IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

Meponenem-BicTa
(Meropenem-Vista)
Cknao:
Oitoua peyosuHa: meropenem;

1 ¢makoH mMicTUTE MeporeHeMy Tpurigpaty 570 Mr, 110 BignoBigae 500 Mr MepomieHeEMY Y
nepepaxyBaHHI Ha 6€3BOIHY PEUYOBUHY;

1 dbnaxon mictuTh MeponeHeMy tpurigpaty 1140 wmr, mo Bignosigae 1000 Mr MmeponeseMy y
niepepaxyBaHHi Ha 6e3BOOHY PEYOBUHY;

1 dbnaxon micTuTh MeponeneMy Tpurigpaty 2280 wmr, mo Bignosigae 2000 Mr MeponeHeMy y
niepepaxyBaHHi Ha 6e3BOOHY PEYOBUHY;

donomijxcHa pevyosuHa: HaTpio KapOoHAaT.

JIikapcbeka ¢opma. [1opomIoK A TPpUroTyBaHHS PO3YUHY OJIS iH €KIIN.

OcHosHi (i3uko-xiMiyHi 8 1acmusocmi: TTOPOIIOK Bif 6iT0T0 MO CBIiTIIO-2KOBTOTO KOILOPY.

dapMakoTepaneBTHYHA rpymna. [IpotuMikpobHi 3aco6u A1 CUCTEMHOTO 3aCTOCYBaHHS.
Kap6anenemu. Kog ATX JO1D HO2.

dPapmakono2iuHi e1acmueocmi.
®apmakoduHamika.

MeponeseM YuHUTL 6AaKTePULUAHY [il0 IIIAXOM iHTi0yBaHHS CHHTE3y CTiHOK OaKTepianbHUX KITITHH
IPaMIIO3UTHBHUX i TpaMHEraTUBHUX OaKTepill MUISTXOM 3B’sI3yBaHHS 3 O6iTKaMu KPOBI, 110 3B’SI3YIOTh
neHimuiia (PBP).

4k i B iHmux GeTa-TakTaMHUX aHTHOAKTepianbHUX 3ac00iB, TOKAa3HUKM Yacy, IIPH SKUX KOHIIEHTPAllis
MepoIeHeMy IepeBulllyBaia MiHiManbpHy iHTiOyiouy KoHneHTpalio (MIC), BKa3yBajia Ha BUCOKUMI
CTYIIiHb KOpeJAllil 3 epeKTHBHICTIO. Ha HOKTiHIYHNX MOfeIsIX MepoIlleHeM ITPOIeMOHCTPYBaB
aKTHBHICTh IPU KOHIIEHTPAIifAX V Ia3Mi KpoBi, 1o nepesuinyBanu MIC gns iHpikyogux
Mikpooprani3mis npu6nu3Ho Ha 40 % B iHTepBani go3yBaHHs. Lle 1inboBe 3HaUEHHS He OYI10
BCTAHOBJIEHO KJIIHIYHO.

BaKTepiaana pe3I/ICTeHTHiCTB OO0 MePOoIleHeMY MO2Ke BUHUKHYTH B pesyanaTi:



- 3HUKEHHS IPOHUKHOCTI 30BHIMIHBOI MeMOpPaHU rpaMHeraTuBHUX 0aKkTepil (v 3B’A3KY 31 3HMKEHHAM
IIPONYKYBaHHS [IOPUHIB);

- 3HUKEHHS CIIOPiAHEHOCTI 3 inboBUMU PBP;
- MigBUILIEHHS €KCIIPeCii KOMIIOHEHTIB e(IIOKCHOT0 HAcoCa;
- IPOOyKyBaHHS OeTa-lmaKTaMas, IKi MOXKYTb TifpoJtidyBaTy KapOaneHeMH.

Y €spornelicbkkoMy Coto3i 6yIu 3apeecTpoBaHi Bunafky iHGQeKLIinHUX 3aXBOPIOBaHb, CIIPUUNHEHUX
OaKTepisiMu, CTIMKUMU 00 KapOameHeMiB.

[TepexpecHa Pe3UCTEHTHICTh MiXXK MEPOIIEHEMOM i JTiKapChKUMHK 3ac00aMH, I1I0 HaJiekKaTh [0 KJIaCiB
XiHOJIOHIB, aMIHOTJIIKO3U/IiB, MAKPOJIi/iB Ta TETPALMKIIIHIB, 3 YpaXxyBaHHAM LIJIbOBUX MIKPOOPraHi3MiB
BigcyTHs. OgHak 0akTepil MOXYTh IPOSIBIATH PE3UCTEHTHICTh 40 Oi/bII HiK OMHOTO KJIacy
aHTubOaKTepiambHUX MTpernapaTiB y pasi, KOau 3aJydeHuit J0 [Oil MexaHi3M BKII0Ya€ HEIIPOHUKHICTh
MeMOpaHU KJIiTHH Ta/ab0 HasBHICTh e(III0KCHOTO (-UX) Hacoca (-iB).

['pannyni 3HayenHs MIC, mo 6ynu BU3HAYeHi y XOAi KIiHIYHUX JOCTiAXKeHb EBPONENCHKUM
KOMITETOM 3 BU3HAYEHHS YyTIUBOCTI 10 MpoTuMiKpoOHuX npenapatiB (EUCAST), HaBeneHi 3a
nocunaHHaM https://www.ema.europa.eu/documents/other/minimum-inhibitory-concentration-mic-
breakpoints en.xlsx.

[TourupeHicTh HaOyTOI pe3UCTEHTHOCTI MOXKe 3MiHIOBATHCS reorpadiyHo Ta B 4aci oIl OKpeMux
BHUMiB, TOMy 6akaHO BpaXxOBYyBaTH MiCIleBYy iH(popMalliio 100 pe3UCTEHTHOCTI MiKpOOPraHi3MiB,
0CcOo0NIMBO IIpH JIIKyBaHHI TAXKKMUX iHGeKIiN. Y pa3i HeoOXigHOCTI, KOIK pPiBeHb MOMKUPEHOCTI
PE3UCTEHTHOCTI MIKPOOPTaHi3MiB Ha MiCLIeBOMY PiBHI € TaKUM, 110 KOPUCTH Bifl 3aCTOCYBaHHS
niKapchKOro 3aco0y, MpUHAMMHI 00 AesAKUX BUOIB iH(eKIid, € CYMHIBHOO, CJIifl 3BEepHYTHUCS 3a
KOHCYJIbTALII€I0 0 eKCIIepTa.

HuxX4e HaBegeHO aTOreHHI MiKpOOpraHi3My, BU3HaUY€HI Ha OCHOBI KJIIHIYHOT 0 [OCBIAY i
TepaleBTUYHUX IPOTOKOJIIiB JTiIKyBaHHS 3aXBOPIOBaHb.

3a3BuYail YYTAWBI BUOK

['paMIO3UTHBHI aepobu

Enterococcus faecalis'

Staphylococcus aureus (MeTI/IHI/IHiHT-IYTJ'II/IBI/IfI)Z

Bupu Staphylococcus species (MeTULIUTIHUYTIUBUM), Y TOMY 4ucii Staphylococcus
epidermidis, Streptococcus agalactiae (rpymna B), rpyna Streptococcus milleri (S. anginosus,
S. Constellatus ta S. intermedius), Streptococcus pneumoniae, Streptococcus pyogenes
(rpyna A)

['paMHeraTHBHI aepodu
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Citrobacter freudii
Citrobacter koseri
[Enterobacter aerogenes
Enterobacter cloacae
E'scherichia coli
[Haemophilus influenzae
Klebsiella oxytoca
Klebsiella pneumoniae
IMorganella morganii
Neisseria meningitides
Proteus mirabilis
Proteus vulgaris
Serratia marcescens

['paMIO3UTHBHI aHaepoOu

Clostridium perfringens
Peptoniphilus asaccharolyticus
Bunu Peptostreptococcus species (y Tomy uucnii P. micros, P. anaerobius, P. magnus)

['paMHeraTHBHI aHaepoou

Bacteroides caccae

['pyna Bacteroides fragilis
Prevotella bivia
Prevotella disiens

Buny, HabyTa PE3UCTEHTHICTh IKUX MOXke O0YTH pobrieMoio

['paMIIO3UTHBHI aepobu

Enterococcus faecium"®

['paMHeraTHBHI aepobu

Bupu Acinetobacter
[Burkholderia cepacia
[Pseudomonas aeruginosa

3a CBOEI MPUPOOOI0 PE3UCTEHTHI MIKPDOOPTraHi3Mu

['pamMHEraTHBHI aepodu

Stenotrophomonas maltophilia
Bupu Legionella

[HII1i MiKPOOPTraHi3Mu

Chlamydophila pneumoniae
Chlamydophila psittaci
Coxiella burnetii
IMycoplasma pneumoniae

'Bupy, [Ki BUSBUIIE IPUPOLHY IIPOMIKHY YyT/IHBICTb.
*YCi MEeTHIUITIHPE3UCTEHTHI CTahiIOKOKY € PE3UCTEHTHUMHU 10 MEPOIIEHEMY.

