IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

JII30JII-600

(LIZOLID-600)

CKnao:
ditoua pevosuHa: linezolid;
1 TabneTka mMicTuTh niHe3omigy 600 mr;

0onoMIdCHI peuoBUHU: 11eJIi0JI03a MIKPOKPHUCTalliuHa, KpoXMaslb KyKypyA3sHUY, TOBiOH, HATPii0
KPOXMaJIbIJIiKONAT (THI A), MarHitoo creapart, Timpomesno3a, ouOyTunadTanaT, MoIieTUIeHT TiKOIb,
TalbK, TUTaHy giokcup (E 171).

JIikapcbka ¢popma. TabneTku, BKpUTi 000JI0HKOIO.

OcHosHi ¢izuko-ximMiyHi 8aacmusocmi: Gimi KamcynonomiOHi TabneTky, BKpUTI 0007I0HKOIO, 3 JTiHi€0
PO3JI0MY 3 OHOT0 OOKY Ta TlafieHbKi 3 iHIIOoTO.

dapMakoTepaneBTHYHA rpyna. AHTuOaKTepiaabHi 3ac00U [J1g CUCTEMHOTO
3aCTOCYBaHHA. Kog ATX J01X X08.

dPapmakono2iuHi e1acmueocmi.
dapmakoOuHamika.
3arasibHi XapaKTePUCTUKH.

Jline3orig - CHHTETUYHUY aHTUOAKTEepialbHUM MIPelapar, 1110 HaJleKUTh OO0 HOBOTO KJIacy
aHTUMIKPOOHUX 3aCc00iB - OKCa30JiAMHOHIB. BiH BUSBIISiE aKTUBHICTE in Vitro mpoTu aepoOHUX
rpaMIIO3uTHBHUX GaKTepill Ta aHaepoOHUX MiKpoopraHi3miB. JIiHe3o7ig BUOipKOBO MPUTHIYY€E CHHTE3
6inkiB 6akTepilt yepe3 yHiKambHUN MeXaHi3M [ii. Bin 6e3mocepenHbo 3B’s13ye€ThCs 3 pubocoMaMu
6akTepint (23S 3 50S cybomuHUIB) Ta MEPEIIKOAXKAE YTBOPEHHIO (YHKIIIOHATBHOTO iHiIli10I090T0
kKoMIiekcy 70S (BaXKIMBOr0 KOMIIOHEHTA MPOIeCy TPaHCIAIII).

[TourmpeHicTh HaOyTOI Pe3UCTEHTHOCTI MOXKe 3MiHIOBAaTUCS reorpadidyHo Ta y 4aci ojisi OKpeMux
BUMiB, TOMy 6akKaHO CIUPaTUCS Ha MiclieBy iH(opMallito CTOCOBHO Pe3UCTEHTHOCTI MiKpOOPTaHi3MiB,
0C06IMBO TIpH TiKyBaHHI TSAXKUX iHbeKIIi#. ¥ pa3i HeoOXiqHOCTi, KOU piBeHb MOIMKUPEHOCTI



PE3UCTEHTHOCTI MIKPOOPTaHi3MiB Ha MiCLIeBOMY PiBHI € TaKUM, 110 KOPUCTH Bifl 3aCTOCYyBaHHSA
JiKapChKOTro 3aco0y, MpUHAWMHI 110 BiHOIIEHHIO 00 AesIKUX BUMIIB iH(MEKIIil, BUKJIUKAE CYMHIBH, CIIif
3BEPHYTUCA 3a KOHCYJIbTALEI0 0 eKCIIepTa.

YyTnusi MiKpOOpraHiamMu

'pammo3uTuBHI aepobHi MikpoopraHiamu: Enterococcus faecalis, Enterococcus faecium¥*,
Staphylococcus aureus*, koaryna3oHeraTuBHi cTadinokoku, Streptococcus agalactiae*,
Streptococcus pneumoniae*, Streptococcus pyogenes*, Group C streptococci, Group G streptococci.

I'pamno3uTrBHI aHaepoOHi Mikpoopraniamu: Clostridium perfringens, Peptostreptococcus
anaerobius, Peptostreptococcus species.

PesuctenTHi Mikpooprasiamu: Haemophilus injluenza, Moraxella catarrhalis, Neisseria species,
Enterobacteriaceae. Pseudomonas species.

*KniniyHa e@eKTUBHICTH Oyla ITPOAEMOHCTPOBaHA AJIs YYTIUBUX IITAMiB 3TiHO 3 3aTBEPAXKEHUMU
IOKa3aHUSIMU.

Xoya J1iHe30/Ii[l JeMOHCTPYE AesIKYy aKTUBHICTE in vitro mpotu Legionella, Chlamydia pneumoniae Ta
Mycoplasma pneumoniae, HeIOCTaTHbO OAHUX AJIS MiATBEPAXKEHHS KITiHIYHOI €(DeKTUBHOCTI B IIUX
BHUIIQKaX.

