IHCTPYKUIA
AN MeIMYHOI0 3aCTOCYBaHHS NiKapCbKOro 3acoby

MEPOHEM
(MERONEM®)

Cknag:

Aitoya peyoBnHa: meropenem;

1 rakoH micTUTL: MeponeHemy TpurigpaT 570 mr (eksiBasieHTHO 500 Mr meporeHemy 6e3B04HOr0) abo MeponeHemy Tpurigpat 1140 mr (eksiBaneHTHO 1000 mr
mMeporieHemy 6e3BOfHOrO0);

[OMOMIXKHA PeYOBMHA: HATPItO0 KapOOHAT Be3BOAHWIA.

JlikapcbKa thopma. MopoLLoK ANa po3UnHY ANs iH’ KL abo IHQY3il.
OcCHOBHI (pi3MKO-XiIMiYHI BNaCTUBOCTI: NMOPOLLIOK Bif 6171010 A0 CBIT/10-XXOBTOr0 KO/ILOPY.

dapmakoTepaneBTUYHa rpyna. MpoTuMiKpo6Hi 3aco6u An1si CUCTEMHOrO0 3acTocyBaHHA. KapbaneHemu. Kog ATX JO1D HO2.

dapMako/oriyHi BnacTmeoCTI.

dapmakogrHamika.

MeponeHeM YMHWUTb GaKTepULUAHY Ait0 LUNAXOM iHTiOYyBaHHA CUHTE3Y CTIHOK 6GakTepiaibHUX KNITUH Yy TPpamno3vTUBHUX i rpaMHeraTMBHUX GaKTepiil LUSAXOM
3B’A3yBaHHA 3 6i/IKaMK, Lo 3B’A3yH0Tb NeHiumnid (PBP).

AK | gna HWuX 6eta-nakTaMHUX aHTUGaKTepiasibHMX 3ac00iB, MOKasHWUKM 4Yacy, NMpu AKUX KOHLEHTpaLii MeporneHemMy MepeBuLLyBann MiHIMasbHI IHTiGyHOYi
KoHueHTpauii (MIC) (T>MIC), BkasyBanv Ha BUCOKWIA CTYNiHb KOPenauii 3 eheKTUBHICTIO. Ha JOKNIHIYHMX MOAENsX MeponeHeM NPOAEMOHCTPYBAaB aKTUBHICTb Npu
KOHLLEHTpaLifX ¥ nna3mi KpoBi, 1o nepesuiyBann MIC ans iHDikyounx mikpoopraHiamis npn6amsHo Ha 40 % Big iHTepBany [03yBaHHS. Lle LinboBe 3HaUYeHHS He
Oy/10 BCTAHOB/IEHO K/iHIYHO.

bakTepiasibHa Pe3NCTEHTHICTb [0 MeporeHemMy MOXXe BUHWUKHYTW Yy pe3ynbTarti: (1) 3HMXEeHHS MPOHUKHOCTI 30BHILUHLOT MembpaHu rpaMHeraTMBHUX GakTepin (y
3B’A3KY 31 3HMXKEHHAM MPOAYKYBaHHSA NOPUHIB), (2) 3HMXeHHS cnopifHeHOCTI 3 uinbosumy PBP, (3) NigBuULLEHHA eKcripecil KOMMNOHEHTIB equIlOKCHOMo Hacoca Ta (4)
NMPOAYKYyBaHHA 6eTa-nakramas, Ki MOXyTb rifposi3yBaTy kapbaneHemu.

Y €ponericbkomy Coto3i 6ynv 3apeecTpoBaHi BOrHuLLa iHGeKLiT, CIPUYnHEHT 6aKTepiamn, CTIMKMMUK A0 KapbaneHeMIB.

MepexpecHa Pe3NCTEHTHICTb MIXXK MeporneHemMoM i iKapCbKUMK 3ac06amMu, L0 HanexaTb [0 K/aciB XiHOMOHIB, aMiHOrNIKO3UAiB, MaKpPONifiB Ta TeTpauuKIiHIB, 3
ypaxyBaHHAM LiNbOBMX MIKPOOPraHiamis BigCyTHA. TUM He MeHLe, 6akTepil MOXYTb NPOSBAATM PE3UCTEHTHICTb A0 6ifbLL HiXK OAHOM0 Kfacy aHTMbaKTepiaibHNX
npenapaTis y BUNaAKy, KON 3aly4eHnin Jo AiT MexaHi3M BKNHYaE HENMPOHMKHICTbL MemMbpaHu KNiTUH Ta/abo NpUCYTHICTb ethtOKCHOro(-1x) Hacoca(HacociB).
I"paHWyHi 3Ha4eHHA MIC, Wwo 6ynu BU3HAYEHI Y X041 KNIHIYHUX AOCAiMKeHb €BPONENCHKMM KOMITETOM 3 BU3HAUYEHHS YyTAMBOCTI 40 MPOTUMIKPOOHMX npenapaTis
(EUCAST), HaBefieHi HMmXYe.

MikpoopraHi3m YyTnusuii (S), (mr/n) PesncteHTHUIA (R), (Mr/n)
Enterobacteriaceae <2 >8
Buan Pseudomonas <2 >8




Buan Acinetobacter <2 >8
Sreptococcus, rpynn A, B, C, G MpumiTka 6 MpumiTka 6
Streptococcus pneumoniael <2 >2

[HLLi CTPENTOKOKMZ <2 >2

Buan Enterococcus - -

Buan Staphylococcus npumiTka 3 npumiTka 3
Haemophilus influenzael.2 Ta <2 > 2
Moraxella catarrhalis?

Neisseria meningitidis24 <0,25 > 0,25
["paMno3NTMBHI aHaepobu, Kpim <2 > 8
Clostridium difficile

["pamHeraTunBHi aHaepobu <2 >8
Listeria monocytogenes =0,25 > 0,25
["paHMYHI 3Ha4YeHHS, He NoB’A3aHi 3 <2 >8
BMAAMMN MiKPOOpraHi3mis®

1FpaHV|qu 3HaYeHHA MeporeHeMy ans Streptococcus pneumoniae Ta Haemophilus influenzae npu MeHiHriTI cTaHoBAATH 0,25/n Mr/n (4yTAmBi) Ta 1 Mr/n (Pe3nCTEHTHI).
2|1 ITamm MiKpOOpraHiamiB 3i 3HauyeHHAMU MIC, BULIMMK 3a TpaHUYHI 3HavyeHHs S/R, € ayXe piAKiCHUMKW abo MPO HMX Ha AaHWiA Yac He MoBiJOMAANOCA. AHani3n Lioao
ifeHTMikauiT Ta NPOTUMIKPOBHOT YyTANBOCTI NO BiAHOLLEHHIO 40 OY/Ab-AKOrOTakoro i30Ty Heo6XigHO NOBTOPUTH, i KLLO pe3ynbTaT NigTBepMKYETbCS, i3014T HaNpaBNAeTLCA 40
eKcnepTHoi nabopartopii. Jo TOoro yacy, Moku € AaHi Mpo KNiHiYHY BiAnoBigb 4718 BepU(ikoBaHWX i3014TiB 3 MIC, BMLWMMM 3@ NOTOYHI FPaHUYHI 3HAYEHHS PE3UCTEHTHOCTI
(No3HauYeHOo KypCcMBOM), i30/19TV MatOTb PEECTPYBATUCSA K CTINKI.
3L4yTn|/|BiCTb CTaifIOKOKIB 10 KapbarneHeMiB MPOrHO3YETbCA, BUXOAAUN 3 JaHUX YYT/IMBOCTI A0 LeOKCUTIHY.

