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IHCTPYKIIA
JJISI MEAUYHOT0 32CTOCYBAHHSA JiKapPChKOIo 3aco0y

MEPOHEM
(MERONEM®)

Cknao:

diloua peuoguHa. meropenem;

1 ¢makon micTuTh: MeponieHemy Tpuriapar 570 mr (ekBiBasieHTHO 500 MT MepornieHeMy 6€3BOHOT0) abo
MeponieHemy Tpurigpart 1140 mr (exkBiBaienTHO 1000 Mr MmepornieHeMy G€3BOIHOTO);

O0ONOMIJICHA peyoBUHA: HATPIIO KapOOHAT OE3BOTHUMN.

Jlikapcbka ¢opma. [Topomrok fj1st po3unHy A5 1H €KITH.
OcHogni Qizuxo-XimiuHi 61acmugocmi: TOPOIIOK Bifl O17IOTO JJO CBITIIO-KOBTOTO KOJIBOPY.

®apmakoTepaneBTH4Ha rpyma. [IpoTumikpoOHi 3aco0M Ais CHCTEMHOIO  3aCTOCYBaHHS.
Kap6anenemu. Kox ATX JO1D HO2.

Dapmakono2ivni eracmueocmi.

Dapmaroounamika.

MepornieHeM YHHUTD OAKTEPHUITUAHY 0 MUIIXOM 1HTIOYBaHHS CHHTE3y CTIHOK OakTeplabHUX KIITHH y
IPAaMIIO3UTUBHUX 1 TpPaMHETaTUBHUX OakTepiii NUIIXOM 3B’SA3yBaHHS 3 OUIKaMH, L0 3B S3YIOThH
neHinwiia (PBP).

SIK 1 st iHIUX OeTa-JIaKTaMHHUX aHTHOAaKTepialbHUX 3ac00iB, MOKa3HUKH Yacy, MPH SIKUX KOHIEHTpaLii
MEpOTICHEMY TIepEeBHINYBaM MiHIMabHI 1HTIOyI0ul KoHmeHtpamii (MIC) (T>MIC), BkazyBamu Ha
BUCOKHH CTYIIHb KOpeJsLii 3 eekTHBHICTIO. Ha TOKIIHIYHUX MOJAEISIX MEPOICHEM MPOJIEMOHCTPYBAB
AKTHBHICTh TPU KOHIICHTpAIIAX Yy TuIa3Mi KpoBi, 1o mnepepuinyBaiu MIC mis  iH}ikyrounx
MikpoopranizmiB npubmusno Ha 40 % Bin iHTepBanmy no3yBaHHs. Lle HinboBe 3HaueHHS He OyIo
BCTaHOBJICHO KJTIHIYHO.

BakrepianpbHa pE3WCTEHTHICTH 10 MEpPONECHEMY MOXE BHHUKHYTH Yy pe3yabrari: (1) 3HMKEHHA
MPOHUKHOCTI 30BHIIIHBOI MEMOpaHM TpaMHEraTHBHHX OakTepii (y 3B’A3Ky 31 3HI)KEHHSIM
MPOYKYBaHHS MOPHHIB), (2) 3HWKEHHS criopigHeHocTi 3 1minmsoBuMu PBP, (3) migBumenHs excrpecii
KOMIIOHEHTIB e(JIIOKCHOr0 Hacoca Ta (4) mpoayKyBaHHs OeTa-lTaKTamas, sIKi MOXYTh TiIpOJi3yBaTH
KapOareHeMH.

VY €sponeiicbkomy Coro3i Oynu 3apeecTpoBaHi BOrHUIIA iH(EKILIi, CIPUYMHEH] OaKTepisiMH, CTIHKUMHU
110 KapOareHemis.

[lepexpecHa pe3WCTEHTHICTh MK MEPOIIEHEMOM 1 JIIKapChKUMH 3aco0aMu, IO HalleXkaTh JO KIaciB
X1HOJIOHIB, aMIHOTJTIKO3W/IIB, MAKPOJII/IiB Ta TETPAIMKIIIHIB, 3 YPaXyBaHHSIM IIJIOBHX MIKpOOpPTaHi3MiB



BiAcyTHs. TuM He MeHIe, 6akTepii MOXKYTh MPOSBIATH PE3UCTEHTHICTH J0 OUIBII HIXK OJHOTO KJIacy
aHTHOAKTeplaJbHUX TPEnaparTiB y BUMAIAKY, KOJU 3aydeHUN 70 A1l MEXaHi3M BKJIIOYA€ HEPOHUKHICTh

MeMOpaHHU KJIITHH Ta/ab0 MPUCYTHICTH e(pIroKCHOro(-UX) Hacoca(HacociB).

I'pannuni 3HavenHs MIC, o Oynm BU3HAUYEHI Y XO/I1 KIIIHIYHUX JOCIIKEHb €BPONEHCHKUM KOMITETOM

3 BU3HAYCHHS YyTIUBOCTI 10 npotuMikpobHux npenaparis (EUCAST), naBeaeHi HUxKyYe.

MikpoopraHizm UyTtnuswuii (S), (Mr/m) Pesucrentnuii (R), (mr/m)
Enterobacteriaceae <2 >8
Buou Pseudomonas <2 > 8
Buou Acinetobacter <2 > 8
Streptococcus, epynu A, B, C, G [TpumiTka 6 [TpumiTka 6
Streptococcus pneumoniae’ <2 >72
IHIIi CTPENTOKOKN’ <2 >2
Buou Enterococcus — —
Buou Staphylococcus puMiTKa 3 puMiTKa 3
Haemophilus influenzae'? ma <2 >2
Moraxella catarrhalis’
Neisseria meningitidis®? <0,25 > 0,25
['pammo3uTuBHI aHaepoou, Kpim <2 > 8
Clostridium difficile
['pamHeraTuBHI aHaepoOH <2 >8
Listeria monocytogenes <0,25 >0,25
['pannyHi 3HaUEHHSI, HE OB’ A3aH1 3 | < 2 >8
BHAMH MiKpOOPTraHi3mip’

Tpannuni 3HaueHHs MepomeHeMy s Streptococcus pneumoniae ta Haemophilus influenzae npu MeHiHriTI
ctaHoBJATE 0,25/ Mr/it (ayTiauBi) Ta 1 M/t (pe3UCTEHTHI).

[IItamMu mikpooprasiszmis 3i 3HadeHHssMU MIC, BuIyMy 3a rpanndHi 3Ha4eHHs S/R, € ayke pigkicHumu abo mpo
HUX Ha JaHUM Yac HE TOBIJOMIISUIOCSA. AHAMi3W Mmoo ineHTHdikamii Ta MPOTUMIKPOOHOT YYTIMBOCTI IO
BiJHOMICHHIO 710 OyJb-SKOTO TaKOTO 130J8Ty HEOOXiHO MOBTOPHTH, 1 SAKIIO Pe3yabTaT MiATBEPAKYEThCS, 130JIAT
HAIpPAaBIAETbCS JO CKCHepTHOi jabopaTtopii. JIo Toro yacy, MOKM € JaHi OpO KIIHIYHY BIAMOBIAL IS
BepudikoBanux i3omarie 3 MIC, BHmMMKM 3a TOTOYHI TpPaHWYHI 3HAYEHHS PE3UCTEHTHOCTI (TO3HAUYEHO
KYpCHUBOM), 130JIATH MAIOTh PEECTPYBATHUCS K CTIHKI.

SYyTausicTh cTadilloKOKiB 10 KapOareHeMiB IIPOrHO3YEThCs, BUXOASYH 3 JaHUX 9yTIHBOCTI 10 HE(QOKCHTIHY.
‘T'paHnuHi 3HAYEHHS BiJHOCATHCS TIIBKU 10 MEHIHTITY.