IlepexpecHa Pe3UCTEHTHICTh

MexaHi3Mm fil miHE30miay Bimpi3HAEThCS Bim MexaHi3My mii iHIIuX KnaciB aHTUOi0THKIB. [JocmimKeHHsS
KJTiHIYHUX IITaMiB (METUIUITIHPE3UCTEHTHUX CTa(diIOKOKIB, BAHKOMIITMHPE3UCTEHTHUX EHTEPOKOKIB,
a TaKOXK IeHIlUJIiH- Ta ePUTPOMILIMHPE3UCTEHTHUX CTPENITOKOKIB) in Vitro moKa3yoTh, 110 JIiHe30JIi]
3a3BUYal aKTUBHUM BiTHOCHO MiKpPOOPraHi3MiB, CTiKMX 00 0gHOTO ab0 OEeKiTbKOoX iHIINX KaciB
AHTUMIKPOOHUX areHTiB.

CTiMiKiCTh [0 NTiHE30JIigy 0B’ sI3aHa 3 TOUKOBUMM MyTallisMmu B 23S pPHK.
dapmakoKiHemuxka.

[TpemapaT MiCTUTH JIiHE30JIiA, 110 € 0i0JTOTiYHO aKTUBHOIO PEYOBHHOIO Ta MeTabO0JIi3yeThCs 0
HEaKTHUBHUX IIOXiTHUX.

AGcopOitis

JliHe30/if iHTEHCUBHO BCMOKTYETHCS IIiC/IS 3aCTOCYBaHHSA epopaibHo. MaKcuMalbHi KOHIIEHTpallil
y I1a3Mi KPOBi OCATAIOTHCS MPUOIKU3HO Yepe3 1-2 FOJWHY IiCIIg 3aCTOCYBaHHS, aOCOJIOTHA
6iomocTymHiCTh mpenapaTy cTaHoBUThL 61u3bK0 100 %. ToMy miHe305ig MoXKHa
3aCTOCOBYBATH IepopasibHO ab0 BHYTPIIIHEOBEHHO 6e3 KOpeKIil 103M.

Jline3omig MoXKHa 3aCTOCOBYBaTH He3aJlekKHO Bif mpuiioMy 1xki. Yac 70 JOCATHEHHS MaKCHMalbHOl
KOHIIeHTpallil 36inmpmnryetbesd 3 1,5 go 2,2 roguny, i C,,, 3HUXKYeThCS npubau3Ho Ha 17 % npu
3aCTOCYBaHHI JTIHE30Iiy 3 12Kel0 3 BUCOKUM BMiCTOM KUpiB. [IpoTe 3aranbHa €KCIO3ULIif, TKa
ouintoeTsest 3a AUC, ., momiOHa B 000X BUIAgKAX.

Po3mopin

HOCJ’IiJI}KeHHH Q)apMaKOKiHeTI/IKI/I IIO0Ka3aJiy, II10 J'IiHe30J'IiI[ IMBUOKO pOSHOI[iHﬂGTLCﬂ Y TKaHHWHAX 3



nobpoto nepdyazieto. ITpudnuszno 31 % nmiHe3o0migy 3B’93y€eThCs 3 OimKaMu I1a3MU KPOBI, i 11e He
3aJIeXKUTh Bifl KOHIEHTPallii mpenapaTy. O6’eM po3mopiny aiHe30iny y piBHOBaXKHOMY CTaHi y
3[I0POBUX MOPOCIHX HOOGPOBOIBIIB CTAHOBUTD ¥ cepemabomy 40-50 1.

BigHoIleHHs KOHIIEHTpAIlil JTiHe30JIiAy B CIMHI 00 KOHIIEHTpallii y 1m1a3mi KpoBi ctaHoBumo 1,2 : 1, a
BiHOIIEHHS KOHIIEHTpallil TiHe30/ify B MOTi 40 KOHIIeHTpalii y mia3mi KpoBi - 0,55 : 1.

Mertaboizm

Jline3omiz mepeBaxHO MeTab0Ii3yETHCS MIJITXOM OKUCTIEHHS MOP(QOJIiHOBOTO KiJIbId 3 YTBOPEHHSIM
IBOX HEAKTHBHUX IOXiTHUX KapOOHOBOI KUCIJIOTY 3 PO3iMKHEHUM KiNlblieM: MeTaboMmiTy
aMiHOeTOKCiolToBOI KHuCNIOTH (A) i MmeTabomiTy rimpokcietunrniuuny (B). [lepenbagaeTscs, 110
MeTaboJIiT A YTBOPIOETHCS (GePMEHTATUBHUM IIJISIXOM, TOMi SIK YTBOPEeHHsT MeTaboity B
OTI0CEPENKOBYETLCS HehepMEHTAaTUBHUM MeXaHi3MOM, 1110 BKJTIOYA€ XiMidyHe OKHCIIEHHS B YMOBax in
vitro. [IoCTTigKeHHs in vitro TPOIeMOHCTPYBAJIH, 1110 JTiHe30J i MiHiManbHO MeTab0Ti3yeThCS 3
MOXKJIMBOIO Y4aCTIO Y IIbOMY IIpolieci cucteMu mutoxpomy mogunau P450. TIpote metabomivHi
LIJIAXY OJ1 JIIHEe30JIiAY [0 KiHI[g He BUBYEHI.