I"paHNYHI 3HaYEHHS BiJHOCATLCA TiIbKN [0 MEHIHTITY.
5FpaHV|L|Hi 3HaYeHHs, He NOB’A3aHi 3 BU4AMMW MiKPOOpPraHi3miB, 6y/iv BU3HaUYeHi B OCHOBHOMY, BUXOAAYM 3 AaHnx PK/D /L, i He 3anexaTb Big posnoginy MIC okpemux Buiis. BoHu
npu3HaYeHi 419 BUKOPUCTaHHA MO BiHOLIEHHIO [0 BUAIB, He 3a3HayYeHNX y Tabnmui Ta BUHOCKAX. "paHWYHI 3HaYeHHs, He MOB’A3aHi 3 BUAaMK, 6a3ytoTbCA Ha HaCTYMHUX f03ax:
rpaHuyHi 3HavyeHHsa EUCAST 3acTocoByroThCs A0 MeponeHemy no 1000 mr 3 pasn Ha 06y BHYTPiLUHbOBEHHO NPOTAroM 30 XBUMH K HANHWKYOT 403W. PO3rnsganncsa 4o no 21
3 pa3u Ha 406y Npu BaXXKMX iHGEKLIAX i NPy NPOMIDKHUX/PE3NCTEHTHNX FPAHNUYHNX 3HAYEHHSIX.

6 BeTa-nakTamHa YyT/IMBICTb CTPENTOKOKOBUX rpyn A, B, C i G NpOrHo3yeTbCs, BUXOAAYMN 3 Yy TAMBOCTI O NEHILWNIHY.
«—» [MpoBeAEHHSN aHani3y LOA0 BM3HAYEHHS YYTAMBOCTI HE PEKOMEHAYETbCS, OCKINbKN BUA € MOraHOK MILLEHHIO AN NPOBEAEHHS NiKyBaHHA NiKapCbKUM 3aco6oM. 1301aTu

MOXYTb GYTV BU3HAUEHI SIK PE3VNCTEHTHI Ge3 nonepesHbOro TECTYBaHHS.

roLwmnpeHicTb HabyTOI PE3UCTEHTHOCTI MOXKe 3MIHIOBATUCA reorpadivyHo Ta y yaci 419 OKpeMUX BULIB, TOMY 6aXaHO CnupaTucs Ha MicLeBY iH(OopMaLLito CTOCOBHO
PE3NCTEHTHOCTI MiKpOOpraHiamiB, 0CO6/IMBO NPW NiKYBaHHI TSHXKKNX IHPEKLiA. Y pasi Heob6XiJHOCTI, KON piBeHb NOLUMPEHOCTI Pe3UCTEHTHOCTI MiKPOOPraHi3mMiB Ha
MiCLLeBOMY PiBHI € TaKMM, L0 KOPUCTb Bif 3aCTOCYyBaHHSA NiKapCbKOro 3acoby, NpUHaiMHi Mo BigHOLIEHHIO 40 AeAKUX BUAIB IH(EKLIN, BUKINKAE CYMHIBK, Cif
3BEPHYTMCA 3a KOHCY/bTaLi€0 [0 eKCnepTa.

Hwkye nepepaxoByrOTbCA NATOreHHI MIKPOOPraHiamMm, BUXOAAUN 3 KNIHIYHOIO JOCBIAY | TepaneBTUYHUX NPOTOKONIB NiKYBaHHA 3aXBOPHOBaHb.

3a3Bunyali YyTamBi BUAK

"paMno3nTMBHI aepobm

Enterococcus faecalis’

Staphyl ococcus aureus (METULMAIH Yy TAMBWIA)8

Buan Staphylococcus (MeTuuuniH yyTanenia), y Tomy uncni Saphylococcus epidermidis




Streptococcus agalactiae (rpyna B)

Mpyna Sreptococcus milleri (S anginosus, S. constellatus Ta S. intermedius)
Streptococcus pneumoniae

Streptococcus pyogenes (rpyna A)

I"pamHeraTunBHi aepobu

Citrobacter freundii

Citrobacter koseri

Enterobacter aerogenes

Enterobacter cloacae

Escherichia cali

Haemophilus influenzae

Klebsiella oxytoca

Klebsiella pneumoniae

Morganella morganii

Neisseria meningitides

Proteus mirabilis

Proteusvulgaris

Serratia marcescens

["pamno3nTMBHI aHaepobu

Clostridium perfringens

Peptoni philus asacchar ol yticus

Buamn Peptostreptococcus (y Tomy umcni P. micros, P. anaerobius, P. magnus)
"paMHeraTnBHiI aHaepobm

Bacteroides caccae

"pyna Bacteroidesfragilis

Prevotella bivia

Prevotelladisiens

Buaun, Ans skux HabyTa Pe3UCTEHTHICTb MOXE OYTN NPO6aAEMOO
"pamno3nTMBHI aepobtm

Enterococcus faecium?’,9

"paMHeraTnBHiI aepobu

Buan Acinetobacter Burkholderia cepacia
Pseudomonas aeruginosa

3a CBOEK NPUPOAOHD PE3UCTEHTHI MIKPOOPraHi3mMu
I"pamHeraTunsHi aepobu

Senotrophomonas maltophilia

Buan Legionella

IHLWIi MiKpoopraHiamu




Chlamydophila pneumoniae

Chlamydophila psittaci

Coxiella burnetii

Mycoplasma pneumoniae

7Bmp,v1, AKi BUSBUAW NPUPOLHY MPOMIDKHY Yy T/IMBICTb.

8yci METULMNIH-PE3NUCTEHTHI CTaiNIOKOKWN € PE3UCTEHTHUMM [0 MEPONEHEMY.

9|_|OKfi3HVIK_pe3VICTeHTHOCTi > 50 % B 0fHI abo KinbkoX KpaiHax €C. _ o S
Can i Menioifo3: BUKOPUCTaHHS MeporeHeMy Yy Ntofein 6a3yeTbeca Ha faHux YyTamBocTi go B. mallei i B. pseudomallei in vitro i Ha 06MeXeHUX faHuX Y NtoMeN.

Jlikapi NOBMHHI CnMpaTucs Ha HalioHa/bHI Ta/abo MiDXKHapOAHI KOHCEHCYCHI OKYMEHTH, LLIO CTOCYHOTLCA NiKyBaHHSA cany i Menioifosy.

dPapmakoKiHe TuKa.

Y 300pOBMX NKOAEN cepefHii Nepiof HaniBBMBEAEHHS 3 NIa3MM KPOBi CTaHOBUTb MPUOIN3HO 1 roAnHy; cepeHili 06’eM po3noginy cTaHoBUTb NpubansHo 0,25 n/kr
(11-27 n); cepepHil KnipeHc cTaHOBUTb 287 M/I/XB NpKU 3aCTOCyBaHHI npenapaTy y Ao3i 250 Mmr, 3i 3HWXKeHHAM KnipeHcy Ao 205 MA/XB npwy 3aCTOCYBaHHI Npenaparty
y [o3i 2. [Npu 3acTocyBaHHI npenapaty y fo3ax 500, 1000 i 2000 mr, wo BBOAWAN Yy BUTNALI iHQY3IT npoTarom 30 XBUIWH, cepeaHi 3HayeHHs Cmax BIAMOBIAHO
CTaHOBNATb NpnbansHo 23, 49 i 115 mkr/mn; BignosigHi 3HaveHHs AUC ctaHosuin 39,3, 62,3 1 153 Mkrxrog/mn. icns npoBefeHHs iHQY3iT NpoTarom 5 XBuavH
3HayeHHs Cmax cTaHoBNATb 52 1 112 MKr/mn npu BBefeHHI npenapaTy y go3ax 500 i 1000 mr signosigHo. Mpu BBefeHI KibKOX 403 npenapaTy KoXHi 8 rogmH
nawieHTaMm 3 HOpMasIbHOK (PYHKLIIED HUPOK HAKOMUYEHHA MepPOrNeHeMy He CNoCTepiraiocs.

Y xopfi NpoBefAeHHs AOCNIMKEHHS 3 yyacTio 12 nauieHTiB, SKMM BBOAWAN MeporeHem Yy f03i 1000 Mr KOXHI 8 roAvH nicns npoBeAeHHs XipyprivyHoi onepayii 3
npuBOAY IHTPaabaoMiHanbHUX iHDEKLIN, 6y BUABMEHI 3HAUYEHHS NOKa3HMKIB Cmax i nepiogy HaniBBMBEAEHHS, SKi BiANOBIAaOTb NMOKa3HMKaM 3[40POBUX NHOAEN,
ane 6inbLUKiA 06°eM posnoginy (27 n).

