IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

MEPOHEM

(MERONEM®)

CKknao:
dito4ua pevyosuHa: meropenem;

1 dbmakoH MicTuTh: MeponeHeMy TpurigpaT 570 Mr (ekBiBaneHTHO 500 MI MepoTIeHEMY
6e3BomHOTr0) a60 MeponeHemy TpurigpaT 1140 mr (ekBiBaneHTHO 1000 MI MeporeHeMy
0e3BOMHOIO0);

[OMNOMiXHa peqyoBMHa: HATPiio KapOoHAT OE3BOTHUM.

JIikapcbka ¢opma. [TopoInok A po3unHy Ajis i’ exiii abo iHdy3ii.

OcHosHi (i3uko-xiMiyHi 81acmusocmi: TIOPOIIIOK Bifl 6i/IOr0 g0 CBIT/I0-KOBTOT'0 KOJILOPY.

dapMakoTepaneBTHYHA rpyna. [IpoTuMikpo6Hi 3aco0u 11 CHCTEMHOTO 3aCTOCYBaHHS.
Kap6anenemu. Kog ATX J01D HO2.

®Papmako.102iuHi 8 1acmueocmi.
®apmakoOuHamika.

MepormeHeM YUHUTH OAKTEPUIUAHY [if0 MUITX0M iHTiOyBaHHS CUHTE3Y CTiHOK GaKTepiambHUX KITiTUH
y TPaMIIO3UTUBHUX i rpaMHeTaTHBHUX OaKTepil MIJITXoM 3B’ sI3yBaHHS 3 0iNKaMu, 110 3B'S3YIOTh
neninumnig (PBP).

4k i gng inmmx 6eTa-TaKTaMHUX aHTHOAKTepiabHUX 3aC00iB, TOKA3HUKYU Yacy, IPU SKUX
KOHIIEHTPAIlil MepoIIeHeMy ITepeBUIIyBaIu MiHiManbHi iHridyoui KormenTpariii (MIC) (T>MIC),
BKa3yBaJld Ha BUCOKUY CTYIiHb KOpendlil 3 eheKTuBHICTIO. Ha OKIIIHIYHUX MO#ENsAX MEPOIeHeM
IIPOOEMOHCTPYBAB aKTUBHICTh IPU KOHLIEHTPALifAX y I1a3Mi KpoBi, 1o nepesuinysanu MIC gisa
ingikylournx MikpoopraHiaMis npu6nau3Ho Ha 40 % Big iHTepBany mo3yBaHHS. Lle LinTboBe 3HAUEHHS
He 0yJI0 BCTAHOBJIEHO KITiHI4HO.

BakTepianbHa pe3nUCTEHTHICTh O MEPOIIEHEMY MOXKe BUHUKHYTH Y pe3yibTaTi: (1) 3HuKeHHS
IIPOHUKHOCTI 30BHIIIHBOI MeMOpaHU rpaMHeraTuBHUX OaKTepil (y 3B’A3KY 31 3HMKEHHAM
IPONYKYBaHHS MMOPUHIB), (2) 3HUKEHHS CIIOPimHEHOCTI 3 ninboBuMu PBP, (3) mimBuieHHs ekcmpecii



KOMITOHEHTIB e(JIIOKCHOTO Hacoca Ta (4) npogyKyBaHHS OeTa-lakTaMas, IKi MOXKYTh TipoIi3yBaTu
KapbarneHeMHu.

Y €ponericbkkomy Coro3i Oynu 3apeeCcTpoBaHi BOTHUIIA iH(EKIIii, CIpUYNHEHi 0aKTepiaMu, CTIHKUMU
no KapOameHeMiB.

[TepexpecHa pe3UCTEHTHICTh MiXK MEPOIIEHEMOM i JTiKapChKUMHU 3ac00aMH, 1110 HajlekaTh [0 KJ1acCiB
XiHOJIOHIB, aMiHOTJIIKO3U/IiB, MaKpOJIiAiB Ta TETPALUKIIIHIB, 3 YpaXxyBaHHSAM LIJIbOBUX MIKPOOPTraHi3MiB
BimcyTHs. TuM He MeHIIe, 6aKTepii MOXKYTh MPOSBISATA PE3UCTEHTHICTD [0 OINbIN HiXkK OJHOTO KJIacy
aHTubaKTepiaTbHUX MIpernapaTiB y BUMAAKY, KO 3a/Iy4eHu [0 il MexaHi3M BKITIOYaE
HETIPOHUKHICTh MeMOpaHu KJIiTUH Ta/ab0 MPUCYTHICTh e(II0KCHOTO(-UX) Hacoca(HacoCiB).

'panuuHi 3HaveHHs MIC, 110 Oyu BU3HaAYeHI y X0fi KITiIHIYHUX [OCHIIXKeHb €BPOIENChKUM
KOMITeTOM 3 BU3HAYEHHS YyTIUBOCTI 10 TPoTUMiKpoOHUX npenapaTiB (EUCAST), HaBefeHi HUXKYe.

MikpoopraHiam Yytnusuii (S), (Mr/n) Pe3uctentHui (R), (Mr/m)
Enterobacteriaceae <2 > 8

Bumgu Pseudomonas <2 > 8

Bunu Acinetobacter <2 > 8
Streptococcus, rpynu A, B, C, G [TpuMiTKa 6 [TpuMiTKa 6
Streptococcus pneumoniae’ <2 > 2

[HIIi CTPENTOKOKH’ <2 > 2

Bunu Enterococcus - -

Bupu Staphylococcus MpUMiTKa 3 MpUMiTKa 3
Haemophilus influenzae"’ Ta <2 > 2
Moraxella catarrhalis’

Neisseria meningitidis™* < 0,25 > 0,25
['paMITO3UTHBHI aHaepoOu, KpiMm <2 > 8
Clostridium difficile

['paMHeraTHBHI aHaepoOu <2 > 8
[.isteria monocytogenes < 0,25 > 0,25
['paHMYHI 3HAYEHHS, HE TIOB’s3aHi 3 |< 2 > 8
BUIaMH MiKpOOpPraHi3Mis’

1l"paHI/Iqu 3Ha4YeHHA MepomeHeMy fyd Streptococcus pneumoniae Ta Haemophilus influenzae npu
MeHIHTiTi cTaHoBHATD 0,25/1 Mr/n (4yTnusi) Ta 1 Mr/n (pe3uCTEeHTHI).

