IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

MEPOHEM

(MERONEM®)

Cknao:
Oiroua pevosuHa: meropenem;

1 ¢bnmakoH micTuTh: MepomeHeMy Tpurigpat 570 Mr (ekBiBaneHTHO 500 Mr MepomeHeMy 6€3BOIHOTO)
abo mepornenemy Tpurigpat 1140 mr (exBiBaneHTHO 1000 MI MeponieHeMy 6€3BOIHOT0);

OOMNOMIiIXHa peyoBMHAa: HaTpio KapOboHAT 6E3BOMHUM.

JIikapcbKa ¢opMa. ITopoIIoK [Ijist PO3YUHY IS iH €KIfiH a00 iHpY3ii.

OcHosHi (i3uko-xiMiyHi 81acmusocmi: TIOPOIIOK Bifl 6i/I0r0 g0 CBIiT/I0-K0OBTOTO KOJILOPY.

dapMmakoTepaneBTHYHA rpyna. [IpoTuMikpoO6Hi 3aco0u OJIsi CHCTEMHOTO 3aCTOCYBaHHS.
Kapb6anenemu. Kog ATX JO1D HO2.

dPapmako102iuHi 8 1acmueocmi.
dapmakoOuHamika.

MeponeseM 4YuHUTEL OaKTePULUAHY [if0 MIJIAXOM iHTi0OyBaHHS CHHTE3y CTiHOK OaKTepianbHUX KITiTHH
y TPaMIIO3UTUBHUX i FPaMHEraTUBHUX OaKTepill LIIAX0M 3B’'s13yBaHHS 3 OiIKaMy, 110 3B’ SI3YIOTh
neHdinumnin (PBPs).

4K i gns iHmmMx 6eTa-TaKTaMHUX aHTHOAKTepialbHUX 3aCc00iB, TOKa3HUKHY YacCy, IPU SKUX
KOHIIEHTPAIlil MepoIeHeMy ITepeBUIIyBaIK MiHiManbHi iHridyiodi koumenTpariii (MIC) (T>MIC),
BKa3yBaJld Ha BUCOKUU CTYIiHb KOpendlil 3 eheKTuBHICTIO. Ha OOKIIIHIYHUX MO#ENsAX MEePOIeHeM
IIPOAEMOHCTPYBAB aKTUBHICTh IPU KOHLIEHTPALifAX y I1a3Mi KpoBi, 1o nepesuinysanu MIC gisa
ingikylourx MikpoopraHiaMis npu6nau3no Ha 40 % Big iHTepBany mo3yBaHHS. Lle LinTboBe 3HAUEHHS
He OyJI0 BCTAHOBJIEHO KJTiHI4HO.

BakTepianbHa pe3UCTEHTHICTh O MEPOIIEHEMY MOXKe BUHUKHYTH Y pe3yibTaTi: (1) 3HUKeHHS
IIPOHUKHOCTI 30BHIIHBO1 MeMOpaHU rpaMHeraTuBHUX OaKTepil (y 3B’A3KY 31 3HUKEHHAM
IPONYKYBaHHS IOPUHIB), (2) 3HUXKEHHS CIOPimHEHOCTi 3 HinkoBuMu PBPs, (3) mimBuIieHHs ekcpecii
KOMIIOHEHTIB e(IIOKCHOTO Hacoca Ta (4) mponyKyBaHHs OeTa-lakTaMmas, sIKi MOXYTb Tiipoi3yBaTH
KapOamneHeMu.



Y €poneiicbkkomy Coro3i Oynu 3apeeCcTpoBaHi BOTHUIIA iHQEKIIii, CIpUYNHEHi 0aKTepiaMu, CTIHKUMU
mo KapOameHeMiB.

[TepexpecHa pe3UCTEHTHICTh MiXK MEPOIIEHEMOM i JTiKapChbKUMHU 3aco00aMH, 1110 HajlekaTh [0 KIlaciB
XiHOJIOHIB, aMiHOTJIIKO3U/IiB, MaKpOJIiAiB Ta TETPALUKIIIHIB, 3 ypaXxyBaHHSAM LIJIbOBUX MIKPOOPTraHi3MiB
BincyTHs. TuM He MeHIIe, 6aKTepii MOXKYTh MPOSBISATA PE3UCTEHTHICTD [0 OiNbIN HiXK OJHOTO KJIacy
aHTubaKTepiaabHUX MIpernapaTiB y BUMAAKY, KOJIK 3ay4eHul [0 Ail MexaHi3M BKIIIOYA€E
HETIPOHUKHICTh MeMOpaHu KIIiTUH Ta/ab0 MPUCYTHICTh e(II0KCHOT0(-UX) Hacoca(HacoCiB).

'panuusi 3HaveHHs MIC, 110 Oyu BU3HAYEHI y X0fi KITiIHIYHUX [OCHIIXKeHb €BPOIENChKUM
KOMITeTOM 3 BU3HAYEHHS YyTIUBOCTI 10 TPOoTUMiKpoOHUX npenapaTiB (EUCAST), HaBegeHi 3a
IIOCUJIAHHIM

https://www.ema.europa.eu/documents/other/minimum-inhibitory-concentration-mic-

breakpoints en.xlsx

[TourmpeHicTh HaOyTOI pe3UCTEHTHOCTI MOXKe 3MiHIOBATUCS reorpadidyHo Ta y 4aci ojisi OKpeMux
BUMiB, TOMy 6akKaHO CIUPaTUCS Ha MiclleBy iH(popMallio CTOCOBHO Pe3UCTEHTHOCTI MiKpOOPTaHi3MiB,
0C06IMBO TIpH JTiKyBaHHI TSXKKUX iHeKIiH. ¥ pa3i HeoOXiqHOCTi, KOU piBeHb MOMKUPEHOCTI
PE3UCTEHTHOCTI MiKpOOPraHi3MiB Ha MiCI[eBOMY PiBHI € TaKKM, 1110 KOPUCTH Bifi 3aCTOCYBaHHS
JiKapchbKOro 3aco0y, MpUuHaWMHI 110 BifHOIIEHHIO 00 AesKUX BUMIB iH(MeKIIil, BUKJIUKAE CYMHIBH, CIIif
3BEPHYTHUCS 3a KOHCYJIBTALIEI [0 eKCIIepTa.

Huxue nepepaxoByOThCA IIaTOreHHI MIKPOOPraHi3MU, BUXOOA4YU 3 KJIIHIYHOTO JOCBIAY i
TepalleBTUYHUX IPOTOKOJIiB JIIKyBaHHS 3aXBOPIOBaHb.

3a3BUYail YYTIHUBI BUOU

'pamMmo3uTHBHI aepodu

Enterococcus faecalis’

Staphylococcus aureus (MeTUIMIIH YyTIUBHI)®

Bupu Staphylococcus (MeTununin yyTnusuii), y Tomy 4ucii Staphylococcus epidermidis
Streptococcus agalactiae (rpyna B)

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

Streptococcus pyogenes (rpyna A)

'pamHeraTuBHi aepobu

Citrobacter freundii

Citrobacter koseri

Enterobacter aerogenes

Enterobacter cloacae
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Escherichia coli

Haemophilus influenzae
Klebsiella oxytoca

Klebsiella pneumoniae
Morganella morganii
Neisseria meningitides
Proteus mirabilis

Proteus vulgaris

Serratia marcescens
'pamMmo3uTHBHI aHaepoOu
Clostridium perfringens
Peptoniphilus asaccharolyticus
Buou Peptostreptococcus (y Tomy uucini P. micros, P. anaerobius, P. magnus)
'paMHeraTuBHi aHaepoOu
Bacteroides caccae

I'pyna Bacteroides fragilis
Prevotella bivia

Prevotella disiens

Bunu, nns skux HabyTa Pe3UCTEHTHICTh Moxke OyTu mpob6aeMoio
['paMno3uTHBHI aepobu
Enterococcus faecium”®
'pamHeraTuBHi aepobu

Buou Acinetobacter
Burkholderia cepacia
Pseudomonas aeruginosa

3a CBOEI0 OIPUPOOOI0 PE3UCTEHTHI MiKPOOPTraHi3Mu

'paMHeraTuBHi aepobu

Stenotrophomonas maltophilia



Buou Legionella

[H1II MIKPOOpPTaHi3Mu

Chlamydophila pneumoniae

Chlamydophila psittaci

Coxiella burnetii

Mycoplasma pneumoniae

"Bupy, SIKi BUSIBUJIM IPUPOHY IPOMiKHY YyTIUBICTD.