BuBenenusa

HeHuUpKOBUH KITipeHC CTAHOBUTH MPUOIN3HO 65 % Bif 3aranbHOTO KilipeHcy niHe3omigy. ¥
piBHOBaxkHOMY cTaHi mpubnau3no 30 % 03U npenapaTy BUSBISETHCS B CeYi Yy BUTTIAMI JIiHE30Iiy,

40 % - y Burnani metabornity B i 10 % - y Burnspi metabomnity A. CepenHiii HUPKOBUM KITipeHC
nine3omimy ctaHoBUTH 40 MJI/XB, 110 BKa3ye Ha KaHanblleBy peabcopOitito. Jline3osmin v kami
IPAKTHYHO He BU3HAYAETHLCS, TOMI K MpUONMM3HO 6 % 03U IpenapaTy BUSABISETHCS B Kalli y BUTTISAOL
MeTabomity B i 3 % - y Burnsagi metabomity A.

He3HauyHa HeMiHINHICTD KIIIPEHCY CIIOCTepiranacs Ipu MigBUILEHH] 03U JTiHE30IiAy, 1110, 0Y4eBUIHO, €
HACJIiIKOM HUKYOr'0 HUPKOBOr'0 1 HEHUPKOBOT'0O KJIIPEHCY LILOT'0 IIpernapary Ipy Uoro BUILIUX
KOHIIeHTpaliax. [IpoTe 1s pi3HuIld y KiipeHci 6yna He3HayHa i He BIIMBaJla Ha ySIBHUH Iepiof
HalliBBUBENEHHS.

ITauieHmu 3 Hupkosow Hedocmamuicmio. ®apMaKOKiHeTHKa JIIHE30JIiy He 3MiHIOETLCS y MAalliEHTiB
3 Oymb-sIKUM CTyIIeHeM HUPKOBOI HEJOCTATHOCTI; IIPOTe fiBa OCHOBHI MeTaboIiTH JTiHe30Iimy
KyMYJIIOI0ThCS ¥ IAllieHTiB 3 HUPKOBOIO HENOCTATHICTIO 3i 30iNbIIeHHAM 1X HAKONUYEHHS Y Nalli€HTiB
3 GiNBIINM CTyTIeHEM BaXKKOCTi HUPKOBOI AUCPYHKII1. PapMaKOKiHEeTHKA JIIHE30/Tigy Ta IBOX KOTO
MeTaboJTiTiB TaKoXK Oysa HOCHigXKeHa Y NalieHTiB 3 TEPMiHaIbHOIO CTafli€l0 HUPKOBOI HEOCTAaTHOCTI
(TCHH), siki 3HaxogsAThCa Ha remopianisi. Y gocnigxeni TCHH 14 marienTtiB orpumyBanu 600 mMr
niHe3ominy KoxHi 12 rogus npotsarom 14,5 gas. OCKiNbKY He3aleXXHOo Bif PYHKIIl HUPOK OOCATaIUCS
OJHAKOBi KOHILIEHTPAIlil TiHe30Iiy y 11a3Mi KpoBi, TOMY AJIS MallieHTiB 3 HUPKOBOIO HENOCTATHICTIO
He PeKOMEeHyeThCS IPOBOAUTH KOpeKIifo no3u. [IpoTe, BpaxoBy0un BiICYTHICTE iHdOpPMaLlil Ipo
KJTIHIYHY 3HAYYIiCTh HAKOMMMYEHHSI OCHOBHMX MeTa0O0IiTiB, CITil 3Ba2KUTH HOLITbHICTh 3aCTOCYBAHHS
JIiHE30IiNy HallieHTaM IPU HasBHOCTI HUPKOBOL HEJOCTATHOCTI i IOTEHI[INHUX PU3UKIB HaKONUYEHHS
Takux MeTtaboriTiB. I miHe3omin, i ;Ba MeTaboIiTH BUBOASTLCS 3@ JOTIOMOT0I0 I'eMOofIiai3y.
[HpopManis npo BIUIMB IIePUTOHEAILHOIO Aianidy Ha (hapMaKOKiHEeTHKY JTiHe30Iiy BigCyTHS.

ITauieHmu 3 neuiHko8ow Hedocmamuicmio. dapMaKOKiHeTHKa TiHE30JIiAy He 3MiHIOBaacs

y 7 TallieHTiB 3 MOPYyIIeHHIM (QYHKIIii TeYiHKY Bifl IETKOTO 10 CEPEIHbOTO CTYTIEHS
TAKKOCTi (Kytac A a6o b 3a mkamnoroo Ya#nna-I1'10). Ha mincrasi HasgBHUX MaHWUX MOJIS MAIli€HTIB 3
ypaxKeHHsAM (YHKIII IeYiHKY Bif] 1€TKOTO 0O CEPEIHBOT0 CTYIEHS TSAKKOCTiI KOPUTYBAHHS MO3U He
pekoMeHnoBaHe. PapMaKOKiHETHKA Y MALli€EHTIB 3 ypaXKeHHAM (QYHKII] IeUYiHKYU TSIKKOI0 CTYIIEHS He
OITiHIOBaIacs.