2]_HTaMI/I MiKpooprasi3MiB 3i 3HaueHHAMU MIC, BUIIUMU 3a rpaHUYHi 3HaueHHS S/R, € gyxe
pimkicHuME a00 PO HUX HA JAaHWH Yac He MOBimOMIISIIOCS. AHaTi3u 100 imeHTudiKalil Ta
IPOTUMIKPOOHOI YyT/IMBOCTI 110 BiHOIIEHHIO 10 6yIb-IKOT0 TAKOT0 i30/I9TY HEOOXiAHO IIOBTOPUTH, i
SIKIIIO pPe3yJIbTaT MiTBEPAXKYEThCS, i30T HAaIPaBIISEThCS N0 eKCIepTHOI mabopaTopii. [To Toro yacy,
IIOKY € [aHi PO KJIiHIYHY BigMOBigb A1 BeprudikoBaHUX i30714TiB 3 MIC, BULIMMU 3a MOTOYHI
rpaHNyYHi 3HaYeHHS Pe3UCTEHTHOCTI (I03HaYeHO KyPCHUBOM), i30/IITH MalOTh PEECTPYBATUCS K
CTIHKi.

qu'TJ'II/IBiCTL cTadinokoKiB 1o KapOameHeMiB IPOTHO3YETHCS, BUXOAIYY 3 aHUX YyTIUBOCTI [0
11e(pOKCUTIHY.

4rpaHI/I‘-IHi 3HAYEeHHS BiGHOCSATHCS TiIbKM OO MEHIHTITY.



5rpaHI/I‘-IHi 3HaueHH4, He [I0B’'S3aHi 3 BUAaMU MiKpOOpraHiaMiB, Oy BU3Ha4€Hi B OCHOBHOMY,
Buxonauu 3 ganux OK/®]I, i He 3anmexaTs Bif po3noniny MIC okpeMux BuAiB. BoHU npru3HaydeHi ojis
BMKOPUCTAHHS 110 BiTHOIIIEHHIO [0 BUMIB, HE 3a3HaueHuUX y Tabmuili Ta BUHOCKaX. [ paHUYHi
3HaueHHs, He TOB’sA3aHi 3 BUgaMu, 0a3yloThCA Ha HACTYIMHUX o3ax: rpaHuyHi 3HaueHHs EUCAST
3aCTOCOBYIOTHCS o MeporeHeMy 1o 1000 mMr 3 pa3u Ha [00y BHYTPIlIHbOBEHHO POTIroM 30 XBUTTUH
K HaWHUXK4Y01 7o3u. Po3rnsganucs go3u 1o 2 T 3 pa3u Ha fo0y Ipu BaxkKKuX iHGeKigax i mpu
IPOMiXKHUX/PE3UCTEHTHUX TPAHUYHUX 3HAUYECHHSX.

6 BeTra-nmakTaMHa 4yTIUBICTh CTPENTOKOKOBUX I'pyl A, B, C i G IpOTrHO3y€eTHCS, BUXOAAUH 3
YYTJIMBOCTI 0O NEeHIIUIiHY.

«-» [IpoBeeHHA aHai3y IIOA0 BU3HAYEHHS YYTJIMBOCTI He PEKOMEHYETHCS, OCKITIBKY BUT €
TIOTAHOI0 MiIlIeHHIO [I7I IPOBEEeHHS JIiIKyBaHHS JTiKapChbKUM 3ac000M. [30/151TH MOXKYTh OyTU
BHM3HAYeHi K pe3uCTeHTHi 6e3 momepegHbOro TECTYBaHHS.

[TommpenicTh HaOYTOI pe3UCTEHTHOCTI MOXKe 3MiHIOBATUCS reorpadiyHo Ta y yaci ojisi OKpeMux
BHUMiB, TOMy 6akKaHO CIIUPATUCS Ha MiclieBy iH(opMallito CTOCOBHO Pe3UCTEHTHOCTI MiKpOOPTaHi3MiB,
0CcOo0NIMBO IIPH JIIKYBaHHI TAXKKMUX iHGeKIiN. Y pa3i HeoOXigHOCTI, KoMK piBeHb MOMKXPEHOCTI
PE3UCTEeHTHOCTI MIKpOOPraHi3MiB Ha MiCILIeBOMY PiBHI € TaKUM, 110 KOPUCTD Bifl 3aCTOCYBaHHA
JIiKapChKOT0 3aco0y, MpUHAKMHI 110 BiJHOIIEHHIO 10 AeSIKUX BUMIB iH(MEKIi, BUKITUKAE CYMHIBHU, CITifI
3BEPHYTUCS 3a KOHCY/IbTALli€l0 0 eKCIepTa.

Huxye nepepaxoByOThCS ATOreHHI MIKPOOpPraHi3My, BUXOAAUM 3 KJIIHIYHOTO JOCBIAY i
TepalleBTUYHUX IPOTOKOJIIB JIIKyBaHHS 3aXBOPIOBaHb.

3a3BUyYail YYTIWUBI BUOU

['paMno3uTrBHI aepobu

Enterococcus faecalis’

Staphylococcus aureus (MeTHUIMIIH 9y TIHBHIA)®

Bupu Staphylococcus (MeTununin gyyTnusuii), y Tomy uucnii Staphylococcus epidermidis
Streptococcus agalactiae (rpyna B)

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

Streptococcus pyogenes (rpyna A)

I'pamHeraTuBHi 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

'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

Buodu Acinetobacter Burkholderia cepacia
Pseudomonas aeruginosa

3a CBOEI0 MPUPOOOI0 PE3UCTEHTHI MIKPDOOPraHi3Mu
'paMHeraTuBHi aepobu

Stenotrophomonas maltophilia

Budu Legionella



[H111i MiKpOOPraHi3aMu

Chlamydophila pneumoniae
Chlamydophila psittaci
Coxiella burnetii

Mycoplasma pneumoniae
7 . . .
Bunu, SiKi BUABUIIY IPUPOIHY IPOMIiKHY Yy TIUBICTb.
8Yci METHULUIIH-PE3UCTEHTHI CTa(iIOKOKH € PE3UCTEHTHUMHU 10 MEPOIIEHEMY.

9HOKa3HI/IK pe3ucteHTHOCTI > 50 % B opHiit abo KinbKox KpaiHax €C.

Can i Menioigo3: BUKOPUCTAHHS MEPOIIeHeMY V Jofel 6a3yeThCs Ha MaHUX YYTIUBOCTI 0o B. mallei i
B. pseudomallei in vitro i Ha oOMeXeHUX JaHUX Yy mofed. Jlikapi MOBUHHI ciupaTCs Ha HalliOHAJbHI
Ta/ab0 MiXKHapPOAHI KOHCEHCYCHi TOKYMEHTH, 1110 CTOCYIOThLCS JIIKyBaHHS cally i MeJioigosy.

dapmakokiHemuka.