*Yci MEeTUIIUITIH-PE3UCTEHTH] CTadiIOKOKY € Pe3UCTEHTHUMH 10 MEPOIIEHEMY.
*Tloka3HUK pe3ucTeHTHOCTI > 50 % B ofHill a6o Kinbkox Kpaiax €C.

Carm i Mesmioifo3: BUKOPUCTAHHS MepoIleHeMy V jiofieli 6a3yeThCs Ha JaHUX YYTIUBOCTI 0o B. mallei i
B. pseudomallei in vitro i Ha 06MexXeHUX HaHUX y mofeii. Jlikapi mMOBUHHI cIiMpaTHCs Ha HallioHAJbHI
Ta/ab0 MiKHapOHI KOHCEHCYCHi IOKYMEHTH, 1[0 CTOCYIOThCS JIIKyBaHHS Cally i MeJioifo3y.

dapmaxkoKiHemuxka.

Y 3mopoBuX NTIOfiel cepefHiii mepion HalliBBUBEOEHHS 3 IJ1a3MHU KPOBi CTAHOBUTD IPUOIHU3HO

1 roguny; cepenHiit 06’eM po3nominy cTaHoBUTH nmpubnau3Ho 0,25 n/kr (11-27 n); cepenHil KiipeHC
CTaHOBUTH 287 MJI/XB IIpX 3aCTOCYyBaHHI IIpenaparty y 0o3i 250 Mr, 3i 3HUKEHHSM KIIipeHCY [0

205 mi1/XB IIpu 3aCTOCYyBaHHI npemnapary y fo3i 2 r. [Ipu 3acTocyBaHHi npenapaty y go3ax 500, 1000 i
2000 wmr, mo BBOZUIHM y BUTTIAAl iHQY3il npoTsirom 30 XBUNuH, cepenHi 3HaueHHd C,,, BIATIOBITHO
CTaHOBIATE Mpubmu3Ho 23, 49 i 115 Mmkr/mn; BigmoBigHi 3HauenHs AUC crarounu 39,3, 62,3 i

153 mxrxrog/mi. ITicns npoBefgeHHs iHPY3il npoTsarom 5 xBunuH 3HadyeHHs C,,,, CTAHOBIATDH 52 i

112 mxr/mn npu BBefeHHI npemnapaty y go3ax 500 i 1000 mr BignosigHo. I1py BBe#eHi KiIbKOX 03
IIpenapaTy KOXHi 8 TOOUH MallieHTaM 3 HOPMaJIbHOI (PYHKIIi€0 HUPOK HaKOIMYEeHHS MepoleHeMy He
crocTepiranocs.

Y xopi mpoBeneHHS OOCIIIXKEeHH 3 y4acTio 12 mauieHTiB, AKUM BBOAUIIY MeporneHeM y 1o3i 1000 mr
KOXHi 8 TO[IMH MicIis MpoBeeHHs XipypriuHol omepaliil 3 mpuBony iHTpaabmoMiHaNbHUX iHPEKIIiH,
Oynu BUSIBJIEHI 3HAUYEHHS MOKa3HUKIB C,,, i mepiogy HamiBBUBEOEHHS, SIKi BiIIOBiTal0OTh TOKAa3HUKAM
3[OPOBUX JTIOfieH, afne Oinbiuit 06’eM po3mnominy (27 ).

Posmomin

CepenHe 3HAYEHHS 3B’SI3yBaHHS MepoIleHeMy 3 GiTKaMH IJTa3MH KPOBi CTAHOBUITO MTPUOIHU3HO 2 % i
He 3aJjIeka’io Bifg KOHIIeHTpaIlil mpemaparty. [licis MBUAKOTO BBeIeHHS mpemnapaTty (5 XBunuH abo
MeHIe) ¢hapMaKOKiHETHKA € 0ieKCIIOHEHIIiaIbHOIO, ajie Ile € HafaraTo MeHII 04eBUOHUM mics 30-
XBUJIMHHOI iH(Yy3ii. Byno BusBneHo, 110 MeporneHeM fo0pe IPOHUKAE V [esKi PifHU Ta TKaHUHU
OpraHi3aMy, BKJTIOYalO4H JieTeHi, OpOHXialbHUM CEKPET, KO0BY, CIIMHHOMO3KOBY PiAWHY, TKAHUHU
CTaTeBUX OPTaHiB XiHKH, IIKipy, paclii, M'a31 i mepuToOHEea bHi €eKCyoaTH.

Mertabomizm

MeponereM MeTab01i3yeThCs MIIAXOM Tifponi3y 6eTa-TaKTaMHOTO KiJbIlsl, YTBOPIOIOYU
MiKp06ionoTiYHO HEaKTUBHUM MeTa0oIIiT. B yMoBax in vitro MeporieHeM NEMOHCTPYE 3HUKEHY



CIIPUMHSATIUBICTS [0 Tigpomidy mig gieto perigponentupasu-1 (II'TI-I) mioguHu IOPiBHSAHO 3
iminenemMoMm i moTpebu B ogHOYAcCHOMY 3acTocyBaHHi iHribiTopa [I'TI-I HeMae.

BuBeneHHdA

MeponeHseM y Ieplity 4epry BUBOOUTLCS Y He3MiHEHOMY BUTTIALI HupKaMy; 01u3bpK0 70 % (50-75 %)
[03U IIpenapaTy BUBOOUTHCA Y HE3MiHEHOMY BUTJIAAl npoTAroM 12 ropud. e 28 % BupinseTscs y
BUTJISIAI MiKpP0o6iooriuHO HeaKTUBHOTO MeTaboiTy. BuBeileHHS 3 KaJloM sIBJisiE CO00I0 nuiile 6IU3bKO
2 % Big mo3u. BumipsiHuit HUPKOBUY KIipeHC Ta edeKT MpobeHelnay M0Ka3yooTh, 1110 MepoIleHEM
MigmaeThcs K GinbTpaliil, Tak i KaHANBIEBIN CEKpelril.

HupkoBa HEIOCTATHICThL

[TopyieHHs GQYHKII HUPOK 3YMOBJIIOE MOSIBY BUCOKUX MMOKa3HUKIB AUC y mia3Mi KpoBi i TpuBailmun
nepion HamiBBUBeNeHHS AJIst MepomeHeMy. CriocTepiranocs 36inbineHHs moka3HukiB AUC y 2,4 pa3sa
y TaI[iEHTIB 3 MOMipHUM IOpYyIIeHHAM GYHKIII HUPOK (KiipeHc KpeaTuHiny (KK) 33-74 Mi/xB), ¥ 5
pasiB - y malfieHTiB 3 TAKKUM mopyieHHIM ¢yHKii HUpoK (KK 4-23 mi/xB) i B 10 pasiB -y
Mall€HTiB, sKi mepeOyBaioTh Ha reMopmiani3i (KK <2 My/xB) mopiBHSHO 3i 3mopoBuMu ocobamu (KK
>80 mn/xB). [Tokazuuku AUC MiKp06ioyIorivHo HeaKTUBHOT'O MeTa0OoJIiTy 3 BITKPUTHUM KiJlblIeM TaKOX
3HAYHO MiABUIIYBaIUCS y MALI€HTIB 3 MOPYIIEeHHIM (QyHKIil HUPOK. KOpekIisa [o3u npenapaTty
PEKOMEHAYEThCS MallieHTaM 3 IOMIpHUM Ta TAKKHAM MOPYIIEHHSAM (QYHKIi1 HUPOK (OUB. PO3MiN
«Cnocib 3acmocysaHHs ma 003u»).

