jlikapcbka dgopma. Kancynu tBepi.
OcHnogni @izuxo-ximiuni racmusocmi: TBEPIl )KeTATHHOBI Karcynu, po3mip Ne 1, kopimyc ciporo Koiabopy,
KpHUIIEYKa YOPHOTO KOJIBOPY, IO MICTAThH TOPOIIOK Bijl O17I0T0 IO CBITIIO-)KOBTOTO KOJIBOPY.

dapMakoTepaneBTHYHA Ipyna.
[TpoTuMikpoOHi 3ac00H ISl CHCTEMHOTO 3acTOCyBaHHsI. [HIm OeTa-makramHi aHTHOI0THKH. [ledanocnopuau
11l mokomunsa. Kox ATX JO1D D15.

®dapMaKoJIOTiYHi BJ1aCTHBOCTI.

Dapmarxoouramixa.

Ledaunip — HanmiBCUHTETUYHUH 11e(aTOCTIOPUHOBHIA TIEpOpAIbHUI aHTHO10THK mupoKkoro crekrpa il Il
MTOKOJIIHHSI.

Sk 1 1HI aHTUOIOTUKM IpynH 1eQalloCIOPHUHIB, LeQANHIP YHHUTh OAKTEPULUIHY AI0 IIOAO0 YYTJIMBHUX
MIKpPOOPraHi3MiB 3aBJASKM NPUTHIYEHHIO CHUHTE3Y KIITUHHOI CTiHKM. € cTilikuM a0 aii Oaratebox Oeta-
JaKkTtamas. 3aBASKM I[bOMY 0araTo MIKpPOOpraHi3MiB, pPE3UCTEHTHUX JO MEHIWIIHIB 1 JeIKUX
1e¢alloCIIOpuHiB, YyTJIMBI JJO HEPAUHIDY.

CriekTp aHTUMIKPOOHOI A1 1Ie(pANHIPY BKIIIOYAE:

aepoOHi rpaMIo3UTHBHI Mikpoopranizmu: Staphylococcus aureus (TiIbKH [ITaMHU, YYTIHBI O METHIUIIIHY),
Streptococcus pneumoniae (TijbKH mTaMu, 9yTIUBI 10 MeHimIiny), Streptococcus pyogenes;

aepoOHi rpamHeraTuBHi Mikpoopraunizmu: Haemophilus influenzae, Haemophilus parainfluenzae, Moraxella
catarrhalis.

MiniManbHa iHrioyroua xkontentpaitisi (MIK) redaunipy in vitro cranoButs 1 Mkr/mi abo mentire ais > 90
% 1mTamMiB HIDKYEHABEJAEHUX MIKpPOOpPraHi3MiB; HpoTe Horo Oesneka Ta €(EeKTUBHICTb NpPH JIIKYBaHHI
3aXBOPIOBaHb, BUKIMKAHUX IIMMU MIKpOOPraHi3MaMHu, B aJeKBAaTHUX 1 JOOpe KOHTPOIHOBAHHUX KIIIHIYHUX
BUIIPOOYBAHHIX HE BCTAHOBJICHA.

AepoOHi Tpammo3uTHBHI Mikpoopranizmu:  Staphylococcus epidermidis, Streptococcus agalactiae,
Streptococcus rpymu viridans.

Aepo0OHi rpamHeratuBHi Mikpoopranizmu: Citrobacter Koseri, Escherichia coli, Klebsiella pneumoniae,
Proteus mirabilis.

Iedaunip HeakTHBHUHN 100 OinbinocTi mTamiB Enterobacter spp., Pseudomonas spp., Enterococcus spp.,
CTIMKHUX JI0 MEHIIMUIIIHY IITaMiB CTPENTOKOKIB Ta CTIMKUX JO METULIWJIIHY IITaMiB cTapiloKoKiB. Pe3ncTeHTHI
no ammimwiiny mramu H. influenzae (o He BupoOIsitoTh OeTa-makTaMa3sy) 3a3BUYail € HEUYTIUBUMH JI0
nedauHipy.

Dapmaxokinemuxa.

Ab6copOis.

Yac nocsrHeHHS MakcMManbHOI KoHueHTpamii (Tmax) HedauHipy B mia3mi KpoBi MpH MpUioMi BCepeauHy
CTaHOBUTH BiZ 2 10 4 ronuH. [lnazmoBa KoHIEHTpallis NedIUHIPY MIIBUINYETHCS 31 30LIBIICHHSM J03H,
OJTHAK MIJBHUINCHHS CTa€ MEHII npornopitiiHuM B iHnTepBaii 103 Bia 300 mr (7 mr/kr) mo 600 mr (14 mr/kr).
BiomocTynHicTh e auHIpy MpU IepopaibHOMY 3acTocyBaHHI Karicyi 1o 600 mr cranoButh 16 %.

[Tpu npuitomi nepauHipy 3 )KUPHOIO DKEF0 MAaKCHMalbHA KOHIICHTpAIis B 11a3Mi KpoBi (Cmax) Ta TUIOMIA Mif
(bapMakOKIHETHYHOIO KpHUBOIO «KOHIeHTpariss — 4dacy» (AUC) sumxkyerbes Ha 16 % i 10 % BignosigHo. Lle



3HWKCHHS BBKAETHCS KIIIHIYHO HE3HAUyIIMM. TakuM 4YMHOM, e(IuHIp MOKHA 3aCTOCOBYBATH HE3AJICKHO
BiJI Ipuiiomy xi.

Cepenni (+ CB [cTanaapTHE BiIXWICHHA|) 3HaUeHHS (apMaKOKIHETUYHHUX MapaMeTpiB HedAUHIpY B IIa3Mi
KpOBI Miciis npuiiomy kancys mo 600 Mr y 1opociux HaBe[eHI HUXKYE.