*TIoka3HMUK Pe3nCTeHTHOCTI > 50 % B OfHil a60 KinbKoX KpaiHax EBponeiicbkoro Como3y.

Carm i Mesmioifo3: 3acTOCyBaHHSI MEPOIIEHEMY Y Jfofiel 6a3yeThCsl Ha MaHUX YyTIUBOCTI 1o B. Mallei i
B. pseudomallei in vitro Ta Ha 0OMeXKeHUX JaHUX y ofel. JIikapi MOBHHHI BpaX0BYBaTH HallioHAJbHI

Ta/ab0 MiXKHAPOIHI KOHCEHCYCHi IOKYMEHTH, II[0 CTOCYIOThCS JIIKyBaHHS CaIly i Mesioimo3y.

dapmaxoKiHemuxka.

Y 3m0poBux JOOPOBOJILIIB CepenHil Tepion HamiBBUBeneHH (t,,) 3 IJIa3MU KPOBi CTAHOBUTH



npubnu3Ho 1 roguHy, cepenHiit 00'eM po3mnominy — npubnusuo 0,25 n/kr (11-27 1), cepenHiit KitipeHc
IOpiBHIOE 287 MJI/XB IIpU 3aCTOCYBaHHI IIpenapaTy B 1031 250 Mr 31 3HUXKEeHHIM KIIIpeHCY [0

205 MJ1/xB IpuU 3aCTOCYBaHHI IIpemnapaTy B 7031 2 r. [Ipu 3acToCyBaHHI IIpenapaTy B [03ax
500 mr, 1000 mr i 2000 Mr, 1110 BBOGUKCS y BUTTIAAI iH(DY3il BipomoBxk 30 XBUIMH, CepenHi
3HAUYeHHs MaKCHMaJbHOI KOoHIeHTpanii (C,,,) BiATOBIqHO CTAHOBUIN IPUONIU3HO 23 MKT/MII, 49
MKT/MII 1 115 Mxr/Mi; BignoBifHI 3HaYEHHS IIJIOMII i (papMaKOKIHETUYHOK KPUBOIO
«KoHINeHTpatig-yac» (AUC) cranounu 39,3 MKrxroa/mi, 62,3 Mkrxrog/mn i 153 Mxrxrog/min. ITicns
npoBefeHHs iHGY3il TpuBanicTio 5 XxBUNIUH 3HaUeHHS C,,, CTAHOBIATH 52 MKr/M i 112 MKr/Mi 1ipu
BBeneHHI 103 500 mr i 1000 mr BignosigHo. IIpu BBemeHHI KiTbKOX 03 NIpenapaTy KOXHi 8 TOnuH y
MAIl€EHTIB i3 HOPMaJbHOIO (PYHKIIi€I0 HUPOK HAaKOIMYEeHHS MepOolleHeMy He CIIOCTEpiranocs.

Y npoueci npoBefeHHS DOCTIAXKEHHS 3 y4acTo 12 narmieHTiB, IKUM BBOOUIN MepOIleHeM Y 0031

1000 Mr KoxXxHi 8 TOoOWH micys MPoBeeHHs XipypriuHoi onepatii 3 mpuBoay iHTpaabooMiHaTbHUX
indexkuii, C,., i t,, BignoBiganu TakuM y 3M0poBUX K0OpPOBOIIBLIB, ae 06’eM po3noginy (27 i) Oys
OiNTBIITHM.

Posnopin

3B’si3yBaHHS MepoIeHeMy 3 OiTkaMu IJla3MU KPOBi B CEpeIHbOMY CTaHOBUJIO MpHUOIU3HO 2 % i He
3asexaro Bif KOHIIeHTpalil npenaparty. [Ticis MIBUAKOTO BBeAeHHS Ipenapary (5 XBUIKH abo
MeHIe) hapMakoKiHeTHKa € OieKCIoHeHIIianbHOW0, aje Iie € Habarato MeHIe BupaxeHuM micns 30-
XBUJIMHHOI iH(Y3ii. Byo BusBieHo, 1m0 MeporeHeM fo0pe MPOHUKAE V [esKi pifuHU Ta TKaHUHU
OpraHiamy, BK/II04alo4H JieTeHi, OpOHXiaTbHUN CEKpeT, K0BY, CIMHHOMO3KOBY PiiMHY, TKAHUHU
CTaTeBUX OPTaHiB XKiHKHU, WIKipy, pactiii, M'a3u i mepuToHeanbHi eKCyoaTH.

Mertaboi3m.

MepomeneM MeTabo0Ti3yeThCS MINAXOM TigpoJidy OeTa-maKTaMHOI0 KilbIls, yTBOPIOIOYH
MikpoOiooriuHo HeaKTUBHUYU MeTaboJIiT. B yMOBax in vitro MeporeHeM JeMOHCTPY€E 3HUKEHY
CIIPUMHATIIUBICTE A0 Tigponi3y mifg aiero gerigponentupasu-1 (II'TI-I) y moguHM NOPIBHSAHO 3
imineneMoMm, ToTpeOu B OIHOYACHOMY 3acToCyBaHHi iHribiTopa [I'TI-I Hemae.

BuBeneHHda

MeporeHeM BUBOOUTLCS IIepeBakHO y He3MiHeHOMY BUTISAAI HUpKaMu, mpubmu3no 70 % (50-75 %)
[03U IpenapaTy BUBOOUTHCA Y HE3MiHEHOMY BUTJIAA1 BIpo#oBXK 12 roguH. Ille 28 % Bupinsgerscs y
BUTTISIAI MiKp0OioNOTiYHO HEaKTUBHOTO MeTabomiTy. BuBemeHHs 3 KaloM CTaHOBUTH JIHIIE MIPUOIHU3HO
2 % mo3u. HupkoBuii KitipeHc Ta epeKT mpoOeHeIuay I0Ka3yIoTh, 10 MEPOIIeHeM MiIJaeThCs K
dinbTpaliil, Tak i KAHANBIEBIN CEKpeITil.

[MopviieHHS GVHKIT HUPOK.

[Mopymenss GyHKLII HUPOK 3yMOBI0I0TH HigBuiieHHsI AUC y n1a3Mi KpoBi Ta TO0BXKEHH t,, AN
MeponeHeMy. Criocrtepiranocs 36inements AUC y 2,4 pa3a y NallieHTiB i3 MOMipHUMHU MTOPYIIEHHSIMU
¢byHKLil HUpOK (knipeHc KpeatuHiny (KK) 33-74 Mi/xB), y 5 pasiB - y Ialli€eHTIB i3 TAXKKUMU
nopymeHHamMu ¢yHKii HUpoK (KK 4-23 mi/xB) i B 10 pasiB - y nalieHTiB, gKi nepedyBanu Ha
remopmianisi (KK < 2 m/xB), mopiBHsHO 3i 3gopoBuMu goodposombisamu (KK > 80 mi/xB). [Toka3HUK
AUC Mikpo6ioyioTiuHO HeaKTUBHOT'O MeTaboMiTy 3 BITKPUTUM KiNlbI[eM TaK0X 3HAYHO IiABUIYBaBCS Y
MAIEHTIB i3 mopymeHHsAMH (QyHKII1 HUPOK. Kopekiis [o3u npemnapaTty peKOMeHAY€EThCA NallieHTaM i3
IIOMIpPHUMMU Ta TSIXKKUMU IOPYIIEHHSIMU QYHKII HUPOK (OuB. po3in «Croci0 3acToCyBaHHS Ta
OO3U»).