Posnogin

CepefHe 3HayeHHs 3B’A3yBaHHA MeporeHemy 3 6ifikamy niasmy KpoBi CTAHOBWMIO NPUGM3HO 2 % i He 3a/1exano Bif KOHLUeHTpauil npenapary. IMicns wemuakoro
BBefeHHA npenaparty (5 XBUIMH abo MeHLUe) (hapMakoKiHeTMKa € BieKCNOHeHLia/lbHOK, a/le Lie € Habarato MeHLW o4eBUAHUM nicnis 30-XBUAMHHOI iHY3iT. byno
BUSABNEHO, WO MeporneHemM A06pe NPOHMKAE Yy [esKi pPifuHM Ta TKaHWHW OpraHi3My, BK/IKOUakouu fereHi, 6poHXiaslbHUiA CEKPET, YKOBY, CMUHHOMO3KOBY PiUHY,
TKaHVIHWN CTaTEBUX OPraHiB XIHKW, LWKipy, acuii, M’a31 | NepuTOHeaNbHI eKCyaTw.

MeTtab60o/i3m

MeponeHeM MeTaboni3yeTbCs LUASXOM Fifponi3y 6eTa-nakTaMHOro KifbLs, YTBOPHOKOUN MIKPO6IONOriyHO HeaKTMBHMI MeTaboniT. B ymoBax in vitro MeponeHem
[EMOHCTPYE 3HVXEHY CNPUAHATAMBICTL O rigponidy nig pieto gerigponentugasu-1 (4FM-1) nogMHY NOPIiBHAHO 3 iMiNeHeMOM i NoTpe6u B OLHOYACHOMY
3acTocyBaHHi iHri6iTopa A M-I Hemae.

BuBegeHHA

MeponeHeM y nepLly Yepry BUBOAUTLCA Y HE3MIHEHOMY BUTNAAI HUpKamu; 61mn3bko 70 % (50—75 %) fo3v npenapaty BUBOAUTLCA Y HE3MIHEHOMY BUTNAA4I MPOTArOM
12 roguH. LLe 28 % BuaingeTbca y BUrNai MiKpo6ionoriyHo HeakTMBHOIo MeTaboniTy. BuBefeHHs 3 KanoM siBise coboto nuiie 6am3bko 2 % Big A03v. BUMipsHU
HUPKOBWI KNipeHC Ta epeKT npobeHeLmay NoKasyoTb, L0 MeporneHem NifAaeTbea AK QinbTpauil, Tak i KaHabLEeBI cekpewil.

HunpKoBa HeJOCTATHICTb

MopyLUEHHS (YHKLIT HAPOK 3YMOB/IHOE NOSBY BUCOKMX NoKa3HMKiB AUC y nna3mi KpoBi | TpmBanilunin nepiof HaniBBMBEAEHHS AN MeponeHeMy. CnocTepiranocs
36iMbLUeHHA nokasHKKiB AUC y 2,4 pa3a y nauieHTiB 3 MOMIpHUM NMOpYLLEHHAM (YHKLIT HUPOK (KnipeHe KpeaTuHiHy (KK) 33-74 mn/xB), y 5 pa3iB — y NauieHTIB 3
TSOKKUM nopyLleHHAM yHKUIT HMpoK (KK 4-23 mn/xB) i B 10 pa3iB — y nNauieHTiB, fKi nepebysatoTb Ha remogianisi (KK <2 Mn/xB) MOpiBHAHO 3i 30pOBUMM
ocobamn (KK >80 mn/xs). MokasHnkn AUC MiKpo6ionoriYHo HeakTUBHOrNO MeTaboniTy 3 BIAKPUTMM KiflbLEM TakKOX 3Ha4YHO MiABULLYBasMCA Y MNaLieHTIB 3
nopyLUeHHAM (DYHKLIT HAPOK. Kopekuis fo3u npenapaTty peKOMeHAYETHCA NnauieHTaM 3 NMOMIPHUM Ta TSHXKKMM MOPYLUEHHAM (DYHKLIT HMPOK (auB. po3gin «Cnoci6




3aCTOCyBaHHA Ta L03u»).

MeponeHeM BUBOAUTBLCA LLMISAXOM remMmoAianisy 3 KnipeHcoM, Wwo 6yB Mij vac npoBefeHHs remMogianisy npnbnnsHo B 4 pasun BULMIA, HIXX Y MaLiEHTIB 3 aHypi€eto.
[MeyiHKOBa HEJOCTATHICTb

JocnifpKeHHs 3 y4acTio NaLieHTIB 3 a/IKOro/IbHUM LMPO30M MeYiHKM NMOoKasye BIACYTHICTb B/IMBY 3aXBOPHOBAHHSA MEYIHKN Ha (hapMaKOKIHETVMKY MeporneHemMy nicns
3aCTOCyBaHHS NMOBTOPHUX 03 Npenapary.

Jopocni nauieHTu

JocnimpkeHHs hapMaKOKIHETUKK, NPOBEAEHI 3 y4acTio MalieHTIB, He BUSBUAM 3HAYHUX (DapMaKOKIHETUYHMX BigMIHHOCTEW MOPIBHSAHO 3i 340pOBMMM 0cobGamu 3
aHasIoriyHoK (hyHKUIEH HMPOK. MonynsauiiHa Moaenb, po3pobneHa Ha OCHOBI AaHUX 79 MauieHTiB 3 iIHTpaabaoMiHa/IbHOK iH(EKLIEHD abo MHEBMOHIEND, NOKa3ana
3a/1eXHICTb OCHOBHOI0 06°€MY Bifi Macy Tina, KNipeHcy KpeaTuHIHY i BiKy.

ditn

JocnimpkeHHs hapMakoKiHETUKIN Y HEMOBNAT i AiTel 3 iH(eKLieto Npu 3acTocyBaHHI Npenapaty y gosax 10, 20 i 40 Mr/Kr NpoAeMOHCTPYBan 3Ha4yeHHs Cmax, Lo
HabIMXKatoTbCA [0 3HAYEHb, BUSBMIEHNX Y [OPOCNMX MICNA 3aCTOCYBaHHA npenapaty y gosax 500, 1000 i 2000 Mr BiAMOBIAHO. Y X0A4i NPoBeAeHHA NOPIBHAHHA 6ynn
BUABMEHI (PapMaKOKIHETMYHI XapaKTePMUCTUKIN MIDXX A03aMuy nNpenapaTy i nepiofaMmun HaniBBMBEAEHHS, NOAIOHI 0 TakuX, WO cnocTepiranncs y JOpocnnx, y BCiX, Kpim
HaNMONOALLIMX MaLieHTiB (< 6 micauis t1/2 1,6 roguH). CepefiHi 3Ha4eHHA KipeHCy MeponeHemy cTaHoBuau 5,8 mn/xs/kr (6-12 pokis), 6,2 Mn/xB/Kr (2-5 pokis),
5,3 Mn/xB/Kr (6—23 micaui) i 4,3 mn/xs/kr (2-5 micauis). Mpn6amsHo 60 % [03K BUBOAMTLCA 3 CEYEr NPOTAroM 12 roguH y BUrnsai MeponeHemy ta we 12 % —y
BUrNAL4I MeTaboniTy. KoHUeHTpau il MeponeHeMy Yy CIMHHOMO3KOBIN PiAWHI y AiTe 3 MEHIHFITOM CTaHOBNATb Npn6am3Ho 20 % Bif 0AHOYACHO BUSB/IEHNX PIBHIB
npenaparty y nnasmi KpoBi, Xo4ya Mae MicLie 3Ha4yHa MiXKiHAMBIAyaibHa BapiabesibHICTb NOKa3HUKIB.