Crmax (MK2/m1) Tmax (200) AUC (mkex200/mn)
2,87 3 11,1
(1,01) (0,66) (3,87)

[Tpu onHO- Ta ABOpa30BOMY NMPUHOMI Ha JIEHb y MAII€HTIB 3 HOPMAJIBHOIO (YHKII€I0 HUPOK LeQIuHIp HE
HaKOIMYYETHCS B TIJIa3Mi1 KPOBI.

Posnogmin.

Cepenniit 06’em posnoainy (Vdarea) medaunipy y mopocnux mnaiientiB ckiaagae 0,35 n/kr (x 0,29). Crymiab
3B’s13yBaHHs Le(UHIPY 3 TUIA3MOBUMHU MPOTETHAMH SIK Y JOPOCIHX, TaK 1y AiTel ctanoBUTH Bix 60 % mo 70
% Ta He 3aJeKUTh BiJl KOHLICHTpallli nedauHipy.

Llkipni nyxupi. Y TOpOCIIUX CEpeaHsl MaKCUMalbHa KOHIEHTpaIlis e IuHipy B piIuHI MyXUPIB CTAHOBUIIA
1,1 (0,49-1,9) mkr/mia i cmocrepiranacs depe3 4-5 roaun micns npuitomy mo3u 600 mr. Cepemni (£
crangaptHe BigxuicHHs [CB]) 3naueHHS Cmax Ta AUC (0—0) cranoBummm 48 % (£ 13) ta 91 % (+ 18)
BiJIMOBIAHUX 3HAYEHb Y MJIa3Mi KPOBI.

Mueoanuxu. Y HOpOCINX TMAIEHTIB MICJS TUIAHOBOT TOH3MJIOEKTOMIi CepeiHs MaKCUMallbHa KOHICHTPAIIis
uedaunipy B TkanuHax muraanukie cranoBmwia 0,36 (0,22-0,8) mxr/mi i cnioctepiranacs yepe3 4 roauHH
micias npuitomy pazoBoi no3u 600 mr. Cepenni (= CB) 3HaueHHs KOHILIEHTpalii y TKaHWHAX MUTIATUKIB
craHoBwM 24 % (+ 8) BiANOBIAHMX 3HAYCHB Y TIA3Mi KPOBI.

Hocoei nazyxu. Y nopocinux Maiie€HTIB MIiCJs MJIAaHOBOI oreparlii Ha raiflMOpoBiil Ta eTMOinanbHINi mazyxax
cepelHsl MakCUMajlbHa KOHIICHTpallis neauHipy B TKaHuHax mazyx craHoBwia 0,21 (< 0,12-2) mkr/mi i
crocrepiranacst uyepe3 4 roauHu micns npuiiomy pa3oBoi go3u 600 mr. Cepenni (= CB) 3HaueHHA
KOHIICHTpaIlii y TKaHWHAX 1a3yx ctaHoBwiIn 16 % (£ 20) BiaNOBIAHMX 3HAYCHB Y TIa3Mi KPOBI.

Jleceni. Y AOpoCHMX MAIIEHTIB MicIs M1arHOCTUYHOI OPOHXOCKOIMII cepelHd MaKCHMalibHa KOHIEHTpAILlis
nedauHipy B ciu3oBiit Oponxis 1,14 (< 0,06-1,92) mkr/mi crioctepiraiacs 4epes 4 TOAUHU Micisl IPUAOMY
pasoBoi 103u 600 Mr Ta cranoBuia 31 % (+ 18) BiamoBigHKUX 3HAYEHD Y M1a3Mi KpoBi. CepeiHsa MaKCUMallbHa
KOHIIEHTpallisl nedauHipy B piguHi eniteniansHol miaknanku 0,49 (< 0,3-0,59) mkr/mn cranoBmia 35 % (+
83) BiAMOBIIHKUX 3HAYEHD Y MIa3Mi KPOBI.

Cepeone eyxo. Y 14 mnaiieHTiB AUTSIYOrO BIKY 3 TOCTPUM OakTepiaJIbHUM CEpEeIHIM OTUTOM CEpe/Hs
MaKCHMaJlbHa KOHIIEHTpallis nedauHipy B piauHi cepeanboro Byxa craHosmia 0,72 (0,14-1,42) mxr/mia ta
criocTepiranacs depe3 3 TOJUHM TicCis mpuiiomMy pazoBux a03 7 T1a 14 mr/kr. Cepeani (+ CB) 3naueHHs
KOHIICHTpaIlii y piIuHI cepeHboro Byxa ctaHoBuIH 15 % (+ 15) BiamoBiqHUX 3HAYCHB Y IU1a3Mi KPOBI.
JlaHuX po NPOHUKHEHHS LeQANHIPY B CIMHHOMO3KOBY PiIMHY HEMAE.

MeTtabo1i3M Ta BUBE/ICHHS.

Hedaunip He migaaeTbes ICTOTHOMY MeTabonizMy. BuBoautbes nepeBaxHo Hupkamu. CepenHiil mepiof
HariBBuBeneHHs (T12) cranoButh 1,7 (£ 0,6) roa. Y 310poBUX JOOPOBOJIBINB 3 HOPMATBHOK (QYHKITIE
HUpOK micist mpuitomy 600 Mr e auHipy HUpKOBHUi KiipeHc (kmiperc kpeatuHiny [KK]) cranoButs 2,0 (£
1,0) mu/xB/kT, mepopanbHuit Kinipeac — 15,5 (+ 5,4) mi/xB-kr. CepeiHiii BiICOTOK Bijl MPUHHSATOT 103U, 1110
BHUBOJIUTHLCS B HE3MIHEHOMY BHTIISAI 3 ceuero mpH npuitomi 1o3u 600 mr, cranosuts 11,6 % (+ 4,6). Kiipenc
e AUHIpY 3HIKYETHCS Y TALli€HTIB 3 MOPYIIEHHSAM (YHKIIH HUPOK.