MeponeHeM BUBOOUTHLCS IUIIXOM T'eMOfiai3y 3 KJIipeHCOM, SKUY IiJl 4ac NPOBefeHH reMoaiani3y
OyB npu6NMU3HO B 4 pa3u BUIIMIA, HiXK y MallieHTiB 3 aHypi€lo.

[opyienHsa GYHKII TEeYiHKK

JloCTigXXeHH 3 y4acTIo MAl[ieHTiB 3 aJIKOTOJIbHUM I[MPO30M IIeYiHKY [I0KA3Y€E BILCYTHICTH BIJIUBY
3aXBOPIOBaHHS [TeUiHKU Ha (hapMaKOKiHETUKY MepOIleHeMy IiC/ig 3aCTOCYBaHHS IIOBTOPHUX [03
Ipernapary.

Llopocri mauieHTu

HocnimxeHHS papMaKOKiHEeTHKHY, IPOBefeH] 3 y4acTIO MAI[i€HTIB, He BUSBUIN 3HAUHUX
bapMakoKiHETUYHUX BiIMiHHOCTEN MOPIiBHSHO 3i 3MOPOBUMH TOOGPOBOIBLSMY 3 aHAJIOTIYHO0
byHKIieo HUpoK. [lonmyndiiiiHa Mofenb, po3pobeHa Ha OCHOBI faHuX 79 malieHTiB 3
inTpaabmominanbHOWO iHPEKITiEI0 a00 THEeBMOHI€I0, TOKa3asia 3a/1eXkHiCTh OCHOBHOT'0 00’eMy Bif Macu
Tijla, KJIipeHCYy KpeaTUHIHY Ta BiKY Nalli€HTa.

iTH.

HocnigxeHHsT papMaKOKIHETUKM Y HEMOBJIAT i AiTel 3 iH(EKIIi€0 IPU 3aCTOCYyBaHHI IIpemnapary B
mo3ax 10 mr/kr, 20 Mr/Kr i 40 MT/KT IpogeMOHCTpYyBanu 3HaueHHs C,,,,, 1110 HaGIUKAIOTLCS 10
3Ha4eHb, BUSBJIEHUX Y NOPOCIIUX MiC/sA 3aCTOCYBaHHA npemnapary B go3ax 500 mr, 1000 mr i 2000 Mr
BifmoBinHO. Y mporieci mpoBefeHHs MOPiBHAHHS Oya BUsIBIeHa apMaKOKiHETHYHA 3aJIeXKHICTh MiXK
Io3aMu IIpelapary i mepiogoM HamiBBHBeeHHs, IOOiOHO M0 TaKoi, 110 CIIOCTepiranacs y JOpoCiuX,
KpPiM HaMOJIOAIINX MAIi€eHTiB (< 6 MicawiB t,, cTaHOBUB 1,6 ropuan). CepenHi 3HaYEeHHS KIIIPEHCY
MepomeHeMy CTaHOBUIM 5,8 Mi/XB/KT (6—12 pokiB), 6,2 Mi/xB/KT (2-5 pokKiB), 5,3 Mi/XB/Kr (6-23
Mmicsi) i 4,3 mn/xB/KT (2-5 micsiiB). [Tpubmu3ao 60 % mo3u BUBOOMTLCS 3i CEYer0 BIPOMOBXK 12
TOJUH y BUTJISIAI MeporeHeMy Ta 1ie 12 % - y Burnsai metabomnity. KoHlleHTpallis MepoIeHeMy y
CIIMHHOMO3KOBIH pifiuHi y [iTel 3 MEeHIHTiTOM CTaHOBUTH MpubIu3HO0 20 % ogHOYACHO BUSBIEHOTO
piBHS Ipemnapary y IIJ1a3Mi KpOBi, X04a iCHye 3HauHa MiXiHAWBioyanbHa BapiabeNbHiCTh IOKa3HUKIB.
dapMakoKiHeTHKa MepOIleHEMY Y HOBOHAPOIKEeHUX, SKUM 3aCTOCOBYBAIM aHTHOAKTepialbHe
TiKyBaHHS, IPOIEMOHCTPYBAJa BULIHH KJTiDEHC ¥ HOBOHAPOIKEHUX 3 Oi/IbIIUM XPOHOIOTiYHUM abo
TeCTallilMHUM BiKOM i3 3arajJbHUM CEepenHiM IIePiooM HalliBBUBEOeHHA 2,9 romuHu. MomenioBaHHS
npotiecy 3a MeTomoM MonTe—Kapio 3 ypaxyBauHAM nonynsaniiaol ®K-mopnersi mokasaro, 1o npu
pexuMi no3yBauHHS 20 MT/KT KoxkHi 8 ropun 0yino pgocaruayto T>MIC 60 % ugomo P. Aeruginosa y 95%
HOBOHAPOAXKEHUX, SIKi HApogunucy mnependacHo, iy 91 % moHoueHUuX HOBOHAPOOKEHUX.

[TamiedT MTiTHLOTO BIKY.

HocnimxeHHS papMaKOKiHETUKH Y 3MOPOBUX NOOPOBOIIBLIB JIITHHOTO BiKy (65-80 poKiB) Moka3anu
3HUKEHHA KIIIPeHCY IIJIa3MU KPOBI, 110 KOPEJIIOE 31 3HNUXKEHHIM KIIIPeHCYy KpeaTUHIHY, [I0B’ I3aHUM 3
BIKOM, a TaKOXK He3Ha4YHe 3HUXKEHHS HeHUPKOBOTO KiipeHCy. Kopekiis 1031 npenapaTy He IOTpibHa
nalieHTaM JITHBOTO BiKy, 3@ BUHSITKOM BUIIA[KiB IOMIDHUX 1 TAXKKHUX NOPYIIeHb (PYHKIIil HUPOK.

KniniyHi XxapaKTepHCTHKH.
INoka3auus.
MeponeHeM NoKa3aHUM AJIS JTIKyBaHHSA TaKUX iHMEKIIN y JOPOCINX i AiTel BIKOM Bif 3 MiCSAIIiB:

TSI2KKi THEBMOHII, Y TOMY YHCJIi TOCIIiTallbHa Ta BEHTUISTOP-aCoIlilioBaHa THEBMOHIS;



OpoHxoereHesi iHPeKII1 Tpu MyKOBiCIUI03i;
yCKnagHeHi iHdeKIlil CeHOBUBIOHUX HIJSXiB;

e yCKIagHeHi iHTpaabmoMiHanbHi iH(EKII];

e iH(beKIIil mig Yac MOoJIOriB Ta MiCNISAIONIOroBi iHDeKITii;
yCKJIafiHeHi iHGeKIIil mKipy i M'IKUX TKaHUH;
rocTpui 6aKTepiaTbHUN MEHIHTIT.

MeponeHeM MOXKHa 3aCTOCOBYBaTH AJIS JIIKyBaHHS IAIi€HTIB i3 HEUTPOIIEHI€I0 i MPOMaCHUIIEI0 NIPH
nimo3pi Ha OakTepianbHy iHOEKIIITO.

JIikyBaHHS TMaIli€HTiB i3 6aKTepieMi€lo, sKa MOB’si3aHa abo Moxke OyTH MOB’g3aHa 3 Oy/b-IKOI0 3i
3a3Ha4YeHUX BUllle iHPEKIIiH.

Cnip po3rngHyTH IUTAHHS NP0 HagaHHS oQilifiHol peKoOMeH allil o0 BiAOBiAHOT0 3aCTOCYBaHHS
aHTubaKTepiaabHUX IIpernaparTis.