KrinigHi XxapaKTepHCTHKH.
Iloka3zanus.

JIikyBaHHS iH(eKIil, CHPUYNHEHNX YyTIUBAMY IITaMaMi BU3HaYeHUX MiKpPOOPTaHi3MiB, IIPK TaKUX
CTaHaXx:

- rochiTanbHa IIHEBMOHIA;
- HerocIIiTaJibHa THEeBMOHIS;

- yCKJapfHeHi iHdexkIIil mKipu Ta ii CTpyKTyp, 30KpeMa iHdekIril Ha Ti1i miabeTUyHOI cTONH
6e3 CymyTHBOTO OCTEOMI€ENiTy, cupu4uHeHi Staphylococcus aureus (METULUIIHUYTIUBUMU Ta
MEeTUIUITIHPEe3UCTEHTHUMU i30/1siTaMu), Streptococcus pyogenes abo Streptococcus agalactiae;

JTizomin-600 He OyB BUBYEHUM Y JNiKyBaHHI BUPAa3KOBUX IIPOJIEKHIB;

- HeyCKIafHeHi indekii mKipu Ta i CTPYKTYp, cupudrHeHi Staphylococcus aureus
(TiMbKY METHULMITIHYYTIUBUMY i30719TaMu) abo Streptococcus pyogenes;

- PE3UCTEHTHI 10 BaHKOMIIIMHY iHGeKil, cnpuYuHeHi mtaMamu Enterococcus faecium,
BK/II04Yarouy iHdeKIrii, 1o CympoBOIKYIOThCS OaKTepieMiero.

Jli3onip He mMOKa3aHU [AJd JTiKyBaHHS iH(pEKIil, CHPUYNHEHUX I'PaMHETaTUBHIMU
MikpoopraHizmamu. Y pasi migo3pu abo BUSBIEHHS I'PaMHeEraTHBHOI0 30ygHUKA MTOTPIOHO HeraiHo
po3moyaTy cuenrdiuHy rpaMHeTraTUBHY Tepalriio.

IIpomunoka3aHHs.
Bigmoma rimepuyTnuBicTh o iHe30mimy a6o mo Oymob-SKOTo iHIIIOr0 KOMIIOHEHTA IIpenapary.

JTizomig-600 He cimig 3aCTOCOBYBATH IAllieHTaM, SKi TPUIMaTh OyOb-IKi MEeOWYHi IpemnapaTH, 1o
IPUTHIYYI0OTh MOHOAMiHOKCHOa3y A Ta B (manpuknan, deHen3uH, i3okapOoKca3us, Cenerimiy,
MOKJI06eMift), a00 mMPOTSATOM 2 THXKHIB ITiC/IS IPUNAOMY TaKUX IIperaparis.

3a BUHAATKOM BUIIa[IKiB, KOJIU € MOXKJIUBICTb PETEJIBHOTO CIIOCTEPEKEHHS Ta MOHITOPUHTY
apTepianbHOro TUCKY, JIi30/1iA-600 He ciif npyU3HayaTy MallieHTaM 3 TaKUMHU CYIYyTHIMU KIIHIYHUMUA
cTtaHaMu ab0 CynmyTHIM IPUHOMOM HUXKYe3a3HaueHUX Ipernaparis:

- HEKOHTPOJIbOBaHa apTepianbHa TilepTeH3isa, GeoxpoMoIuTOMa, KapIIuHOI,
THPEOTOKCUKO3, OimossipHa Aemnpecis, mu3o0a@eKTHBHUN PO3/afl, FOCTPi emi3oau 3alIaMOPOYEeHHS;

- iHri6iTOPM 3BOPOTHOTO 3aXOIJIEHHS CEPOTOHIHY, TPUUUKIIIUHI aHTUETIPECaHTH,
aroHicTu 5-HT, penienTopiB CepOTOHIHY (TpUNTAHU), IPSAMI Ta HENIPSIMi CUMIIaTOMIMETUKYU
(BKIIO4aOuM agpeHepriuHi OpoHXomunIaTaTopy, mcesgoedenput, GeHinmponanoiiaMii), Ba30IPecopu
(eminedpuH, HOpeniHedpPUH), JOMaMiHEPTiuHi CIOMYKY (HonaMiH, JoOyTaMiH), meTUOUH ab0 OyCHIipoH.

Cnip IpUNUHUTY TOOYBaHHS T'PYANI0 IPOTSATOM 3aCTOCYBaHHS IIpenapary (OuB. PO3min
«3acTocyBaHHS y Nepiof BariTHOCTI abo rofyBaHHS TPYAAI0.»)



B3aemodisn 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemodiii.