OCKITbKM HHUPKOBA EKCKpellisi € OCHOBHMM UUIIXOM BHBEACHHA UedIuHIpy, MOro A03yBaHHS CHij
BIJIMIOBITHUM YWHOM CKOPETYBaTH Ui MAIl€HTIB 3 BHUPAKEHUM IMOPYIIEHHSAM (QYHKIII HUpPOK Ta s
MAaIi€HTIB, 0 3HaXOIIThLCI Ha TeMOoTiami3i.

ITartieHTH 3 HUPKOBOIO HEJIOCTATHICTIO.

VY namientiB 3 KK Big 30 10 60 Mit/XB Ciax 1 T1/2 Oymu Oisbe mpuoimsHo B 2 pasu, AUC — npu6imsHo B 3
pa3u. Y cy6’exriB 3 KK < 30 Mi/xB Crmax 301bIIyBasIacsi NpuOIM3HO B 2 pasu, |12 — NpHOIM3HO B 5 pasis,
AUC — npubnuzno B 6 pasiB. [yt maimieHTiB, sIKi MaloTh BUpakeHi nmopymeHHs ¢yakmii aupok (KK < 30
MJI/XB), CITiJl KOPUTYBATH PEXKHUM JJO3YBAHHS.

IlarieHTH Ha remMoiaftisi.

ITix gac miani3y (TpuBaIicTIO 4 TOAWHU) 3 OpraHizMy BuaanseTbes 63 % nedaunipy, a Tz 3MeHmIyeThes 3 16
(+3,5) m0 3,2 (£ 1,2) rox. J{yist marieHTiB Ha reMO/iali3i peKOMEHIYETHCS KOPUTYBATH PEIKUM JT03yBaHHSI.
[MarienTH 3 MOpyIeHHSIM QYHKIIIT MEYiHKH.




Ockinbku 11eIuHIp BUBOJUTHCS EPEBAKHO HUPKAMU Ta CYTTEBO HE MiATA€THCSA METab0IIi3MYy, JOCIIHKEHHS
Ha TaIli€eHTax 3 MOPYIIeHHAM (QYHKIIHN MeUiHKU He TpoBoauiaucs. Kopekilis pexxuMy A03yBaHHS I TaKUX
MAIIEHTIB HE mepea0ayaeThes.

IarieHTH JITHBOTO BIKY.

CucremHuit BIMB e AUHIPY 3HAYHO 301TbITYBaBCS Y JTOACH JITHBOTO BiKY: Cmax Ta AUC Ha 44 % 1 86 %
BianoBigHO. Lle 3yMOBIIEHO 3HIKEHHSM HOro KiipeHcy. O0’eM po3MoIily TakoX 3MEHINYBaBCs. Takum
YMHOM, ICTOTHOT'O 3MEHILIEHHS CepPeJHhOr0 Mepioy HamiBBUBEACHHs LedAUHIpY He croctepiranocs (JiTHI
nanientu: 2,2 = 0,6 rox, monoxai mamientu: 1,8 = 0,4 rox). Ockinbku KiIipeHC HehaUHIPY B TEPITY YEpry
OB’ s13aHUH 31 3MiHOIO (PYHKIIIH HUPOK, a HE 3 BIKOM, BiJICYTHSI HEOOXITHICTh Y KOPEKIIii J03yBaHHS JUIsl TAKHX
MAIIEHTIB.

Crartb Ta paca.

Meraanaini3 pe3yabTaTiB KIIHIYHHX JOCHimkeHb (apmakokinetuku (N = 217) He mnpoaeMoOHCTpyBaB
3HAYHOTO BIUIMBY Hi CTaTi, Hi pacu Ha (papMaKOKiHETHKY HepAUHIPY.

KuiniuHi XapakTepucTHKH.

Ilokazannusa.

JlikyBanHs iH(EKIid JErkoro Ta CEpeaHbOTO CTYMEHS TSHKKOCTI, 3YMOBJICHHUX  YYTIMBUMHU
MIiKpOOpraHi3MaMHu.

Jlopocni ma oimu sikom 6i0 13 pokie

HerocnitanbHa MHEBMOHIsI, 3yMOBJICHA:

Haemophilus influenzae (B Tomy wmcti mtamu, o IpoayKyOTh OeTa-Takramasy);
Haemophilus parainfluenzae (8 Tomy 4rcii mram, 1o mpoayKyTh OeTa-1aKTamasy);
Streptococcus pneumonia (TijbKH IITaMH, YyTJIMBI 0 MEHIINTIHY);

Moraxella catarrhalis (B Tomy 4mcii mramu, 1o OpoayKyrOTh OeTa-IakTamasy).

3arocTpeHHs! XpOHIYHOTO OPOHXITY, 3yMOBIIEHE:

e Haemophilus influenzae (B Tomy gwrchi mramu, 110 MPOAYKYIOTH OeTa-TaKTaMasy);

e Haemophilus parainfluenzae (8 Tomy umcni mTamu, 1o NPOAYKYIOTh OeTa-TaKTamMasy);
e Streptococcus pneumonia (TibKH IITaMH, YyTJIMBI 0 MEHIIUTIHY);

e Moraxella catarrhalis (B Tomy uuchi mramu, o OPOAYKYIOTh OeTa-lakTamasy).

I'ocTpuit cUHYCHUT, 3yMOBIICHMIA:

e Haemophilus influenzae (B Tomy gwrchi mramu, 1110 MPOAYKYIOTH OeTa-TaKTaMasy);
e Streptococcus pneumonia (TUIBKH MITaMH, YyTJIMBI 10 MEHIIWITIHY);
e Moraxella catarrhalis (B Tomy 4rci mTamu, 1o NPOAYKYIOTh OeTa-TakTaMasy).

@DapHHTIT/TOH3UIIIT, 3yMOBIIEHUI:
e Streptococcus pyogenes.
Heycknagneni iHekuii mkipu Ta M’ IKMX TKaHUH, 3yMOBJICHI:

e Staphylococcus aureus (y ToMy 4rcii IITaMH, 110 TPOAYKYIOTh OeTa-TaKkTaMasy);
e Streptococcus pyogenes.