IIpomunoka3aHHA.
[TigBuiieHa YyTNIUBICTE [0 Ai040l ab0 OOTOMiXKHOI PEUYOBHHY IIpernapary.
[TigBuiieHa YyTNUBICThL K0 OyAb-IKOTO iHIIOTO aHTHOaKTepiaTbHOTO 3aco0y Irpyny KapOaleHeMiB.

TsKKa mifBUIlleHa YYTIUBICTh (HalpUKIIaA, aHadilakTU4Hi peakilil, TAKKi peakiiil 3 60Ky IIKipu) 10
Oynmb-sIKOTO iHIIOro TUMy OeTa-TaKTaMHUX aHTHOaKTepialbHUX 3ac00iB (HalpukKias, Ao MeHIiuIiHiB
abo nedamocnopuHiB).

B3aemodisa 3 iHwumu snikapceKumu 3acobamu ma iHwi eudu é3aemoditi.

HocmigXeHHs B3a€MOIii TpemapaTty 3 OKpeMo B3SITUMHU JIiKapChKUMHU 3acobamu, KpiM mpobeHemuay,
He ITPOBOMUIIH.

[TpobGeHenum KOHKYPYE 3 MEPOIIEHEMOM IIIOJI0 aKTUBHOI'O0 KaHAJIbIIEBOT'0 BUBEMIEHHS i, TAKUM YMHOM,
IIPUTHIYY€E HUPKOBY CEKPeIlif0 MeporeHeMy, 10 IPU3BOOUTD 00 30ibIlIeHHS epioqy HaliBBUBeIeHHS
Ta MigBUIIEHHS KOHIIEHTPallii MeponeHeMy y 1ia3Mi KpoBi. Crim mposBisiTu 06epexkHICTh ¥ pasi
OJHOYACHOT'0 3aCTOCYBaHHS MpobeHenuay 3 MeporieHeMoM. [TOTeHIIINHNY BIJIUB MEPOTIEHEMY Ha
3B’s13yBaHH4A 3 OiTKaMu KPOBi iHIIINX IpernapariB abo MeTaboi3M He BuB4asu. [IpoTe 3B'I3yBaHHS 3
OinKaMu KpOBi HACTi/IbKM He3Ha4He, 1[0 B3a€MOIl 3 iHITMMU CIIOIyKaMU 3 ypaXyBaHHSIM IIbOTO
MeXaHi3My MOXKHa He 04iKyBaTu. [Ipy 0gHOYAaCHOMY 3aCTOCYBaHHi 3 KapbanmeHeMamu 0yI10
3apeECTPOBAHO 3HUKEHHS PiBHS BaJIbIIPOEBOI KMCIOTH Y KPOBI, 1110 MPUGIM3HO 3a 2 [IHI CTAHOBUIIO
60-100 %. Yepes mIBUAKHK MOYATOK [il Ta CTYIiHb 3HUKEHHS OOHOYACHE 3aCTOCYBaHHS BaJIbIIPOEBOL
KMCJIOTH/BaJIbIIPOATy HATPil0/BambIIpoMifly i KapOamneHeMiB BBaXKa€ThCSI TAaKUM, 110 HE MiANa€EThCS
KOPUTYBaAHHIO, TOMY CJIii YHUKATH TaKoi B3aeMoil (quB. po3min «Oco0IMBOCTI 3aCTOCYBaHHS»).

[IepopasibHi aHTUKOATYIAHTH

OpHOYacHe 3aCTOCYBaHHS aHTUOIOTHUKIB i3 BaphapuHOM MOKe 36iTbIIUTH HOT0 aHTUKOATYISTHTHUN
edekT. Byno 3apeecTpoBaHo 6araTo MOBifOMJIeHb IIPO 30i/IbIIIEHHS aHTUKOATYISHTHOTO eheKTy
IepopajbHO 3aCTOCOBYBAHUX aHTUKOATYJISHTHUX IIpPenapaTiB, Y TOMY YKCIIi Bap(papuHy, y NallieHTiB,
SIKi OHHOYaCHO OTPMMYBajIu aHTHOaKTepianbHi IpenapaTu. PU3UK MOXKe 3MIiHIOBATHUCS 3a71€3KHO Bif



OCHOBHUX iH(EKIIii, BiKy Ta 3arajbHOTO CTaHy IAlliEHTa, TOMY POJIb aHTUOAKTepialTbHUX IIpenapaTiB
y HigBUILEHH] PiBHSA MiXKHapOAHOT0 HOPMasi30BaHOro BigHomeHHs (MHB) oLiHUTH BaXKO.
PekoMeHy€eThCST IPOBOAUTH YaCTHUM KOHTPOJIb piBHS MHB mipm yac i He3abapoM micisgs oqHOYaCHOTO
3aCTOCyBaHHS aHTUOIOTHUKIB i3 IepOpaIbHUM aHTUKOATYISTHTOM.

it

Yci pocnigxeHHs TiKapChbKUX B3a€EMO[iN IPOBOLUIIY TUIBKU Y OPOCIIUX Alli€HTIB.

Oco6 1ueocmi 3acmocyeaHHsi.

[Tpu BuGopi MeporneHeMy K 3aco0y JTiKyBaHHS CJIif OpaTu ;0 YBaru JOLINTbHICTh 3aCTOCYBAHHS
anTubakKTepiambHOTO 3aco0y rpymnu KapbaneHeMiB, BpaxOBYIOUH TakKi (GaKTOPH 5K TSIXKKiCTh iHpeKii,
MOIMMPEHICTh PE3UCTEHTHOCTI OO0 iHINMMX BiATOBiMHUX aHTHOAKTEpiabHUX 3aC00iB, a TAKOXK PU3UK
BUOOpY Ipenaparty Iono 0akTepii, CTINKUX 0o KapOarneHeMiB.

PesucrentHicTh 00 Enterobacteriaceae, Pseudomonas aeruginosa ta Acinetobacter

Y €ponericbkkomy CoI03i pe3uCTEHTHICTD 00 TeHeMiB Enterobacteriaceae, Pseudomonas aeruginosa i
Acinetobacter BapitoeTbcs. [1pu npu3HadyeHH] IpenapaTy peKOMEHOYEThCS BPaXOByBaTH MiCLIEBY
PE3UCTEHTHICTh IIUX OAKTEPiN M0 TIeHEMIB.

Peakiiii rimep4yTanuBOCTi

Bynu 3apeecTpoBaHi, 5K i Ipy 3aCTOCYyBaHHi iHIINX OeTa-mTaKTaMHUX aHTUOIOTUKIB, Cepio3Hi, a iHoxi
JeTanbHi peakilil mifBuUIeHOl YyTIUBOCTI (OUB. po3ainu «IIpoTunokasanHs» Ta «I106iuHi peakirii»).

[TauieHTH, y IKUX B aHaMHe3i 3apeeCTPOBAaHO BUMAKH IMiABUINEHOI YYTIUBOCTI 10 KapbamneHeMis,
neHinumiHiB abo iHmux O0eTa-TakKTaMHUX aHTUOIOTUKIB, MOXKYTb TaKOXK MaTH IiABUINEHY YyT/IUBICTh
1o MeporneHeMy. [Iepeq moYaTKOM Tepallil MEPOTIEHEMOM CJIiJ] IPOBECTH peTejIbHE OMUTYBaHHS 100
MOTIIePeNHiX peaklliil MiIBUINEHO0l YyTIUBOCTI 00 OeTa-TaKTaMHUX aHTUOIOTHKIB.

[Tpy BUHUKHEHH] TSXKKOI ajiepriyHol peaklilii 3aCTOCyBaHHS IIpernapaTy Cifl MIPUIUHUTY Ta BAATUCS
IO BINIIOBIMHUX 3aXOMiB.