Y 3m0poBUX NMIOfIeN CepefHiii mepion HalliBBUBENEHHS 3 IIJ1a3MU KPOBi CTAHOBUTD IPUOIIU3HO

1 ropuny; cepenHiit 06’eM po3mofiny cTaHOBUTH npubnu3no 0,25 n/Kr (11-27 11); cepenHi KiipeHC
CTaHOBUTH 287 MJI/XB IIpU 3aCTOCYBaHHI IpemnapaTy y go3i 250 Mr, 31 3HUKEHHAM KJIIpEHCY IO

205 MJ1/xB 1P 3aCTOCYBaHHI IIpemnaparty y fo3i 2 r. [Ipu 3actocyBaHHi npenaparty y fo3ax 500, 1000 i
2000 wmr, 1m0 BBOJUIIU Y BUTTIAAL iHQY3il npoTsrom 30 XBUNKH, cepenHi 3HaueHHsS Cmax BifTIOBiTHO
CTaHOBIATEL Mpubmu3Ho 23, 49 i 115 Mmkr/mn; BigmoBigHi 3HauenHs AUC cranounu 39,3, 62,3 i

153 mxrxrog/mi. [licns npoBegeHHS iHPY3il TpoTsAroM 5 XBUINH 3HaUYeHHA CmaxX CTaHOBIATE 52 i
112 mxr/mn npu BBefeHHI npemnapaty y go3ax 500 i 1000 mr BignosigHo. I1py BBe#eHi KiTbKOX 03
IpenapaTy KOXHi 8 TOOUH MallieHTaM 3 HOpMaJIbHOI (PYHKIIi€I0 HUPOK HaKOIMYEeHHS MepolleHeMy He
CrocTepiranocs.

Y xopi npoBeneHHS OOCIIAXKEeHHS 3 y4acTio 12 mauieHTiB, AKUM BBOAUIIY MeponeHeM y 1o3i 1000 mr
KOXKHi 8 TO[IMH MicIs MpoBeeHHs XipypriyHol omepaliil 3 npuBony iHTpaabmoMiHaNbHUX iHPEKIIiH,
Oynu BUsAB/IEHI 3HaUeHHS TOKa3HUKIB Cmax i mepiofly HamiBBUBEHOEHHS, IKi BiIIOBiIAIOTh
IIOKa3HUKAM 3[0POBUX JIIOMeH, ajne Ginbinuit 06’'eM poamominy (27 1).

Poznopin

CepeniHe 3HaYeHHS 3B’sI3yBaHHS MepoIleHeMY 3 OiTKaMU IIJla3MH KPOBi CTAHOBUIIO TPUOIK3HO 2 % i
He 3aJiexkasio Bifl KOHIIeHTpalii mpemaparty. [Ticis mBUOKOTO BBEOEHHS IpenapaTy (5 XBUIuH abo
MeHIIe) hapMakoKiHeTHKa € GieKCIOHEeHIIiambHOW0, aje 1ie € Habarato MeHII oueBUAHUM micis 30-
XBUJIMHHOI iH(DY3ii. Byo BusBieHo, 1110 MeporneHeM fo0pe MPOHUKAE V [esKi pifuHU Ta TKaHUHU
OpraHiamy, BK/II04alo4H JieTeHi, OpOHXiaTbHUN CEKpeT, K0BY, CIMHHOMO3KOBY PiiMHY, TKAHUHU
CTaTeBUX OPTaHiB XKiHKHU, WIKipy, actiii, M'd3u i mepuToHeanbHi eKCyoaTHu.

Mertabomizm

MeponeneM MeTab01i3yeThCs MIJITXOM Tifpoii3y 6eTa-TaKTaMHOTO KiJbIlsl, YTBOPIOIOYHU
MikpoOiooriuHo HeaKTUBHUYN MeTaboJIiT. B yMOBax in vitro MeporeHeM JeMOHCTPY€E 3HUKEHY
CIIPUMHATIIUBICTD [0 Tigponi3y mif miero perigponentupas3u-I (JI'TI-I) moguHu MOPiBHSAHO 3



imineneMoM i moTpeOu B OIHOYACHOMY 3aCTOCyBaHHi iHribiTopa [II'TI-I HeMae.

BuBeneHHda

MepormeHeM y Tepiiy 4epry BUBOOUTLCS ¥ He3MiHEHOMY BUTTIAAI HUpKamu; 611u3bko 70 % (50-75 %)
[03U IIpenapaTy BUBOOUTHCA Y HE3MiHeHOMY BUriani nporsarom 12 rogud. Ule 28 % BuminseTscs y
BUTJISAMI MiKp0OOioIOTiuHO HeaKTUBHOTO MeTaboiTy. BuBegeHHS 3 KajioM sIB/Isie C0O00 uile 6Iu3bKO
2 % Bim mo3u. BuMipsiHuit HUPKOBUY KlipeHC Ta edeKT npobeHeuay MoKa3yoTh, 1[0 MEPOIIeHEM
migmaeThcs K GinbTpaliil, Tak i KaHABIEBIN CEeKpelril.

HupkoBa HEIOCTATHICTD

[TopyieHHs GYHKIII HUPOK 3YMOBJIIOE MOSIBY BUCOKUX MMOKa3HUKiIB AUC y mia3Mi KpoBi i TpuBamilmmu
nepion HamiBBUBe[EHHS i1 MeponeHeMy. Crioctepiranocs 36inpuieHHs noka3uukis AUC y 2,4 pa3a
y THalli€eHTiB 3 IOMipHUM IOpyLIeHHIM (QyHKIIil HUPOK (KimipeHc KpeaTuHiny (KK) 33-74 mmn/xB), y 5
pasiB - y malfieHTiB 3 TAKKUM mopyieHHIM ¢yHKii Hupok (KK 4-23 mi/xB) i B 10 pasiB -y
nalienTiB, sKi nepebyBaioTh Ha remopianisi (KK <2 Mii/xB) mopiBHSAHO 3i 3mopoBumu ocobamu (KK
>80 mn/xB). [Tokazuuku AUC MiKp00ioIoTiYHO HeaKTUBHOTO MeTa0OoJIiTy 3 BITKPUTHUM KiJlblleM TaK0XK
3HAQYHO IiABUIITYBAIACS V MAIiEHTIB 3 OPYIIEHHAM GYHKINI HUPOK. Kopekiiisi mo3u mpemnapary
PEKOMEHAYEThCS MalliEHTaM 3 IOMIpHUM Ta TSKKHM IMOPYIIEHHSAM (QYHKII1 HUPOK (OUB. PO3MiN
«Cnocib 3acmocyeaHHs ma 003u»).

MepormeHeM BUBOOUTLCS IIJITXOM TeMOfiasi3y 3 KIipeHcoM, 110 OyB I Yac mpoBedeHHs reMofianiay
npuOnKU3HO B 4 pa3u BUILIUH, HiXK y MaIli€HTiB 3 aHYpi€Elo.

[TeuyinkoBa HeOOCTATHICTh

HocmigXeHHs 3 y4acTIo MallieHTiB 3 aJIKOTOJIbHUM [[UPO30M IIeYiHKU IT0Ka3y€E BiCyTHICTh BIJIUBY
3aXBOPIOBaHHS NIEYiHKYM Ha (papMaKOKiHETHKY MepOIleHeMY IIiC/ISl 3aCTOCYBaHHS IOBTOPHUX [03
npemnapary.