IIpomunokasanna.
[ligBuiena 4yTIMBICTh 10 LeAUHIPY, 1HIIHUX IeQalOCIOPUHIB Ta JO 1HIIMX KOMIIOHEHTIB JIIKapChbKOTO
3aco0y.

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

ITpu ogHOYAacHOMY 3aCTOCYBaHHI LE(IUHIPY 3 IHIIMMHU JIKApPCHKUMHU 3ac00aMH MOXJIMBI HMXKUYEHaBE/IEH1
B3aeMoii.

Aumayuou (anrominie- abo MacHIEBMICHI).

OnHouacHe 3aCTOCYBaHHS 3 aHTAIUAAMU 3HMKYE Cmax Ta CTYIIHB a0copO11ii e aunipy nmpuodauzHo Ha 40 %.
Yac pocsarHeHHsT Cmax TaKOX MOAOBXKYeThesl HAa 1 roauny. Ilpu ogHOYacHOMY 3acTOCYBaHHI LIMX 3ac00iB
nedauHip caig MpuiMaTH K MIHIMYM 3a 2 TOJUHU 710 a00 Yepe3 2 TOAUHU TICIS TPUHOMY aHTaIuTy.
Hobasku 3aniza ma npodyxmu, 36azaveni 3a1i3oMm.



OnHOoYacHe 3aCcTOCYBaHHs 3 00aBKaMU 3aji3a, 1o MicTsaTh 60 Mr enemeHnTapHoro 3aiiza (y urisai FeSOy),
Ta BiTaMiHaMH, 1110 MicTATh 10 Mr enemeHTapHOro 3aii3a, 3HnKye abcoporito nedaunipy Ha 80 % Ta 31 %
BinoBigHO. [Ipy o1HOYaCcCHOMY 3aCTOCYBaHHI WX 3ac00iB e IUHIP CITi IPUIMATH SK MIHIMYM 3a 2 TOJUHU
110 a00 Yepe3 2 TOAUHU MICTs IpuiioMy 100aBOK.

BB npoykTiB, 30araueHux eJIeMEHTapHUM 3aJ1i30M, Ha a0CopOIIito e AnHIpY HE BUBYABCS.
[ToBimOMIISUIOCH TIPO BWITAJKKM YEPBOHYBATOTO 3a0apBJICHHS BUIIOPOXXHEHb Y MAII€HTIB, MO MPHUMAIOTh
nedaunip. Y 06araThbOX BHIIAJKaX MAli€HTH 3aCTOCOBYBAIM OJHOYACHO 3aJli30BMICHI MPOAYKTH. YepBoHe
3a0apBIiIeHHS MOKE OyTH MOB’s13aHE 3 YTBOPEHHSM Y TPAaBHOMY TPAKTI KOMIUIEKCY e aAuHIpY a00 MPOIYKTIB
HOro pO3KIIaAaHHs Ta 3aji3a, 0 HE BCMOKTYEThHCH.

IIpobeneyuo.

[Tpu oxHOUACHOMY 3aCTOCYBaHHI 3 MPOOSHIIMIOM MO>KIIMBE MOPYIICHHS HUPKOBOT eKCKpelii nepannipy (K
1 TIpU 3aCTOCYBaHHI IHIIKX 11e(aTOCTIOPHHIB), 110 MpU3BOAUTH 10 30unbmenHs AUC y 2 pazu, Cmax — Ha 54
% ta T, — Ha 50 %.

Bszaemoois 3 nabopamopnumu mecmamu.

[Tpu 3acTocyBaHHI HeGAUHIPY MOXKYTh BiI3HAYaTHCS XMOHOMIO3UTHUBHI PE3YJIbTATH TECTY Ha KETOHOBI Tijia B
cedi y pa3i BUKOPUCTAHHSI HITPOTIPYCHUTTY.

3acrocyBaHHs He)IUHIPY TAKOK MOXKE 3yMOBHTH XHOHOIIO3UTHBHI PE3yIbTaTH MPH BU3HAUCHHI TIFOKO3H B
ceui y pasi 3acTocyBaHHs po3unHy benemukra abo peaktuBy @Deminra. [IHOKO3ypir0 peKOMEHIYEThCS
BU3HAYATH TUTBKUA (PEPMEHTHUM METOJIOM.

3acTocyBaHHs Le(alOCIOPUHIB MOXKE 1HOA1 OYTH IPUUYMHOK XMOHOIO3UTHUBHOIO pe3yibTary Tecty Kymbcea.

Ocobnueocmi 3acmocyeanus.

3 METOK 3HI)KCHHS IIBHUJKOCTI BHHHMKHEHHS aHTHOIOTHMKOPE3UCTEHTHOCTI JIKApChKUK 3acid  CIrij
3aCTOCOBYBATH JIMIIE JUIS JIIKYBaHHSA YU NPOQLIAKTUKY iH(EKLiH, CIPUINHEHUX YYTIUBUMH OakTepismMu. Y
BUIAJKaX, KOJHU € iHQopMallis npo pe3yabTaTH OaKTepioJOriYHMX MOCIBIB Ta BU3HAYEHHS YYTJIHBOCTI, il
HEOOXiTHO BpaxOBYBATH IiJ yac BUOOpY a0o 3MiHM aHTHOakTepianbHOI Tepamii. [Ipu BimCcyTHOCTI Takux
JaHUX Ha eMIIPUYHUA BUOIp Tepamii MOXYTh BIUIMHYTH MICIIEBI €MiJIEMIONOTI4HI JaHi Ta MicleBi
0COOJIMBOCT1 XapaKTEPUCTUK YYTIUBOCTI.