[ToBigOMIISINIM PO BUHUKHEHHS TSXKKUX IMIKiPDHUX peaklid y Nalli€eHTiB, sKi 3aCTOCOBYBaIU
MepoIeHeM, TaKuX K CUHAPOM CTiBeHCa — [[2)KOHCOHA, TOKCUYHUM elifiepMalbHU HEKPOJIi3,
JiKapchbKa peakiis 3 eo3uHodinielo Ta cucteMHEuMu cumnromamu (DRESS-cunppom), mynptTudopmHua
epuTeMa Ta FOCTpUM reHepasli30BaHUY €K3aHTEMATO3HUY IYCTYIb03. AKINO 3’ IBIAITHCA 03HAKU Ta
CHMIITOMH, III0 CBig4aTh MPO IIi peakilil, MOTpiOHO HeTalHO BiIMiHUTH MEPOIIEHEM i PO3TISHYTH
arbTepHATUBHE JIiIKyBaHHS.

[Tpu 3acTocyBaHHi iHIIMX 6eTa-TaKTaMHUX aHTHOIOTHUKIB MTOBIMOMJIS/IM IIPO Peakii rinepuyTIuBOCTi,
SKi IporpecyBanu fo cuaapoMy KoyHica (roCcTpuy anepriyHuil KOpOHapHUYU apTepiocnasM), SKuu
MOXKe IIPU3BECTH [0 iHpapKTy MioKapaa (muB. po3min «[1o6iuHi peakirii»).

Pabmomioris

[ToBimomusiniocs IPO BUIIaKX pabmoMiosi3y Ipyu 3aCTOCyBaHHI MepoIlleHeMY. SKIIIO CIIOCTEPIiraThCs
03HaKM abo cuMnTOMU pabooMionidy, IpuioM MepOIeHeMy CJIii IPUNMHUTHY Ta PO3M0YaTH
BigmoBigHY Teparmito (guB. po3min «ITo0iuHi peakirii»).



KomniT, noB’s3aHu 3i 3aCTOCYBAHHAM aHTUOIOTHKIB

[Tpu 3acToCcyBaHHI IPaKTUYHO BCix aHTHOAKTepialbHUX IIPeliapaTiB, y TOMy YHCIIi MeponeHeMy, Oynu
3apeecTpoBaHi BUMIaIKX KOJIiTy, IIOB’I3@HOT0 3i 3aCTOCYBaHHSIM aHTHOIOTUKIB, i BUlTafKU
TICeBOOMeMOPaHO3HOT0 KOJMITY, CTYIIHb TSKKOCTi SKMX MOXKe BapiloBaTH Bifj JIETKOTO [0 TaKOTO, 1[0
CTAQHOBUTH 3arpo3y XKUTTI0. TOMYy BaXKJIMBO IPUUHSATHU OO0 YBaru MOXKJIMBICTbh TAKOI'0 AiarHO3y y
TAIlieHTIB, V AKUX IIif Yac a0o micig 3acCTOCyBaHHS MepoIleHeMYy BUHUKIIA fiapes (IUB. PO3Min
«ITo6iuHi peakiiii»). Ciig po3rIsHyTHA MUTAHHS PO MIPUNMHEHHS JIIKyBaHHS MEPOIIEHEMOM Ta
IpU3HadYeHHS CIelu(pigHOoro NiKyBaHHS, cipsaMoBaHoro npotu Clostridium difficile. He mpu3HadaTtu
niKapchKi 3aco0H, SIKi MPUTHIYYIOTh IEPUCTANIBTUKY KUIIEYHUKY .

Cymomu

[Tig yac nikyBaHHS KapOalneHeMaMH, y TOMY YHCJIi MepPOIIeHEMOM, PiiKO IMOBigOMIISITIH IIPO CYAOMHU
(muB. po3min «ITobiuHi peakirii»).

YpaxeHHd NeYiHKHM, iHOYKOBaHe JikapchbKuMu 3acobamu (DILI)

[Tig yac nmikyBaHHS MEPOIIEHEMOM CJIifl peTeIbHO KOHTPOJIoBaTH QYHKIIil eUiHKK Yepe3 PU3UK
PO3BUTKY ypaXKeHHS MeYiHKy, iHmyKoBaHOro NikapchkuMu 3acobamu (DILI) (ouB. po3gin «I1oGiuwi
peaxirii»). Y pa3si po3BuTKy TskKoro DILI moTpi6HO pO3rnsgHyTH IPUNMHEHHS TiKyBaHHS, SKIIO 1€ €
KJIiHIYHO AOoUibHUM. [I0BTOpHE MPU3HAUYeHHSI MEPOIeHeMy CJIif pO3TrJIsagaTy JIUIIe y pa3i, AKII0 KoTo
3aCTOCYBaHHS BBaXKAETHCS OOTPYHTOBAHO HEOOXiTHUM.

3acTOCYBaHHA MAalliEHTaM i3 3aXBOPIOBAHHIMM EYiHKN

I1ig 9ac nikyBaHHS MepOIeHEeMOM Y MallieHTIiB 3 yKe ICHyI0YMMU 3aXBOPIOBAHHSAMU [IEYiHKU CIIiJ
peTenbHO KOHTpooBaTu GyHKLil neyinku. KopuryBaHHs 0o3u mpemnaparty He IoTpibHe (OUB. po3min
«Croci6 3acTOCyBaHHS Ta HO3U»).

CepoKOHBeDCis MPSIMOro aHTUTI0OYTiHOBOTO TecTy (peakiris Kym0Gca)

JIikyBaHHSI MEPOTIEHEMOM MOXKe CIPUYUHUTY MMO3UTUBHUYN Pe3yNIbTaT IPSIMOTro ab0 HEeIIpsiMOTro TECTY
Kywmbca.

OpmHOYacHe 3aCTOCYBaHHSI MEPOIEHEMY i BalTbIIPOEBOI KMCIOTH/BaIbIPOATY. HATPil0/BanbIPOMINy He

PEKOMEHOYEThCS (OUB. PO3Min «B3aemopmist 3 iHIMMMU TiKapchKUMU 3aco0aMu Ta iHIII BUOU
B3aEMOMIN»).

Bascausa iHhopmauis npo 0onomidHcHI pedo8uHu

Jlixapcbkuit 3aci6 MeponeneM-Bicta mictuTh HaTpito npubnusno 104 mr (y dnakoni mo 500 mr), 1mo
eKBiBalIeHTHO 5,2 % MaKCcHManbHOI JOOOBOI MO3K HATPiIO [ HOPOCIIOl IIOOUHU, PEKOMEHI0BaHOI
BOO3 (2 r); 208 mr (y dmakoni mo 1000 mr), mo ekBiBaneHTHO 10,4 % MaKcHManbHOI §OOOBOI 03U
HaTpito; 416 mr (y pnakoni mo 2000 mr), 1m0 ekBiBaneHTHO 20,8 % MakcuManbHOI J0OOBOI HO3HU
HaTpito. Crig 6yTy 06epekXHUM IIPU 3aCTOCYBaHHI IaIliEeHTaM, SKi 3aCTOCOBYIOTh HATpPii-
KOHTPOJIbOBAaHY MIETY.

3acmocyeanns y nepiod eazimHocmi abo 200yeanHsi 2pydoio.



BazimHicmb

IaHi momo 3acTocyBaHHS MepOIleHEMY BaTriTHUM JKiHKaM BifiCyTHi abo ix KibKiCcTh oOMeXKeHa.
HocmigXeHHs Ha TBapMHAX He BUSIBUIYU IIPSIMUX ab0 OrmocepeaKoBaHUX e(peKTiB PENIPOAYKTUBHOL
TOKCUYHOCTI. ¥ SIKOCTi 3amo6izkHOro 3axony 6axKaHO YHHKATH 3aCTOCYBAHHS MepOIleHeMY Y Iepiof
BariTHOCTI.

ITepiod 200ysaHHA 2py0010

[ToBimoOMISINH, 110 HEBENHUKA KiNTbKiCTh MEPOIIEHEMY IIPOHUKAE Yy TPYAHE MOJIOKO TIOOUHM.
MeporneHeM MOXKHa 3aCTOCOBYBAaTH y IIepiof TOAyBaHHS I'PYLOOIO0 JIUIE y BAMAAKaX, SKII0 O4YiKyBaHa
KOPUCTDb AJ1 MaTepi IepeBUlly€e IOTEHINHUN PU3UK A1 OUTUHU.