PapMaKoKiHETVKa MepOMneHeMy Y HOBOHapPOKEHMX, AIKUM 3aCTOCOBYBa/IM aHTMOaKTepiasibHe NiKyBaHHSA, NPOAEMOHCTPYBa1a BULLMIA KNiPEHC Y HOBOHAPOKEHNX 3
GiNbLINM XPOHONOriYHMM abo recTauiliHMM BIiKOM i3 3ara/lbHUM cepefHiM nepiogom HaniBeMBeAeHHs 2,9 rogmHn. MogentoBaHHS npouecy 3a MoHTe Kapno 3
ypaxyBaHHAM nonynauiiHoi ®K-mogeni nokasano, Wo npy pexuMi gosyBaHHS 20 Mr/Kr KOXHiI 8 roguH 6yno pocarHyto T>MIC 60 % Mo BigHOLLEHHIO [0
P. aeruginosa 'y 95 % HOBOHaPOKEHWX, SIKI HAPOAUUCA NepeaYvacHo, iy 91 % AOHOLLIEHUX HOBOHAPOPKEHMX.

[MawieHTN NiTHLOr 0 BiKY

JocnifpkeHHs hapMaKOKIHETUKN Y 340POBMX OCI6 NITHLOro BiKy (65—-80 poKiB) MoKasanv 3HWKEHHA KNiPeHCY Mna3Mmn KPoBi, WO KOPESOE 3i 3HMXKEHHSM KIipeHCy
KpeaTuHiHy, MOB’A3aHNM 3 BIiKOM, & TaKOX He3HayHe 3HMXKEHHA HEeHMPKOBOrO KipeHcy. Kopekuis [031 npenapaTy He MOTpibHa mauieHTam NiTHLOro BiKy, 3a
BUHATKOM BUMaAKiB MOMIPHOIO I TAXKOr0 NMopyLUeHHS (PYHKLIT HAPOK.

KniHiYHI XapaKTepUCTUKN.
Noka3aHHA.
MepoHeM NokKaszaHui Ans NiKyBaHHA TakMX IHPeKLin y JopocnnX i AiTei BiKOM Bif 3 MicCALLIB:

MHEBMOHIT, Y TOMY YMCNi HErocniTasibHOT Ta rocniTa/ibHOI MHEBMOHIT;

OpoHXxonereHeBUxX iHMEKLi Npy MyKOBICUMAO3I;

YCKNagHeHMX iH(eKL i CEHOBUBIAHUX LLNAXIB;

YCKNaHEeHNX IHTpaaboMiHaNbHUX IH(eKLii;

iH(heKLii nig Yac Nonorie i NiICASNONOroBMX iHEKLii;

YCKNaAHEHMX THEKLIN LLKIPKU | M’ IKUX TKAHWUH;

- TOCTPOro 6aktepiaibHOro MeHIHTITY.

MepoHeM MOXKHa 3aCTOCOBYBATU /151 /TiIKYBaHHS NaLiEHTIB 3 HEUTPOMEHIEHD | IMXOMaHKO NP Nifo3pi Ha Te, L0 BOHA CNpUYNHEHa GaKTepiaibHOK IHgeKLier0.
NikyBaHHA NayieHTiB 3 6akTepieMieto, sika NOB’s3aHa abo MOXKe Oy TM NOB’A3aHa 3 6y Ab-AKOH 3 3a3HAYEHNX BULLE iIH(EKLIA.



Cnig BpaxoByBaTu o(iLiiHi pekomeHauiT L0 BiAMOBIAHOMO 3aCTOCYBaHHA aHTMbaKTepialbHUX NpenapaTis..

IMpoTnnoKasaHHA.

MigBuULLEHA YYTAMBICTb [0 AiK0YOT pe4oBUHM abo 40 6yAb-AKOI3 4OMOMIKHUX PEYOBMH npenapary.

MigBvLLeHa Yy TAMBICTb A0 6YyAb-AKOr0iHLIOro aHTUbaKTepiabHOro 3acoby rpynu KapbaneHemis.

TsKKa NiABMLLEHA YYTAMBICTbL (HANPUKIAL aHaINaKTUYHI peakLil, TSXKKI peakui 3 60Ky LKipW) 40 6yAb-AKOrOIHLLIOro TUNy 6eTa-n1akTaMHOro aHTM6aKTepiasibHOro
3aco0y (Hanpuknag neHiumniHie abo LedanocrnopuHiB).

B3aemogisi 3 iHLLIMMW NiKapcbKUMM 3ac06aMu Ta iHLWi BUAW B3AEMOLIA.

JocnifpKeHHs LWoAo B3aeMOiT npenapaty 3 iHWMK NiKapcbKMMK 3acobamu, KpiMm npobeHeumay, He NPoBOANIIN.

MpobeHeun KOHKYPYE 3 MEPONEHEMOM LLIOA0 aKTUBHOMO KaHa/bLIEBOT0 BUBEJEHHS | TaKUM YMHOM MPUTHIYYE HAPKOBY eKCKPeLito MeponeHeMmy, LLLO NPU3BOAUTL 0
36i/bLUEeHHA Mepiogy HaniBBMBEAEHHA Ta MifABMLLEHHS KOHLUEHTpauii MeponeHemy Yy nnasmi Kposi. Cnif nposBnatv 06epexHicTb Yy BMNafgKy O4HOYAaCHOro
3aCTOCyBaHHSA NPO6eHeunay 3 MePOMNEeHEMOM.

MoTeHLiiHWIA BNIMB MEPOHEMY Ha 3B’A3yBaHHA 3 6ilkaMu iHLWMX NpenapaTtis abo MeTaboni3m He BMBYABCA. MpoTe 3B’A3yBaHHA 3 6i/IKaMU HACTI/IbKN HE3HaYHE, Lo
B3aEMOZIT 3 IHLLUMMU CMOTyKaMu 3 ypaxXyBaHHAM LibOr0 MexaHi3My MOXHa He O4iKyBaTMu.

Mpy ogHOYaCHOMY 3acTOCyBaHHI 3 KapbaneHemamun Oy/0 3apeecTpoBaHO 3HWKEHHS PIBHIB Ba/lbMPOEBOI KMCNOTU B KPOBI, Y pe3y/nbTaTi YOro 3HMXKEHHSA PiBHIB
Ba/IbMPOEBOI KNCMOTU NPUBM3HO 3a 2 AHI cTaHoBMN0 60-100 %. Yepes WBNAKMIA MOYATOK AiT Ta CTYMNiHb 3HMKEHHS 04HOYACHE 3aCTOCYBaHHS Ba/lbMPOEBOI KUC/IOTU
/Banbnpoaty HaTpito/BanbnpoMigy i kapbaneHeMiB BBaXKAeTbCs TaKMM, L0 He NIAAAETbCS KOPUTyBaHHIO, TOMY Cif YHUKaTW Takol B3aemofii (AvB. po3ain
«OC06/IMBOCT I 3aCTOCYBaHHS»).

[MepopabHi aHTUKOAry/IsSHTY

OfHoYaCHe 3aCTOCyBaHHS aHTMOIOTWKIB 3 Bap(apuHOM MOXe MOCU/IKOBATW MOro aHTUKOArynsaHTHUIA eekT. Byno 3apeecTpoBaHO 6Garato MOBIAOMJIEHb NPO
MigBULLEHHSA aHTMKOAry/NfgHTHOIO eqieKTy MepopasibHUX aHTUKOArynsHTHUX Mpenapatis, y TOMY YuCAi BapgapuHy, Yy nauieHTiB, AKi O4HOYACHO OTPMMYHOTH
aHTMbakTepiasibHi npenapatn. PU3VK MOXe 3MIHIOBATUCA 3a/1eXKHO Bif BWAY OCHOBHOT iH(eKUil, BiKY i 3araJibHOro CTaHy naui€eHTa, TakMM YMHOM BHECOK
aHTMbaKTepiaslbHMX npenapartiB y NiABuLLEeHHS piBHIB MHB (Mi>XHapo4HOro HOpMani3oBaHOrO BifIHOLLEHHS) OLiIHUTK BaXKKO. PEKOMEHAYETHCA MPOBOAUTU YaCTUi
KOHTPO/b piBHIB MHB npoTsarom ta ogpasy nicns 04HOYaCHOr 0 3aCTOCYBaHHA aHTUMOIOTUKIB 3 MePOpPa/ibHNUM aHTUKOArynsaHTOM.

ditm

Yci focnigpKeHHsA NiKapCbKMX B3aEMOZAI NPOBOAUIN TiflbKN Y JOPOC/MNX.