T'paHuuHi 3HAYEHHS, HE MOB’I3aHi 3 BUIaMHU MIKPOOpPraHi3MiB, Oyl BU3HAYEH] B OCHOBHOMY, BUXOJISUH 3 JaHUX
OK/®, i ne 3anexarb Big posnoginy MIC okpemux BuziB. BoHu mnpusHaveHi 1Jii BUKOPUCTAHHS IO
BIIHOIIICHHIO /IO BUIIB, HE 3a3HAYCHUX y TAOJNWIN Ta BUHOCKAax. [ paHWYHI 3HAYCHHS, HE TOB’S3aHI 3 BHIAMU,
0a3yloTbcs Ha HacTymHuX jgo3ax: rpannydi 3HaueHHs EUCAST 3actocoByrotbest 1o MepomneHemy mo 1000 mr
3 pa3u Ha 100y BHYTPIITHROBEHHO MPOTsAroM 30 XBUIHMH SK HaWHIKYOI 103u. Posrmsnanucs mo3u no 2 T 3 pasu
Ha 100y IpHY BaXKKUX 1HQEKIIIAX 1 IPH MPOMIKHUX/PE3UCTCHTHUX IPAHUYHUX 3HAYCHHSIX.

¢ Bera-makTaMHa 4yTIMBICTh cTpenTokokoBux rpyn A, B, C i G mporHo3yerbesi, BUXOASYM 3 YYTIAMBOCTI 10
MIEHIIWITIHY .

«—» [IpoBeneHHS aHAI3y MO0 BU3HAYCHHS YYTIUBOCTI HE PEKOMEHIYETHCS, OCKUIBKH BU]I € TIOTAHOIO MIIIICHHIO
JUIl TIPOBEICHHS JIKYBaHHS JIKapChKUM 3aco0oM. [30msTH MOXyTh OyTH BH3HAuU€HI SIK PE3UCTEHTHI 0e3
MOMEPETHHOTO TECTYBAHHSI.

[TommpenicTs HAOYTOI PE3UCTEHTHOCTI MOKE 3MIHIOBATHUCS reorpadivyHO Ta y Yaci JUIsl OKPEMUX BHUJIIB,
ToMy OaxaHO cmHMpaTHCs Ha MicleBy 1H(GOpPMAIiI0 CTOCOBHO PE3UCTEHTHOCTI MIKpPOOPIaHi3MiB,
0COONMMBO TP JIKYBaHHI TsDKKUX 1H(QEKIINA. Y pa3i HEOOXiAHOCTI, KOJU piBEHb MOIIMPEHOCTI
PE3UCTEHTHOCTI MIKpPOOPraHi3MiB Ha MICIIEBOMY piBHI € TakuM, IO KOPUCTh BiJ] 3aCTOCYBaHHS
JIKapChKOTO 3ac00y, MPUHANMHI TT0 BiJHOIICHHIO 10 JCSKUX BUIIB 1H(EKIIIH, BUKIMKAE CyMHIBH, CIiJI
3BEPHYTHCS 32 KOHCYJIBTAIIIEIO JIO eKCIepTa.

Hwxkuye mnepepaxoByrOThCS TMATOTCHHI MIKPOOPTaHI3MH,
TepareBTUYHUX MPOTOKOJIIB JTIKyBaHHS 3aXBOPIOBAHb.
3a3BuyYail YyTIUBI BUIU

BUXO/JSIYM 3 KJIIHIYHOTO JIOCBImy 1




['pamnio3uTHBHI aepodu

Enterococcus faecalis’

Staphylococcus aureus (MeTUIUIIH JyTAUBUIA)®

Buou Staphylococcus (MeTHIVITIH 4yTIUBHH), Y TOMY uucT Staphylococcus epidermidis
Streptococcus agalactiae (rpyna B)

I'pyna Streptococcus milleri (S. anginosus, S. constellatus ta S. intermedius)
Streptococcus pneumoniae

Streptococcus pyogenes (rpymna A)

I'pamueraTuBHi aepobu

Citrobacter freundii

Citrobacter koseri

Enterobacter aerogenes

Enterobacter cloacae

Escherichia coli

Haemophilus influenzae

Klebsiella oxytoca

Klebsiella pneumoniae

Morganella morganii

Neisseria meningitides

Proteus mirabilis

Proteus vulgaris

Serratia marcescens

['pammo3uTuBHI aHaepoOu

Clostridium perfringens

Peptoniphilus asaccharolyticus

Buou Peptostreptococcus (y Tomy uucni P. micros, P. anaerobius, P. magnus)
['pamueraTtuBHI aHaepoOH

Bacteroides caccae

I'pyna Bacteroides fragilis

Prevotella bivia

Prevotella disiens

Bunu, nns skux Ha0yTa pe3ucTeHTHICTh MOXE OYTH TPOOIeMOI0
['pammo3uTuBHI aepodu

Enterococcus faecium’”®

I'pamueraTuBHI aepodbu

Buou Acinetobacter Burkholderia cepacia

Pseudomonas aeruginosa

3a CBO€I0 IPUPOJIOI0 PE3UCTEHTHI MIKPOOPTraHi3MH

I'pamueratuBHi aepoou

Stenotrophomonas maltophilia

Buou Legionella

[HIIi MiKpOOpTaHi3MI

Chlamydophila pneumoniae

Chlamydophila psittaci

Coxiella burnetii

Mycoplasma pneumoniae

"Bupu, SKi BUSBUIU IPUPOAHY IIPOMIKHY Yy TIHUBICTS.

8V ¢i MeTHIMITIH-pE3UCTERTHI cTa(iIOKOKH € PE3HCTEHTHUMH JI0 MEPOIICHEMY.
Tloka3sHUK pe3ucTeHTHOCTI > 50 % B o/Hil a60 KinbKox Kpainax €C.

Cam 1 MemnioiIo3: BUKOPUCTAHHS MEPOIICHEMY Y JII0/Ie 0a3yeThCs Ha JaHUX YYTIMBOCTI 10 B. mallei 1
B. pseudomallei in vitro 1 Ha oOMexxeHHX AaHUX y miozei. Jlikapi MOBUHHI CIMpaTHUCs Ha HalllOHAIbHI
Ta/ab0 MiKHAPOIHI KOHCEHCYCHI JJOKYMEHTH, 1110 CTOCYIOThCS JIIKYBAHHS CaIly 1 MEJI0i103Y.
Dapmaxokinemuxa.




VY 310pOBUX JIIOJICH cepeliHii Tepio]l HalmiBBUBEIEHHS 3 IUIa3MH KPOBi CTAHOBHUTH NMPHOIM3HO | roauHy;
cepenHiii 00’eM po3noniny craHoBuTh Npubau3HOo 0,25 n/kr (11-27 1m); cepenHiil KIipeHC CTaHOBUTh
287 MiI/XB TIpU 3acTOCYBaHHI mpemnapary y 1031 250 mr, 31 3HIKEHHSIM KiipeHcy 1o 205 mi/xB mpu
3acTOCyBaHHI mpenapary y nos3i 2 r. [Ipu 3acrocyBanHi npemapary y mo3ax 500, 1000 i 2000 mr, 1o
BBOJWIN Yy BUIIsIAL 1HGY31T mporsrom 30 XBUIWH, cepenHi 3HaueHHs Cmax BiJMOBIIHO CTAaHOBJSATH
npuom3Ho 23, 49 1 115 mxr/mi; BignosinHi 3HaueHHss AUC cranoBuim 39,3, 62,3 1 153 Mxrxromn/mi.
[Ticna mpoBenenHs iHQy3ii nporsarom 5 XBUIMH 3HaueHHS Cmax cTaHOBIATH 52 1 112 MKr/mn mpu
BBeeHHI npenapary y mo3ax 500 1 1000 mr BignmoBigHO. ITpy BBemeHI KUTBKOX 103 Mpemapary KOXHi
8 TOJIMH Tali€eHTaM 3 HOpMaJbHOIO (DYHKIIIEI0 HUPOK HAKOMMMYEHHS MEPOTICHEMY HE CITOCTEPIraaocs.

VY Xoxi mpoBeNeHHS IOCTIIKEHHS 3 y4dacTio 12 marieHTiB, SKUM BBOAMIM MeporieHeM Yy 1031 1000 mr
KOXKHI 8 TOAMH TICIs TPOBEASHHS XIpYypriuyHoi omeparlii 3 mpuBOAY 1HTpaaOAOMiHATBHUX 1H(EKITIH,
Oynu BUSBIICHI 3HAYCHHS MOKa3HUKIB Cmax 1 mepioy HaMiBBUBEACHHS, SIKi BiJAMOBIIal0Th MOKa3HUKAM
3I0POBUX JIFOJIeH, ajie OuTbuid 00’ eM po3noainy (27 ).