IHri6iTOPHM MOHOAMIHOKCUIA3K

Jline3o71ig € HeCceneKTUBHUM iHTi6iTopoM MoHOaMiHOKcHa3u (MAQ) 3BOpOTHOI fAil. ¥ mocmimXKeHHsIX
B3a€EMOJil TiIKapChKUX ITPenapaTiB Ta JOCTigKeHHIX 6e3neKH JIiHe30imy 6yI0 OTpUMaHO JyXkKe
o0MexkKeHY KiJIbKiCTh HaHUX IIPO 3aCTOCYBaHHS JIiHE30iy Mg TiKyBaHHS Malli€HTiB, SKi OTPUMYIOThb
CYIYTHIO Tepallilo IpefapaTaMy, 110 CTBOPIOIOTH IIE€BHI PU3UKU BHACNIITOK npurHidveHHs MAO. Tomy
3aCTOCYBaHHS JIIHE30JIily 3a TaKUX 00CTaBUH He PEKOMEHIOBaHe, SKII0 HEMOKJIMBO IIPOBOOUTHI
peTenbHE CIIOCTEPEeXEeHHS Ta MOHITOPUHT CTaHy NallieHTa (ouB. po3ninu «[IpoTunoka3saHHS» Ta
«Oc0o6IUBOCTI 3aCTOCYBaHHS»).

[ToTeHIilHI B3a€EMOI, 1110 IPU3BOOAThH OO0 MiABUINEHHS apTePialbHOTO TUCKY

Y 3mopoBux mOOGPOBOIBINB 3 HOPMAIbHUM apTepiaTbHUM THCKOM JTiHEe30JTi 30i/TbIye MigBUIeHHS
apTepianbHOTO TUCKY, CIpUYNHEHE NceBHoedeIpruHOM Ta (PeHiNmponaHoIaMigy TiTpoXIOPUAOM.
Komb6iHoBaHe BBe[leHHS JIiHE30JIiAy Ta rncegoedenpury abo GheHinmnponaHoaaMiny rigpoxaiopumy
IIPU3BOAUTH [0 3POCTAHHS CUCTOJIIYHOTO apTepiabHOI0 TUCKY B cepefHboMy Ha 30 - 40 MM. pT. CT.
MIOPIBHAHO 3i 3pocTaHHsIM Ha 11 - 15 MM. pT. CT. Imif BIJIMBOM BUHSTKOBO JIiHE3071iay, Ha 14 - 18 MM.
PT. CT. IIifi BIJIMBOM BUKJIIOUHO TceBHoedenpuny abo peHinmpomnanonaminy, Ta Ha 8 - 11 MM. pT. CT.
IIpYU 3aCTOCYBaHHI mrane6o0. AHAIOTIYHUX JOCTIAKEHDb 3 YYaCTIO MALiEHTIB 3 apTePiabHOI0
rinepTeH3i€lo He TPOBOAUIN. PeKOMEHIOBAHO PETENILHO MifOUpPaTyH NO3U IIperaparis, AKi
IIPOSIBJISIIOTH Ba30IPECOPHUH BIIJIMB, BKJIIOYa4u fodpaMiHepriyHi mpemapaTy, o0 oTpuMaTu
OakaHu¥ pe3ynbTaT Py KOMOiHOBaHOMY 3aCTOCYBaHHI JIiHE30JIify 3 IUMH IIperapaTaMu.

[ToTeHIiiHI CePOTOHIHEPTiYHI B3aEMOil

[ToTeHtitini B3aemogil MixK JT1iHe30/IiI0M Ta JeKCTpoMeTOPdaHOM BHBYAIH ¥ HOCTiAKEHH] 3 y4acTio
3[00POBUX NOOPOBOJIBLIB. YYaCHUKU OTPUMYBaju AeKcTpoMeTopdaH (IBi go3u no 20 MT 3 iHTEepBasioM
y 4 roguHu) y KoMmbiHarii 3 ymiHe3omimoM a6o 6e3 Hhoro. Y 3m0poBUx H0OPOBOIIBIIB, SKi OTPUMYBAIN
JIiIHe30J1i7 Ta AeKCTpoMeTopdaH, He CIIOCTEPIrany IPOsIBiB CEPOTOHIHOBOT'O CUHAPOMY (CIIJTyTaHICTh
CBiIOMOCTi, Map€eHHS, 3aHEIIOKOEHH S, TPEMOD, IIaTOJIOTIYHUY PyM gHellb, I0CUJIeHe TI0TOBUIIIEHHS,
rinepipekcis).

IocBin micnsipeecTpalliitHOro BUKOPUCTAHHS: 0yJI0 OTPHMaHO OfHE MOBiIOMIEHHS III000 BUHUKHEHHS
IIPOSIBiB, TTOMIOHUX IO MPOSIBIB CEPOTOHIHOBOTO CHHOPOMY, V IallieHTa, SKUM IpUiiMaB JIiHe30JIif Ta
nekcTpoMeTopdaH, I1i TPOsIBY 3HUKIIX ITiC/Is BimMiHK 000X Ipemaparis.