OC06/MBOCTI 3aCTOCYBaHHS.

Mpn BGOpPI MeponeHeMy K 3ac00y NliKyBaHHSA Cnif 6paTty 40 yBaru JOUiNbHICTb 3aCTOCYBaHHA aHTMbaKTepiasibHOro 3acoby rpynu KapbaneHemis, BPaxoBYHUM Taki
(haKTopU K TSHKKICTb IHQEKLT, NOLMPEHICTb PE3UCTEHTHOCTI A0 IHWKWX BiAMNOBIAHMX aHTMOGaKTepianbHUX 3ac06iB, a TaKOX PU3NK BMOOPY npenapaty LoAo
6aKTepiil, CTIiKMX A0 KapbaneHeMiB.

Pe3ncTeHTHICTbL BUAIB Enterobacteriaceae, Pseudomonas aeruginosa ta Acinetobacter

Y €sponeiicbkoMy CoH03i pe3ncTeHTHICTb A0 neHeMiB Enterobacteriaceae, Pseudomonas aeruginosa i Acinetobacter BapitoeTbcs. Mpy Npu3HadeHHi npenapaTy
PEKOMEH/YETbCSA BPax0oBYBaTU MiCLIEBY PE3UCTEHTHICTb LMX 6aKTepiil 40 NEHEMIB.

PeakLyii rinepyyTanBocCTi

AK | Npyn 3aCTOCYBaHHI IHLWNX GeTa-NakTaMHUX aHTUOIOTKKIB, NOBIAOM/SANOCA NPO BMNALKW CEPO3HMX, a IHOAI 3 NeTalbHUMK HacniaKaMu, peakuiin nigBuLLeHoT
4yTANBOCTI (AMB. po3ainu «poTunokasaHHa» Ta «o6ivHi peakLii»).




MayieHTn, y AKUX B aHaMHe3i 3apeecTpoBaHi BUNagKM NiABULLEHOT YyTAMBOCTI A0 KapbaneHeMiB, MEHIUMIHIB ab0 IHWKX 6eTa-nakTaMHUX aHTUOIOTUKIB, MOXYTb
TakoX MaTu MiABULLEHY YYTAMBICTb [0 MeporeHemy. lMeped noyaTtkom Tepanii MeponeHeMOM Cif NPOBECTU peTesibHe OMUTYBAHHA LLOAO MOMepefHiX peakuii
NiABWLLEHOT YYTNBOCTI A0 6eTa-NakTaMHUX aHTUOIOTUKIB.

MMpK BUHWKHEHHI TSXXKOT aneprivyHoi peakLil 3acToCcyBaHHA npenapary c/ig npunuH1UTY Ta BAaTUCA A0 BiAMNOBIAHMX 3aX04iB.

MoBigomMnAnocs NPo TAKKI NOGIYHI peakyii 3 60Ky LWKipW, Taki SK cuHApoM CTiBeHca—[>KOHCOHa, TOKCUYHWIA enifepMasibHUin HEKPONi3, MeAMKaMeHTO3Ha anepris 3
eo3nHoinieto i cucteMHMU cumnTomamu (DRESS-CMHAPOM), MyNbTUQOPMHA epyUTeMA Ta FOCTPUI TeHepasizoBaHUI eK3aHTEMaTO3HWUIA NYCTY/NbO3, Y NaLieHTIB, AKi
OTpUMYBann NikyBaHHs MeporieHeMoM (AMB. po3ain «Mo6iuHi peakuii»). Y pasi NosiB/ 03HaK Ta CUMMTOMIB, WO CBig4aTb NPO L peakLiii, MeponeHem Cnif HeramnHo
BIAMIHUTY | PO3rNAHYTY aNbTepHATUBHE NiKYBaHHS.

KoniT, NoB’A3aHWiA i3 3aCTOCYBaHHSAM aHTUOIOTUKIB

Mpn 3acToCyBaHHI NPaKTUYHO BCiX aHTMOaKTepianbHUX Npenaparis, y TOMY YMCni MeponeHeMy, 6y 3apeecTpoBaHi BUMaAK1 KoNiTy, MOB’A3aHOr0 i3 3aCTOCYBaHHAM
aHTMGIOTKMKIB, | BMNALKM NCEBLOMEMOPAHO3HOIO KOMITY, CTYMiHb TSXKKOCTI SIKUX MOXKe BapitoBaTW Bif, /IErKOro 40 Takoro, Lo CTaHOBUTb 3arposy XUTTH. Tomy
BaXK/IMBO NPUAHATI A0 yBarn MOX/MBICTb TaKOro AiarHo3y y nauieHTis, Y SKMX nif yac abo nicns 3acTocyBaHHA MeponeHeMy BUHMKNA Aiapes (AnB. po3ain «IMobiyHi
peakuii»). Cnig po3rnsaHyTV NMUTaHHA NPO NPUMNUHEHHSA NiKyBaHHA MepOrneHeMOM Ta 3aCTOCYBaHHS CreuMpivyHOro nikyeaHHs, cnpsmosaHoro npotu Clostridium
difficile. He cnig npysHauaTtv nikapcbki 3aC00U, SKi NMPUTHIYYOTb NEPUCTANITUKY KULLIEYHUKY .

Cynomu

IMig yac nikyBaHHs kapbaneHeMamu, y TOMY YMCAi MEPONEHEMOM, PiAKO NOBIAOMAANIN MPO CyAoMM (AUB. po3ain «IMobiuHI peakuii»).

KOHTPO/Ib (DYHKLIT NeYiHKK

Y 3B’S13KY 3 PU3MKOM PO3BUTKY MEeYiHKOBOT TOKCUYHOCTI (NOPYLUEHHS (DYHKLIT MEeYiHKM 3 X0NeCTa3oM i LMTOMI30M) Nif Yac NiKyBaHHA MeporneHemMoM Chif, PeTesIbHO
KOHTPONtOBATM NeYiHKOBI PYHKUIT (41B. po3ain «10o6ivHI peakuii»).

3acTocyBaHHA npenapary nauieHTam i3 3aXBOPHOBaHHAMM MeYiHKW: Mif Yac NikyBaHHA MePOrNeHeMOM Y NaLieHTIB 3 Y)Ke ICHYHUMMM 3aXBOPIOBAHHAMM MeYiHKK Cij,
peTesIbHO KOHTPONKOBATM MEeYiHKOBI (hyHKLiT. KopuryBaHHS 031 npenapaTy He nNoTpioHe (4uB. po3ain «Cnocib 3acTocyBaHHA Ta [03u»). CepoKOHBEPCis NPsAMOro

aHTUrNo6yniHoBoroTecty (peakuia Kymbca)

JlikyBaHHS MeporneHemMoM MOXe MPU3BECTU 40 BUHUKHEHHSA NO3UTMBHOT NPAMOI/HenpsaMoi peakuil Kymo6ca.

OpHoYacHe 3acToCyBaHHA MeponeHemy | Ba/lbMPOEBOI KMCNOTU/BaNbNPOATy HaTpito/Ba/iblpoMigy He PeKOMeHAYETbCs (AMB. po3fin «Bsaemopgia 3 iHWMMK
NiKapCbKMMKM 3aco6ammn Ta iHLWi BUAW B3AEMOLi»).

MepoHem, 500 Mr: Lei NikapcbKuin 3acib MICTUTL 45 Mr HaTpito Ha (piakoH 06’emoM 500 Mr, WO eKBiBaNleHTHO 2,25% MaKCUMasbHOI A060BOT 403K HATPItO ANs
fopocnor namHmn (2 1), pekomeHgosaHoi BOO3.

MepoHeM, 1000 mMr: uUel nikapcbkumia 3aci6 Mictutb 90 Mr HaTpito Ha hnakoH 06’emom 1000 Mmr, WO eKBiBasIeHTHO 4,5% MakKCUMa/bHOT J060BOT 03U HATPito 4/1s
[0poCnoT NoAnHN (2 1), pekoMeHgoBaHoi BOOS.

3acTocyBaHHA y nepiof BarimTHOCTI abo rogyBaHHs rpyaato.