30amnicmb eni1ueamu Ha weudKicmsb peakuii npu KkepyeaHHi asmompaHcnopmom a6o
iHwumu mexaHizmamu.

IocmimXeHHs BIUIMBY IIpenapaTy Ha 3JaTHICTh KePyBaTU TPAHCIOPTHUMHU 3aco0aMu Ta IPalloBaTH 3
IHIIMMU MexXaHi3MaMU He IIPOBOOUIIU.

[Tpu KepyBaHHI aBTOTPAHCIIOPTOM ab0 PoOOTi 3 iHIMMMHU MeXaHi3MaMU PEKOMEHIYETHCS
IOTPUMYBATHUCS 0COOIMBOI 00€PEKHOCTI, BpAaXOBYIOUM MOXKJIUBICTh PO3BUTKY I'OJIOBHOTO 60JIIO,
napecTtesiit abo cygoM, Mpo SKi MOBiIOMJISIM IIPYU 3aCTOCYBaHHI MEpOIIeHEMY.

Cnoci6 3acmocyeaHHss ma do3u.
HaBepeni nuxkue tabmuiri 1-3 MicTSTh 3arajbHi peKOMeH/allil 010 [03yBaHHS TiKapChKOro 3aco0y.

ITo3a MepoIieHeMY i TPUBAJIICTh JTiKYBAHHS 3a/eKaTh Bif BUAY 30yIHUKA XBOPOOU, TSIXKKOCTI
3aXBOPIOBaHHSA Ta IHAWBIAyaNIbHOL YyTIUBOCTI Ialli€eHTa.

MepomeneM y m03i o 2 T 3 pa3u Ha [0o0y Y HOPOCIMX Ta AiTed 3 Macoo Tina 6inbire 50 Kr Ta y go3i
mo 40 mr/kr 3 pa3u Ha mo0y y miTel HalKpallle MiaXOOUTh AJd TiKyBaHHS OesSKUX BUOIB iHGEKIIH,
CIIpUYMHEHUX MEeHI YyTIUBUMU BUgaMu OakTepilt (Hampukiapn, sunu Enterobacteriaceae,
Pseudomonas aeruginosa, Acinetobacter), abo nipu gyX e TSIXKKAX iHPEKITiax.

Heo06xigHO HOTPUMYBaTHCS NOOATKOBUX PEKOMEHMAIli! 00 NO3yBaHHS MIpH JIiIKyBaHHI MallieHTiB i3
HUPKOBOIO HEOCTaTHICTIO (OUB. HUXYeE).

Tabmug 1

PekoMeHmoBaHi 103K IJIs MOPOCIUX Ta OiTe¥ 3 Maco Tina Oinbine 50 KT

[HOeKIis OpHOpa3oBa [03a A1 BBeOeHHS
KOXHi 8 rogun

Ts1KKa MTHEBMOHIS, Y TOMY YHCJIi TOCIIiTaJbHa Ta 500 Mrabo1r

BEHTHUIISITOP-ACOITiliOBaHa ITHEBMOHIS

bpoHxosnereHesi iH(eKIil Ipyu MyKOBICIIE 031 2T

YcknapgHeHi iHQeKIlil CeYOBUBITHUX IIISIXiB 500 Mmr abo 1 r

YcknapHeHi iHTpaabgominanbHi iHdekiril 500 mMrabolr

[HbeKil mig yac mosoriB i micasmonorosi indexkirii 500 mMrabolr




YcknapHeHi iH@ekil mKipy i M'SKUX TKaHUH 500 mMrabolr
[ocTpuii OaKTepiaJbHUN MEHIHTIT 2T
JlikyBaHHS MallieHTiB i3 (GeOpUIbHOI0 HEUTPOTIEHIEID 1r

MepormeHeM CJlifi 3aCTOCOBYBaTH Y BUTJISAMI BHYTPIIIHbOBEHHOI iH(Y3ii TprBamicTio Bix 15 mo 30
XBUJIAH.

Kpim Toro, mo3u npemnapaty g0 1 © MOXKHa BBOOUTH y BUTTISAI BHYTPIIlTHROBEHHOI 00JIIOCHOI iH’ €Kil
BIIPOAOBXK MpubIU3HO 5 XBUIUH. [laHi 3 6e3meku BBeIeHHS JOPOCIIMM IIpernaparTy B [03i 2 I' y BUTIAM]
BHYTPIIIHbOBEHHOI O0TIOCHOI iH' €Kil 06MexkKeHi.

ITopyweHHA pYHKUII HUPOK
Tabnuis 2

PexomeHoBaHi 003U NpenapaTy AJIs DOPOCIMX Ta HiTei i3 Macoio Tina Ginbine 50 Kr, KJlipeHC
KpeaTuHiHy MeHIe 51 Mi/xB

KripeHC KpeaTuHiHY (MJ1/XB) OpHopa3soBa go3a (muB. Tabmumo 1) [JacToTta

26-50 [MOBHA OJHOpPa30Ba [03a KOXHi 12 rogux
10-25 TOJIOBMHA OJHOPA30BOl NO3U KOXXHi 12 rogun
<10 T0JIOBMHA OJHOPA30BOl HO3U KOXKHi 24 TOOUHU

IlaHi 1I10[10 3aCTOCYBaHHS BKa3aHUX y TAOUIIi 2 M03 IpemnapaTy, BiTKOPUTOBaHUX Ha OJUHUINIO NO3U 2
T, oOOMexXeHi.

MeponeseM BUBOIUTHLCS 3a [IOTIOMOTOI0 reMofiiani3y Ta remodinbTpatiii, ToMy HeoOXigHy D03y
Ipemnapary CJlif BBOOUTH IIiCJis 3aBepIIeHHS MPOoLefypy reMofiamisy.

PekoMeHpgariit om0 BCTAHOBIEHO1 AO3U IPenapaTy Oy Halli€HTiB, sIKi OTPUMYIOTh TIEPUTOHEaTbHUMN
miaji3, HeMae.

IMopyweHHA pyHKUII neviHKu

[I71g nalieHTiB i3 mOpyLUIeHHSIMU (QYHKIII IeYiHKM KOPUTYBaHHS 03U IIpenaparty He MoTpibHe (Ous.
po3min «Oco6IUBOCTI 3aCTOCYBAHHS»).

Ilo3ysaHHA 014 nayieHmis AiMmHb020 BIKY

II71g malieHTiB TiTHHOTO BiKy 3 HOPMaJIbHOIO (QYHKITEI0 HUPOK ab0 31 3HaUeHHSIMU KITipeHCY
KpeaTuHiny Buie 50 MJI/XB KOPUTYBaHHS NO3U He MOTpiOHE.

Himu sikom 0o 3 micsauis

HeMmae manux mnpo 6e3mneky Ta eeKTUBHICTh 3aCTOCYBaHHS MepOIleHEMY [iTSIM BiKoM [0 3 MicsiB, i
ONITUMAJIbHUY pPeKUM N03yBaHHS He BCTAHOBNIeHUH. ICHYyI0Th 00MexkeHi (papMaKoKiHeTHYHi AaHi, AKi
00T PyHTOBYIOTH 3aCTOCYBaHHS f03U MeponeHeMy 20 MTI/KT KOXHi 8 rofuH (OUB. PO3Min
«PapMaKOKiHETUKa»).

Tabmuig 3

PexoMeHnoBaHi 103U Ipenapary A1 giTeu BikoM Bif 3 MmicauiB 7o 11 pokiB 3 Macoro Tina fo 50 kr



[HbeKITisS OpHOpa30Ba [03a [/ BBeIEeHHI KOXKHI
8 roguH

Ts2kKKa THEBMOHIS, Y TOMY 4MCIli rocmitanbHa Ta |10 abo 20 Mr/Kr Macu Tina
BEHTUJISITOP-aCOLlili0OBaHa THEBMOHIs
BpoHxonereHesi iHQeKIN Tpu MyKOBiCIUI031 40 MI/KT Macu Tina

YcknapHeHi iHeKIlil Ce40BUBITHUX MITISIXiB 10 a6o 20 MI/KT MacHu Tina
YcknapHeHi iHTpaabmominanbHi indexkiril 10 a6o 20 Mr/Kr MacH Tina
YckmagHeHi iHGeKITil IMKipy i M'IKuX TKaHUH 10 a6o 20 Mr/KT MacHu Tina
['ocTpuit 6aKTepialbHUN MEHIHTIT 40 MI/KT Macu Tina
JTikyBaHHS MAIi€HTIB i3 (GiOPUIbHOIO 20 Mr/Kr Macu Tina
HEMTPOIEHIE0

Limu 3 macor miaa 6invwe 50 Ke
Crig 3aCTOCOBYBATH 403y, SIK AT JOPOCTIKX Ialli€HTIB.
Loceidy 3acmocysaHHs npenapamy 0imsAM i3 nopyweHHAMU QYHKUIl HUPDOK HeMae.