[IpoTsAroM KiIiHiYHOTO BUKOPUCTaHHS JIIHE30JIily Ta CEPOTOHIHEPriyHUX IIpernaparis,
BK/II0YAl0O4YY aHTUOEIIPECAHTH TaKi K CEJIeKTUBHI iHTi0iTOPY 3BOPOTHOT'O 3aXOIJIEHHS
cepotoHiny (CI33C), omiolau, IOBiIOMIISIIK IIPO BAMAAKU PO3BUTKY CEPOTOHIHOBOTO
cuHApoMy. TaKuM YMHOM, X04a KOMOiHOBaHe 3aCTOCYBaHHS IIMX IIpellapaTiB IPOTUIIOKa3aHe
(ouB. po3min «IIpoTunoka3aHHsA»), TiIKyBaHHS HAIi€HTIB, A/ AKUX JTIKyBaHHS 5K
JIIHe30JIiI0M, TaK 1 CEpOTOHIHEPTiYHMMU MIpellapaTaMy Ma€ BUpilIajbHe 3HaYeHHs, OlMCaHe
y po3mini «OcobnuBOCTi 3aCTOCYBaHHS».

3aCTOC§ZBaHH${ y IIOEJHAHHI 3 HAaCUYEHUMU TI/IQaMiHOM IMPpOOYKTAaMHU

Y nanieHTiB, gKi OTPUMYBaJIM JIiHE30JIi Ta TUPaMiH y KinbKocTi MeHte 100 Mr, He criocTepiranu



3HAYHOT'0 Ba30MIPeCOPHOro edekTy. Lle cBimunTh IPO HEOOXiAHICTh YHUKATH JINIIE HaAJIUIIKOBOTO
CIIOKMBaHHA IIPOAYKTIB Ta HAIOIB 3 BEJIMKMM BMiCTOM THpaMiHy (a came - 3pinux CUpiB, APiKAKOBUX
€KCTPaKTiB, HEIUCTUIHOBAHUX aJIKOTOJIbHUX HaIoiB Ta (epMEeHTOBaHUX IIPOAYKTIB i3 coeBux 606iB,
TaKuX K COEBUU COYC).

[IpenapaT, sKi MeTab0Ii3YIOTLCA 3a HOIOMOTOI0 1uToxpomy P450

Jline3omig He 3a3Hae MeTa0OJiYHUX IEPETBOPEHD IIif] BIIJIUBOM (epMEeHTaTUBHOI CHCTEMU
rutToxpomiB P450, Ta He MpUTHiIYYye QYyHKIIiI 2KOJHOTO 3 KJTiHIYHO 3HAYYIIUX i30popM
ruroxpomy P450 mogunu (1A2, 2C9, 2C19, 2D6, 2E1, 3A4). AHanmoriyHo, JTiHEe30Iia He
CIIpUYMHSAE iHOYKLil i30¢epMeHTiB 1uToxpoMiB P450 y mypiB. ToMy He O4iKyETHCS BILIUBY
niHe305Tigy Ha (hapMaKOKiHEeTUKY iHIIKX JTiKapchbKuxX 3aco0iB, siKi MeTabomnizyorscs CYP450.

PugamniuuH. Brnus pudpamminuHy Ha hapMaKOKiHETHKY JTiHe30 iy BUBYAIK y 16 3MOpOBUX
mopocnux fo6pOBOJIBIIIB YOJIOBiYOI CTaTi, AKUM BBOUIIH IiHe30:min (600 Mr aBidi Ha moOy mpoTATrOM
2,5 nouiB), y KoMbinartil 3 pudpammninuaoM (600 Mr 1 pa3 Ha geHb IPOTATOM 8 [HIB) Ta Oes3.
Pudamminuu 3unKyBaB noka3uuku Cmax Ta AUC nine3oniny B cepemabomy Ha 21 % (90 % IOI 15, 27)
Ta y cepegaboMy Ha 32 % (90 % [ 27, 37) BigmoBigHO. MexaHi3M TaKol B3aeMOfil Ta 11 KITiHi4He
3HAaYeHHS HeBimoMi.

Bapgapun. [Tpu mogaBaHHi BapdhapuHy [0 KypCy JTiKyBaHHS JIiHE30/1iI0M y PiBHOBaXXHOMY CTaHi
crioctepiranu 10 % 3HUKEHHS cepefHbOro MakcuManbHoro MHC npu omHOYaCHOMY 3aCTOCYBaHHI,
npu upboMy AUC MHC 3HuXyBanacs Ha 5 %. [JaHUX PO NalieHTiB, AKi OHOYACHO OTPUMYBAsIU
BapdapuH Ta JIiHEe30Iid, HeHOCTATHLO IS OIIHKY KTiHIYHOTO 3HAYeHHS, SKIIO0 BOHO €, IIUX
pe3ybTarTiB.

AHTUOIOTUKH

Asmpeonam: papMaKoKiHeTHKa JIiHe301iy abo a3TpeoHaMy He 3MiHIOETHCS ITPU OHOYACHOMY
3aCTOCYBaHHI IIUX IIpernaparis.

I'enmamiyuH: hbapMaKOKiHEeTHKA TiHE301igy abo reHTaMiluHy He 3MiHIOETLCS IIPU OOHOYACHOMY
3aCTOCYBaHHI I[UX IIpernaparis.

HocmifKeHHS in vitro TpogeMOHCTPYBalu agUTUBHICTh ab0 iHAMGbEPEeHTHICTL MiX JTiHe30JTimoM Ta
BAaHKOMIIIMHOM, TeHTaMiIIMHOM, pudaMITiHOM, iMiTeHEM-ITUIaCTaTUHOM, a3TPEOHAMOM, aMITiIIUITiHOM,
CTPENTOMILIMHOM.