Posnonin

CepenHe 3HaUCHHS 3B’3yBaHHS MEpONEHEMY 3 OlIKaMU IJIa3MU KPOB1 CTaHOBUIIO NpuOian3HO 2 % 1 He
3aJIe’Kasio BiJl KOHIEHTpalii nmpenapary. [licis mBUAKOro BBEAEHHS npenapary (5 XBUIUH ad0 MEHIIEe)
(hapMakoKiHETHKa € 01eKCTIOHEHI[IAIBHO0, ajle 11e € Habdararo MEHIN O4YeBUIHUM Ticis 30-XBHIMHHOI
iHQy3ii. Byno BusBIEHO, 110 MepoIleHeM A00pe MPOHHUKAE Yy JesAKi PIIMHM Ta TKAHWHU OpraHi3My,
BKJTFOYAIOYH JIETEHI, OpOHXIaTbHUN CEKPET, )KOBY, CITMHHOMO3KOBY PiJIMHY, TKAHWHU CTaTEBUX OpPraHiB
KIHKH, TIKipY, (aciii, M s34 1 IepUTOHEaTbHI eKCyIaTH.

Metabomnizm

MeponieneM  MeTabosi3yeTbcss  HUIAXOM  TiAPOJ3y  OeTa-JIaKTaMHOTO — KiJIbIIs,  YTBOPIOIOYHU
MIKpOOIOJIOTIYHO HEaKTUBHUN MeTabomt. B yMmMoBax in vitro MeporieHeM JAEMOHCTPYE 3HIDKCHY
CHPUWHATIAUBICT JO Tiapomizy mix piero paerigponentuaasu-1 (JAI'TI-I) mronuHu mTOpiBHSIHO 3
IMITIEHEMOM 1 MOTpedu B 0JJHOYaCHOMY 3acTtocyBaHHI1 iHTi0iTOpa AT TI-1 HEMaE.

Busenenns

MeponieHem y mepily 4epry BUBOAUTHCS Y HE3MIHEHOMY BHUIJIsAI HUpKaMmu; Onu3bko 70 % (50-75 %)
703U TIperapary BUBOAUTHCS Y He3MiHEHOMY BUTIsAAl mpotsroMm 12 rogun. lle 28 % Bupinserscs y
BHTJISIZII MIKPOOI10JIOTIYHO HEAaKTUBHOTO MeTalomiTy. BuBenaeHHs 3 Kajgom siBisie co00r0 JuIe OJIM3bKO
2% Big no3u. BumipsHuii HUPKOBHI KJipeHC Ta e(peKT NMpoOeHEeUUAy IMOKa3yloTh, 1[0 MEpPOIEHEM
MITAETHCS K QiIBTpAIlii, TaK 1 KaHAJBILEBIH CEKpeIti.

HupkoBa HelOCTaTHICTh

[TopymenHus ¢yHKIT HUPOK 3yMOBITIOE TIOSIBY BHCOKUX MoKa3HUKIB AUC y mia3mi KpoBi 1 TpUBATIIIANA
nepios HamiBBUBEIEHHS 11l MepornieHeMy. Crioctepiranocs 30utbmeHHs nokasHukiBe AUC y 2,4 paza y
TMaIi€HTIB 3 MOMIPHUM TopyeHHsIM (yHKIiT Hupok (kiipeHc kpeatuniny (KK) 33-74 min/xB), y 5 pasis
— y HAaIi€eHTIiB 3 TSHKKUM nopymieHHaM QyHkuii Hupok (KK 4-23 mu/xB) i B 10 pa3iB — y mami€eHTiB, sKi
nepedyBaroTh Ha Temomianizi (KK <2 mu/xB) mopiBHsiHO 31 3mopoBumu ocobamu (KK >80 mu/xB).
[Tokasunku AUC MikpoOioJIOTIYHO HEAKTHBHOTO METaOOoJITy 3 BIIKPUTHM KUIBIEM TaKOX 3HAYHO
MIJBHUINYBAJIUCSA Yy TaIlleHTIB 3 TmopymeHHsM ¢yHKii HUpok. Kopekimis mo3m mpenapary
PEKOMEHAYETHCS MAIliEHTaM 3 TOMIPHUM Ta TSHKKUM MOPYIIEHHSAM (YyHKLIT HUPOK (AuB. po3ain «Crnocio
3ACMOCYB8AHHS MA 003U»).

MeporneHneM BHBOJAUTHCS HIISXOM TeMOAiallizy 3 KIIpeHCcoM, 10 OyB i 4ac MpOBEeIEHHS reMoializy
MPpUOIM3HO B 4 pa3u BHUINUN, HIXK y TAIIEHTIB 3 aHYPI€IO.

[le4yiHKOBa HEIOCTATHICTh

JlocmiKeHHsT 3 Y4acTiO TAII€HTIB 3 aJIKOTOJBHUM IIMPO30M TECUIHKK IOKa3y€e BIJICYTHICTh BIUIMBY
3aXBOPIOBAHHS IMEYIHKM Ha ()apMaKOKIHETHKY MEpOIEHEMY IIicisl 3aCTOCYBaHHS MOBTOPHUX 103
npemnapary.

Jlopocii nanieHTH

Hocmimxenus (apMakoKIHETUKH, TPOBEJAEHI 3 yYacTIO TMAIliE€HTIB, HE BUSBWIM 3HAYHHX
(apMaKOKIHETUYHHUX BiJAMIHHOCTEH IOPIBHAHO 31 3/J0pOBUMHM 0CO0aMHU 3 aHAJOTIUHOIO (DYHKILiEO
Hupok. [lomynsmiiina Mozenb, po3poOiieHa Ha OCHOBI JaHUX 79 MamieHTiB 3 iHTpaadIoMiHAIBLHOIO
iH(pekmiero ab0 THEBMOHIEI0, TMOKa3zala 3aJeKHICTh OCHOBHOTO 00’€My Bill Macd Tila, KIIPEHCY
KpEaTHHIHY 1 BIKY.




iTH
JocmimxenHs GpapMakoKIHETUKH Y HEMOBIIAT 1 IITeH 3 1H(PEKII€I0 IPH 3aCTOCYBaHHI IIpemnapary y Ja03ax
10, 20 i 40 mr/kr mpoxeMoHCTpyBad 3Ha4eHHS Cmax, 1m0 HaOIMKAIOThCS 10 3HAYCHb, BUSBICHUX Y
JOPOCIHX IMICIIA 3aCTOCYBaHHS mpenapary y pozax 500, 1000 1 2000 mr BiamoBigHO. Y X011 MPOBEACHHS
MOpIBHSAHHS OyNiM BUABICHI (hapMaKOKIHETHYHI XapaKTEPUCTUKH MK JJ03aMHU Iperapary i mepiofamu
HaIliBBUBEJICHHS, MOIOHI 0 TaKHWX, IO CHOCTEPIraaucs y IOPOCIHX, Yy BCIX, KpiM HANWMOJIOIIINX
narieHTiB (<6 wmicauiB t1/2 1,6 ronun). Cepeani 3HaueHHS KIIPEHCY MEpPONEHEMY CTaHOBHIIHU
5,8 mn/xB/kr (6—12 pokiB), 6,2 mu/xB/kr (2-5 pokiB), 5,3 mu/xB/kr (623 wmicsi) 1 4,3 mur/xB/kr (2—
5 micauiB). [Ipubnuzno 60 % 1031 BUBOAUTHCS 3 CEUEIO MPOTITroM 12 roAuH y BUIJIAI MEPOIIEHEMY Ta
me 12 % — y Burnsai merabonity. KoHueHTparlii MmeporneHeMy y COMHHOMO3KOBINM piiuHi y aiTei 3
MEHIHTITOM CTaHOBJISITH MpuOIM3HO 20 % BiJ OHOYACHO BUSIBJIIEHUX PIBHIB Mpemnapary y mia3Mi Kposi,
X04a Ma€ MicCIe 3HaYHa MDKIHUBIyanbHa BapiaOebHICTh TOKA3HUKIB.
dapMaKOKIHETHKa MEpPONEHEMY Yy HOBOHAPO/DKEHHUX, SKHUM 3aCTOCOBYBAJIM aHTHOAKTepiaabHE
JKyBaHHS, MPOJEMOHCTpYBajla BUIIMN KIIPEHC Y HOBOHAPOKEHUX 3 OUIBIIMM XPOHOJIOTIYHMM abo
recCTalliiHUM BIKOM 13 3arajJbHUM CEpeAHIM MepioJoM HamiBBUBEACHHS 2,9 roguHu. MojaemtoBaHHS
nporecy 3a Mounte Kapno 3 ypaxyBanHsMm mnomyismiiiHoi @K-mozeni mokasano, Mo HpU pexumi
no3yBanHs 20 Mr/Kr KokH1 8 roauH 0yno gocsrayto T>MIC 60 % 1o BimHOMmEeHHIO 10 P. aeruginosa y
95 % HOBOHAPOKEHHX, K1 HAPOAMIIUCS MepeadacHo, 1y 91 % moHOIIEeHNX HOBOHAPOKEHHX.
IarieHTH JITHBOTO BIKY
JocnipkeHHs: papMakOKIHETUKH Y 3I0pOBHX 0Ci0 JITHHOrO BiKY (65—80 pokiB) mokasaid 3HUKEHHS
KJIIPEHCY TIa3MH KPOBI, IO KOPEIIOE 31 3HMKEHHSIM KIIIPEHCY KpeaTHHIHY, MOB’S3aHUM 3 BIKOM, a
TaKOX HE3HAYHE 3HM)KEHHS HEHHPKOBOTO KiipeHcy. Kopekiis 1031 npenapaTy He MOTpiOHA malieHTaM
JITHBOTO BIKY, 3@ BUHATKOM BHUIAJKIB TTOMIPHOTO 1 TSDKKOTO MOPYIIEHHS (PYHKITIT HUPOK.