Hitsim 3 Macoto Tina Oinbire 50 KT cllif 3aCTOCOBYBATH 03y SIK AJIS HOPOC/IMX Talli€HTiB.

Cnocib 3acTocyBaHHS

MeponeHeM 3a3BUYail 3aCTOCOBYIOTh Y BUTJISAML BHYTPIIIHbOBEHHOI iH(DY3il TpuBamicTo Big 15 mo 30
xBunuH. Kpim Toro, no3u MepornesHeMy fo 20 MT/KT MOXKHa BBOOUTH y BUTJISAI BHYTPIllTHhOBEHHOI
6omtocHOI iH'€KIIil BIPOAOBK MPpUOMM3HO 5 XBUKH. [laHi 3 6e3MeKH, 10 MiATBEPOKYIOTh BBEJEeHHS
OiTsIM mpenapaTy B 1o3i 40 MI/KT y BUTTISAI BHYTPIITHROBEHHOI 00JIIOCHOI iH'€KIIi1, 00MeXeHi.

ITposedeHHs 8HYMPilWHb08eHHOI 60110CHOI iH €KYl

Po3uun pans 60miocHOI iH'€KIIil CIif TOTYyBaTH IIJITXOM PO3YMHEHHS JTiKapChKoro 3aco0y MepomeHeM-
BicTa y Bomi ang iH’eK1iil o OTpUMaHHS KOHI[eHTpallil 50 Mr/Mmi.

XimiyHa i pisuuna cTabimbHICTh MIPUTOTOBAHOTO PO3YKHY AT G0MIoCcHOI iH eKIril 36epiranacs
BIIPOIOBXK 3 TOAMH NMPHU KiMHaTHIN Temnepatypi go 25 °C abo BIpomoBxk 12 TomuH mpu TeMIIepaTypi
2-8 °C.

3 MiKp0oO0iOJIOTiUHOI TOYKM 30Dy, SKILIO METOJ BiTKPHUTTSI/BiIHOBIEHHS/PO3BeIeHHS HE BUKIII04Yae
pu3uKy MikpoOiosioriunoro 3abpyiHeHHs, TiKapChbKuil 3aci6 HeoOXiAHO BUKOPUCTATU HeraHo. fAKIo
nmiKapChbKUH 3acib ogpasy XK He BUKOPUCTATH, 3a TEPMiH Ta YMOBH HOT0 30epiranHs micus
IIPUTOTYBAHHS BiAIIOBi#aE JIikap.

ITpogedeHHA BHYyMPIiWHbOBEHHOI IHPY3il

Po3uun ang iHgysii cnig roTyBaTy IUISXOM PO3UYMHEHHS JIiKapCchKoro 3acoby MeponeHeM-BicTa y
0,9% po3uuHi HaTpito xnopuny mis iHdy3ii abo y 5 % po3uuHi riIoKo3u (IeKCTpo3u) as indysii mo
OTpPUMaHHS KOHIeHTpalii 1-20 Mr/miI.

XimiuHa i pisuyHa cTabinbHICTH MPUTOTOBAHOTO PO3UMHY AJd iHQY3ii 3 Bukopucranusam 0,9 %
PO3YUHY HaTpilo xjopuny 30epiranacs BIPOLOBXK 3 TOAUH IIPU KiMHaTHIiM Temnepatypi go 25 °C abo
BIIPOMOBXK 24 TOOWH IIpHu TeMmepatypi 2-8 °C.



3 mMikpoOiosnoriyHol TOYKM 30py JTiKapChKuil 3aci6 HeoOXimHO BUKOPHUCTATH HeTalHo. [IpuroToBaHuil 3
5 % pPO3YHMHOM TJII0KO3H (IEKCTPO3H) PO3UMH MEePOIIEHEMY CIIifi BAKOPUCTATH HerarHo. He crip
3aMOpPOXKyBaTU IIPUTOTOBaHI PO3YUHH.

Himu.

[IpenapaT 3aCcTOCOBYBaTHU HiTSIM BIKOM Bifi 3 MiCAIIiB.

Ilepedo3yeanHsi.

BimHOCHe epeno3yBaHHS MOXKJIMBE Y MAlli€HTIB i3 mopyleHHAME QYHKIIl HUPOK Yy pasi, SKIIo [03a
IpernapaTy He KOPUTYETHCH.

Cumnmomu. OOMexKeHUM [OCBi TOCTMAaPKETHHIOBOTO 3aCTOCYBaHHA IIpellapaTy BKa3ye Ha Te, I0
no0iyHi peakuil, IKi BUHMKAIOTh IIiCJIg Iepefo3yBaHHs, Y3TOOXKYIOTECSA 3 MpodineM 3a3HaueHuX
no0iYHUX peakli i 3a3BUYail MPOSIBIAIOTLCS Y JIETKid (opMi Ta MUHAIOTH ITIC/IS BiAMiHM IpemapaTy
a00 3HUXKEHHS WOT0 OO3U.

JlikyeaHHs. Crif po3TNSHYTH HeOOXiAHICTh CHMIITOMATUYHOTO JIiKyBaHHS. B 0ci6 3 HOpMaIbHOI0
GYyHKIIi€I0 HUPOK BimOyBa€eThHCS IIBUKE BUBEEHHS IIperapaTy HUpKaMu. MepomeHeM i #0ro
MeTaboIiTH BUBOASITHCS 3 OpraHi3My IIif 4ac reMomiarmiay.

ITobiuni peakuii.

Y npoueci ornany manux 4872 i3 5026 mallieHTiB MO0 BIJIUBY JIiKyBaHHSI MEPOIIEHEMOM
HaW4acCTimMMu MOGIYHUMY peakIlisiMu, TI0B’I3aHUMH i3 3aCTOCYBaHHIM MepoleHeMy, Oynu miapest
(2,3 %), Bucumnanus (1,4 %), mymora/6mroBanHs (1,4 %) Ta 3amaneHHs y Micti BBegeHHs in'ekmmii (1,1
%). Haituacrimumu mo6ivyHUMY peakiligsmMu 3 60Ky n1abopaTopHUX MOKa3HUKIB Oynu TpoMmOouuTo3 (1,6
%) Ta migBUIlleHHS PiBHS NediHKoBux pepmeHTiB (1,5-4,3 %).

Y Tabnuni 4 Bci mo6iuHi peakilii 3a3HaueHi 3a KjlacaMy CHCTEM OpPTaHiB i 4aCTOTO0: OyKe YacTo
(=1/10); gacro (Big = 1/100 mo < 1/10); meuacTto (Big = 1/1000 mo < 1/100); pigko (8ig = 1/10000 mo
< 1/1000); myxe pigko (< 1/10000); gactoTa HeBigoMa (He MOXKHa OLIHUTHA Ha OCHOBi HasIBHUX
OaHUX).

Y Mexax KOXKHOI Irpynu mo0iuHi peakiiii 3a 4aCTOTOI 3a3Ha4eHi y MOPSIOKY 3MEHIIeHHS CEPHO3HOCTI.