Ledaunip € edexTHBHUM IpU JTiKyBaHHI iH(EKII pOTOrIOTKH, CipudnHEeHOi Streptococcus pyogenes (S.
pyogenes). Ilpore edekrtuBHiCT, HehAMHIPY IS NPOPIIAKTHKH PEBMATUYHOI JIMXOMAHKH MICIIs
MepPEeHeceHoro (PapuHTITY/TOH3UIITY, CIPUYMHEHOTO S. PYOJenes, He BCTaHOBJICHA.

3acTocyBaHHs Le(pAUHIPY TPU BIACYTHOCTI JTOBEIEHOT YW OOIPYHTOBAHO II1I03pIOBAHOI OakTepiaabHOT
iHpekuii abo Horo npoiIakTUYHUM MPUIOM Ma€e CyMHIBHY KOPHUCTb Ul MAIlleHTa Ta MiABHILYE PUZHUK
PO3BHUTKY aHTHO10TUKOPE3UCTEHTHOCTI.

SIK 1 mpH 3acTOCYBaHHI 1HIIUMX aHTHOIOTHKIB IIMPOKOTO CIEKTpa Jii, TpHUBaie JiKyBaHHA e JUHIPOM MOKe
MPU3BECTH JO 3pPOCTaHHSA KUIBKOCTI HEUYYTIMBUX MiKpoopraHizmiB. CiiJ 3I1HCHIOBAaTH peTENbHUIN
MOHITOPUHI CTaHy HamieHTa. Y pasi pO3BUTKY cymnepiHeKuii MoTpiOHO NPOBOJUTH BIAMOBIIHE
aIIbTepHATHBHE JIKyBaHHSI.

Bnaue na imynny cucmemy.

[lepen mowaTkoMm 3acTOCYBaHHsI JIIKApCHKOTO 3aco0y CiiJ BHUKJIIOYUTH HAsSBHICTh B aHAMHE31 peakIlii
rinepuyTIuBOCTi 10 nedAUHIpY, IHIINX 1ehaToCIOpHHIB, MEHILMIIHIB 00 10 1HIINX JIIKAPCHKUX 3aCO0iB.
[Ipu 3acTocyBaHHI JTiIKapChbKOTo 3ac00y Malli€eHTaM 3 TepUyTIUBICTIO J0 MEHIIMIIHIB BapTO JOTPUMYBATHCS
MaKCUMaJIbHOI 00EpeXHOCTi, OCKUIBKM JOBEACHO HASBHICTh MEPEXPECHOi TIMEepUYyTIMBOCTI MiX OeTa-
TakTaMHAMU aHTHOI0THKaMK y 10 % mamieHTiB 3 allepriyHUME peaKIlisiMH Ha TIEHIIWIIH B aHAMHE31.

VY pasi po3BUTKY peakiiil TinepudyTIUBOCTI CIiJl MPUIUHUTH 3aCTOCYBaHHS JIIKapchbkoro 3acoly. Y pasi
PO3BUTKY CEpHO3HUX aJePriYHMUX PEaKIliii MOXke BUHUKHYTH MOTpeda y BBEJCHHI aipeHalliHy Ta POBEICHH1
IHIINX HEBIAKIAIHUX 3aX0JliB, BKJIIOUAIOYM 3a0€3MEUCHHsS KHCHEM, BHYTPIIIHBOBEHHE BBEJICHHS DIiJIuH,
aHTUTICTaMIHHUX 3aCc001B, KOPTUKOCTEPOi/Ii1B, IPECOPHUX aMiHIB Ta 3a0€3MeUEHHs MPOX1THOCTI TUXATbHUX
[UIAX1B IPY BUHUKHEHH1 KJIIHIYHOT HEOOX1THOCTI.

Bnaue na mpaenuu mpaxm.

ITpu 3acTocyBaHHI MPAKTUYHO YCiX aHTHOAKTEPiaIbHUX 3ac001B, BKIIOUAI0OUH e IUHIp, TOBIIOMIISIIOCH PO
po3BHUTOK jaiapei, acomiiioanoi i3 Clostridium difficile (C. difficile), cryminp sikoi Bapiroe Bij jterkoi miapei 10
KOJITY 3 JIeTaTbHUM HaciiakoM. JIikyBaHHS aHTHOAKTepiaTbHUMH 3ac00aMU 3MIHIOE HOPMAIIbHY MiKpOQIIopy
TOBCTOTO KHUIIIEYHUKA, 10 MPU3BOAMUTH 10 HaaMmipHoro pocty C. difficile. C. difficile mpoxykytoTs TokCHHEM
A Ta B, 110 cripHsItOTh pO3BUTKY MCEBAOMEMOPAHO3HOrO KOMITY. ['iIEepTOKCHH, 1110 MPOIYKYEThCS IITAMaMU



C. difficile, BukinKae miIBUIIEHHS 3aXBOPIOBAHOCTI Ta JIETAIBHOCTI Y 3B’SI3KY 3 THUM, IIO 15 iH(EKIIisT MOXKe
OyTH PE3UCTEHTHOIO JI0 aHTUMIKpOOHOT Teparii i MOKe BUHUKHYTH HEOOX1THICTh Y KOJIOHEKTOMII.
MOXJIUBICTh TICEBAOMEMOPAHO3HOIO KOJITY CIiJI PO3IJISIIATH y BCIX MAIliEHTIB 3 JIapeero BHACHITOK
3aCTOCYBaHHS aHTHUOIOTHKIB. PeTenpbHe BUBUCHHS aHAMHE3y XBOPOOH € BKpail HEOOXITHUM Y 3B’SI3KY 3 THM,
110 TICEBIOMEMOPAaHO3HUI KONIT, BUXOASYH 3 MOBIIOMIICHbD, CITIOCTEPIraBcs OUIBII HiIXK Yepe3 2 MicsI micis
3aCTOCYBaHHS aHTHOAKTEpi1aJIbHUX 3aCO01B.