MepormeHeM BUBOOUTHLCS IIJITXOM TeMofiai3y 3 KiIipeHcoM, 1110 6yB I Yac mpoBefeHHs reMofiani3y
npubnu3HO B 4 pa3u BUILIUH, HiXK y MaIli€HTiB 3 aHypi€lo.

ITeuyinKoBa HEOOCTATHICTh

HocnigKeHHs 3 y4acTIO Nali€HTIB 3 aJIKOTOJIbHUM IIMPO30M [I€UiHKYU [10Ka3y€ BiICYTHICTh BIIJIUBY
3aXBOPIOBAHHA IIeYiHKY Ha (hapMaKOKiHETHUKY MEPOIIeHEMY IIiCJis 3aCTOCYBaHHS IIOBTOPHUX H03
mpenapary.

I[Topoci nalieHTn

HocnigxeHHs papMaKOKiHETUKH, TPOBENEH] 3 y4acCTIO MallieHTiB, He BUSIBUNIA 3HAUHUX
(dhapMaKOKiHETUUHUX BifMiHHOCTE! MOPIBHSAHO 3i 3HOPOBUMEU 0co0aMy 3 aHAJIOTiYHOI0 (QYHKIIiE0
HUpOK. [TonynsmiiiHa Mofenb, po3po0iieHa Ha OCHOBI faHux 79 mailieHTiB 3 iHTpaabooMiHaIbHOIO
indekiriero abo MHEBMOHi€10, TTOKa3aJlla 3a/IezkHiCTh OCHOBHOT'O 00’€MY Bifl Macu Tifa, KJIipeHCy
KpeaTHHIiHY 1 BiKy.

it

HocnipxeHHS apMaKOKiHEeTUKM Yy HEMOBJIAT i iTel 3 iH(EKIli€elo TPy 3aCTOCyBaHHI IIpenapary y
nosax 10, 20 i 40 Mr/Kr npogeMoHCTpyBanu 3HaueHHs C,,, 110 HaONuKaThCSA 00 3HaYEHb,
BUSIBJIEHUX Y OOPOCTIUX IIiCJIg 3aCTOCYBaHHS npemnapaty y fo3ax 500, 1000 i 2000 mr BigmosigHO. ¥
XO[Ii IpOBEefeHHS NTOPiBHAHHS Oyu BUSIBIEHI GapMaKOKiHETUYHI XapaKTePUCTUKH MiX 003aMu
mpernapary i mepiogaMu HalliBBUBEOEHHS, OMi0OHI MO TaKUX, 110 CIIOCTEPIraaucs y JOPOCIuX, V BCiX,
KpiM HaMOJIOAIINX TMalieHTiB (< 6 micauis t1/2 1,6 rogus). CepenHi 3HaUeHHS KIIIPEHCY
MepoIleHeMy CTaHOBUIM 5,8 MII/XB/KT (6—12 pokiB), 6,2 Mi/xB/KT (2-5 pokiB), 5,3 MJI/XB/KT

(6-23 micsmi) i 4,3 mm/xB/KT (2-5 MmicsmiB). [Tpubau3ao 60 % mo3u BUBOOUTHCS 3 CEYEI0 IPOTATOM
12 rogun y BUrngai MeporneHeMy Ta e 12 % - y Burnsani Metabority. KoHIleHTpallil MeporeHeMy y
CIIMHHOMO3KOBIU PifiNHi y AiTel 3 MEHIHTiTOM CTaHOBNATh Ipubnu3Ho 20 % Big oMHOYACHO
BUSIBJIEHUX DiBHIB IIpelaparty y j1a3Mi KpoBi, X04a Ma€ Miclle 3HayHa MiXIiHOUBiyalbHa



BapiabeNbHICTh TOKA3HUKIB.

dapmakoKiHeTHKa MepoIlleHEMY ¥ HOBOHAPOIKEeHUX, SKUM 3aCTOCOBYBaJil aHTHOaKTepianbHe
JIiKyBaHHS, IPOAEMOHCTPYBaJia BUIINY KIIipeHC ¥ HOBOHAPOIKEHUX 3 Oi/IBIINM XPOHOJIOTiYHUM ab0
reCTalliiiHUM BiKOM i3 3arajlbHUM CepelHiM IepiofoM HamiBBUBefeHHS 2,9 roguHu. MonentoBaHHS
mpoiiecy 3a MonTe Kapro 3 ypaxyBaHHaM nonynsaninHol OK-mopeni mokasano, 110 Ipu pexXuMi
no3yBaHHs 20 Mr/Kr KoxkHi 8 rogun 0yino gmocsarayto T>MIC 60 % mo BigHoIIeHHIO 0 P. aeruginosa y
95 % HOBOHapPOMXKEHUX, IKi HAPOOUIIKCS NependacHo, iy 91 % goHOLIeHNX HOBOHaPOXKEHUX.

[TalieHTH JTITHBOTO BIiKY

HocnimxeHHs apMaKOKiHETUKH Y 3MOPOBUX 0Cib MiTHLOTO BiKy (65-80 poKiB) moKa3anu 3HUXKEHHS
KJIIpEeHCY IIJIa3MU KPOBI, 1[0 KOPEJIIOE 31 3HUXKEHHIM KIIipEHCY KpeaTUHiHY, II0B’I3aHUM 3 BIKOM, a
TaK0XkK He3HayHe 3HMKEeHHS HEHUPKOBOTO KilipeHcy. Kopexkilig mo3u mpemnaparty He MOTpibHa
nalieHTaM JIiTHBOTO BiKy, 3a BUHSTKOM BUIIAAKiB IIOMIPHOTO i TSKKOT0 MOPYIIeHHS (YHKIIil HUPOK.

KitiHiuHi XapaKTepHUCTHKH.
Iloka3aHHA.
MepoHeM noKa3aHUy OJ1s TiKyBaHHS TakKUX iH(EKI[iN y JOPOCIHX i AiTel BiKOM Bif 3 MiCAILB:
ITHEBMOHII, y TOMY YMCJIi HETOCIiTaabHOI Ta TOCIIiTalIbHOI THEBMOHII;
OpoHXO0JIeTeHeBUX iHGEKIIIN TPU MYKOBICITUA03i;
yCKIagHeHUX iHpeKIi CeHOBUBIAHUX LIAXiB;
yCKJIafHEHUX iHTpaabmoMiHaNbHUX iHPEKIIIN;
indexIrit mig Yyac mosoriB i MiCAAIO0NIOroBUX iHPEKIIiN;
YCKIagHeHUX iH(peKLil WKipy i M IKUX TKaHWUH;
rocTporo 0aKTepiaJbHOI'0 MEHIHTITY.

MepoHneM MOXKHa 3aCTOCOBYBATH [JIs JIIKyBaHHS IAIll€HTIB 3 HEUTPOIIEHIEI0 1 TUXOMaHKO0 IIPU
migo3pi Ha Te, ITI0 BOHA CIpUYNHEeHa 0aKTepiabHOI iHpEKITi€0.

JIikyBaHHS MallieHTiB 3 6aKTepieMi€elo, sKa MOB’'s13aHa a60 Moxke OyTH 1MOB’13aHa 3 6yIb-sIKOI0 3
3a3HaYeHUX BUIE iHPEKIIi.

Cnip BpaxoByBaTH oQilifiHi peKoMeHpallii o0 BigmoBiIHOr0 3aCTOCYBaHHS aHTHOAKTepiaTbHUX
mpenaparis.

IIpomunoka3aHHA.
[TigBumeHa YyTIUBICTE [0 AiI040l PeY0BUHU ab0 [0 Oyab-9KOl 3 OMOMIKHUX PEYOBUH IIpenapary.

[TigBuiieHa YyTNUBIiCTEL K0 OyAb-IKOTO iHIIOTO aHTHOaKTePiaTbHOTO 3aco0y Ipynu KapOaleHeMiB.