KuiniyHi XapakTepucTHKH.
Iloka3zanns.
MepoHeM noka3zaHuii IS JTIKYBaHHS TaKUX 1HQPEKIIN Yy JOPOCIUX 1 AITEH BIKOM Bia 3 MICAIIIB:
® ITHEBMOHIi, Yy TOMY YHCJIi HETOCHITaIbHOI Ta TOCTITAIIFHOI ITHEBMOHIT;
e OpoHxoJiereHeBUX 1HMEKITIH TPH MYKOBICITUI031;
YCKJIa{HEHUX 1H(EKIii CeUOBUBITHUX IUISAXIB;
YCKJIaIHEHUX 1HTpaabIOMIHAIBHUX 1H(EKITIH;
1H(DEKIII 111 9ac MOJIOTIB 1 MICISMOIOTOBHUX 1H(DEKIIIIH;
YCKIJIQAHEHUX 1H(EKLiN MKIpH 1 M’ IKUX TKaHUH;
® rocTporo 0akTepiaJbHOr0 MEHIHTITY.
MepoHeM MOKHA 3aCTOCOBYBATH JIJIs JTIKYBaHHS TMAIlIEHTIB 3 HEUTPOIICHIEIO 1 TUXOMAHKOIO MPH IMi103pi
Ha Te, 1[0 BOHA CIIPUYMHEHA OaKTepialbHOIO 1H(EKIIIE0.
JlikyBaHHs1 marfieHTiB 3 OakTepiemiero, sika TOB’si3aHa abo Moke OyTH TOB’si3aHa 3 OYIb-SKOK 3
3a3HAYCHUX BUIIE 1H(DEKIIIH.
Cnig BpaxoByBatH O(iIiiiHI peKOMEHIAIlli MI0I0 BIAMOBITHOTO 3aCTOCYBaHHS aHTHOAKTEpialbHUX
npernaparis.

IIpomunokasanna.

[TinBuIIeHa YyTIUBICTH A0 A1F0U01 peYOBHHHU a00 10 OyAb-SIKOi 3 TOMOMIXKHUX PEYOBHH MpErapary.
[TigBuIieHa YyTAUBICTH 10 OYAb-IKOTO IHIIIOTO aHTUOAKTEPIALHOTO 3aCO0y TPyMH KapOaneHeMiB.
Tsokka migBUINEHA YYTIUBICTh (HANPUKIIA] aHa(iIaKTAYHI peakilii, TSHKKI peakiii 3 00Ky MIKipH) 10
Oy/Ib-SKOTO 1HILIOTO TUMY OeTa-JTaKTaMHOro aHTHOAKTepiaJbHOro 3acoly (Hampukiaa NeHIIMUIiHIB a0o
nearocnopurHiB).

B3aemooia 3 inmumu aikapcoKumu 3acovamu ma inuwii 6uou 83acmooiil.
JlocmipKeHHsT OO0 B3a€EMOJIT Mpenapary 3 iHIIUMH JiKapChbKUMHU 3ac00aMu, KpiM NMpoOeHeuuay, He
MIPOBOMIIN.



[TpoGenenua KOHKYpYE 3 MEPOIEHEMOM II0/I0 aKTHBHOTO KaHAJIBIEBOI'O BHUBEACHHS 1 TAKMM YMHOM
MPUTHIYYE HUPKOBY €KCKPEIIIF0 MEPOTICHEMY, 110 MTPU3BOAUTD /10 30UIBIIICHHS TIEPi0Ty HaIliBBUBEICHHS
Ta MiJABHMIIEHHS KOHIEHTpalii MeponeHeMy y rmia3mi Kposi. Ciif NposBIsSTH 00EpPEKHICTh Y BUMAAKY
OJIHOYACHOTO 3aCTOCYBaHHS MPOOECHELUY 3 MEPOIIEHEMOM.
[ToreHuiiiHuii BIUIMB MEpPOHEMY Ha 3B’S3yBaHHsS 3 OUIKaMHU IHIIMX MpernapariB abo meraboii3m He
BuB4YaBcs. [IpoTe 3B’s13yBaHHs 3 OUIKAaMU HACTUIBKK HE3HAYHE, IO B3a€MOJIl 3 IHIIMMH CIOJYKaMHU 3
ypaxyBaHHIM LbOTO MEXaHI3My MO>KHA HE OUiKyBaTH.
[Ipu ogHOUacHOMY 3acTOCyBaHHI 3 KapOaneHeMaMu OyJi0 3apeecTpOBAHO 3HMKCHHS PIBHIB BaJIbIIPOEBOI
KHCJIOTH B KpPOBI, Y pe3yJbTaTi YOro 3HIWKCHHS PIBHIB BaJLIIPOEBOI KUCIOTH NMPUOIM3HO 3a 2 JHI
cranoBmiio 60-100 %. Yepe3 mBUAKHMIA MMOYATOK [ii Ta CTYMiIHb 3HMKCHHS OJHOYACHE 3aCTOCYBAHHS
BAJILIIPOEBOT KUCIOTH/BATBIIPOATY HATPIO/BATBIIPOMIAY 1 KapOalieHeMiB BBa)XKA€THCS TaKWM, IO HE
MiAAETbCd KOPUTYBAHHIO, TOMY CIIiJi YHUKaTH Takoi B3aeMofil (auB. po3nin «Ocobaueocmi
3aCMOCYBAHHS).
[lepopalibHi aHTUKOATYIISIHTH
OpnHoyacHe 3aCTOCYBaHHS aHTHOIOTHKIB 3 Bap(paprHOM MOXE MOCHIIOBATH MOTO aHTHKOATYJISTHTHUN
epext. Bynmo 3apeectpoBaHo 06arato MOBIIOMIJIEHb MPO MiABUINEHHS AHTUKOATYISHTHOTO e(deKTy
MepopaJbHUX AaHTUKOATYJSIHTHUX TMpemnapariB, y TOMY YHCHT BapdapuHy, y MaIi€HTIB, IKI OJHOYACHO
OTPUMYIOTh aHTHOAKTepiaJbHI MpemnapaTtu. PU3MK Mo)ke 3MIHIOBATHCS 3alie)KHO BiJl BHAY OCHOBHOI
iH(dexIii, BIKy 1 3araJpHOTO CTaHY MaIli€HTa, TAKUM YMHOM BHECOK aHTHOAKTEpladbHUX IMpenapariB y
nigBumeHHs piBHiB MHB  (MDKHapoZHOTO HOPMAali30BaHOTO BiJHOWICHHS) OLIHUTH  BaXKKO.
PexomenayeTbcss mpoBOaUTH YacTuil KOHTpoib piBHIB MHB mpotsrom ta omgpa3y miciast 0qHOYAaCHOTO
3aCTOCYBaHHS aHTHOIOTHKIB 3 IEPOPATHHUM aHTUKOATyJISTHTOM.

1TH
VYci nocaiiKeHHs JIKapChKUX B3a€EMOIiH IPOBOJMIIN TUTBKU Y TOPOCITHX.