VY pasi migo3pu abo miaTBEPIKEHHS PO3BUTKY MICEBIOMEMOPAHO3HOTO KOJIITY CIIi/I IPUITMHUTH 3aCTOCYBAHHS
JKapChKOTO 3ac00y. BuXoas4u 3 KIIHIYHOTO CTaHy, MaIll€EHTy MOXKEe OyTH MOKa3aHO BBEICHHS BiAMOBIIHOI
KUTBKOCTI PIJIMHU Ta €JICKTPOJITIB, OLIKOBHUX 100aBOK, aHTHOI0THKOTEepatis, 1o sikoi uyriusa C. difficile, ta
XipypriuHe 0OCTEe)KECHHS.

3acmocyeanus nayicHmam 3 KOJIIMoM 68 AHAMHe3I.

Takum mamieHTam JIiKapChbKUiA 3aciO CITiJT 3aCTOCOBYBATH 3 00CPEIKHICTIO.

3acmocyeanus nayicHmam 3 HUPKO80I0 HeOOCMAMHICMIO.

Jlnst manienTiB 13 HUpKoBoto HegoctatHicTio (KK < 30 Mi/xB) ciif 3MeHIIUTH 1000BY 103y JIKapCHKOTO
3ac00y, OCKUIbKHM 3aCTOCYBaHHS B PEKOMCHJIOBAHUX J03aX MOXKE MPHU3BECTH 0 3HAYHOTO 30UIBIICHHS
MJ1a3MOBUX KOHIEHTpALlil 1 IepioAy HamiBBUBEAEHHS e AUHIPY.

3acmocyeanns y nepioo eazimuocmi abo 200y8aHHsL 2pyO0i0.

ExcriepuMeHTanbHi JOCHIKEHHS PENPOAYyKIil Ha TBApUHAX HE BUSBUIIM JKOJHOTO TEPATOTEHHOTO €(DeKTy.
AJIeKBaTHHX Ta J00pe KOHTPOJIbOBAHMX [IOCII/DKEHb 3aCTOCYBaHHA UE(AMHIPY BariTHUM >KIHKAM HE
npoBoAuiocs. [laHi mpo BIUIMB 3aCTOCYBaHHS Lie(hIMHIPY HA MOJIOTH BiACYTHI.

VY mepioa BariTHOCTI 3aCTOCYBaHHS JIIKAPCHKOTO 3aCO0y MOXKIIMBE JIMINE y pa3i OOTPYHTOBAHOI KIIIHIYHOT
moTpeowu.

[Tpu 3acTocyBanHi nedauHipy y 103i 600 Mr BiH He BU3HAYA€THCS Y TPYAHOMY MOJIOII.

30amuicms éniueamu Ha WEUOKICMb peakyii npu KepysanHi asmompancnopmom abo iHuumu
MexauizMamu.

Jlikapcpkuii 3acid He BIUIMBA€ Ha IIBHJAKICTh pPEakIlii MpH KepyBaHHI aBTOTPAHCIOPTOM abo I1HIIUMU
MeXaHI3MaMH.

Cnoci6 3acmocysanna ma 0o3u.

Jlikapchkuil 3aci6 mpu3HAYeHUM ISl IepopasbHOTO 3acTocyBaHHA. Kancynu MoxHa npuiiMaTi He3ajaeXHO
BiJl IpUioMy 1XKi.

Jopocni ma oimu eixom 6id 13 poxie

PexomeH0BaHe J03yBaHHS JIIKAPCHKOTO 3ac00y Ta TPUBAIICTH JIIKyBaHHA 1H(EKLINH 3a3HaYeHO y TaOIuUIl
HIK4Ye. 3aranbHa 1000Ba J103a Ui JIiKyBaHHS Beix iH(ekmiit cranoButs 600 mr. [Ipuitom nedauHipy y 1031
600 mr 1 pa3 Ha 100y npotsirom 10 1116 € HacTIIBKU X e(eKTUBHUM, sK 1 npuiiom y 1031 300 mMr 2 pa3u Ha
no0y. [Tpuitom nepaunipy 1 pa3 Ha 100y He BUBUABCS MPH JIIKYBaHHI THEBMOHII Ta 1H(EKIIIH MIKipH, TOMY Y
[UX BHUIAJIKAX JIKapChKH 3aci0 CiIij1 3aCTOCOBYBATH 2 pa3u Ha 100Yy.

Taommist
Tun inghexyii Jlo3yeanns Tpusanicmo
HerocmitansHa THEBMOHIA 300 mr xoxHi 12 rogud 10 nio
3arocTpeHHs! XpOHIYHOTO OPOHXITY 300 mr koxHi 12 ronuH 5-10 ni6
abo abo
600 mMr xoxHi 24 roguHu 10 nio
T'ocTpuii cunycur 300 mr koxHi 12 ronun
abo 10 ni6
600 Mr koxHI 24 roguHA
DapuHTIT/TOH3UIIT 300 mr xoxHi 12 ronud 5-10 xi6
abo abo
600 mr xoxHI1 24 roguHu 10 mi6
HeyckmaseHi iHGeKITi KIpH Ta M’ SIKUX TKaHH 300 mr xoxHi 12 rogun 10 mi6

Tayienmu 3 HUPKOBOIO HEOOCMAMHICIO
Jlopocnum narientam 3 kiaipeHcom kpeatuniny (KK) < 30 mur/xB mikapcekuit 3aci0 ciij1 3aCTOCOBYBATH Yy 1031
300 mr 1 pa3 Ha 100y.