TsiKKa MmigBUIlleHa YyTIUBICTh (HanpuKiaa aHadinakTUYHI peakilil, TAXKKi peakilil 3 00Ky MIKipu) Ko
Oymb-sIKOTO iHIIOTO THUITY 6eTa-TaKTaMHOTO aHTHOAKTepiaabHOT0 3ac0o0y (HampHUKIIa MeHiuIiHiB abo
11ehaI0CIOPHHIB).

B3aemodisa 3 inwumu nikapcoKumu 3acobamu ma iHwi eudu é3aemoditi.

HocmimKeHHS 000 B3aEMO[Iii ITpemapary 3 iHIKWMHU JTiKapChKUMU 3acobaMu, KpiM pobeHeLuay, He
IIPOBOOUIIHU.

[TpoGenenun KOHKYpPYy€e 3 MEPOIIEHEMOM IO0 aKTUBHOT'O KAHAIbIIEBOTO BUBELNEHHS i TAKUM YUHOM
IPUTHIYY€e HUPKOBY €KCKpellil0o MepoIlleHeMY, 1[0 IPU3BOOUTE A0 30i/bIIEHHS IIepiony
HalliBBUBEJEHHS Ta MiABUINEHHS KOHI[EHTPAllil MepoleHeMy y Iiyla3Mi KpoBi. Ciif IposiBNATH
00epexkHiCTh Yy BUNAAKY OOHOYACHOT0 3aCTOCYBaHHS IPOOEHEIUly 3 MEPOIIEHEMOM.

[ToTeHUiAHUY BIJIMB MEPOHEMY Ha 3B’sI3yBaHHA 3 OinKaMu iHIIMX mpemnapaTiB abo MeTabosi3M He
BUBYaBCA. [IpoTe 3B’s13yBaHHS 3 0iIKaM¥ HACTi/IbKY He3HAYHeE, 1110 B3a€MOii 3 iHITUMU CIIOyKaMH 3
ypaxyBaHHSM I[bOT0 MeXaHi3My MOXKHA He 04iKyBaTH.

[Tpu ogHOYACHOMY 3aCTOCYBaHHi 3 KapbaneHeMaMu 0yJ10 3apeeCTPOBAHO 3HUXKEHHS PiBHIB
BaJIBIIPOEBOI KMCIJIOTU B KPOBi, Y pe3y/bTaTi 4Oro 3HUKEHHS PiBHIB BalIbIIPOEBOI KUCIIOTH MIPHUOIM3HO
3a 2 gHi ctaHoBuio 60-100 %. Yepe3 mBUAKUY [TOYATOK [ii Ta CTYIMiHb 3HUXKEHHS OTHOYACHE
3aCTOCyBaHHS Ba/IbIIPOEBOI KUCIIOTH/BaIbIIPOaTy HaTPi0/BaIbIpOMify i KapOamneHeMiB BBaXKa€eThCS
TaKMM, II0 He MigNaeThCd KOPUTYBAHHIO, TOMY CJIifl YHUKATH TaKOl B3aeMOfii (I1B. PO3Min
«Ocob.augocmi 3acmocy8aHHs»).

[IepopanbHi aHTUKOATVIISHTH

OpHOoYacHe 3aCTOCYBaHHST aHTUOIOTUKIB 3 BapdhapruHOM MOKE ITOCUITIOBATH MOTO aHTUKOATYISTHTHUN
edexkT. Byno 3apeecTpoBaHo 6araTo MOBiHOMIIEHb IIPO MiABUINEHHS aHTUKOATYISIHTHOTO e(PeKTy
IepopabHUX aHTUKOATYJISHTHUX IIperapariB, y TOMY YHUCIIi BappapuHy, y Nali€HTiB, SKi OMHOYaCHO
OTPUMYIOTh aHTHOaKTepianbHi IpemnapaTy. PU3UK MOXKe 3MiHIOBATUCS 3aJI€3KHO Bifl BUAY OCHOBHOI
indexii, BiKy i 3araslbHOr0 CTaHy MallieHTa, TAKUM YMHOM BHECOK aHTHOAKTepialbHUX IIperaparTiB y
migBuIleHHs piBHIB MHB (MixKHapogHOr0 HOPMaJsli30BaHOI'O BiTHOIIEHHS) OI[IHUTH BaXKO.
PekomMeHOy€eTHCS TPOBOAUTH YaCTUM KOHTPOJIb piBHIB MHB npoTsaroM ta ogpa3sy miciis OGHOYaCHOTO
3aCTOCYBaHHS aHTUOIOTUKIB 3 IEPOPATbHUM aHTUKOATYIITHTOM.

it

Yci gocnigxeHHs TiKapChbKUX B3a€EMO/iM IPOBOAUIIU TUTBKU Y JOPOCIIUX.

Ocob1ueocmi 3acmocyeaHHsi.

[Tpu BuGopi MeponieHeMy SK 3aco0y JTiKyBaHHS CJIif OpaTu J0 yBaru JOLibHICTh 3aCTOCYBaHHS
aHTubakKTepiambHOTO 3ac00y Tpynu KapbaneHeMiB, BpaxoByI0UM TakKi GaKTOPH 5K TIKKiCThb iHpeKIil,
MOIIMPEHICTh PE3UCTEHTHOCTI OO0 iHIIMX BiATOBiAHUX aHTHOAKTEPianbHUX 3aC00iB, @ TAKOXK PU3UK
BuOOPY Ipenapary uono 6akTepiii, CTIiMKUX 10 KapOaneHeMiB.

PesucrenTtHicTh BUmiB Enterobacteriaceae, Pseudomonas aeruginosa ta Acinetobacter



Y €spornericbkkoMy Coi03i pe3UCTEHTHICTh 00 TeHeMiB Enterobacteriaceae, Pseudomonas aeruginosa i
Acinetobacter BapitoeThcs. [Ipy npr3HaYeHHi IpenapaTy peKOMEHOY€EThCS BPaX0ByBaTH MiCI[EBY
PE3UCTEHTHICTh UX GaKTepil [0 IeHeMiB.

Peakliii rimepyyTnuBOCTI

4K i mpu 3acTOCyBaHHI iHIIKUX OeTa-NTaKTaMHUX aHTUOI0THKIB, TTOBIIOMIISITIOCS PO BUIIAAKU
CEepUO03HUX, a iHOAl 3 IeTaTbHUMHU HaCJIiIKaM¥, Peaklii MigBUIIEHOl YyTINBOCTI (OUB. PO3OiIH
«I[Tpomunoka3aHHsa» ma «ITo6iuHi peakuyii»).

[MamienTy, y IKUX B aHaMHe31 3apeeCTPOBaHi BUMAKY MiIBUIIIEHOI YYTIUBOCTI 00 KapbarneHeMiB,
neHinumiHiB abo iHmuUxX 6eTa-TaKTaMHUX aHTUOIOTUKIB, MOXKYTb TaKOXK MaTH IiABUINEHY YyTIUBICTh
no MeponeHeMy. [Iepen moYyaTKOM Tepallil MEPOTIEHEMOM CJIiJ] TPOBECTH PeTesIbHE OMUTYBaHHS 100
ToTIePEeHIX peakKIliil MiBUIeHO]l YYTIUBOCTI 10 OeTa-TaKTaMHUX aHTUOIOTUKIB.

[Tpy BUHUMKHEHH] TSXKKOI ajlepriyHol peakllii 3aCcTOoCyBaHHS IIperapaTy CIifl MPUIUHUTY Ta BAATUCS
IIO BiAIIOBIMHUX 3aXOiB.