BariTHicTb

[aHi 11040 3aCTOCYBaHHA MeponeHeMy BariTHUM >XiHKaM BiACYTHI ab0 TX KifIbKiCTb 0OMeXeHa.

JocnifpkeHHs Ha TBapuHax He BUABWUAKN NPAMUX abo onocepefKoBaHMX e(eKTiB PenpoAyKTUBHOI TOKCUYHOCTI. Y SKOCTI 3amo6iKHOro 3axofy 6akaHo yHUKaTu
3acToCcyBaHHA MeporneHemy Mig vyac BariTHOCTI.

["opyBaHHA rpyAato

MoBifoMnanocs, WO HeBenvKa KislbKiCTb MeporneHeMy NPOHWKAE Y TpyAHe MOJIOKO MI0AMHWU. MeporneHeM MOXHa 3aCTOCOBYBATW MpuW NakTauil nne y BUMagKax,
AKLLO OYiKyBaHa KOPUCTb A/1 MaTepi NepeBuLLYe NOTEHLIAHNIA PUSMK NS QUTUHW.



34aTHICTb BNAMBATW Ha LWBUAKICTb peakuii Npy KepyBaHHI aBTOTPaHCNOPTOM abo iHLLIMMKU MeXaHi3MaMu.

JocnifpkeHHs BNAMBY Npenapaty Ha 34aTHICTb KepyBaTy TPaHCNOPTHUMY 3acobamu Ta npawtoBaTi 3 MexaHi3Mamuy He NPOBOAUIIN.

Mpn KepyBaHHI aBTOTPAHCMOPTOM abo PO6OTI 3 iHWMMKM MexaHi3MaMU PEKOMEeHAYETbCA AOTPUMYBATUCS 0CO6GMBOI 06EPEXHOCTI, BPaxOBYHOUM MOX/MBICTb
PO3BUTKY r0MI0BHOr0 6010, NapecTesiin abo cyaom, Npo SKi NOBiAOM/ISNOCH NPW 3aCTOCYBaHHI MEPOMEHEMY.

Cnoci6 3acToCcyBaHHS Ta [03M.

J03yBaHHs

HaBeaeHi HKYe Tabnuui MICTATb 3ara/ibHi peKoMeHaauii Woao 403YBaHHS NiKapCbKOro 3acoby.

[l03a MeponeHemy i TpMBaNiCTb NiKyBaHHA 3a/1eXMWTb Bif BUAY 30yAHMKA XBOPOOU, TAXKKOCTI 3aXBOPIOBAHHA Ta BifMnoBiAi Ha NiKyBaHHS.

MepoHeM NpK 3aCTOCYBaHHI y A03i 40 2 T Tpudi Ha Aoby y AOpoCauX Ta AiTel 3 Macoto Tina 6inblie 50 Kr Ta y 4o3i 4o 40 Mr/Kr Tpuyi Ha goby y AiTei Moxe 6yTu
0c06MMBO AOLIMBLHUM MPU NiKYBaHHI AeSKUX BWUAIB IH(EKUiN, CNPUUYMHEHMX MEHLL 4YyTIMBUMKW BuAaMu 6GakTepiii (Hanpuknag, Buan Enterobacteriaceae,
Pseudomonas aeruginosa, Acinetobacter), abo npu fy>ke THKKMUX THPeKLifX.

Heob6XigHO AOTpUMYBATMCA LOAATKOBMX PEKOMEH ALl LLOAO A03YBaHHA NPW NiKyBaHHI NaLEHTIB i3 HUPKOBOK HEAOCTATHICTHO (AUB. HKYE).

Tabnuus 1
PekoMeHa0BaHi 03V 415 4OPOCAMX Ta AiTeil 3 Macolo Tina 6inbe 50 Kr
IHeKuia OpfHopa3oBa f03a A/19 BBEAEHHS KOXKHI 8 roguH

IMHEBMOHis, Y TOMY YMC/li HerocniTasibHa Ta 500 mraéo 1r

rocrnitasibHa NMHeBMOHis

BpoHxonereHesi iHPeKLIT Npy MyKOBICLMAO03I 2T

YcKnagHeHi iH(eKuiT cCe4HOBMBIAHNX LLNAXIB 500 mr a6o 1 r

YcknagHeHi iHTpaabaoMiHanbHi iHQeKLiT 500 mraéo 1r

IHbeKUiT nig Yac nonoris i NiCNAN0N0roBi IHMeKUiT 500 mra6o 1r

YcknafHeHi HEKLIT WKIpKY | M’ AKX TKaHWH 500 mra6o 1r

[CocTpwin GakTepianbHUIA MEHIHTIT 2T

NikyBaHHS NauieHTIB 3 PebpUNbHOK HEUTPOMEHIED ir

MepoHeM 3a3BMYain CNif, 3aCTOCOBYBATW Y BUTNAAI BHYTPILLUHBLOBEHHOI iH(Y3iT TpuBanicTio Big 15 A0 30 XBUNKH.

Kpim TOro, fo3n npenapaty 40 1r MOXHa BBOAUTWU Yy BUMNAAI BHYTPILUHLOBEHHOI GOMOCHOT IH’EKUiT NPOTAroM NpuonusHo 5 xBunuH. LaHi 3 6e3neku, Wwo
NiATBEPAKYHOTb BBEAEHHS A0POC/IUM NpenapaTy y A03i 2 'y BUrNsAI BHYTPILLHbOBEHHOT 60MKOCHOT iH’EKLIT, 0OMEXEHI.

MopyLueHHs hyHKLIT HUPOK

Tabnuugs 2
PekomMeHao0BaHi f031 npenapaTy Ans 4OPOCAMX Ta AiTel 3 macoto Tina binbe 50 Kr, SKLWO0 KiPeHC KpeaTUHIHY Y nayieHTiB CTaHOBUTb MeHLe 51 mn/xs
KnipeHc KpeaTuHiHY OpHopasosa fo3a YacToTa
(Mn/xB) (aws. Tabnuuto 1)
26-50 NnoBHa 0 HOPa30Ba f03a KOXHI 12 rogunH
10-25 Nno/sI0BMHA OHOPA30BOT 403K KOXHI 12 rogunH
<10 Nno/sI0BMHA 0HOPA30BOT 403K KOXHi 24 rognHmn




[aHi, Wo nigTBepAKyt0Tb 3aCTOCYBaHHA BKazaHUX y Tabnuui 2 103 npenapaty, BiAKOPUroBaHUX Ha OAVUHULIKO 031 2 T, 0OOMEeXXeHi.

MeponeHeM BUBOAUTLCA 3a JOMOMOIO0 remogiasnidy Ta remoinbTpaLii, ToMy HeobXiAHY 403y npenapary cij BBOAUTY NiCNs 3aBepLUEHHS NpoLeaypy remogianiay.
PekomeHAaLii WoA0 BCTAHOB/IEHOT 403W Npenapaty ANa NauieHTiB, AKi OTPUMYHOTb NepUTOHeaIbHUIA Aiani3, Hemae.

MopyLUEHHS (OYHKLIT NeYiHKK

[N nauieHTIiB 3 NOPYLLUEHHAM (PYHKLUIT MEYIHKN KOPUTyBaHHA 031 nNpenapaTy He NoTpioHe (AMB. po3ain «OcobAMBOCTI 3aCTOCYBAHHS»).

[lo3yBaHHsA 418 nayieHTiB NI THLOrO BiKy

[N nauieHTIiB NiTHLOrO BiKY 3 HOPMa/IbHOO (DYHKLIIE0 HUPOK ab0 3i 3HaYeHHAMM KITIPEHCY KpeaTuHIHY BuLLe 50 MN/XB KOPUTryBaHHSA 031 He NoTPiGHe.

[iTwn BiKom 0 3 micaLiB

Hemae gaHux npo 6e3neky Ta eeKTUBHICTb MEPOMNeHeMy Y AiTeil BikoM A0 3 MICAUIB, | ONTUMA/IbHUIA PEXUM [03yBaHHSA He BCTaHOBMEHWIA. ICHYIOTb OOMEXeHI
(hapMaKOKiHETUYHI faHi, Ki 06I'PYHTOBYHOTb 3aCTOCYBaHHS 031 MeporeHemy 20 MI/Kr KOXHi 8 roguH (AnB. po3ain «PapmakoKiHe TUKa).