[Topoci nalieHTn

HocnigxeHHsT papMaKOKiHETUKHY, TPOBEHEH] 3 y4acCTIO MMalliEHTiB, He BUSBUIIM 3HAUHUX
dbapMaKOKiHETUYHUX BifMiHHOCTEM MOPIBHSHO 3i 3HOPOBUMHU 0co0aMHU 3 aHAJIOTiYHOIO (QYHKIIIE0
HupokK. [TonynsiiiiHa Mofienb, po3po0ieHa Ha OCHOBI faHux 79 mailieHTiB 3 iHTpaabooMiHaIbHOIO
ingexieo abo MHEBMOHIEIO, IT0OKa3asla 3aJekHiCTh 0OCHOBHOTO 00’€My Bifl MacH Tina, KIipeHCy
KpeaTHHiHY i BiKy.

iTn

HocnigxeHHs papMaKOKIHETUKY Y HEMOBJIAT 1 AiTed 3 iH(EKIie0 IpU 3aCTOCYyBaHHI Ipenapary y
no3ax 10, 20 i 40 Mr/Kr npogeMoHCTPyBanu 3HaueHHd Cmax, 10 Ha0auKaloThCSA 10 3HAU€EHb,
BUSIBJIEHUX Y OOPOCTIUX IIiCJIg 3aCTOCYBaHHA npemapaty y fo3ax 500, 1000 i 2000 Mr BigmosigHO. ¥
XO[li TPOBeNeHHS TIOPiBHAHHSA Oyu BUSIBNIEHI (hapMaKOKiHETUYHI XapaKTePUCTUKYU MiX 03aMu
IIpernapary i nepiogamMu HamiBBUBEOEHHS, MOMi0OHI 10 TAKUX, IO CIIOCTEPIraaucs y JOpPOoCuX, y BCiX,
KpiM HalMOJIOAIINX MalieHTiB (< 6 micsanis t1/2 1,6 ropun). CepenHi 3Ha4eHHS KITipeHCY
MepoIieHeMy CTaHOBUIN 5,8 MII/XB/KT (6-12 pokiB), 6,2 My1/xB/KT (2-5 pokiB), 5,3 MJI/XB/KT

(6-23 micsimi) i 4,3 mm/xB/KT (2-5 MicsniB). [Tpubau3no 60 % mo3u BUBOOUTHLCS 3 CEYEI0 IPOTATOM
12 ropuH y Burnsgi Mmepomnenemy Ta e 12 % - y Burnsaai Mmetabonity. KoHieHTpartlii Mmeponenemy y
CIIMHHOMO3KOBIH piguHi y miTel 3 MEHIHTiTOM CTaHOBIATH mpubau3Ho 20 % Bif omHOYACHO
BUSIBJIEHUX DIBHIB IIpelapaTy y Ijla3Mi KPOBi, X04a Ma€ MicClle 3HayHa MiXIiHAUBiAyasbHa
BapiaOeNbHICTh TOKA3HUKIB.



d®apMaKOKiHETHKa MepPOIleHeMY V HOBOHAPOAKEHUX, IKUM 3aCTOCOBYBa/IM aHTUOaKTepianbHe
JiKyBaHHS, IPOAEMOHCTPYBaJia BUIIUHN KITipEeHC ¥ HOBOHAPOIKEHUX 3 Oi/IbITUM XPOHOJIOTiYHUM ab0
recTaliHUM BIKOM i3 3arajJbHUM CEpefHiM IepiofoM HamiBBUBeAeHHS 2,9 roguau. MopentoBaHHS
npoiecy 3a MonTe Kapro 3 ypaxyBanHaM nonynsaninHol OK-moperni mokasano, 110 Ipu pexXuMi
no3yBaHHS 20 Mr/Kr KoxkHi 8 ropgun 0yino pmocarayto T>MIC 60 % mo BigHolIeHHIO [0 P. aeruginosay
95 % HOBOHapPOMXKEHUX, IKi HAPOOUIIKCS NependacHo, iy 91 % moHoLIeHNX HOBOHAPOIXKEHUX.

[IalieHTy JIITHLOIO BIKY

HocmimxeHHs papMaKOKiHETUKH Y 3MOPOBUX 0Ci0 MiTHLOTO BiKy (65-80 poKiB) moKa3anu 3HUXKEHHS
KJIIpEeHCY IIJIa3MU KPOBI, 110 KOPEJIIOE 31 3HNUXKEHHIM KIIipeHCY KpeaTUHiHY, [I0B’ I3aHUM 3 BIKOM, a
TaK0XkK He3HayHe 3HMKEeHHS HEHUPKOBOTO KiIipeHCy. Kopekiliga mo3u mpemnaparty He OTpibHa
nalieHTaM JITHBOTO BiKy, 3@ BUHSITKOM BUIA[KiB IOMIPHOTO i TIKKOT0 MOPYIIeHHS (YHKIIil HUPOK.

KrinigHi XxapaKTepHCTHKH.
Iloka3anhns.
MepoHeM noKa3aHUM OJ1s TiKyBaHHS TakKuX iH(EKIiN y JOPOCINX i AiTel BiIKOM Bif 3 MiCALiB:
ITHEBMOHII, y TOMY YHCJIi HETOCIIiTaJbHOI Ta I'OCIiTaabHOl THEBMOHII;
OpoHXx0JIeTeHeBUX iHGEKIIIN TPU MYKOBICIIUA03i;
yCKIagHeHUX iHpeKIi CeHOBUBIAHUX LIAXiB;
yCKJIaHeHUX iHTpaabmoMiHaMbHUX iHGEKIIIH;
indexkIIi mig Yac moJoriB i MiCaANIO0NIoroBuX iHPEKIIin;
yCKJIafiHeHUX iH(eKIil WKipy i M’'IKUX TKaHUH;
rocTporo 0akTepiaJbHOTO0 MEHIHTITY.

MepoHeM MOKHa 3aCTOCOBYBATH IJIsd JIIKyBaHHS IAIli€HTIB 3 HEUTPOIEHIEI i TMXOMaHKOI0 IIPU
migo3pi Ha Te, 10 BOHA CIIpUYMHEeHa 0aKTepialbHOI iHGEKITiETo.

JIikyBaHHS MallieHTiB 3 6aKTepieMielo, sKa OB’ s13aHa abo Moxke OyTH 1MOB’g3aHa 3 Gy/Ib-sIKOI0 3
3a3HaYeHUX BUIIE iHPEKIIi.

Cnip BpaxoByBaTH oQillifiHi peKoMeHfallii o0 BigmoBiIHOr0 3aCTOCYBaHHS aHTHOAKTepiaTbHUX
IIperaparis.