[ToBimomunsinocs mpo TAKKi nobiyHi peakiii 3 60Ky IIKipH, Taki 9K cuHapoM CriBeHca—][[2KOHCOHa,
TOKCUYHUM eliflepMalbHUN HEKPOITi3, METUKaMEeHTO3Ha alepris 3 e03uHOPini€o i cucTeMHEUMU
cumnroMamu (DRESS-cuHopoM), MynbTA(OPMHaA epuTeEMa Ta TOCTPUM TeHepali30BaHu’
€K3aHTeMaTO3HUY MIyCTY/Ib03, Y MAlll€HTiB, AKi OTPUMYBaJIU JIiKyBaHHS MEPOIEeHeMOM (OUB. PO3Mi
«ITob6iuHi peakirii»). Y pa3i mosiBu 03HAK Ta CHMIITOMIB, IT[0 CBim4aTh IIPO IIi peakilii, MeporeHeM CJIif
HeTalHO BiIMIHUTH i PO3T/ISHYTH ajlbTePHATHUBHE JIIKYBaHHS.

[Tpu 3acTocyBaHHi iHIMMX 6eTa-TaKTaMHUX aHTHOIOTHUKIB ITOBiMOMJISIIIOCH ITPO peakiril
rimepyyTIUBOCTI, AKi IporpecyBanu g0 CuHApoMy KoyHica (rocTpuil aneprivHuil KOpOHAPHUMI
aprepiocmasm, 110 MOXKe ITPU3BECTH M0 iHGaAPKTy MioKapaa, OuB. po3min «I1obiuHi peakuii»).

Korit, oB’A3aHK# i3 3aCTOCYBAHHSM aHTHOIOTHKIB

[Tpu 3acToCyBaHHI MPAaKTUYHO BCiX aHTHOAKTepialbHUX IIPeIapaTiB, y TOMY YHCIIi MeporeHeMy, Oynu
3apeecTpoBaHi BUMIQIKX KOJIiTy, TIOB’SI3@HOT0 i3 3aCTOCYBaHHSIM aHTHOIOTUKIB, i BUTaiKX
TICeBIOMEeMOPAHO3HOTO KOJITY, CTYIiHb TAKKOCTI IKUX MOXKe BapiloBaTH Bif IETKOTO [I0 TAKOTO, 1110
CTAaHOBUTH 3arpo3y XKUTTI0. TOMY BazK/IMBO MPUKHATH J0 yBaru MOXK/IUBICTh TAKOT'0 AiarHO3Y y
TAIIEHTIB, V AKUX i Yac a0o Mmicisg 3aCTOCYBaHHS MepOIeHeMy BUHHUKIIA fiapes (OuUB. PO3Min
«ITobiuHi peakuii»). Crig PO3rASHYTH MUTAHHS PO MPUITMHEHHS JiKyBaHHS MepPOIleHEMOM Ta
3aCTOCYBaHHS Celu(pivyHOro JiKyBaHHA, cipsaMoBaHoro npotu Clostridium difficile. He crig
Ipu3HayvaTH JIiKapChKi 3aco0H, SKi MPUTHIUYIOTh IEPUCTAIbTUKY KUIIEYHUKY.

Cynomu

[Tig yac nikyBaHHST KapOalneHeMaMH, Y TOMY YKCJIi MepOoIleHeMOM, PiiKO IOBigOMIISITIU IIPO CYAOMHU
(ouB. po3nin «I1obiuHi peakuii»).

KouTponb QVHKIII IeYiHKH

Y 3B’513Ky 3 pU3UKOM PO3BUTKY IIEYiHKOBOL TOKCUYHOCTI (IOPYIIEeHHS (PYHKII1 IEYiHKYU 3 X0JIeCTa30M
i IUTOMI30M) Mif Yac JIiKyBaHHS MePOIIEHEMOM CJIifl peTeIbHO KOHTPOJIIOBATH MEYiHKOBI (QyHKIIi1
(muB. po3nin «ITobiyHi peakyii»).

3acToCcyBaHH IIpenapary alieHTaM i3 3aXBOPIOBAaHHAMU II€YiHKHU: IIiJ Yac JIiIKyBaHHSA MepPOIleHeMOM
y HAI[i€HTIB 3 yXKe iCHYIOUUMU 3aXBOPIOBAHHAMU II€YiHKHU CJIif] PeTeJIbHO KOHTPOJIIOBATH II€YiHKOBI1



dyukiii. KopuryBauHs 0o3u npemnapary He noTpibHe (auB. po3min «Cnocib 3acmocysaHHs ma 003u»).

CepoKOHBEDCisl MPIMOT0o aHTUTI0OVTIHOBOTO TecTy (peakiris KymOca)

JIikyBaHHS MepOIIeHeMOM MOXKe TPU3BECTH N0 BUHUKHEHHS MO3UTUBHOI IIPSMOI/HEIIPsIMOi peakilii
Kywmbca.

OpmHOoYacHe 3aCTOCYBaHHSI MEPONIEHEMY i BaIbIIPOEBOI KMCIOTH/BaAbIPOATy HATPil0/BaabIpOMiny He

PEKOMEH[Y€EThCS (OUB. PO3Min «B3aemoldia 3 iHWuUMU aAikapcbKumu 3acobamu ma iHwi sudu
83aemo0iu»).

Meposnem, 500 Mr: 1eit mikapchbKuy 3acid MicTuTh 45 Mr HaTpito Ha ¢akoH 06’emom 500 Mr, 1110
eKBiBaJIeHTHO 2,25% MaKCHMaJIbHOI 1000BO1 MO3K HATPIIO [JIsT JOPOCIIOl TIONUHHU (2 T),
pekomengoBanoi BOO3.

Meponem, 1000 Mr: me# mikapchkui 3acio mictuth 90 Mr HaTpio Ha ¢gakoH 06’emom 1000 mr, 110
eKBiBasleHTHO 4,5% MakcuManbHOI 1000BO1 03K HATPIiIO [JIST JOPOCIIOl TIOAUHH (2 T),
pekomeHgoBaHol BOO3.

3acmocyeanns y nepiod eazimHocmi abo 200yeaHHsi 2pydodio.
Bazimuicmub
IlaHi 1I10[10 3aCTOCYBaHHSI MEPOIIEHEMY BaTriTHUM XKiHKaM BifgCyTHi abo 1X KinbKicTb 0OMexKeHa.

HocmifKeHHS Ha TBApHHAX He BUSBUIM NMPSIMUX a00 omocepeaKoBaHuX e(PeKTiB PempoayKTUBHOI
TOKCUYHOCTI. ¥ SIKOCTi 3amo0izkHOT0 3axofy 6axKaHO YHHKATH 3aCTOCYBAHHS MePOIIeHeMY IIifl Yac
BaAriTHOCTI.

TI'odyeaHHs 2py00to

[ToBimOMIISAINIOCS, 1110 HEBEJIMKA KiJIbKiCTh MEPOIIEHEMY IIPOHUKAE Y TPYOHE MOJIOKO JTIOAWHU.
MeponeHeM MOzKHa 3aCTOCOBYBATH IIPHU JIAaKTallil JIKIlle Y BUNaJKaX, SKII0 O4iKyBaHa KOPUCTh [JIS
MaTepi IepeBUllye MOTEHIINHUN PU3UK OJI9 QUTUHU.

30amuicms enaueamu Ha weudKicms peakuii npu KepyeaHHi asmompaHcnopmom
abo iHwumu mexaHizmamu.

HocmimKeHHs BIIJIUBY IIp€IIapaTy Ha 3JIaTHiCTI:> KePpyBaTH TPAHCIIOPTHUMHA 3acobaMu Ta IIpanoBaTa 3
MexaHi3MaMu He IIPOBOOUIINA.

[Tpu KepyBaHHI aBTOTPAHCIIOPTOM ab0 PoOOTi 3 iHIMMHU MeXaHi3MaMKU PEKOMEHIYETHCS
NOTPUMYBATHUCS 0COOIMBOI 00€PEKHOCTI, BpAaXOBYIOUM MOXKJIUBICTh PO3BUTKY I'OJIOBHOTO 60JTIO,
napecTesiit abo cymoM, MMpo SKi MOBimOMJISIOCH ITPH 3aCTOCYBAHHI MEPOIIeHEMY.

Cnoci6 3acmocyeaHHss ma do3u.