s oninky KK nopocnux marieHTiB MOKHA 3aCTOCOBYBAaTH HIK4UeHaBeleHy Gopmyny. Kpeatunin miazmu
KpOBI IIOBUHEH BiOMBATH PIBHOBAXHUHN CTaH (YHKIIIT HUPOK.
_[140— ik (y pokax)] x maca Tisa (Kr)
KK (mi/xB) = - -
72 X KxpeaTHHIH IIa3M1 KPOB1 (MI/11)
Jitam k KK < 30 mr/x8/1,73 M2 mikapcekuii 3aci6 ciix 3acTocoByBatH y 103i 7 mMr/kr (1o 300 mr) 1 pas Ha
n00y.
s ominku KK niteit MoxHa 3aCTOCOBYBAaTH HUXKYCHABEEHY (hopmyIy.
KK (vv/xe/1,.73 M2) = 0,55 “pict (o)
KpEeaTHHIH IJI1a3MH KpOBi (MI/11T)
Tavyieumu na cemooianisi
JInist marieHTiB Ha NOCTIHHOMY reMoJializi peKOMEH0BaHa 0YaTKOBA 7032 JIKapChKOTro 3ac00y CTAaHOBUTH
300 Mr abo 7 Mmr/Kkr uepe3 JieHb. B KiHIII KOKHOTO ceaHcy remoianizy 3actocoByBatd 300 mr (abo 7 Mr/kr)
e aunipy, HacTymHi 103u (300 Mr abo 7 MI/KT) 3aCTOCOBYBATH Haiaji yepe3 JACHb.
Tayienmu 3 nopywenHsam QyHKYil nevyinku
He nepenbdayaeTbest KOpEKIlis peKUMY JTO3YBaHHS JIJIsl TAKUX IMAIlI€HTIB.
Hayienmu nimuvoco 8ixy
BincyTHst HEOOX1THICTh Y KOPEKIIil 103yBaHHS JJISl TAKHUX TAIli€HTIB.
Himu.

Jlikapchkuii 3aci0 3aCTOCOBYBATH AITsAM BiKOM Bix 13 pokiB.

(% 0,85 st 5K1HOK)

Ilepeoo3ysanns.

Jlaaux 1I0A0 Tepenao3yBaHHA UehAUHIPY Yy JIOJUHU HeMae. Y JIOCTIDKEHHSX TOCTPOi TOKCHYHOCTI Ha
rpU3yHax OJIHOPa30Be MepopaabHe BBeIeHHS He(auHipy B 1031 5600 MI/Kr He 3yMOBHIIO PO3BUTOK MOOTYHUX
peakmiii. [Ipu mepemosyBaHHI iHIIMX Ie(aTOCIOPUHIB MOBIJOMIISIIOCH MPO TaKi CHMOTOMH: HYAOTA,
OmroBaHHS, TUCKOMGOPT y IITYHKY, Alapes Ta CYAOMHU.

Ledaunip BUAaNsIe€ThCS 3 OpraHi3My HUIIXOM TE€MOJiami3y, II0 MOXe OyTH KOPHCHUM y pa3i PO3BHTKY
CepHO3HUX TOKCUYHUX Peakliif, BUKIIMKaHUX NEepe03yBaHHAM, OCOOJIMBO MPH NMOPYIICHHIX (YHKIINA HUPOK
y Malli€HTa.

Il00iuni peakuii.

HuxuenaBeneHi noGivHi peakiii crocTepiraaucs Mij yac KIIHIYHUX JOCIIKEeHb HedIuHIpY:

gacTto (> 1/100 i < 1/10) — miapesi, BariHaJIbHUIH KaHIUI03, HY/I0Ta, TOJOBHUN 01k, a0 0MiHATBHUI O1Jb,
BariHIT;

Heyacto (> 1/1000 i < 1/100) — BucumnaHHS, AUCIEICIsA, METEOPU3M, OJIFOBAHHS, 3MIHH Y BUITOPOKHEHHSIX,
AQHOPEKCIsl, 3armop, 3arnaMOpOYEHHsS, CYXICTh Yy POTi, acTeHis, 0€3COHHs, JIeWKopes, KaHIHUI03, CBEpPOIXK,
COHJIUBICTb.

3a pe3ysbTaTaMu MIiCIIpEECTPALIHOTO TOCBIAY 3aCTOCYBaHHs e IUHIpY BUSABICHI Takl MOOIYHI peaKiii:

3 00Ky cucmemu Kpoei ma jaimgamuunoi cucmemu — TAHIUTONEHIA, TPAHYJIOLUTOINEHIs, JEHKOMeHis,
TPOMOOILIMTONEHIS, 1Al0NAaTHYHA TPOMOOLMTONEHIYHA MypIypa, TeMOJITHYHA aHeMis, CXWJIBHICTh M0
KpOBOTEY, MMOPYIICHHS 3TOPTaHHs KPOBi, TeHEpaTi30BaHUI TPOMOOTeMOpariYHuii CUHIPOM;

3 00Ky IMYHHOI cucmemu — TIOK, aHadiIakcis (B PIAKICHUX BUMAAKAX 3 JETAIBHUM HACTIIKOM), HAOPSK
o0JIMYYs Ta FOPTaHi, BIAYYTTS 3a]lyXH, CHPOBAaTKOBA XBOpP0O0Oa, aJlepriYHuii BaCKyJIiT;

3 OOKY HepB8060i cucmemu — BTpaTa CBIJIOMOCTI, MUMOBUIbHI PYXH;

3 60Ky 0peaHi6 30py — KOH IOHKTHBIT;

3 OOKY cepysi — cepiieBa HEJOCTaTHICTh, OUTh y TPYSX, 1H(APKT MioKap/a;

3 OOKy cyOuH — TIMepTEH3I;

3 00Ky OuXanbHoi cucmemu, OpeaHié 2epyoHoi KIIMKU ma cepe0OCminHs — TOCTpa peclipaTopHa
HEJOCTaTHICTh, HamajJ acTMH, JKapchbka MHEBMOHIS, €03MHO(ITbHA MHEBMOHIS, I1Ii0MaTUYHA
1HTepCTUILlaTbHa THEBMOHIS;