Tabnuusa 3
PekomMeHa0BaHi 103y NpenapaTy Ana AiTei Bikom Big 3 micsuis o 11 pokisi 3 macoto Tina go 50 kr
IHeKuia OpfHopa3oBa f03a A/19 BBEAEHHSA KOXKHI 8 roguH

IMHEBMOHis, Y TOMY YMC/i HerocniTasibHa Ta 10 a60 20 mr/kr macu Tina

rocrnitasibHa NMHeBMOHis

BpoHxonereHesi iHPeKLIT Npy MyKOBICLMAO03I 40 mr/kr macu Tina

YcKnagHeHi iH(eKuiT ce4HoBMBIAHUX LLNAXIB 10 abo 20 mr/kr macu Tina

YcknagHeHi iHTpaabaoMiHanbHi iHQeKLiT 10 a60 20 mr/kr macu Tina

YcKnagHeHi iH(eKuiT WKIpY | M’ SKUX TKaHUH 10 a60 20 mr/kr macu Tina

CocTpwin GakTepianbHUIA MEHIHTIT 40 mr/kr macu Tina

NikyBaHHS NauieHTIiB 3 PebpunbHOLO HeTponeHieto | 20 Mr/Kr macu Tina

[iTn 3 macoro Tina 6inbe 50 Kr
Cnip 3acTocoByBaTtu 03y, AK 419 LOPOC/IMX MaLieHTIB.
[JocBify 3acTocyBaHHA npenapary AiTAM 3 NOPYLUEHHAM (DYHKLIT HUPOK HEMaE.

Cnoci6 3acTOCyBaHHS

MepoHeMm 3a3BUYaii CNif 3aCTOCOBYBATW Y BUINALI BHYTPILLHbOBEHHOT iH(Y3iT TpyBanicTio Big 15 Ao 30 xBunnH. Kpim Toro, go3m meponeHemMy Ao 20 Mr/Kr MOXyTb
OyTV BBefeHI Y BUTNSAAI BHYTPILUHbOBEHHOT BO/TOCHOI iH’EKLIT MPOTAroM NpubAn3Ho 5 xBunuH. daHi 3 6e3neku, Wwo NigTBepAKYHOTs BBEAEHHS 4ITAM npenapaty y
003i 40 Mr/Kr y BUrnsiAi BHYTPiLLHbOBEHHOT 60MHOCHOT iH’EKLIT, 0OMEXEHI.

[poBeAeHHS BHYTPILLUHLOBEHHOT O0/IKOCHOT iH’ EKLLIT

PO34MH An1st 60/IKOCHOT 1H’EKUIT CNif roTyBaTV LUISXOM PO3YMHEHHS NIKAPCLKOr0 3ac00y MepoHeM Yy BOAi AN5 iH’EKLi 40 OTPUMaHHSA KOHUeHTpau it 50 mr/mn.
XimiyHa i pisnyHa cTabiNbHICTb MPUrOTOBAHOI0 PO3YMHY A/ GOMKOCHOT iH’eKLiT 6yna NpogeMOHCTpoBaHa NpoTAroM 3 roauH npu temnepatypi go 25°C abo
12 rofiuH B XonoaubHuUKY (2-8 °C).

3 MiKpo6ionoriyHol TOYKM 30pYy, AKLWO METOA BiAKPWUTTS/BIAHOBNEHHS/PO3BEAEHHA HE BUK/KOYAE PU3MKY MIKPOGIONOriyHOro 3abpyfaHeHHs, NiKapcbKnin 3acib
HeobXigHO BUKOPUCTATU HeranHo.

FAKL0 NikapcbKumii 3acib oapasy X He BUKOPUCTAHO, CAif PeTeIbHO KOHTPOIKOBATW TePMIH Ta YMOBW Oro 36epiraHHs MpUroToBaHoro po3ymHy.




[poBeAeHHS BHYTPILUHbOBEHHOT iHY3IT

PO34YMH Ansa HQY3IT cig roTysaTtu WASXOM po34MHEHHS NiKapcbKoro 3acoby MepoHeM y 0,9 % po3unHi HaTpito xnopuay Ans iHysii abo y 5 % po3unHi rnokKosu
(BexcTposn) ans iHgysin 4O OTPUMaHHSA KOHUeHTpauit 1-20 mr/mn.

XimiyHa i (i3nyHa cTabiNbHICTb NPUrOTOBAHOI0 PO3YMHY ANA IHPY3ii 3 BUKopucTaHHAaM 0,9 % po3umHy HaTpito xnopuay 6yna npoLeMoHCTpoBaHa NpoTAroM 3 rogunH
npu Temnepatypi 25 °C abo BNPOAOBXK 24 rofuH y X0noAnnbHuKY (2-8 °C). 3 MiKp06ionorivyHoT TOUKM 30py NIKaPCbKNUIA 3aci6 HeOOXiAHO BUKOPUCTATU HeramHo.
FAKLLO NikapcbKuiA 3aci6 oapasy X He BUKOPUCTAHO, CNij, peTeNlbHO KOHTPO/IOBATU TEPMIH Ta YMOBU M0Oro 36epiraHHa NpuroToBaHOoro po3ynHy.

MpurotoBaHuii 3 5 % PO34MHOM F/IHOKO3M (AEKCTPO3KM) po34nH MepoHeMy CAif, BUKOPUCTATUN HEranHo.

He cnig 3amopoykyBaT NpUroToBaHi PO34MHW.

aiTn.
Mpenapat 3aCTOCOBYBAaTU AiTAM BiKOM Bif, 3 MiCALLIB.

Nepeno3yBaHHS.

BifHOCHe nepefo3yBaHHA MOX/IMBE Y MALiEHTIB 3 MOPYLUEHHAM (YHKUIT HAPOK Yy BUNALKY, AKLWO [03a NpenapaTty He KOPUryeTbCs, IK ONUCaHo Y po3aini «Cnocio
3aCTOCyBaHHA Ta [03n». O6MEeXeHWA JOCBij MOCTMApPKETUHIOBOr0 3aCTOCYBaHHS npenapary BKasye Ha Te, WO AKLLO NiCNs nepefo3yBaHHA BUHUKaOTb HebaxaHi
peakLii, BOHU Y3ro[KytTbCa 3 NpogifiemM 3a3HauyeHUX MobivyHMX peakuii, onucaHux y po3gini «MobiyHi peakuii» i, AK NpaBuo, Nerki 3a TAXKICTIO NPOSBIB |
MWUHaIOTb NicNA BiAMIHX NpenapaTy abo 3HMXKXEHHSA oro Ao3n. Cnifg po3rnsHy TN HeOOXIAHICTb CUMNTOMATUYHOTO NTiKYBaHHS.

B 0oci6 3 HOpManbHOK (YHKLIE HAPOK Bif0yBaeThCA LUBWAKE BUBEAEHHS Mpenapary HUpKamu.

"emofiani3 BUBOAWUTL MEPOMEHEM i AOr0 MeTaboniTh 3 OpraHiamy.

Mo6iyHiI peakuil.

Y xogi ornaay gaHmx 4872 i3 5026 nauieHTiB WO40 BAAUBY NiKyBaHHS MEPOMNEHEMOM HalyacTilLMMKU HebaxXaHMMKU peakuisMu, NOB’A3aHMMU i3 3aCTOCYBaHHAM
meponeHemy, 6ynu giapes (2,3 %), sucun (1,4 %), Hygota/6ntoBaHHA (1,4 %) Ta 3ananeHHs y Micui BBefeHHs iH’ekuii (1,1 %). HalvacTiwmmm HebakaHUMU,
MOB’A3aHNUMI i3 3aCTOCYBaHHAM MeporneHeMmy sBuLLaMK 3 60Ky nabopaTopHMX MOKa3HWUKIB, NPO AKi nosigomnsanocs, 6ynu tpomoéountos (1,6 %) Ta nigBULLEHHS
PIBHIB MeYviHKoBUX epmeHTiB (1,5-4,3 %).