ﬂO3yBaHH${



HaBemeni Hux4e TabnuUIli MiCTAThH 3arajabHi peKOMeHOallil 1010 J03yBaHHS JIiKapChKOT0 3aco0y.

IJo3a MepoIieHeMY i TPUBAJIICTh JIiIKyBaHHS 3a7I€KUTh Bifl BUAY 30yaHWKA XBOPOOHU, TIKKOCTI
3aXBOPIOBaHHS Ta BiATIOBiAl Ha JTiKyBaHHS.

MepoHeM IIpH 3aCTOCYBaHHi y 7031 70 2 T Tpuyi Ha 700y y HOPOCIIKX Ta [iTel 3 Macolo Tina Oinblie
50 kr Ta y gosi go 40 Mr/kr Tpudi Ha §o0y y AiTel Moxe OyTu 0COOIMBO HOLIHHUM IIPH JTiKyBaHHI
nesikuX BUMIB iH(DEeKIiN, CHpUYMHEeHNX MEHII YyTIMBUMY BuaMu OakTepiil (Hampukiaz, BULU
Enterobacteriaceae, Pseudomonas aeruginosa, Acinetobacter), abo mpu fyxe TSXKKUX iHOEKITiAX.

Heo0xifmHO HOTpUMYyBaTUCS HOJATKOBUX PeKOMeH/allii 00 03yBaHHS IIPY JTiKyBaHHI MallieHTiB i3
HUPKOBOIO HE[OCTATHICTIO (OUB. HUXYeE).

Tabmunsg 1
PexomeHndOosaHi 0o3u 015 dopocaux ma dimetl 3 macor miaa binvwe 50 K2
[HbeKITisS OpHOpa30Ba [03a [1/1 BBeIEeHHI KOXKHi 8 roguna
[THeBMOHIsl, y TOMY YHUCIIi HETOCIIiTaJIbHa Ta 500 Mrabo 1r
rocIiTasbHa MTHEBMOHIS
BpoHxonereHesi iHQeKIN Tpu MyKOBiCIUI031 2T
YcknapHeHi iHeKIlil Ce40BUBITHUX MITISIXiB 500 Mrabo 1r
YcknapHeHi iHTpaabmominanbHi indekiril 500mMrabolr
[Hbeknil mig yac momoriB i micasmonorosi indexkii  |500 mr abo 1
YcknagHeHi iHdexkil MKipy i M'IKUX TKaHUH 500 Mmrabo 1r
['ocTpuii OaKTepianbHUN MEHIHTIT 2T
JTikyBaHHS MaIlieHTiB 3 GeOpUIbHOI0 HEHTponeHieo |1 T

MepoHeM 3a3BHUYal CJIifi 3aCTOCOBYBATH Y BUTJISALI BHYTPIIIHEOBEHHOI iH(Y3il TpuBamicTio Big 15 o
30 xBUTIUH.

Kpim Toro, mo3u npemnapaty Ao 1 r MOKHa BBOOUTH Y BUTJISIAI BHYTPILTHROBEHHOI 00JTIOCHOI iK' €Kil
npoTsroM npubau3Ho 5 xBUIKMH. [aHi 3 6€3MeKH, 10 MATBePAXKYIOTh BBeIeHHS TOPOCIIUM IIpenapaTy
y m03i 2 T' y BUTTIAMi BHYTPIiIIHOBEHHOI O0JTIOCHO] iH'€K1Iii, 00MeXkKeHi.

ITopyweHHA PYHKUIT HUPOK
Tabnuus 2

PexomeHOosaHi 0o3u npenapamy 015 dopocaux ma dimeti 3 macow miaa bisvwe 50 ke, AKUL0
KAIPeHC KpeamuHiHy y nauieHmis cmaHogums MeHwe 51 ma/xe

KJlipeHC KpeaTUHIHY OpHopa3oBa J03a YacTtoTta

(M711/XB) (muB. Tabmnumo 1)

26-50 [TOBHA OOHOPA30Ba [03a KOXKHi 12 rogun
10-25 [10JI0BMHA OIHOPA30BOI 1031 lkoxwi 12 romua
<10 T0JI0BMHA OJHOPA30BOi 03K lkoxHi 24 roguHEu

IHaHi, 1m0 MiATBEPAXKYIOTh 3aCTOCYBAHHS BKa3aHUX y TabnuIl 2 qo3 npenapaty, BiTKOPUTOBaHUX Ha
OOWHMUINO 003U 2 T, 00MeXKeHi.

MepormeHeM BUBOOUTHLCS 3a HOMOMOTOI0 TeMofiiani3y Ta remodinbTpaltlii, ToMy HeoOXifHYy 103y
IIperapaTy CJIif BBOOUTH IIiCJIg 3aBepPIIeHHS IPOLEeNypPHu reMofiai3y.



PexomeHpaniii o0 BCTAHOBJIEHOI [O3U IIpenaparTy [AJid MallieHTiB, SIKi OTPUMYIOThH IIEPUTOHEaTbHUN
miaji3, HeMae.

ITopyweHHA pyHKUII neviHKu

II7g nauieHTiB 3 MOpyLIeHHSAM (QyHKIII TeYiHKY KOPUTYBaHHS 03U IIpenapaTty He MoTpiOHe (OuB.
po3min «Ocobausocmi 3acmocy8aHHs»).

[lo3yeaHHA 014 nauieHmis AiMmHb020 BIKY

II71s nalieHTiB IITHHOTO BiKy 3 HOPMaJIbHOIO (QYHKITEI0 HUPOK a0 31 3HaUeHHSIMU KJTipeHCY
KpeaTuHiHy Buine 50 MJI/XB KOPUTYBaHHS 0O3U He IOTPi0HE.

[limu gikoM 00 3 micAuia

HeMmae mauux mnpo 6e3mneKy Ta eheKTUBHICTE MEPOIIeHeMY Y [iTel BikoM [0 3 MicCAIliB, i onTHManbHUN
pexXuM N03yBaHHS He BCTAHOBJIEHUMU. ICHYIOTh 00MexkeHi (hapMaKOKiHeTHYHi faHi, AKi
0OT'PyHTOBYIOTH 3aCTOCYBaHHS 03U MeponeHeMy 20 MT/KT KOXHi 8 ronuH (OuB. PO3Min
«DPapmakokiHemuka»).

Tab6muisa 3

PexomeHdosaHi 0o3u npenapamy 044 dimeu sikom 8i0 3 micauia 0o 11 pokis i 3 macow miaa 00
50 ke

[HbeKITisS OpHOpa30Ba [03a [ BBeIEeHHI KOXHi 8 roguna
[THeBMOHIs, y TOMY YHUCIIi HETOCIIiTaJIbHa Ta 10 a6o 20 mr/kr Macu Tina

rocriTajbHa MHEBMOHIS

BpoHxoniereHesi iHQeKIl Tpu MyKoBiCIUI031 40 MT/KT Macu Tina

YcknapHeHi iH@eKIlil ce40BUBITHUX MITISIXiB 10 ab6o 20 Mr/KT MacH Tina

YcknapHeHi iHTpaabmominanbHi iHdexkiril 10 a6o 20 Mr/Kr Macu Tina

YcknapHeHi iHQeKIil mKipy i M'IKUX TKaHUH 10 a6o 20 Mr/kr MacHu Tina

['ocTpuii 0aKTepianbHUN MEHIHTIT 40 MI/KT Macu Tina

UTikyBaHHS TAIiEHTIB 3 (HeOpUILHOI0 20 Mr/KT Macu Tina

HEUTPOIEHIEI0

Hlimu 3 macow miaa 6isvwe 50 ke
Crig 3aCTOCOBYBATH O3y, SIK AT JOPOCIIUX Ialli€HTIB.
IocBiny 3acTocyBaHHS IIpenapaTy AiTSM 3 IOPYIIeHHAM (QYHKIIiI HUPOK HeMae.