IIpomunoka3aHHs.
[TigBuIIleHa YYTIUBICTE [0 Hif04Y0l peuoBUHU ab0 Mo Oyab-sIKOI 3 OMOMiXKHUX PEYOBHH IIpPerapary.
[TipBuiieHa YyTNUBIiCTh K0 OyAb-IKOTO iHIIOTO aHTUOaKTepiaTbHOTO 3aco0y Ipynu KapOaleHeMiB.

TskKa mifBUllleHa YYTIUBICTh (HaIpuKiIaf aHadilakTUYHI peakilil, TAKKi peakilil 3 60Ky IIKipu) m0



Oymb-sIKOTO iHIIOro TUIY OeTa-TaKTaMHOTO aHTUOaKTepianbHOro 3aco0y (Hampukiiaf MeHinuIiHiB abo
11eaoCIoOpuHiB).

B3aemodisn 3 inwumu nikapcoKumu 3acobamu ma iHwi eudu e3aemodiii.

HocmimKeHHS 000 B3aEMO[Iii ITpemapary 3 iHIMKUMHU JTiKapChbKUMU 3aco6aMu, KpiM pobeHeLuay, He
IIPOBOOUIIN.

[TpoGenenun KOHKYPYy€e 3 MEPOIIEHEMOM IIOI0 aKTUBHOT'O KAHAJIbIIEBOTO BUBENEHHS i TAKUM YHHOM
IPUTHIYY€e HUPKOBY €KCKpEllil0o MepoIlleHeMY, 1[0 IPU3BOOUTE A0 30i/bIIEHHS ITepiony
HalliBBUBEJeHHS Ta MiABUINEHHS KOHI[EHTPAllil MeporeHeMy y Iiyla3Mi KpoBi. Criif IposiBNATH
00epexXHICTh Yy BUMAKy OAHOYACHOT'0 3aCTOCYBaHHS MPOOEHELHUAY 3 MEPOIIEHEMOM.

[ToTeHUiAHUY BIJTUB MEPOHEMY Ha 3B’sI3yBaHHA 3 OiNkaMu iHIIMX mpemapaTiB abo MeTabosi3mM He
BUBYaBCs. [IpoTe 3B’s3yBaHHA 3 OilKaMu HaACTiIbKY HE3HAYHeE, 10 B3a€MOIii 3 iHIIUMU CIIOJTyKaMu 3
ypaxyBaHHSM IIbOT'0 MeXaHi3My MOXXHa He 04iKyBaTH.

[Tpu ogHOYACHOMY 3aCTOCYBaHHi 3 KapbaneHeMaMu 0yJ10 3apeeCTPOBAHO 3HUXKEHHS PiBHIB
BaJIBIIPOEBOI KUCJIOTU B KPOBi, Y pe3y/IbTaTi 4Oro 3HUXKEHHS PiBHIB Ba/lIbIIPOEBOI KMCIIOTH MTPUOIM3HO
3a 2 pgHi ctaHoBuio 60-100 %. Yepe3 mBUOKUY [10YATOK [il Ta CTYIiHb 3HUKEHHS ONHOYAaCHE
3aCTOCyBaHHS Ba/IbIIPOEBOI KUCIIOTH/BaIbIIPOaTy HaTPil0/BaIbIPOMIiNy i KapOarneHeMiB BBaXKa€eThCs
TaK{M, IO He MiiJaeThCsl KOPUTYBAHHIO, TOMY CIIiJ] YHUKaTH TaKol B3aEMOfil (IUB. pO3Ain
«0cob.augocmi 3acmocy8aHHs»).

I[TepopanbHi aHTUKOATYISIHTH

OpgHoYacHe 3aCTOCYyBaHHS aHTUOIOTHKIB 3 BapdhaprHOM MOKe IIOCUJIIOBATH MOTO aHTUKOATyITHTHUH
edekT. Byno 3apeecTpoBaHo 0araTo IMOBiIOMJIEHD PO MMiABUINEHHS aHTUKOATYISHTHOTO e(PeKTy
IIepopaIbHUX aHTUKOATYISHTHUX IIperapariB, y TOMY YKCIi BapdapuHy, y Nalli€eHTiB, Ki OIHOYaCHO
OTPUMYIOTh aHTHOaKTepianbHi mpemnapaTy. PU3UK MOXKe 3MiHIOBATUCS 3aJI€3KHO Biff BULY OCHOBHOI
indexiii, BiKy i 3araslbHOT0 CTaHy IMallieHTa, TAKUM YMHOM BHECOK aHTHOAKTepialbHUX IIperaparTiB y
migBuIieHHs piBHIB MHB (MixKHapogHOr0 HOPMasli30BaHOT'0 BiTHOIIEHHS) OI[IHUTH BaXKO.
PexoMeHOyeThCS IPOBOOUTY YaCTUM KOHTPOJIb piBHIB MHB npotsarom ta ogpasy miciisi OGHOYaCHOTO
3aCTOCYBaHHST aHTUOIOTHKIB 3 MEPOPaTbHUM aHTUKOATYJISTHTOM.

iTn

Yci gocnipxeHHs TiKapChKUX B3a€EMO/iM IPOBOAUIIN TiITBKH ¥ JOPOCIIUX.

Oco6.1ueocmi 3acmocyeaHHsl.

[Tpu BuGopi MepornieHeMy SK 3aco0y JTiKyBaHHS CJIif OpaTu J0 yBaru JOLibHICTh 3aCTOCYBaHHS
aHTubakKTepiambHOTO 3ac00y rpynu KapbaneHeMiB, BpaxoByI0UM TakKi GaKTOPH 5K TIKKiCThb iHpeKIil,
MOIIUPEHICTh PE3UCTEHTHOCTI N0 iHIIMX BiATOBiMHUX aHTHOAKTEPianbHUX 3aC00iB, @ TAKOXK PU3UK
BuOOPY Ipenapary uono 6akTepiii, CTIiMKUX 10 KapOaneHeMiB.

PesucrentHicTh 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.

Korit, oB’si3aHK# i3 3aCTOCYBAHHSIM aHTHOIOTHKIB

[Tpu 3acTOCyBaHHI IPaKTUYHO BCiX aHTHOAKTepialbHUX IIPenapariB, y TOMY YUCHIi MeponeHeMy, Oyiu
3apeeCcTpPoBaHi BUMTQIKX KOJIiTy, TIOB’SI3aHOT0 i3 3aCTOCYBAHHSIM aHTHUOIOTUKIB, i BUlTaKH
TICeBIOMeMOPAHO3HOTO KOJITY, CTYIiHb TAKKOCTI IKUX MOXKe BapiloBaTH Bifl IETKOTO [I0 TAKOTO, 1110
CTaHOBUTH 3arPO3Y XKUTTH0. TOMY BaXKJIMBO IPUUHATHU [0 YBaru MOXKJIMBICTh TAKOTO AiarHO3y Y
MAIlEHTIB, V SKUX ITif Yac abo mics 3aCcTOCYBaHHSI MEPOIIeHEMY BUHUKIIA fiapes (OUB. PO3[isn
«[TobiuHi peakuii»). Crif pO3TIAHYTH NUTAHHS PO IPUNUHEHHS JIIKYBaHHS MEPOIIEHEMOM Ta
3aCTOCYBaHHS celu(pivyHOro JIiKyBaHHA, cipsaMoBaHoro npotu Clostridium difficile. He crig
Ipu3HayvaTH JIiKapChKi 3aco0u, SKi MPUTHIUYIOTh IEPUCTAIbTUKY KUIIEYHUKY.