Tabnuisa 4

Krac cuctemu opratiB  [JactoTta [ToGiuHa peakiris

[HpeKuil ma iHeasii HE4acTo OpasnbHU Ta BariHaabHUN KaHOUO03

3 6oky cucmemu Kposi  [gacTo [TpoMOoMTEMIS

ma aimpamuyHoi HeyacTo ATpaHYJIOLMTO3, TeMOJIiTUYHA aHeMisd, e03uHOMIis,
cucmemu TPOMOOIIMTOIIEHisI, TeMKOIEeHiss, HeUTPOIeHis

3 60Ky iMyHHOI cucmemu [HedYacTo AHTiOHEBPOTHYHUY HAOPSK, aHadiTaKTUYHA peakIlis




3 6oky Hepeosoi YacTo [onioBHUY 0iNb

cucmemu HEe4YacTo [TapecTesil

pigko Cynmomu (guB. po3pin «OcobIMBOCTI 3aCTOCYBaHHSA»)
3 6oky ncuxiku pigKo [emipii
3 60Ky wayHKOBO- YacTo [iapes, O0BaHHS, HY[OTa, Oilb Y KUBOTI
KUWKO0B8020 Mpakmy HEe4acTo KortiT, aconiioBaHM# i3 3aCTOCYBaHHSIM aHTUOIOTHKIB
3 60Ky neuiHku ma 4acTo [linBullleHHS PiBHA TpaHCaMiHa3, NiABUILIEHHS PiBHSA
01C08U0BUBIOHUX W/1AX18 my2kHO1 (hochaTa3u y KpoBi, MiABULIEHHS PIBHSA

JTaKTaTHerigporeHasy y KpoBi
HEe4acTo [TinBumieHHs piBHSA O0inipy0iHy B KPOBI.

YpazkeHHs Me4iHKH, iHOyKOBaHe JTiIKapChKUMHU
3acobamu (DILI)*

Po3s1a0u memaboaizmy [HEedYacTo [inokaniemisa
ma xap4yB8aHHA
3 60Ky wkipu ma JacTo BucumaHHS, cBepOixK
Nni0WKipHOT MKAHUHU HEYacTo Kpomnus’sHKa, TOKCUYHUH elifepMasbHUi HEKPOIIi3,
cuaapoM CriBeHca - [IJ)KOHCOHA, My/IbTU(POPMHA
epruTeMa
4acToTa MenrKaMeHTO3Ha allepris 3 e03uHodimi€eo i
HeBimoMa cucteMHuMU cumntoMamu (DRESS-cunmpom),
TOCTPUY reHepali30BaHUl eK3aHTEMATO3HUU
[yCTYyNb0O3
3 60Ky onopHO-pyx08020 [dacToTa Pabmomionis
anapamy HeBimoMa
3 60Ky HUPOK i HEe4YacTo [linBullleHHS PiBHA KpeaTHHIHY B KPOBI, MigBULIEHHS
ceu08uBIOHUX WAAXIB PIBHSI CEYOBMHU B KPOBI
3azanvHi po3aadu ma 4acTo 3amanenHs, 6inb
cmaH y Micui 88e0eHHA — ——
npenapamy HEe4JacTo [Tpombodebit, 6inmb y Micti iH’ekril

* DILI BK/II0Ya€ remaTuT Ta II€4YiHKOBY HEJOCTATHICTb.

Himu

Jlikapchku# 3acib 3aCTOCOBYETHCS HiTSIM BiKOM Bif 3 MicsiniB. HeMae HisIKUX [aHUX, 110 CBiTYaTh IIPO
30inbIIeHHS PU3UKY MOGIYHUX peakiill y miTei Ha migcTaBi 00MeKeHOi KiTbKOCTi JOCTYIHUX OaHUX.
Yci oTprMaHni noBimoMIeHHS BifmoBiganu mo6ivHIM peakilisiM, CIIOCTEPeKYBaHUM Y TOPOCIIHX
MIAllieHTiB.

Onuc okpeMux nobivHUX peaxu,itl
CuHOpom KoyHica

[ToBimOMIISINM IIPO BUIIAAKYU I'OCTPOr0 KOPOHAPHOTO CUHAPOMY, IIOB’I3aHOT0 3 aJlePridyHO0 PeakKili€o
(cunpmpom KoyHica), mpu 3acTocyBaHHi iHIMX 6eTa-TaKTaMHUX aHTHOIOTHKIB (IUB. PO3Min
«Oc06IMBOCTI 3aCTOCYBaHHS»).

ITosidomaeHHA npo nido3preaHi nobiuHi peakuii

[ToBimoMneHnHs npo mobiuHi peakiiil micnis peecTpariii 1ikapchKoro 3aco0y Ma€e BaXKjIMBe 3HAYEHHS.
Ile nae 3MOry IpOBOAUTYU MOHITOPUHT CIIBBiIHOIIEHHS KOPUCTh / PU3UK IIPU 3aCTOCYBaHHI IIbOTO
JiKapchbKOro 3aco6y. MeguyHuM Ta ¢apMalleBTUUHUM IIpalliBHUKAM, a TaK0oX IallieHTaMm abo ixHiMm



3aKOHHUM ITpeICTaBHUKAM CJIifl ITOBiIOMIISITH IIPO yCi BUMTAOKM IMig03pI0BaHUX MOOIYHUX peakiliit Ta
BifCyTHOCTI epeKTHUBHOCTI JTiKapchbKoro 3aco0y mo [lepxKaBHOTO eKCrepTHOro neHTpy MO3 Ykpainu
3a mocunmaHHAM: https://aisf.dec.gov.ua.

Tepmin npudamHocmi.
4 poxu.

3 poku (pns mo3yBaHHS 2000 Mmr).

YmMmoBH 30epiranns.
30epiraTu B OpuUTiHaNbHIN yIIaKoBIi mpu TeMepatypi He Buie 30 °C.

30epiratu B OpuriHaabHiY yIaKOBI Ipu TeMepaTypi He Buile 25 °C (gns go3ysauasa 2000 mr).
36epiratéi B HEOOCTYIHOMY IJIST OiTEH MicCIIi.

PexoMeHOyeThCS 3aCTOCOBYBATU CBIXKOIIPUTOTOBJIEHI PO3UYUHU IpenapaTty MeponeneM-BicTa ans
BHYTPIIIHbOBEHHUX iH'€KIIU Ta iHPY3ik.

Koxen (1)J'IaKOH HpI/I3Ha‘-IeHI/II‘;1 TiTBKHU OJIsd OOHOPA30BOT'O BUKOPUCTAHHSA.

[Tpu nmpuroTyBaHHiI PO34YUHY i i Yac 10r0 3aCTOCYBaHHS CJIil BAKOPUCTOBYBATU CTaHOaPTHI
aCenTHUYHI MeTogu PoOOTH.

Po3uwuH crmifg CTPYCHUTH ITepenq BUKOPUCTAHHIM.

HeBuxopucranui mpogykT abo Bigxonu HeOOXigHO yTHIi3yBaTH BiMIOBIAHO OO MiCIIeBUX BUMOT.

HecymicHicmo.

MeponeneM-BicTa He ciipf 3MimyBaTu abo fomaBaTy Ao iHIIKX JiKapchbKux 3aco6iB. MeponeHeM-
BicTa, skuit 6ye BUKOPHUCTOBYBATHCS IJIsT OOIIOCHUX BHYTPIITHROBEHHUX iH €KIIH, CIif
BiTHOBJIIOBATH Y CTEPUJIbHIN BOA1 AJ1s iH €KLIiM.

MepormeHeM y ¢rakoHax AJisi BHyTPIIIHbOBEHHUX iH(GY3ilt MoKHa 6e3nocepenHbo BimHOBUTH Y 0,9%
po3unHi HaTpito xmopuny abo 5 % po34uHi TMI0KO3U [JIg IPOBeeHHs iHY3iil.

YnakoBka.
[To 500 mr a6o 1000 Mr mopoIKy y cKiasiHux ¢iakoHax. [To 1 abo 10 ¢pmakoHiB y KapTOHHiN KOpOOIIi.

[To 2000 mr mopouIKy y ¢akoHi; mo 6 ¢rakoHiB y KapTOHHIN KOpPOOLIi.



Kareropis Bigmycky.

3a peLemnToM.

Bupoonuxk. ALIC TOE®AP C.IT.A.
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