AHTUOKCUIAHTHU

[Ipy OMHOYACHOMY 3aCTOCYBaHHI mpemapary 3 Bitaminom C a00 BiTaMiHOM E IIpOBOgUTH KOPEKIIi0
N03Y JIIHE30JIiAy He PEKOMEHIYETHCS.

Oco06.1ueocmi 3acmocyeaHHsi.

Mieaocynpecia

[ToBimoMsy PO BUHUKHEHHS Mi€NOCYIIpecil (BK/II04aloul aHeMilo, JIEMKOIIEeHilo,
TIaHIIMTOIIEHII0 Ta TPOMOOIMTOIEHI0) Y AlliEHTIB, IKi MPUUMaloTh JliHe30miA. [Ticnsa BigMiHu
JIIHE30JTiy MOKa3HUKYU 3MiHEHUX IlapaMeTpPiB KPOBi MOBEPTaIUCA A0 3HAUYEHD, SKi



CIIOCTepirajaucs Oo MOYaTKy JIiKyBaHHSA. IMOBIpHO, PU3UK PO3BUTKY IIUX €(EKTiB OB’ I3aHUM
3 TPUBAJIICTIO JIIKYBaHHSA. Y IAlli€HTIB JIITHHOI'O BiKYy 3aCTOCYBaHHS JIIHE30JIiIy MOXKe
CYIIPOBOIKYBATUCS Oi/TbIIl BEICOKMM PU3UKOM BUHUKHEHHS MMATOJOTiYHUX 3MiH KPOBi
IIOPIBHSHO 3 MOJIOLIIVMY [AljileHTaMU. Y IMall€HTiB 3 TAXKO HUPKOBOK HENOCTaTHICTIO
(He3anmexkKHO Biff TOTO, YA IPOXOASATh BOHU IIPOLEAYPH Hialidy) Ta Malli€eHTiB i3 IOMipHOIO Ta
BUPaXKEHOI0 IIeYiHKOBOK HEJOCTaTHICTI0O MOXKJIUBE MiABUIIEHHS YaCTOTU PO3BUTKY
TpoMboITONeHil. TaKUM YUHOM, peTeTbHUIN MOHITOPUHT (OPMYJIX KPOBi HEOOXigHUM Y
TaKUX Ialli€HTiB: allieHTH 3 yKe iCHYI04Y010 aHeMi€lo, TpaHyJIOIUTOIEeHi€0 abo
TPOMOOLIUTOIEHI€I0; AIliEHTH, SIKi OTPUMYIOTh CYIIyTHI TpenapaTy, 3[aTHi 3HUKYBAaTH PiBHI
reMorjio6iHy, 3MeHIIyBaTH KilbKiCTh (GOpPMeHUX elleMeHTIiB KpOBi a60 HeTaTHBHO BIIMBATU
Ha KibKiCTh UM (PYHKI[IOHAIbHY aKTUBHICTh TPOMOOIIUTIB; MAIliEHTH 3 TAKKOI0 (HOPMOI0
HUPKOBOI HEJOCTATHOCTI ab0 cepeHbo0 Ta TAKKOI (HOPMOI0 IIEeYiHKOBOI HEJOCTATHOCTI;
TIAIiEHTH, KypC NiKyBaHHS sKuX TpuBa€ Oinbie 10-14 gHiB. 3aCTOCOBYBATH JIiHE30JIiA OIS
JiKyBaHHS TaKUX IMAIli€eHTiB 6aXKaHO JIHIIe Y MOETHAHHI 3 peTeIbHUM KOHTPOJIEM PiBHS
reMornobiHy, 3araJlbHOTO aHai3y KPoBi Ta, V pa3i MOXKIUBOCTI, KiTbKOCTi TPOMOOIIUTIB.

fAkmio mig yac JikyBaHHS JTiHE30J1if0M PO3BUBAETHLCS 3HAYHA MIiEIOCYIPECis, TiKyBaHHS HE0O0XimHO
3YNUHUTYU. BUHSATKOM € BUIIQMIKH, KOJIX ITPOMIOBXKEHHS JTIKyBaHHS BU3HaHe abCOMIOTHO HeoOXigHuM. Y
TaKWX CUTYallisiX HeoOXiTHO TPOBOOUTH PETEIbHUN MOHITOPHHT ITOKa3HUKIB 3arajlbHOTO aHai3y
KPOBi Ta BIPOBa/XKyBaTH BiATIOBigHI CTpaTeril TiKyBaHHS.

Kpim TOro, peKOMEeHI0BaHO LIOTUXKHSA TPOBONUTYA MOHITOPUHT ITIOKA3HUKIB 3arajibHOTO aHasli3y KpPoBi
(BKTIOYarOuM BU3HAUYEHHS PiBHIB reMoriobiHy, KiTbKOCTi TpPOMOOIUTIB, 3araibHOl KiTbKOCTi
JIEVKOIUTIB Ta PO3TOPHYTOI IEUKOUXUTapHOL (OPMYJIH) y Ialli€HTiB, SKi IPOXOAATH JIIKyBaHHSI
JIIHe30J1iI0M, He3aJIe2KHO BiJl I0YaTKOBUX [TI0KA3HUKIB aHasli3y KPOBi.