Cymomu

[Tig yac nmikyBaHHST KapOarneHeMaMH, Y TOMY YKCJIi MEPOIIeHEMOM, PilKO IMOBigOMIISITIH IIPO CYIOMHU
(muB. po3min «ITobiuHi peakuyii»).

KouTponb QVHKIII IeYiHKN

Y 3B’513Ky 3 pU3UKOM PO3BUTKY IEYiHKOBOI TOKCUYHOCTI (IOPYyIIeHHS (PYHKI1 IEYiHKHU 3 X0JIeCTa30M
1 TUTONI30M) Mif Yac JIiKyBaHHS MEPOIEHEeMOM CIIiJ] PeTeIbHO KOHTPOJIIOBATH NTeYiHKOBI (QPyHKIIl
(muB. po3min «ITobiuHI peakuii»).

3acToCcyBaHHS IIpenaparTy alieHTaM i3 3aXBOPIOBaHHAMHU II€YiHKHU: IIiJ Yac JIiKyBaHHS MepPOIIeHeMOM
y HAL[i€HTIB 3 yXKe iCHYIOUUMHU 3aXBOPIOBAaHHSAMU II€YiHKHU CJIif] PeTeIbHO KOHTPOJIIOBATH II€YiHKOBI1
¢yukiii. KopuryBauHs 0o3u mpemapary He noTpibHe (ouB. po3min «Cnocibé 3acmocysaHHsa ma 003u»).

CepoKOHBeDCis IpIMOro aHTUTTI00YIIHOBOTO TeCTy (peakiris Kymbca)

JIikyBaHHSI MEPOIIEHEMOM MOXKe IIPU3BECTU 0 BUHUKHEHHS ITO3UTUBHOI IIPSIMOi/HEeIPsIMOl peakiii



Kywmb0ca.

OEHO‘-IaCHe 3dCTOCYBAHHA MEDPOIIEHEMY i BaHBHQOGBOT KHCJIOTH/BaJIBIIPOATY HaTQiI-O[BaJIbH[Z_)OMigy HE

PEKOMEHIYEThCS (OUB. PO3MiN «B3aemodis 3 iHWuUMU aikapcbKumu 3acobamu ma iHwi sudu
83aeMo0ill»).

Meponewm, 500 Mr: 11e¥ iKapcbKuy 3acib MicTuTh 45 Mr HaTpio Ha ¢pakoH 06’emom 500 mr, 110
eKBiBaJIeHTHO 2,25% MakcuMasbHoi f060BOi L03U HATPIIO A1 4OPOCTIOl JMofuHu (2 T),
pekoMeHnpoBaHnoi BOO3.

Meposnem, 1000 mr: me#t nikapcbkuit 3aci6 mictuts 90 Mr HaTpito Ha ¢prakoH 06’emom 1000 Mmr, 1110
eKBiBasieHTHO 4,5% MakcuMaIbHOI 10O0BO1 MO3K HATPIIO [AJIST JOPOCIIOl TIONUHH (2 T),
pekomengoBanoi BOO3.

3acmocyeanns y nepiod eazimHocmi abo 200yeanHsi 2pydoio.
Baeimuicmub
IaHi om0 3acTOoCyBaHHS MepOIleHeEMY BaTriTHUM JKiHKaM BifICyTHi a0 ix KibKiCTh 0OMeXKeHa.

HocmimKeHHS Ha TBApXHAX He BUSBUIM IPSIMUX a00 omocepenKoBaHuX e(PeKTiB permpomyKTUBHOI
TOKCUYHOCTI. ¥ SIKOCTi 3amobizkHOTro 3axofy 6axKaHo YHUKATH 3aCTOCYBaHHS MepOIleHEMY IIifl Yac
BariTHOCTI.

I'odysaHHs 2py0oro

[ToBimOMIIAIOCH, 110 HEBEJIMKA KiJIbKICTH MEPOIIEHEMY IIDOHUKAE Y TPYAHE MOJIOKO JIIO[WHU.
MepomeHeM MOXHa 3aCTOCOBYBaTH IIPY JaKTallil JIUIle Yy BUMlafKaX, AKI[0 OYiKyBaHa KOPUCTh IS
MaTepi TepeBUIlye MOTEHIINHUN PUIUK OJI9 QUTUHU.

30amuicms enji1ueamu Ha weudKicmow
peakxuii npu KepyeaHHi aemompaHcnopmom
aoo iHwumMu MexaHizmamu.

HocnimKeHHS BIJIMBY IpelapaTy Ha 3MaTHICTh KepyBaTH TPAHCIOPTHUMH 3aco0aMH Ta IIPAIlOBATH 3
MexaHi3MaMu He TTPOBOIHUIIH.

[Tpu KepyBaHHi aBTOTPAHCIIOPTOM a0 po6oTi 3 iHIIMMU MeXaHi3MaMU PEeKOMEHIYEThCS
IOTPUMYBATUCS 0COOIMBOI 06€PEeKHOCTI, BpaXOBYI0YM MOXKJIMBICTh PO3BUTKY I'0OJIOBHOTO 0OJIIO,
napecTesiit abo cygoM, Mpo SKi MOBiIOMJISAIOCH ITPK 3aCTOCYBAHHI MEPOIIEHEMY.

Cnoci6 3acmocyeaHHsi ma do3u.

O3YBAHHA



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 3a3BUYau CIIifl 3aCTOCOBYBATH y BUIJISLI BHYTPIIHEOBEHHOI iH(OY3il TpHBalicTIO Bif 15 o
30 xpunuH. Kpim Toro, go3u mepornesnemy fo 20 MI/KT MOXKYTh OyTU BBEHEHI y BUTTISAOL
BHYTPILIHEOBEHHOI 60/TI0CHOI il €KIIil mpoTaroM npubnau3Ho 5 XBUNKH. [laHi 3 6e3mekH, 110
iATBEPAXKYIOTh BBEOEHHS OiTAM Ipemnaparty y f03i 40 Mr/Kr y BUT/ISAMI BHYTPIlIHEOBEHHOI 60II0CHO1
in’ex11il, oOMexeHi.