Ocobnueocmi 3acmocyeanns.

[Ipu BuOOp1 MeporieHeMy SK 3aco0y JIIKYBaHHS CJiJ OpaTH 110 yBard JOIIIBHICTH 3aCTOCYBaHHS
aHTHOaKTepiaNbHOro 3aco0y rpynH KapOameHeMiB, BPaxOBYIOUM Taki ()akTOpW SK TSOKKICTH 1HQEKII],
MOIIMPEHICTh PE3UCTEHTHOCT] JO IHIIUX BIAMOBITHUX aHTHOAKTEpialhbHUX 3ac00iB, a TaKOXK PHU3HUK
BUOOpY Mpenapary oo 6akTepii, CTIHKUX 10 KapOareHeMiB.

PesucrentHicth 10 Enterobacteriaceae, Pseudomonas aeruginosa ta Acinetobacter

VY €poneiicbkkomy Co1031 pe3UCTEHTHICTh 10 NeHeMiB Enterobacteriaceae, Pseudomonas aeruginosa i
Acinetobacter Bapitoetbcs. [lpu mnpu3HaUeHHI MpenapaTy PEKOMEHIYEThCS BPaxOBYBATH MICIIEBY
PE3UCTEHTHICTh IIUX OaKTepiil 10 MeHEeMiB.

Peak1ii rinepuyTiauBoCTi

SIK 1 Ipum 3aCTOCYBaHHI iHIINX O€Ta-TaKTaMHUX aHTHOIO0THKIB, TOBIIOMIISIIOCS PO BUIAAKH CEPHO3HUX,
a 1HO 3 JIETAJIbHUMHM HACIIiIKaMH, PEaKIii MiABUIICHOT YyTIIMBOCTI (IUB. po3aim «/Ipomunokazanusy
ma «l1o6iuni peakyiiy).

[TamienTH, y SKUX B aHaMHE31 3apeecTpOBaHI BUMAIKU IIJABHIICHOI YyTIMBOCTI O KapOareHEMIB,
MEHIIMTIHIB 200 1HIMX OeTa-TaKTaMHUX aHTUOIOTHUKIB, MOXKYTh TaKOX MATH IiIBUILEHY YyTIUBICTh 10
MeporieHeMy. [lepex moyaTkoM Teparii MEpPONEHEMOM CIiJl TPOBECTH pETeNbHE OMHUTYBAHHS MIOIO
MOTIePEAHIX PEeaKIliil MiABUILEHOT YyTIMBOCTI IO OeTa-TaKTaMHUX aHTUOIO0THKIB.

[Ipy BUHMKHEHHI TSHKKOI alepridyHOi peakilii 3acToCyBaHHs Mpenapary CiijJ NPUIUHUATH Ta BAATHUCS 10
BIMOBIAHUX 3aXO/IB.

[ToBimomisiocss po TSKKI TOO1IYHI peakiii 3 OOKy MmKipu, Taki sk cuHApoM CriBeHca—/[»o0HCOHa,
TOKCHUYHUM emNiiepMalbHUI HEKpOJi3, MEIMKAaMEHTO3Ha aleprii 3 €O3MHOQUIIE0 1 CHCTEMHHMHU
cumnromamu  (DRESS-cunapom), MynbTHdOpMHA epuTeMa Ta TOCTPUM  TeHEpasli30BaHUU
€K3aHTEMaTO3HUM MYyCTYyJb03, y MALI€HTIB, SKi OTPUMYBAJIU JIIKYBaHHS MEpPOIEHEMOM (IUB. PO3JILT
«IToGiuHi peakiii»). Y pa3si MOsSBH O3HAK Ta CHMITOMIB, 110 CBIIYATh MPO IIi PeaKIlii, MEPOIIEHEM CJIi]
HEraiHO BIIMIHUTH 1 PO3TJISIHYTH albTEPHATUBHE JIIKYBaHHA.

KodniT, noB’si3aHui 13 3aCTOCYBaHHAM aHTUO10THKIB

[Ipu 3acTocyBaHHI MPAKTUYHO BCiX aHTHOAKTEpiadbHUX MpemnapariB, y TOMY YHUCII MeporeHeMmy, Oymu
3apeecTpoBaHi  BUIMAIKH KOJITY, IIOB’S3aHOTO 13 3aCTOCYBaHHSIM aHTHOIOTHKIB, 1 BUNAIKU
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MICEBIOMEMOPAHO3HOTO KOJITY, CTYMiHb TSHKKOCTI SIKMX MOJKE BapiloBaTH Bij JIETKOTO JI0 TAaKOro, II0
CTAaHOBUTH 3arpo3y XHUTTIO. TOMYy BaXJIUBO MPUIHATH 1O yBaru MOXIIMBICTb TaKOTO J1arHO3y Y
MAI€HTIB, Y AKUX MiJ 4ac a0 MicClis 3aCTOCYBaHHS MEPOIICHEMY BUHHKIIA aiapest (IUB. po3ain «/lo6iuni
peaxyiiy). Cinig po3rJSHYTH NMUTaHHS NP0 NPUNMHEHHS JIKyBaHHS MEpPOINEHEMOM Ta 3aCTOCYBAHHS
cnieunpivyHOTO JiKyBaHHs, cupsaMoBaHoro npotu Clostridium difficile. He cnig npusHadatu JiKapchKi
3aco0H, SIK1 MPUTHIYYIOTh IEPUCTAIBTHKY KUIIICYHUKY.

Cynomu

[Tin wac mikyBaHHs KapOarmeHEMaMHu, y TOMY YHCJII MEPOIEHEMOM, PIIKO IMOBIIOMIISUTH PO CYJAOMHU
(muB. po3ain «Ilobiuni peaxyiiy).

KoHTponb QyHKIIIT mediHku

VY 3B’3Ky 3 pU3UKOM PO3BUTKY IMEUIHKOBOT TOKCHYHOCTI (MOpyIIeHHs (YHKIIIT MMEUiHKU 3 X0JIECTa30M 1
IIUTONI30M) TiJ Yac JiKyBaHHS MEPONEHEMOM CJiJl PeTeIbHO KOHTPOJIIOBATH MEYiHKOBI (PyHKIT (IUB.
po3nain «llobiuni peaxyiiy).

3acTocyBaHHs IpenapaTy MalieHTaM 13 3aXBOPIOBAaHHIMHU IEYIHKH: MiJ 4ac JIKyBaHHS MEPOIECHEMOM Y
MaIi€HTIB 3 YK€ ICHYIOUMMH 3aXBOPIOBAHHSAMH TE€YIHKH CJiJ] PETEIhbHO KOHTPOJIIOBATH TIEHIHKOBI
¢ynkuii. KopuryBanss no3u npenapary He moTpiOHe (auB. po3ain «Cnocib 3acmocysants ma 003u).
CepokoHBepCis NPSIMOT0 aHTUTI00YIiHOBOTO TecTy (peakiris Kymbea)

JlikyBaHHS MEPONEHEMOM MOXKE IPHU3BECTH 10 BHHUKHEHHS MO3MTHBHOI MPSMOi/HENpAMOi peakiii
Kymo0ca.

OpHOYacHE 3aCTOCYBaHHS MEPOIEHEMY 1 BalbIPOEBOI KUCIOTH/BAIbIPOATY HATPiO/BaIbIPOMIAY HE
PEKOMEHIYEThCS (IMB. PO3AUT «B3aemodia 3  iHwumu  J1iKAPpCoKUMU 3acobamu ma [Hwi 6uou
83AEMOOTILY).

Meponem, 500 mr: nel mikapchbkuii 3acid mictuth 45 Mr Harpiro Ha (iaakoH o6’emom 500 mr, 10
eKBiBaJIeHTHO 2,25% MaKCHUMaJIbHOI T0OOBOI 103U HATPIIO TSI TOPOCTIOi IIoAUHH (2 T), pPEKOMEHI0BaHOT
BOO3.

MeponewMm, 1000 mr: meit nikapcbkuit 3aci6 mictuts 90 Mr Hatpito Ha (uakon 06’emom 1000 mr, 110
ekBiBaJIeHTHO 4,5% MakcuManbHOI J0OOBOT 103M HATPIIO ISl JOPOCIHOi JIFOAUHH (2 T), pEKOMEHI0BaHO1
BOO3.