Cnocib 3acTocyBaHHS

MepoHeM 3a3BUYai CIifi 3aCTOCOBYBATH y BUTJISAML BHYTPIIIHBOBEHHOI1 iH(DY3il TpHuBamicTO Bif 15 10
30 xsunuH. Kpim Toro, go3u meporneHeMmy fo 20 MI/KT MOXKYTh OyTU BBEHEHI y BUTIISAOL
BHYTPILIHEOBEHHOI 060/TI0CHOI il €KIil TPOTAroM npubnau3Ho 5 XBUNIKH. [laHi 3 Oe3mekH, 110
NiATBEPAXKYIOTh BBEOEHHS OiTAM Ipenaparty y fo3i 40 Mr/Kr y BUT/ISALI BHYTPIIIHEOBEHHOI 60II0CHO1
in’exii, oOMexeHi.

[TpoBeneHHs BHYTPIUTHEOBEHHOI 60JIFOCHOI il €KITi1



Po3uwuH ams 60710CHOI iH'€KITII CIi TOTYBaTH IIJITXOM PO3YMHEHHS JTiIKapChKoro 3acoby MepoHeM y
BO[i [J1s1 iH'€KI[iN O OTPUMaHHS KOHIeHTpalii 50 Mr/mi.

XimiuHa i pismyHa cTabiNbHICTL IPUTOTOBAHOTO PO3UMHY A7 O0IOCHOI iH' €K1l Oyna
IIPOAEMOHCTPOBaHA MIPOTSIroM 3 TORUH Ipu TeMmepatypi 7o 25 °C abo 12 roguH B XOIOOUIBHUKY
(2-8 °C).

3 Mikpo6ioyIOTiYHOI TOYKM 30pY, SIKIL[0 METOM BiTKPUTTS/BiIHOBIEHHS/PO3BENEHHS He BUKJITIOYaE
pu3KKy MikpoOiosoriunoro 3abpynHeHHs, TiKapCchKuii 3aci6 HeoOXiqHO BUKOPUCTATH HETalHO.

fAko mikapceKu# 3acib ogpa3y XK He BUKOPUCTAHO, CJIil peTeIbHO KOHTPOJIIOBAaTH TEPMiH Ta YMOBHU
1oro 36epiraHHs IPUTOTOBAHOTO PO3UMHY.

[IpoBemeHHS BHYTPINTHLOBEHHOI iHDY3il

Po3uuH ms iHdy3il ciig roTyBaTH MUISIXOM PO3UYMHEHHS JIiKapchKoro 3aco0y MeporeM y 0,9 %
PO3uMHi HaTpito xmopuny ais iHdy3ii abo y 5 % po3unHi rimoko3u (HeKcTpo3u) mis indy3ii mo
OTpHUMaHHS KOHIIeHTpalil 1-20 mr/m.

XimiyHa i pisuuna cTabimbHICTh MPUTOTOBAHOTO PO3YUHY A iHQY3ii 3 BuKopucTtauuaM 0,9 %
PO3UMHY HaTPit0 xynopuay 6yna mpoaeMOHCTPOBaHa IPOTIATroM 3 TOOUH Ipu TeMmepaTypi 25 °C abo
BIIPOMIOBXK 24 roauH y XxonogunbHUKY (2-8 °C). 3 mikpobionorignoi TOYKM 30py JTiKapChKuii 3acib
HeoOXiTHO BUKOPUCTATH HeralHo. AKIo NTiKapCchbKui 3acib ofipa3y K He BUKOPHUCTAHO, CIIif] PETEJIbHO
KOHTPOJIIOBAaTH TEPMiH Ta YMOBU MOr0 30epiraHHs MIPUTOTOBAHOTO PO3YHHY.

[TpuroroBauuii 3 5 % PO3YUHOM TJIIOKO3U (IeKCTPO3H) PO3YuH MepoHeMy CJliff BUKOPHUCTATH
HeramHo.

He cmig 3aMopoXyBaT IIPUr0TOBaHI PO3YUHU.

Himu.

[IpemapaT 3aCTOCOBYBATH AiTIM BiKOM Bifl 3 MiCSLIiB.

Ilepedo3yeanns.

BigHOCHE nepeno3yBaHHS MOXKJIMBE y MALi€HTIB 3 MOPYIIEeHHIM (PYHKIIil HUPOK y BUIIQMKY, SKILIO
I03a ImpemnapaTty He KOPUTYETHCS, STK OMMCAHO Y po3fini «Cnocib 3acmocysaHHsa ma 003u».
OOMexkeHUM [OCBi TOCTMaPKETHHIOBOTO 3aCTOCYBaHHA IIpeliapaTy BKa3ye Ha Te, 0 SKIIO MiC/Isa
nepeno3yBaHHs BUHUKAIOTh HeOaxKaHi peakilii, BOHM Y3rogKyIOThCS 3 MpodineM 3a3HaueHux
no0iYHMX peakIlil, omucaHux y po3mini «ITobiuHi peakuyii» i, SK PaBUIIO0, JIETKi 3@ TSIXKKICTIO MIPOSBIiB
i MUHAIOTH micns BigMiHu mpenapaty abo 3HUXKEHHS ®oro no3u. Ciiif po3risiHyTH HeoOXimHICTh
CHMIITOMATU4YHOTO JIiKyBaHHS.

B oci6 3 HOpManbHOIO GQYHKIIIE€I0 HUPOK BimOyBa€eThCS MIBUKE BUBEIEHHS IIperapaTy HUPKaMHu.

T'emopiasni3 BUBOOUTL MEPOIIEHEM i 10T0 MeTaboJIiT! 3 OpraHi3My.



ITobiuni peakuii.

Y xorni ornsapy nanux 4872 i3 5026 nauieHTiB 000 BIJIUBY JIIKYBaHHS MepPOIeHEMOM Hal4aCTillUMU
HeOakaHUMM PeakIlisiMu, TI0B’I3aHUMHU i3 3aCTOCyBaHHSIM MeporieHeMy, Oynu mgiapest (2,3 %), BUCUIT
(1,4 %), nymota/6mioBanHs (1,4 %) Ta 3amaneHHs y Miclli BBefieHH iH'eknii (1,1 %). HattuacTimumu
HeOakaHUMH, TI0B’SI3aHUMHU i3 3aCTOCYBaHHSIM MepoIleHeMY siBUIlIaMu 3 60Ky 1abopaTopHUX
MTOKA3HUKIB, PO SIKi moBigomsinocs, 0ynu TpomboiuTo3 (1,6 %) Ta migBuUIlleHHS PiBHIB MEYiHKOBUX
dbepmenTis (1,5-4,3 %).

Y HaBepmeHil HUXKYe TabuIli BCi m0OGiYHI peaklil 3a3HavYeHi 3a KJTacOM CHCTEMM OpPTraHiB i YaCTOTOIO:
nyxke dacTto (= 1/10); gyacro (Big = 1/100 go < 1/10); mewacTo (Big = 1/1000 mo < 1/100); pimko (Bix
= 1/10000 go < 1/1000); myxe pigko (< 1/10000); yacToTa HEBimoMa (He MOXKHA OL[IHATH Ha OCHOBI
HasIBHUX JIaHUX). Y Mexkax KOXKHOI I'PyIH 4acToT Mo6iuHi peakilii 3a3HaueHi y MOPSAKY 3MeHIIeHHS
IIPOSIBIB.

IHexuii ma iHBasii — He4YaCTO: OpaJibHUM Ta BariHaJIbHUN KaHOUIO3.

3 60Ky kposi ma AiMpamuyHoi cucmeMu - 4aCTO: TPOMOOLIUTEMIST; HEYACTO: arPaHyJIOIUTO3,

reMOJIiTHYHa aHeMisi, TPOMOOLMTOIEHisI, HEUTPOIIEHis, TeUKOIeHisT, e03uHOMDiTis.

3 boky iMyHHOI cucmemu - HeYacTo: aHadiakTUYHA peakIis (IuB. po3ainu «I[IpomunokasaHHA» Ta
«0cobusocmi 3acmocy8aHHs»), aHTI0OHEBPOTUYHUM HaOPSIK.