Y HaBefeHIn HK4Ye Tabnmui BCi NOGIYHI peakuii 3a3HayYeHi 3a KnacoM CUCTEMM OpraHiB i YaCTOTOH: Aye YacTo (= 1/10); yacto (Big = 1/100 go < 1/10); HeyacTo
(ig = 1/1000 po < 1/100); pigko (Big = 1/10000 o < 1/1000); pye pigko (< 1/10000); yactoTta HeBigoma (He MOXHa OLiHUTW Ha OCHOBI HasiBHMX [JaHMX). Y Mexax
KOXHOT rpynu 4acToT NobiyHi peakuii 3a3HayeHi y NOpPsAAKY 3MEHLLEHHS NPOSBIB.

IHbeKUiT Ta iHBa3IT — HeYacTo: opanbHWIA Ta BariHaibHWUIA KaHAN403.

3 60Ky KpoBi Ta niMpaTHYHOI CUCTEMU — HacTO: TPOMOOLMTEMIS; HEYACTO: arpaHy/ioLmMTo3, reMoNiTUYHa aHeMisl, TPOMOOLIMTOMNEHIS, HEMTPOMEHIs, NEMKONeHis,
eo3uHoiNis.

3 60Ky IMYHHOT CUCTEMM - HeYacTo: aHaifakTUyHa peakuis (4MB. po3ainm «MpoTunokasaHHa» Ta «OCco6IMBOCT I 3aCTOCYBaHHS»), aHrOHEBPOTUUYHUIA HABPSK.
McuxivHi posnaam — pigko: Aenipin.

3 60Ky HEpPBOBOI CUCTEMM — YaCTO: FOMI0BHUI Biflb; HEYACTO: NapecTesis; PiAKo: cyaomu (AnB. po3ain «Ocob6nMBOCT i 3aCTOCYBAHHS»).

3 60Ky LUNYHKOBO-KMLLKOBOIO TPAKTY — 4acTo: Adiapes, 6inb Yy XXMBOTI, 6/10BaHHSA, HY0Ta; HEYacTO: KOMIT, acoLinoBaHWUI i3 3aCTOCYBaHHAM aHTUOIOTUKIB (AMB.
po34in «OCco6AMBOCTI 3aCTOCYBAHHS).

3 6OKy MeyiHKM Ta >XOBYOBMBIAHMX LUNAXIB — 4acTO: MiABULLEHHA PIBHIB TpaHcamiHas, MiABWLLEHHS PIBHIB NYXHOI (hocatasn y Kposi, MiABWLLEHHS PIBHIB




NaKTaTAeriaporeHasn y KpoBi; HeYacTo: MiABULLEHHS PIBHIB 6iflipybiHy B KPOBI.

3 60Ky LWIKipK Ta MigWKipHOi TKaHWHU — Y4acTo: BUCUM, CBEPOIXK; HEYACTO: TOKCUYHUI enigepMasibHUin HeKponi3, cuHapom CTiBeHca—[)KOHCOHa, MyNbTU(POPMHA
epuTeMa, KpPOMnuB’siHKa; YacToTa HeBifiomMa: MeAMKaMeHTO3Ha afiepris 3 e03UMHOMINIE | CUCTEMHMU CUMMTOMaMW, FOCTPUIA TeHepani3oBaHWA eK3aHTeMaTO3HWIA
nycTynbo3 (AuB. po3ain «OcobMBOCTI 3aCTOCYBaHHS).

3 60KY HMPOK i CEYOBMBIAHMX LUMSIXIB - HEYACTO: MiABULLEHHS PiBHIB KpeaTUHIHY B KPOBI, NiABULLEHHS PiBHIB CEHOBMHM B KPOBI.

3arasibHi po3najn Ta CTaHu y MiCLi BBe[ieHHS NpenapaTy — 4acTo: 3anaieHHs, 6i/b; HeYacTo: TPOMOOMNEBIT, 6ifib Y MicLi iH’EKLT.

Hemae HislKMX AaHuX, WO CBigYaTb MpPO 30i/IbLUEHHS PU3NKY MOGIYHMX SIBULW, Y AiTeli Ha NiAcTaBi 0OMeXeHO! KiNbKOCTi AOCTYMHMX AaHUX. YCi oTpuMaHi
NoBiAOM/IEHHS BiAnNoBigany nNob6iYHMM peakLisiM, CMOCTEPEXXYBaHUM Y A0POCUX NaLiEHTIB.

MoBigOMEHHSA NPO NiJ03ptoBaHi NOBIYHI peakuit
[MoBiAOMIEHHS MPO Nifo3ptoBaHi MOGIYHI peakuil Micna peecTpauii NiKapcbKoro 3acoby Mae BaXk/vMBe 3HauvyeHHs. Lle 3abesnedvye NOCTINHWIA MOHITOPUHT
CMiBBIAHOLLEHHA KOPUCTL/PU3NK NiKapCbKOro 3acoby. MeauyHum npawiBHMKam cif 3BiTyBaTV Npo 6yab-AKi Nif03proBaHi NobiYHI peakyii 3rifHO 3aKOHOAABCTBA.

TepmiH NpUAATHOCTI. 4 POKMW.

YMoBW 36epiraHHs.

36epiraty npu Temnepatypi He Buwe 30 °C. He 3amopoxxyBaTu. 36epirat y HeloCTynHOMY A5 AiTein Micu,i.

KOoXeH hiakoH NpusHaYeHnin TiNbKn 418 04HOPa30BOro BUKOPUCTaHHS.

Mpw NpUroTyBaHHI PO3YMHY i MifJ Yac MOro 3acToCyBaHHA CNifJ BUKOPUCTOBYBATM CTaH4APTHI acenTUYHI MeToAM po6oTw.
PO34MH cnig, CTPYCUTN Nepes BUKOPUCTaHHSAM.

Byab-SKMil HEBUKOPWUCTaHWI NPOAYKT abo BigxoAn HeoOXiAHO YTWUNi3yBaTW BigNOBIAHO A0 NOKa/IbHUX BUMOT.

HecymicHicTb. MepoHeM He cnif 3millyBaT abo fofasaT 4O IHLWMX NIKAPCbKUX 3ac00iB.

MepoHeM, iK1 6yae BUKOPUCTOBYBATUCA 415 GOMHOCHNX BHYTPILUHbOBEHHUX iH’ €KL, CNif BIAHOBNOBATW Y CTEPUNbHIN BOAI AN iH’EKLINA.

MeponeHeM y (hriakoHax Ans BHYTPILLUHbOBEHHUX iHY3ii MOXHa 6e3nocepeaHbo BigHOBUTU Y 0,9 % po3umHi HaTpito xnopuay abo 5% po3ynHi rnKo3u ans
NPOBeSeHHS IHDY3iNA.

YnakoBKa. CKNsHi (p1akoHW, 3aKpUTi FyMOBOO NPOOGKOO Ta 3arneyaraHi atoMiHieBOK KPULKOHO. 10 10 (hnakoHiB y KapTOHHIA KOpo6Li.
KaTeropis Bignycky. 3a peLenTom.

BupobHuK.
Actpa3eHeka FOK Jlimiteg/AstraZeneca UK Limited.

MicuesHaxomkeHHSA BUPOOHMKaA Ta M0ro agpeca MicUst MPOBagKeHHS AisNIbHOCTI.
Cink Poapg BisHec Mapk, Makkncding, SK10 2NA, Benvka bputanis/Silk Road Business Park, Macclesfield, SK10 2NA, United Kingdom.

Abo*
Bupo6HUK.



3am60H CsiTtuepnaHg J1Ta/Zambon Switzerland Ltd.

Micue3HaxomMkeHHA BUPOOHMKaA Ta A0ro agpeca Micua NpPoBagKeHHS LisiNIbHOCTI.
Bia IngycTpia 13, 6814 KagemniHo, LLseiuapis/Vialndustria 13, 6814 Cadempino, Switzerland.

B iHCTpyKUiT, 1o Oy/e BKnafieHa B KAPTOHHY YNakoBKy, 6yze 3a3HaueHunii uLle Of4uH BUPOOHUK (TOMW, Lo OyB 3aiisHWIA Ans BUNYCKY cepil).