[IpoBemeHHs BHYTPIIITHLOBEHHOI O0OMIOCHOI iH’ €KIIii

Po3uun pga 60mi0cHOI iH'€KIIil CIifl TOTYBaTH IIJITXOM PO3YMHEHHS JTiKapChKOTo 3aco0y MepoHeM y
BO[i {71 iH’ €Kil 10 OTPUMaHHS KOHIIeHTpallii 50 Mr/miI.

XimiyHa i pisuyuna cTabimbHICTh MIPUTOTOBAHOTO PO3YUHY AJId 60/II0CHOI il €Kil Oya
IIPOJEeMOHCTPOBaHa IPOTATOM 3 TOOWH Ipu TeMmepaTypi 1o 25 °C abo 12 roguH B XONOOUIBLHUKY
(2-8 °C).

3 MiKpOO0iOJIOTiUHOI TOYKHM 30DPY, SKIIO0 METOJ BiTKPUTTS/BiIHOBIEHHS/PO3BENEHHS HE BUK/TIOUAE
pu3uky MikpoOionoriunoro 3a6pynHeHHSs, TiKapcbkuil 3aci6 HeoOXigHO BUKOPUCTATU HETalHo.

ko nikapchKuit 3acib ogpa3y XK He BUKOPUCTAHO, CIIifl peTeIbHO KOHTPOIIOBATH TEPMIiH Ta YMOBU
Mioro 30epiraHHs MPUTOTOBAHOTO PO3YUHY.

[IpoBenmeHHS BHYTPIITHEOBEHHOI iHGY3i1

Po3uun ang indysil cnig roTyBaTy IUISXOM PO3UYMHEHHS JIiKapchKoro 3acoby MeporeM y 0,9 %
PO3uMHi HaTpito xmopumy mis iHy3ii abo v 5 % po3unHi rMoKo3u (OeKCcTpo3u) mis indy3ii mo
OTpPUMaHHS KOHIleHTpalii 1-20 Mr/miI.

XimiuHa i pisuyHa cTabinbHICTH MPUTOTOBAHOTO PO3UMHY AN iHQY3ii 3 Bukopucranusam 0,9 %
PO3UMHY HATPii0 xyopumy 6yna IpoaeMOHCTPOBaHA IPOTATroM 3 TOOUH Ipu TeMmepaTypi 25 °C abo
BIIPOMIOBXK 24 roauH y xonogunbHUKy (2-8 °C). 3 mikpobionoriynoi TOYKYU 30py JTiKapChKuii 3acib
HeoOXiTHO BUKOPHCTATH HeralHo. AKIIo NTiKapCchbKui 3acib ofipa3y K He BUKOPHCTAHO, CIIifi PETEJIbHO
KOHTPOJTIOBAaTA TEPMiH Ta YMOBHU MOT0 30epiraHHs IPUTOTOBAHOT'O PO3YUHY.

[TpuroroBanuut 3 5 % PO3UMHOM I'JIIOKO3U (OEKCTPO3U) PO3YUH MepoHeMy CIIifi BUKOPUCTaATU
HeramHo.

He crig 3aMOpoXyBaT IIPUT0TOBaHI PO3YUHU.

Himu.

[IpemapaT 3aCTOCOBYBATH AiTIM BiKOM Bifl 3 MiCSLiB.

Ilepedo3yeanHns.

BigHOCHE nepeno3yBaHHS MOXKJIMBE y MALli€HTIB 3 MOPYIIEeHHIM (PYHKIIil HUPOK y BUIIQMKY, SKILIO
I03a ImpernapaTty He KOPUTYETHCS, STK OIMCAHO Y po3fini «Cnocibé 3acmocysaHHsa ma 003u».
OOMexkeHUM [OCBi TOCTMAaPKETHHIOBOTO 3aCTOCYBaHHA IIpellapaTy BKa3ye Ha Te, 0 SKIIO MiC/Isa
nepeno3yBaHHs BUHUKAIOTh HeOaXKaHi peakilii, BOHM Y3rogXKyIOThCS 3 MpodineM 3a3HaueHux
no0iYHMX peakKIlil, omucaHux y po3mini «ITobiuHi peakuyii» i, SK IPaBUIIO0, JIETKi 3@ TSIXKKICTIO MIPOSBIiB
i MUHAIOTH micns BigMiHu mpenapaty abo 3HUXKEHHS Woro no3u. Criif po3risHy T HeoOXimHICTh
CHMIITOMATUYHOTO JIiKyBaHHS.

B oci6 3 HopMasnbHOIO GQYHKIII€I0 HUPOK BimOyBa€eThCS MIBUAKE BUBEIEHHS IIperapaTy HUPKaMHu.



Femopiani3 BUBOOUTh MEPOIIEHEM i HOT0 MeTabOIIiTH 3 OpraHi3My.

ITo6iuni peakuii.

Y xopi ornapy panux 4872 i3 5026 mauieHTiB 040 BIJIUBY JIIKYBaHHS MEpPOIeHEMOM Hal4aCTilIUMU
He0akaHUMM peakiliiMy, 0B’ I3aHNMHU i3 3aCTOCyBaHHSIM MepolieHeMy, Oynu giapes (2,3 %), BUCUI
(1,4 %), aymota/OmoBanHs (1,4 %) Ta 3amaynieHHs y Micili BBemeHHs iH'ekmii (1,1 %). HafiuacTimumu
HeOakaHUMH, TI0B’SI3aHUMHU i3 3aCTOCYBaHHSIM MepOIleHEMY SIBUIIaMH 3 60Ky 1a00paTopHUX
TIOKa3HUKIB, PO sKi moBigomMsinocs, 6ynu Tpom6ouuTo3 (1,6 %) Ta mifBUllleHHS PiBHIB MEeYiHKOBUX
dbepmenTis (1,5-4,3 %).

Y HaBepmeHil HuK4Ye Tabuili Bci mo6ivHi peakilii 3a3Ha4YeHi 3a KJ1acOM CHCTEMHM OpPTaHiB i 4aCTOTOIO:
nyxe 4dacTto (= 1/10); gacto (Big = 1/100 go < 1/10); HewacTo (Big = 1/1000 mo < 1/100); pimko (Bix
= 1/10000 go < 1/1000); myxe pigko (< 1/10000); yacToTa HEBiZOMa (He MOXXHA OL[IHATHU Ha OCHOBI
HAsIBHUX [IlaHUX). Y Mexkax KOKHOI I'PYIX 4acTOT MOoOiuHi peakilii 3a3HaveHi y MOPSOKY 3MeHIIeHHS
IIPOSIBIB.

IHpeKuii ma iHeasii — HeYacTo: OpajibHUM Ta BariHaIbHUM KaHOUOO3.

3 60Ky kposi ma aimgpamuyHoi cucmemu - 4acTo: TPOMOOIUTEMis]; HEYaCTO: arPaHyJIOLUTO3,
TeMOJIiTHYHA aHeMist, TPOMOOLIUTOTIEHisT, HEUTPOTIEHis, TEUKOIEeHisT, €03UHOMITis.