IIcuxiuHi po3aadu — pPigKo: memipii.

3 60Ky Hepeosoi cucmeMu — 4acTo: TOJIOBHUY 0ifib; HEYACTO: MTapecTe3is; pPigKo: CymoMu (IUB. PO3Min
«0Ocobausocmi 3acmocy8aHH»).

3 60Ky WAYHK0B80-KUWKOB020 MPAKMY — 4acCTO: Aiapes, 6inb y XKuBOTi, O/IF0BaHHS, HY[I0Ta; HEYACTO:
KOJIiT, acoIlilioBaHUM i3 3aCTOCYBAHHSIM aHTHOIOTUKIB (IUB. po3ain «Ocobausocmi 3acCmocyB8aHH»).

3 60Ky neviHKU ma a#08408UB8i0HUX W/5AXi8 — YaCTO: MiIBUILIEHHS PiBHIB TpaHCaMiHa3, MigBUIEHHS
PiBHIB nyKHOI1 (ocdaTasu y KPOBi, IiABUIIEHHS PiBHIB JIaKTaTHAeTiAporeHasu y KpoBi; He4acTo:
IigBUIeHHS PiBHIB 6inipy0iHy B KPOBI.

3 60Ky wkipu ma nidwKipHOi MKAHUHU — YaCTO: BUCHUII, CBepOiXK; HeYacTO: TOKCUYHUN
elifiepMaJbHUY HEKPOIIi3, cuHApOoM CTiBeHCa—-[]K0HCOHA, MyJIbTU(OPMHA epUTEMa, KPOIIUB THKA;
YacTOTa HeBimoMa: MeIMKaMeHTO3Ha aJIepris 3 e03uHOQINIE€I0 i CHCTEMHUMM CUMIITOMaMU, TOCTPUM
reHepasi3oBaHUM eK3aHTeMATO3HUHN MyCTYIb03 (IUB. Po3min «OcoONMMBOCTI 3aCTOCYBAHHS»).

3 60Ky HUPOK i ceyosuBiOHUX W /AXi8 - HEYACTO: MiIBUIIEHHS PiBHIB KpeaTHUHIHY B KPOBI, MigBUIIEHHS
PiBHIB CEYOBUHU B KPOBI.

3azanvHi po31adu ma cmaHu y Micui 8e0eHHs npenapamy — 4acTo: 3amayieHHs, 6iflb; He4acTo:
TpoMOodebit, 6inb y Micti in’ekiii.

Hewmae HiTKMX DaHMX, 10 CBim4aTh PO 30iNbIIEHHST PU3UKY MMOOIYHUX SBUI V OiTel Ha MmimcTaBi
00MeKeHOl KiTbKOCTi IOCTYIHUX AaHUX. YCi OTpUMaHi MOBiIOMIIEHHS BifTOBigany mobiyHuM
peaklisaM, CIoCTepeKyBaHUM Y NOPOCIIUX MAlli€HTIB.

Omnuc oKpeMux MobiYHUX peakilin

CuHOpom KoyHica




[ToBimOMIISANIOCS PO BUMAAKKA TOCTPOT0 KOPOHAPHOT0 CUHAPOMY, aCOIili0BAHOTO 3 allepriuHoi0
peaktiero (cuagpom KoyHica), sikuit OyB 3adikcoBaHUM IPU 3aCTOCYBaHHI iHIUX 6eTa-TaKTaMHUX
aHTU6iOTHKIB (OUB. po3min «Ocobausocmi 3acCmoCcy8aHHA»).

ITogidomaeHHs npo nido3prosaHi nobiuHi peakuyii

[ToBimoMIIeHHS PO Mig03pioBaHi MOGiuHI peakilil micias peecTpatii TiKapcbKoro 3aco0y Ma€ BaXKJIuBe
3HauyeHH4. Lle ma€ 3MOry MPOBOAUTH MOHITOPHHT CIIiBBiTHOIIEHHS KOPUCTh/PU3HUK IIPU 3aCTOCYBaHHI
ITbOTO JTIKAPCHhKOTO 3aco0y. MemuuHuM Ta papMalleBTUYHKM IpalliBHUKAM, a TaKOXK IallieHTaM abo ix
3aKOHHUM IIpefCTaBHUKAM CJIif] TIOBiOMJISITH TIPO YCi BUITAAKHU Iif03PI0OBaHUX IMOOIYHUX Peakilii Ta
BificyTHOCTI e(peKTHUBHOCTI TiKapCchKOro 3aco0y yepe3 ABTOMaTH30BaHy iHGOpPMaIliliHy CUCTEMY 3
dhapMakoHarmsAmy 3a MocunaHHsAM: https://aisf.dec.gov.ua.

Tepmin npudamHocmi. 4 poKu.

YMoBH 30epiranss.

36epiratu npu Temnepartypi He Buite 30 °C. He 3aMopoxkyBaTu. 30epirat y HELOCTYIIHOMY [JIs
OiTen Micrii.

KoxeH (rmakoH npu3HaYeHUH TiJIbKY [JI OMHOPa30BOT0 BUKOPUCTAHHS.

[Ipu npuroTyBaHHI pO34UHY 1 i Yac M0ro 3aCTOCYBaHHS CJIil BAKOPUCTOBYBATU CTaHOaPTHI
aCemnTHUYHiI MeToau POOOTH.

Po3uun cmifg CTPYCHUTH Iiepel BUKOPUCTAHHSIM.

Bynb-sikuii HEBUKOPHUCTAaHUM MIPOAYKT ab0 Bigxomu HEOOXiMHO YTUIi3yBaTH BigIIOBIOHO 10 TOKAIbHUX
BUMOT.

HecymicHicmb. MepoHeM He CJIif 3MinryBaTy abo JofiaBaTH [0 iHIIUX JIiIKapChKUX 3aco0iB.

MeponeM, sikuii 0yne BUKOPUCTOBYBATUCS I O0JIIOCHUX BHYTPILTHbOBEHHUX iH'€KIIiH, CIIif
BiHOB/IIOBATH y CTEPUIbHIN BOA1 AJIS iH'€KIIiM.

MepormeHeM y ¢prnakoHax [Jis BHYTPIIIHbOBEHHUX iHQY3ilt MoxKHa Ge3mnocepenHbo BigHOBUTH ¥ 0,9 %
PO3unHi HaTpito xjmopuny abo 5 % po3uuHi IMI0KO3U [Jd IPOBefeHHd iHY3iil.

YnakoBka. CkisiHi prrakoHM, 3aKpUTi T'yMOBOIO ITPOOKOIO Ta 3arevyaTaHi allloMiHieBO0 KPUIIKOI0. 1o
10 ¢pnakoHiB y KapTOHHiHM KOPOOIIi.

KaTteropis Bigmycky. 3a pelenToM.
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BupoOHHK.

Actpa3eneka IOK JlimiTen/AstraZeneca UK Limited.

Micue3Haxo/KeHHsI BHPOOHHMKA Ta aJpeca MicCllsi IPOBaXKeHHsS HOro Jis/IbHOCTI.

Cink Poap bizuec ITapk, Makkmncdinm, SK10 2NA, Benuka bpurawnis/Silk Road Business Park,
Macclesfield, SK10 2NA, United Kingdom.

Abo*
BupoOHHUK.

3amb0H Cituepnang JIto/Zambon Switzerland Ltd.

Micue3HaxoKeHHsI BHPOOHHKA Ta afipeca Micls MpoBaIXKeHHs HOro Tis/IbHOCTI.

Bia Iagyctpia 13, 6814 Kapemnino, [lIBennapisi/Via Industria 13, 6814 Cadempino, Switzerland.

0 B iHcmpykuii, uw,o 6yde ekaadeHa 8 KAPMOHHY ynakoeky, 6yode 3a3HayeHull auwie 0OuH 8UPOOHUK
(moti, wo 6ye 3adisiHull 014 8unycky cepii).