3acmocysanns y nepiod eazimmocmi ado 200y8anus 2pyoor.

Bacimnicmeo

JlaHi 1110710 3aCTOCYBaHHS MEPOIICHEMY BariTHUM *IHKaM BiJICYTHI a00 iX KUIbKICTh 0OMEKeHa.
JlocnmipkeHHsT HAa TBapWHAX HE BUSABWIM TPSAMUX a00 OMOCepenKoBaHUX €(EKTIB PenpoayKTHBHOI
TOKCHYHOCTI. Y SIKOCTI 3amOODKHOro 3axofy Oa)xaHO YHHMKAaTH 3aCTOCYBAaHHS MEpOIIEHEMY IIiJl 4Yac
BariTHOCTI.

Tooysanns 2pyoorw

[ToBimomisnocsi, 10 HEBENUKAa KUIBKICTh MEPONEHEMY IPOHMKAE Y TPYyIHE MOJOKO JIOAMHH.
MeponieHeM MOXHa 3aCTOCOBYBATH IPH JIAKTallli JIMINE y BHITAJKAX, SIKIIO OYiKyBaHAa KOPHUCTb IS
Marepi NepPeBUIIY€E MOTEHIIMHUA PUZHK JJISI TATHHHU.

30amuicms énnueamu Ha WIGUOKICMb peaxyii npu KepyeanHi A6MOMPAHCHOPMOM a0 IHUIUMU
MexaHizmamu.

JlocmipKeHHsT BIUTMBY Iperapary Ha 3/aTHICTh KepyBaTH TPAHCIOPTHUMHU 3ac00aMy Ta IMpAIoBaTH 3
MeXaHi3MaMU He MPOBOIIIIH.

[Tpu kepyBaHHI aBTOTpaHCTIOPTOM 2060 poOOTi 3 IHIIMMHU MeXaHI3MaMH PEKOMEHAYEThCS IOTPUMYBATUCS
0CO0IMBOT 00EPEKHOCTI, BPaXOBYIOYH MOJKJIMBICTh PO3BUTKY TOJIOBHOTO 0O0JII0, TTApECTe3iid a00 CyI0M,
PO SIKi MOBIOMIISIIOCH TIPY 3aCTOCYBaHHI MEPOIICHEMY.

Cnoci6 3acmocysannsa ma 0o3u.

Jlo3yBaHHS

HaBeneni Hrbkye TaONHIN MiCTATH 3araibHi pEKOMEH/AIIT 010 T03yBaHHS JIIKAPCHKOTO 3aC00Y.

Jloza MepomeHeMYy 1 TPHUBAIICTh JIKYBaHHS 3aJCKHTh B BHUAY 30yJHHKA XBOPOOH, TSIKKOCTI
3aXBOPIOBAHHS Ta BiJMOBiI HA JTIKyBaHHS.



MepoHeM npu 3aCTOCYBaHHI y 1031 A0 2 T TpHUl Ha 100y y AOPOCIUX Ta JITeH 3 Macoro Tija Oiiblie
50 kr ta y m1031 10 40 Mr/kr Tpuui Ha 400y y AiTEH MOXe OyTH OCOOJIMBO JOIIHHUM IPH JIIKyBaHHI
NeSKUX BUMIB 1HQEKIIH, CHOPUYMHCHUX MEHII YYTIMBUMH BHUJAAMH OakTepil (HAmpUKIAT, BHIU
Enterobacteriaceae, Pseudomonas aeruginosa, Acinetobacter), abo ipu Iy>xe TSDKKUX 1HDEKITISAX.
Heo0xigHO TOTpUMYyBaTHCS J0JaTKOBUX PEKOMEHIALIN MO0 J03yBaHHS NPH JIIKYyBaHHI MAI[iEHTIB 13
HUPKOBOIO HEJIOCTATHICTIO (IUB. HUXKYE).

Tabmuns 1
Pexomenoosani 0o3u ons dopociux ma dimeui 3 macor mina oinvue 50 ke

Tndpexis OnHopa3zoBa /1032 AJIs BBECHHS KOXKHI
8 roguH

[THeBMOHIs1, Y TOMY YHCII1 HETOCHITaJbHAa Ta 500 mrabo 1 r

rocCIiTaJbHa ITHEBMOHIS

Bponxonerenesi iHdeKIii IpU MYKOBICIIMI031 2r

YckiagHeHi iHQeKIii CeYOBUBITHUX MUISIX1B 500mradolr

YcknagHeHi inTpaadaoMiHaNbHI iHPEKI1 500mrabolr

[Hd ek i 9ac mosoriB i MCAAnoa0roBl iH(eKIii 500mradolr

YckiagnaeHi iHQEKIii mMKipy 1 M IKUX TKAaHWH 500mradolr

["octpuii GakTepialbHUN MEHIHTIT 2r

JlikyBaHHs marieHTiB 3 GeOpUIbHOI HeWTponeHieo | 11

MeponeM 3a3BUYail CIiJl 3aCTOCOBYBATH y BUTJISAI BHYTPIIIHHOBEHHOI 1H(Y31i TpuBaiicTio Bif 15 mo
30 xBUJIUH.
Kpim Toro, no3u mpemnapary 10 1 r MOXKHa BBOJUTH Y BUTJISAI BHYTPIITHBOBEHHOI OOJIOCHOI 1H €K1
MPOTSTOM NPUOIM3HO 5 XBUWH. J[aHi 3 6€3MeKu, 10 MiATBEPHKYIOTh BBEICHHS JOPOCIUM Ipernapary y
7031 2 T'y BUIJISIII BHYTPIIIHBOBEHHOI OOJIIOCHOI 1H €K11ii, OOMEXEeHi.
Topywenus ¢hynxyii Hupox

Tabmums 2
Pexomenoosani 0osu npenapamy ons dopocaux ma oimei 3 macoio mina oinvwe 50 ke, AKWO KlipeHc
KPeamuHiny y nayienmis cmanosumos menuie 51 mi/xe

Kiipenc kpeatuniny OnHopasoBa 103a Yactora
(MI1/XB) (muB. Tabmuio 1)
26-50 MTOBHA OJIHOPA30Ba J103a KOXHI 12 roanu
10-25 MOJIOBUHA OJJHOPA30BOi 103U KOXH1 12 roaun
<10 MOJIOBUHA OJJHOPA30BOi 103U KOXHI 24 ToauHu

JlaHi, 0 MIATBEPKYIOTh 3aCTOCYBaHHS BKazaHuX y Tabmuii 2 703 mpemnapary, BIAKOPHUTOBAaHHX Ha
OJMHULIIO J03U 2 T, 0OMEKEHI.
MepornieHeM BHUBOAMTBCS 3a JIOMOMOTOI0 TeMOjiaiizy Ta remModiabTparii, TOMy HEOOXIJIHY 03y
Ipernapary CJiJl BBOJUTH IICIIs 3aBEPILCHHS MPOLEAYPU TeMOIiai3y.
Pexomenpariiii om0 BCTAaHOBJICHOI J03W TMpenapary Ijis MaIli€HTiB, sIKi OTPUMYIOTh TIEPUTOHEATLHUN
miaii3, HeMae.
THopywenus ¢hynxyii nevinku
JInsi manieHTiB 3 MOPYHICHHSAM (YHKIII MEYiHKM KOPHUTYBAaHHS 103U Ipernapary He IMOTpiOHe (IuB.
po3ain « Ocobaueocmi 3acmocy8anHAy).
Jlo3yeanns ons nayicnmie 1imHb020 GIKY
Jy1st marieHTiB JITHHOTO BIKY 3 HOPMAJIBHOIO (YHKIIIEF0 HUPOK a00 31 3HAYCHHSMH KIIPEHCY KpeaTUHIHY
Butie 50 MJI/XB KOPUTYBaHHS 03U HE MOTpiOHE.
Himu gixom 0o 3 micauie
Hemae nanux npo 6e3nexy Ta epeKTUBHICTb MEpOIEHEMY Y JiTell BIKOM /10 3 MicALiB, 1 ONTUMAIbHUI
peXUM J03yBaHHS HE BCTAHOBJICHUH. ICHYI0OTh 0OMexkeH1 hapMaKOKIHETHYHI J1aHi, Ki OOTPYHTOBYIOTh
3aCTOCYBaHHA 103U MeporeHeMy 20 MI/KT KOXHi 8 ToIuH (JUB. o311 « DapMaKoKiHemuKay).