3 boky iMyHHOI cucmemu - HeYacTo: aHadiTaKTHYHA peakIis (IuB. po3minu «I[IpomunokasaHHA» Ta
«0Ocobausocmi 3acmocy8aHHsA»), aHTI0HEBPOTUUHUIM HaOPSIK.

IIcuxiyHi po3.1adu — pigKo: memipii.

3 boky Hepeogoi cucmeMu — 4acTO: TOJIOBHUI 0iNib; HEYACTO: TAPeCcTe3ist; pimKo: CyoMu (OUB. PO3MiN
«0Ocob.augocmi 3acmocy8aHHs»).

3 60Ky W/AYHKOBO-KUWKOB020 MPAkmy — 4acTo: miapest, 6inmb y KuBOTi, 6/1I0BaHHS, HYOOTa; HEYACTO:
KOJIiT, aCOIiiOBaHUM i3 3aCTOCYBAHHSIM aHTHOIOTHKIB (IUB. po3min «Ocobausocmi 3acCmocys8aHHs»).

3 60Ky neviHKU ma H#08408UBIOHUX W/5AXi8 — YaCTO: MiIBUILIEHHS PiBHIB TpaHCaMiHa3, MigBUIEHHS
piBHIB myxkHO1 PpochaTasu y KpoBi, MiIBUIIEHHS PiBHIB IaKTaTAETiAPOreHa3y Y KPOBi; HEYaCTO:
nifBUIeHHS PiBHIB 6inipy6iHy B KPOBI.

3 boky wkipu ma niOwKipHOi MKAHUHU — YaCTO: BUCHII, CBePOiXkK; HeYacTO: TOKCUYHUN
elliflepManbHUX HEKPOIi3, cuHapoM CTiBeHCca—-[]2KOHCOHA, MyJIbTU(OPMHA epPUTEMA, KPOIIUB THKA;
YacCTOTa HeBiloMa: MeIMKaMeHTO3Ha aJIepris 3 e03uHOQIi€l0 i CHCTEMHUMU CHMIITOMaMM, TOCTPUH
reHepasi3oBaHW eK3aHTeMaTO3HUM MyCTYIb03 (AUB. po3min «OcoONMMBOCTI 3aCTOCYBAHHS»).

3 60Ky HUPOK i ce4o8uBiOHUX WAAXi8 - HeYaCTOo: MiABUIIEHHS PiBHIB KpeaTUHiHY B KPOBi, MigBUIIIEHHS
PiBHIB CEHYOBHHU B KPOBI.

3aeanvHi po3aadu ma cmaHu y micui eee0eHHA npenapamy — 4acTo: 3amaneHHs, 0ifib; He4acTo:
TpoMOodebit, 6inb y Micii iH’exiii.

HeMmae HigKUX maHUX, 10 CBig4YaTh Mo 30iNbIIeHHS PU3UKY MOOIYHUX SIBUIL Y HOiTel Ha IifcTaBi



00Me3KeHOl KilTbKOCTi IOCTYIIHUX IaHUX. YCi OTpUMaHi MOBiIOMIIeHHS BigoBiganu mo0iyHuM
peaktisiM, CIoCTepekKyBaHUM Yy JOPOCIINX Malli€HTiB.

ITogidomaeHHs npo nido3prosaHi nobiuHi peakuii

[ToBimomIeHHS IIPO TMigo3pioBaHi MOOiYHI peakiil Mmicyisg peecTpaliil 1ikapchbKOTo 3aco0y Ma€e BaKJIMBe
3HaueHH4. Lle 3a0e3neyye NOCTIMHUM MOHITOPUHT CIiBBIAHOLIEHHS KOPUCTh/PU3UK JIIKAPCHKOTO
3aco0y. MeguyHUM IpalliBHUKAM CIIif 3BiTyBaTé mpo Oymb-gKi migo3pioBaHi mobiuHi peaxiiil 3rigHo
3aKOHOIABCTBaA.

Tepmin npudamuocmi. 4 pokKu.

YMoBu 30epiranHsi.

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

KoxeH (rakoH npu3HayeHUH TiJIbKU [JI OMHOPa30BOT0 BUKOPUCTAHHS.

[Ipu npuroTyBaHHiI PO34UHY 1 i Yac M0ro 3aCTOCYBaHHS CJIil BAKOPUCTOBYBATH CTAHOAPTHI
aCenTHYHiI MeToau POOOTH.

Po3uun cmifg CTPYCHUTH IIepeq BUKOPUCTaHHIM.

Bynp-siKuit HEBUKOPUCTAHUM MPOAYKT a00 Bigxomu HeOOXiMHO YTHUITi3yBaTH BigIIOBIIHO M0 JTOKAIBHUX
BHMOT.

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

MeponewMm, sikuii 0yne BUKOPUCTOBYBATUCS I O0JIIOCHUX BHYTPILTHEOBEHHUX iH'€KIIiH, CIIif
BiHOBJIIOBATH y CTEPUIbHIN BOA1 AJIS iH'€KIIiM.

MepormeHeM y prakoHax [Jisg BHYTPIIIHbOBEHHUX iHQY3ilt MoKHa Ge3mnocepenHno BigHOBUTH ¥ 0,9 %
PO3unHi HaTpito xjmopuny abo 5 % po34uHi TMII0KO3U A7 IPOBefeHHs iHY3iil.

YnakoBka. CksiHi prrakoHM, 3aKpUTi T'YMOBOIO IIPOOKOIO Ta 3arevyaTaHi alloMiHieBO0 KPUIIKOI0. 1o
10 ¢nakoHiB y KapTOHHiH KOPOOIIi.

Kareropis Bigmycky. 3a peLenTom.

BupoOHHUK.



Actpa3eneka FOK Jlimiten/AstraZeneca UK Limited.

Micue3HaxoaKeHHsI BAPOOHHKA Ta MO0 ajapeca MiCIlisi IPOBa XKeHHs Jisi/IbHOCTI.

Cink Poap bisuec Ilapk, Makkncding, SK10 2NA, Benuka bputanis/Silk Road Business
Park, Macclesfield, SK10 2NA, United Kingdom.

Abo*
BuUpOOHHK.

3amboH Caituepnann JITn/Zambon Switzerland Ltd.

Micue3HaxoaKeHHsI BUPOOHHKA Ta MO0 ajipeca MicCIlisi IPOBa XKeHHs Jisi/IbHOCTI.

Bia Iamyctpia 13, 6814 Kagemmino, IlIBetnapisi/Via Industria 13, 6814 Cadempino,
Switzerland.

0 B iHcmpykuii, u,o 6yde ekaadeHa 8 KAPMOHHY ynakoseky, 6yde 3a3HayeHull auwie 0OuH 8UPOOHUK
(moti, wo 6ye 3adisiHull 044 8unycky cepii).