3 OOKY mpagHo2o mpakmy — CTOMATHT, TIJBUIICHHS PIBHS aMmilia3u, TOCTPUN €HTEPOKOIIIT, TeMOpariuHui
MIPOHOC, TEMOPATIYHHI KOJIIT, MEJIeHA, ICEBIOMEMOPaHO3HUN KOJIIT, KpOBOTEYA 3 BEPXHIX BIIIIIIIB TPABHOTO
TPAaKTy, BUpa3KkoBa XBOpoOa, HEMPOXIJHICTh KUIIICYHHKA,

3 00Ky eenamobiniapnoi cucmemu — TOCTPUU TEMATUT, XOJeCTa3, ONMCKAaBUYHUMA TEMAaTUT, MEYIHKOBA
HEJOCTaTHICTb, JKOBTSIHHIIS,

3 00Ky wKipu ma niowkipnux cmpykmyp — cuaapom CtiBeHca — J[PKOHCOHA, TOKCUYHMIA eIiiepMaTbHUI
HEKpOIi3, eKCc(ONMaTUBHUNA IepMATHT, MYIbTH(POPMHA epUTeMa, HOI03HA EPUTEMA,;



3 60Ky HUPOK ma cevo8usioHoi cucmemu — TOCTpa HUPKOBA HETOCTATHICTh, HEPPOMATis;

3 OOKY CKellemHo-M 30801 cucmemu ma CnoayyHoi mkanunu — padIomMionis;

3a2anbHi po31aou ma peakyii' y micyi 66edeHHs — JINXOMaHKa.

[Ipo HmwkueHaBeneHiI IMOOIYHI peakiii MOBIJOMJISIIOCH TIPH 3aCTOCYBaHHI aHTHOIOTHKIB  KJacy
1edanocrnopuHiB:

3 OOKy cucmemu Kpogi ma iimgamuyroi cucmemuy — ariacCTUYHA aHEeMisl, TEMOJIITUYHA aHEeMisl, FeMOpariyHi
MOPYIIIEHHS, HEUTPOTICHIsI, MTAHIIUTOIICHIS Ta arpaHyJIOIUTO3;

3 OOKY IMYHHOI cucmemu — aJIepTivHI peakilii, aHadiaakcis;

3 60Ky eenamobiniapnoi cucmemu — NOPYIIEHHS QYHKIIHA IEYiHKN BKIIOYAI0YH XOJIECTA3;

3 00Ky wiKipu ma niowkipuux cmpykmyp — cunapom CriBeHca — J[)oOHCOHA, MyIbTH()OPMHA epUTEMa,
TOKCHYHUH emifiepMabHII HEKPOITi3;

3 OOKY HUPOK ma ce408UsioHoi cucmemu — TOpyIeHHs PYHKIIH HUPOK, TOKCMYHA HE(PpOIIaTis;
pesynvmamu 1a00pamopHux 00CaiodHcenb — XUOHOTIO3UTHBHUN TECT Ha BMICT IJTFOKO3H B CEHi.
[IceBmoMmeMOpaHO3HUN KOJIIT MOXKE€ PO3BHUHYTHCH SK TIiJ 9ac, TaK 1 MICIs 3aKiHYEHHS JIIKyBaHHS
aHTHO10THKaMHU.

3acTocyBaHHS JeAKUX 1Le(haIoCMOpUHIB CYIPOBOIKYBAIOCS PO3BUTKOM CYAOM, OCOOJIMBO y MAlli€HTIB 3
NOpYyUIeHHsAM (DYHKIIH HUPOK, SKUM HE MPOBOJMIIACH KOPEKIis T03yBaHHS. Y pPasi pO3BUTKY CYAOM CIiJ
MIPUIMHUTY 3aCTOCYBaHHA npenaparty. [Ipu kiiHiYHIi HE0OXiqHOCTI MOXKe OyTH MPU3HAYEHA MPOTUCYIOMHA
Tepartis.

Tlogioomnenns npo nioo3pioeari noOIUHI peaxyii.

[ToBimomueHHs Mpo MOOIYHI peakuii micist peectpamii JIiKapchbKoro 3aco0y mae Benuke 3HaueHHs. Lle mae
3MOTY TPOBOJWTHA MOHITOPUHT CITiBBIJIHOIICHHS KOPUCTH/PU3UK IPH 3aCTOCYBaHHI I[LOTO JIKAPCHKOTO
3aco0y. MenuyHuM Ta (QapManeBTUYHHM TMpaIliBHUKAM, a TaKOoX IamieHTaM abo iXHIM 3aKOHHUM
MpeICTAaBHUKAM CJiJI TOBIIOMIISITHU TPO YCl BUMAAKHU MiJO3PIOBAaHUX IMOOIYHUX pEakIii Ta BiJCYTHOCTI
e(eKTUBHOCTI JIIKapChKOTO 3aco0y uepe3 ABTOMATH30BaHy iHpOpMaIliiiHy cucreMy 3 (hapMakoHArIsAy 3a
nocunanusaM: https://aisf.dec.gov.ua.

Tepmin npuaatHocrTi.
3 poKH.

YmoBu 30epiranus.
30epiratu mpu Temmeparypi He Bute 25 °C y HeJOCTyITHOMY JUIsl TiTeH MicCIIi.

YnakosBka.
ITo 10 xancyn y Gmicrepi; mo 1 abo 2 Guictepu B KapTOHHIN KOpOOITi.

Kareropis Bignycky.
3a peuenTtom.

Bupoonuk.
dapmaBixu Can. Be Timk. A.ILlL, Typeyuuna /
PharmaVision San. ve Tic. A.S., Turkey.

Micue3HaxoakeHHsI BHPOOHHKA Ta agpeca Micusi NPOBAKeHHS HOro AislJIbHOCTI.
Jasyrnama [Ixaa. Nel45 3eitrinOypuy CramOyi, Typeuunna /
Davutpasa Cad. No:145 Zeytinburnu Istanbul, Turkey.

3asiBHUK.
TOB «YOPJII MEJIUII1Hy, Ykpaina /
WORLD MEDICINE, LLC, Ukraine.