Taomuus 3
Pexomenoosani 0o3u npenapamy ons dimeii gikom 6i0 3 micayis 0o 11 poxis i 3 macoro mina 0o 50 ke

Indexmis OnHopasoBa /103a JJIs1 BBEJICHHS KOXKHI 8 TOJIMH




[THeBMOHIsI, y TOMY YHCII1 HETOCIITaIbHA Ta 10 a6o 20 mr/kr Macu Tina
rocritajibHa MHEBMOHIs

Bponxonerenesi iHdeKIii IpU MYKOBICIIMI031 40 mr/kr macu Tijna
YckiagaeHi iHQeKIii CeYOBUBITHUX MUISIX1B 10 a6o 20 mr/kr macu Tijia
YcknaaHeHi inTpaadaoMiHaNbHI iHQEKI1 10 abo 20 mr/kr Macu Tina
YckiagaeHi iHQEeKIii mKipy 1 M’ IKUX TKAaHWH 10 a6o 20 mr/kr macu Tijia
["ocTpuii 6akTepiaaTbHUN MEHIHTIT 40 Mr/Kr Macu Tija

JlikyBaHHs namieHTiB 3 ¢peOpuipHOIO HelTporneHieo | 20 Mr/Kr Macu Tija

Jlimu 3 macoro mina oinvute 50 ke
Criz 3acTOCOBYBATH 03y, 5K JJIsI JOPOCIHX TMAIlIE€HTIB.
JlocBiny 3aCTOCYBaHHS Mpenapary IiTsAM 3 MOPYIIEHHSM (QYHKIIIT HIPOK HEMAE.

Crocil 3acTocyBaHHS

Meponem 3a3BHYaii CITiJi 3aCTOCOBYBATH Yy BHTJISI BHYTPINTHBOBEHHOI 1HGY31i TpuBamicTiO Big 15 10
30 xBunmuH. Kpim TOro, no3m mepomeHemy A0 20 MI/Kr MOXYTh OyTM BBEICHI Yy BHIJISAIL
BHYTPIIIHROBEHHOT 00MOCHOT 1H’eKIii mpoTsaroM mpubau3Ho S xBuiauH. JlaHi 3 Oe3rneku, 110
HiATBEP/KYIOTh BBEIEHHS MITSAM mpernapary y m03i 40 MI/KT y BHUIIISI BHYTPIIIHbOBEHHOT OOJIIOCHOT
1H’ €KIIii, OOMEXKEH].

[IpoBenieHHS BHYTPITHHOBEHHOT OOIFOCHOT 1H EKITIT

Po3unn mist 6omrocHOT 1H €Ki €Tl TOTYBAaTH IUISIXOM PO3YMHEHHsI JIIKapchkoro 3aco0y MepoHeM y
BOJI JUIS 1H €Ki 10 OTpUMaHHs KOHIeHTparlii 50 Mr/mit.

XimiuHa 1 ¢i3u4Ha CTaOLIBHICTh MPUTOTOBAHOTO PO3YMHY M1 OoyifocHOi  iH’ekIii  Oyra
MPOJEMOHCTPOBAHA MPOTATOM 3 TOAMH Ipu Temneparypi 10 25 °C a6o 12 roauH B XOJIOAMIBHHKY (2-
8 °C).

3 MiKpoOi0JIOTIYHOT TOUKH 30PY, SKIO METOJ BIIKPUTTS/BiIHOBICHH/PO3BEICHHS HE BUKIIIOYAE PUBUKY
MIKpOO10JIOTIYHOTO 3a0pyAHEHHS, JTIKAPCHKHI 3aci0 HE0OX1THO BUKOPUCTATH HETAWHO.

SIkmio nikapchKuil 3aci® ozpasy K HE BUKOPHCTAHO, CIIiJ] PETEIbHO KOHTPOJIOBATH TEPMiH Ta yMOBHU
1ioro 30epiraHHsi IPUTOTOBAHOTO PO3UHHY.

[IpoBeneHHs BHYTPIIIHHOBEHHOT 1HM Y311

Pozuun s iHGY311 cllij TOTYBaTH NUIIXOM PO3YMHEHHS JiKapchbKoro 3aco0y MeponeM y 0,9 % po3uunni
HaTpilo XJopunay ans iH}y3iid abo y 5 % po3umHi TIIOKO3U (AeKCTpo3u) Uit iH(QY3ii 10 oTpuMaHHS
KoHmeHTtpariii 1-20 mr/mr.

XiMiyHa 1 (pi3uuHa CTaOUIBHICTh MPUTOTOBAHOTO PO3UYMHY A7 1H(Y3ii 3 Bukopuctanusam 0,9 % pozuuny
HaTpito XJopuay OyJjia MpOAEMOHCTPOBAaHA MPOTATOoM 3 roauH Mpu Temriepatypi 25 °C abo BIpPOaOBK
24 ronun y xonoauibHUKY (2—8 °C). 3 MikpoOioJIOTI4YHOT TOYKM 30py JIKAPCHKUM 3acid HEeoOXiTHO
BUKOPHUCTATH HeTaiHo. SKmo Jmikapchkuii 3acid onapasy >X HE BHKOPHUCTAHO, CIiJl PETEIBHO
KOHTPOJIIOBATH TEPMiH Ta yMOBH HOTO 30€piraHHs NPpUroTOBAaHOT'O PO3UHHY.

[IpuroTtoBanuii 3 5 % po3UMHOM TIIOKO3H (AEKCTPO3U) po3uyMH MepoHeMy ciliJi BAKOPUCTATH HETaiHO.
He cnin 3aMoposxyBaTu MpUroToBaHi pO34HHU.

Mimu.

[Ipenapat 3aCTOCOBYBATH JIiTSIM BIKOM Bifl 3 MiCALIB.

Ilepeoosyeanns.

BigHocHe nmepeno3yBaHHS MOXKJIMBE y MAIIEHTIB 3 MOPYIICHHAM (YHKIIT HUPOK y BUIAKY, SIKIIO 1032
mpemapaTy He KOPUTYEThCS, K OMUCAHO Yy po3auti «Cnocib6 szacmocysanus ma 0osuy. OOMEKEeHHIA
JOCBIJ] TIOCTMapKETHHTOBOTO 3aCTOCYBaHHS TIpernapary BKa3ye Ha Te, IO SIKIIO MICIs Mepeao3yBaHHs
BUHUKAIOTh HeOakaHi peakiii, BOHM Y3TOJKYIOTbCA 3 MpodiieM 3a3HaYeHHX MOOIYHUX pEeaKIil,
omucaHux y po3aini «llobiuni peakyiiy 1, K MPaBUIIO, JIETKI 32 TSHKKICTIO MPOSBIB 1 MHUHAIOTH TICIA
BiAMiHM mpernapary abo 3HMKEHHs Horo no3u. CiiJy po3risHYTH HEOOXiJHICTb CHMITOMAaTHYHOTO
JIIKyBaHHS.

B 0ci6 3 HOpMaIbHOIO (DYHKIII€I0 HUPOK BiI0OYBAETHCS MIBUIKE BUBEACHHS IpenapaTy HUPKaMu.



I'emopiani3 BUBOAUTH MEPOIIEHEM 1 HOTO META0OIIITH 3 OpPraHi3My.

Io6iuni peaxuii.

VY xoni ornany panux 4872 i3 5026 mauieHTiB 100 BIUIMBY JIIKYBaHHS MEPONEHEMOM HaH4acTIIIUMHU
HeOaXaHUMHU peakIisiMU, OB A3aHUMH 13 3aCTOCYBaHHSM MeporieHeMy, Oynu miapes (2,3 %), Bucul
(1,4 %), nynora/omoBanns (1,4 %) Ta 3amaneHHs y micui BBenaeHHs in’ekuii (1,1 %). Halwactimumu
He0a)XKaHUMHU, TIOB’SI3aHMMH 13 3aCTOCYBaHHSM MEPOTICHEMY SIBHUIIAMH 3 OOKy Ja0opaTOpPHHUX
MOKA3HUKIB, MPO K1 MoBimomisuiocs, Oynu TpombouuTo3 (1,6 %) Ta miiBUILEHHS PIBHIB MEYIHKOBUX
depmenrtis (1,5-4,3 %).

VY HaBejieHiW HK4Ye TAONMI BCi MOOIUHI peakIlii 3a3HaueHI 3a KJIAaCOM CHUCTEMH OPTaHiB 1 4acTOTOXO:
nyxe gacto (> 1/10); gacto (Big > 1/100 go < 1/10); mewacro (Bixm > 1/1000 no < 1/100); pigko (Bix
> 1/10000 mo < 1/1000); myxe pinko (< 1/10000); wyacTora HEeBigoMa (HEe MOKHA OIIIHUTH HA OCHOBI
HasBHUX JaHUX). Y MeXax KOXHOI IPyHH 4acTOT MOOIYHI peakiiii 3a3HaueHl y MOPSAAKY 3MEHILIEHHS
MPOSIBIB.

Ingexyii ma ineazii — HEYACTO: OPANBHUHN Ta BariHAJIbHUNA KaHAUI03.

3 6oky kposi ma nimgamuynoi cucmemu — 4YacTo: TPOMOOIIMTEMIs; HEYacTo: €03uHOdIIIs,
TPOMOOIUTONEHI, JIEHKOIEHIs, HEUTPOIEHisl, arpaHyJIOLUTO3, TEMOIITUYHA aHEMIs.

3 6oky imMyHHOI cucmeMmu - HEYACTO: AaHTIOHEBPOTUYHUI HAOPSK, aHA(UIAKTHYHA PEAKIlis (IUB. PO3AUIH
«IIpomunokazannay ta « Ocobausocmi 3acmocy8anHsy).

3 060Ky Hepsosoi cucmemu — 4acTO: TOJOBHUHN O11b; HEUACTO: MapecTe3ii; piKo: CyaoMHu (AWB. PO3ALI
«Ocobausocmi 3acmocy8aHunay).

3 00Ky WLIYHKOBO-KUWIKOB8020 mMpakmy — 4acTo: Jiapesi, OJI0BaHHS, HyA0Ta, OUIb y KUBOTI; HEYACTO:
KOJIT, aCOIIOBaHUH 13 3aCTOCYBaHHSAM aHTUOIOTUKIB (IUB. pO3Iin « Ocobau8ocmi 3aCmocy8ants).

3 00Ky newiHKu ma #co0840B8UBIOHUX WAISAXI6 — YACTO: TIJBHINCHHS DPIBHIB TpaHCaMiHAa3, IiIBUIICHHS
piBHIB Jy)kHOi (ocarazu y KpoBi, HiJABHUIIEHHSA PIBHIB JIAKTATACTiApOTreHa3d Yy KpOBi; HEYacro:
IT1IBUILICHHS PIBHIB OUTIpyOiHY B KPOBI.

3 60Ky wKipu ma nioQwKipHOi MKaHUHYU — 4acTO: BHUCHII, CBEpO1K; HEYACTO: KPOIHB’ IHKA, TOKCHYHUI
enigepMaibHUN  Hekpoii3, cuHapoMm CriBeHca—/[)xoHCOHA, MynbTHGOpPMHA epuTeMa (AWB. PO3ALT
«Oco0MMBOCTI 3aCTOCYBaHHS»); 4YacTOTa HEBiJOMa: MEIUKaMEHTO3HAa allepris 3 €O3MHO(ITIE 1
cucteManmu cumnromamu (DRESS-cunnpom), roctpuii reHepanizoBaHuil €eK3aHTEMATO3HUN MyCTYIIh03
(muB. po3ain «OcoOIMBOCTI 3aCTOCYBAHHS).

3 60Ky HUPOK | ce408UBIOHUX WiIAXi6 - HEYACTO: TIIBUIICHHS PIBHIB KpEaTHHIHY B KPOBI, MiBUILICHHS
PIBHIB CEYOBHMHU B KPOBI.

3acanvHi po3nadu _ma _cmaHu vy _Micyi 86e0eHHsA _npenapamy — 4YacTo:. 3alajieHHs, Oulb;, HedacTo:
TpoM60GediT, 6111b y MicIi iH €KIII.

Hemae HigkuX maHux, 1m0 CBiMYaTh NPO 30LIBIICHHS PU3UKY MOOIYHUX SIBUIN Yy JITEH Ha TMiACTaBl
OOMEXKEHOI KITBbKOCTI JOCTYMHHMX JaHUX. YCi OTpUMaHi TOBIJIOMJICHHS BiJIOBIIaTU MOOIYHUM
PeaKIisiM, CIOCTEPEKYBAHUM Y IOPOCIUX TAI[i€HTIB.

Tosidomnenns npo nioo3prosani nodiuHi peaxyii

[ToBimomieHHST PO TiM03PIOBaH] MOOIYHI peakilii Mmicas peecTpalii JIKapchKOro 3aco0y Mae Ba)KJIUBE
3Ha4yeHHs. Lle 3a0e3nedye mocTiiHUI MOHITOPUHT CITIBBITHOLICHHS KOPUCTH/PU3HK JIIKAPCHKOTO 3aC00Y.
MenuyHuM TpaiiBHUKaM CIIiJI 3BITYBaTH Tpo Oyab-sKi TMi03prOBaHI MOOIYHI peakilii 3rigHo
3aKOHOJABCTBA.

Tepmin npuoammnocmi. 4 poxu.

YmoBu 30epiranns.

36epiratu npu Temmepatypi He Butie 30 °C. He 3amopoxyBaTu. 30epiratu y HEJJOCTYITHOMY JUTsl JTITEeH
MICIII.

Koxen ¢uakoH npru3HaueHu# TUIbKH ISl OJHOPA30BOTO0 BUKOPUCTAHHSL.
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[Tpu mpuroTyBaHH1 pPO34YHHY 1 IiJ] Yac HOro 3aCTOCYBAHHS CIIiJ] BAKOPUCTOBYBATH CTaHAAPTHI aCENTUYHI
METOAH POOOTH.

Po3uuH crnif cTpycuTy niepes; BAKOPUCTAHHSIM.

Bynp-sikuii HEBUKOpUCTAHUM MPOAYKT a00 BIIXOIW HEOOXITHO YTHUIII3yBaTH BIIMOBITHO O JOKAIBHUX
BHUMOT.

Hecymicnicms. MeponeM He cllif] 3MilryBatu abo 1oJ1aBaTH J0 1HIIKX JIKapChKUX 3aC001B.

Meponem, sikuii Oyne BUKOPHUCTOBYBATHCS It OOJNIOCHUX BHYTPIIIHROBEHHUX 1H €KINH, CIIIJT
BIIHOBJIIOBATH y CTEPUIIBHIN BOJI JJIS 1H €KIIIH.

Meponienem y (rnakoHax i BHYTPIIIHBOBEHHUX 1H(Y3il MokHa Oe3mocepeanbo BigHOBUTH y 0,9 %
PO34MHI HATPitO XJopuay abo 5 % po3unHi TIIIOKO3H JIIsl MPOBeIeHH 1HDY31H.

VYnakoBka. CxisHi (JakoHH, 3aKpUTI TYMOBOIO MPOOKOIO Ta 3aredaTaHi aJloMiHIEBOIO Kpuiikor. [1o
10 ¢iakoHiB y KapTOHHIN KOPOOILIi.

Kareropis Binmycky. 3a penenrom.

BupooHuk.
Actpa3eneka FOK Jlimiten/AstraZeneca UK Limited.

Micue3Haxoa:KeHHs] BAPOOHHUKA Ta MOro ajpeca Micusi NPOBa/sKeHHS AislIbHOCTI.
Cink Poan biznec Ilapk, Makknchina, SK102NA, Benuka bpuranis/Silk Road Business Park,
Macclestield, SK10 2NA, United Kingdom.

AOo*

BupooHuk.
3ambon Caituepnang JIta/Zambon Switzerland Ltd.

Micue3HaxoakeHHsI BHPOOHHUKA Ta HOro agpeca Micusi NPpOBaJKeHHs AislJILHOCTI.
Bia Innyctpia 13, 6814 Kanemmino, [lIsefinapis/Via Industria 13, 6814 Cadempino, Switzerland.

* B incmpykuyii, wo 6yde 6kiadena 8 KapmoHHy YNaKosKy, 0yoe 3a3HaueHutl iuue 00uH upooHUuK (moti,
wo 0y8 3a0isHUlL OJis1 BUNYCKY cepii).

JaTta ocranHboro neperJsiay. 21.11.2019
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