Y maitieHTiB, sSKi 0TpuMyBau NiHe30i npoTarom Ginbine 28 gHIB (MaKCUMabHa PeKOMEHIOBaHa
TPHUBAJIICTh JIIKyBaHHS), CIIOCTEPirany MigBUILIeHHS YaCTOT BUHUKHEHHS TSXKKOl aHeMil. Taki
NallieHTH YacTiine moTpedyBanu nepenuBaHHsg KpoBi. [Ipo Bumagky aHeMii 3 moTpe6oro y
IIlepe/IMBaHH] KPOBi TaKOXK ITOBIAOMIIAIN Y IIOCTMapKeTUHI0BOMY Iepiofi. Taka aHeMisd yacTimie
BMHUKAaJla ¥ Malli€eHTiB, SKi OTPUMYyBaH JIiHe30JIif TpoTaroM Oinbie 28 mHiB.

TakoX y TOCTMapKeTHHTOBOMY II€piofii TOBiMOMJIS/IM IIPO BUIMIaKK cupepobiacTHOol aHeMil. Cepen
BUTIAOKIB, I/Is1 IKUX OyB BimOMUY YaC BUHUKHEHHS aHeMil, OifbIIiCTh MallieHTiB OTpUMYyBasa
nine3o7ig npotsiroM Oinbie 28 pHiB. [Ticns mpUNIMHEHHS 3aCTOCYBaHHS JTiHE30/Iiny OiNbIIiCcTh
TIAIliEHTIB TOBHICTIO a00 YaCTKOBO OAYKYBaJIi BHACIIIMOK IIPOBEIeHH TiKyBaHHS aHeMii abo HaBiTh
6e3 miKyBaHHS.

[lucbanaHc noKasHukie semaabHocmi y KAiHiUHOMY O0CAiOHCeHHI 3 yuacmio nauieHmie 3 iHpekuiamu
KPOBOMOKY, N08’13aAHUMU 3 BUKOPUCMAHHAM Kamemepie ma CnpuduUHeHUMU 2pamMno3umusHUMU
30y0HUKamu

Y xopi BIIKpUTOTO JOCIIAXKEHHS 3 Y4aCTIO [Talli€eHTiB i3 CepUO3HUMU BHYTPIIIHbOCYIUHHUMU
iH(DeKIiAMYU, CIPUYNHEHVMH BUKOPUCTaHHSAM KaTeTepiB, CIIOCTepiraay 3pOCTaHHS JIeTaIbHOCTI ¥
Ipymi Naui€eHTiB, SKUM 3aCTOCOBYBAJIX JIIHE30JIifl, IOPIBHAHO 3 IPyIIaMu JIiIKyBaHHA
BaHKOMILIMHOM/IUKIOKCcanuIiHoM/okcauunianoM (78 3 363 (21,5 %) nmpotu 58 3 363 (16,0 %)).
OCHOBHUM (paKTOPOM BIIJIUBY Ha IMOKAa3HUK JIETAJILHOCTI Oyy1a HasBHICTh TPaMIIO3UTUBHOI iHGEKIII Ha
[I0YaTKOBOMY pPiBHi.

[Toxa3HUKY eTanbHOCTI Y Malli€HTiB 3 iHQeKLIiaMy, CIPUYNHEHUMU BUHATKOBO IPAMIIO3UTUBHIMU
oprani3mamu, Oynu cxoxi (mepeBaxkHe criBBigHomeHHs 0,96; 95 % moBipuuit inTepsan 0,58 - 1,59),



ajie y Tpymi IiKyBaHHS JIiHE30JIiIOM YacTOTa JIeTaIbHUX BUIAKiB Oyia 3HayHOo Buioo (p = 0,0162) y
NalieHTiB 3 OYOb-KUM [IOIaTKOBUM 30yOHUKOM abo0 BiiCyTHiCTIO 30yIHMKIB Ha I0OYaTKOBOMY piBHi
(mepeBaxHe criBBigHOIEHHS 2,48; 95 % moBipuuit inTepsan: 1,38 - 4,46). Haibinbumi gucbanaHc
CIIOCTepiraBcd IIif Yyac JIiKyBaHHA Ta IIPOTATOM 7 OHIB 3 MOMEHTY BiIMiHU OOCIIIIXKYBaHOTO
npernapary. Y OibIIoCTi MallieHTiB y TPy NTiKyBaHHS JTiHE30J1iq0oM BUSBUIM TPaMHeraTUBHI iHpeKil
IIPOTSITOM [OCIIiIZKEHHS, IIi TalliEHTU IOMePJIX Bif iHGeKIil, CIpUYNHEHUX TPaMHEraTUBHIMU
30ymHUKaMU, Ta Bif MOMMIKpOOHUX iH(eKIii. TakKuM YWHOM, IPU YCKIagHEeHUX iHpEeKIiIX MKipu Ta
M’SKUX TKaHWH y IAI[iEHTIB 31 BCTaHOBJIEHOIO Ta IMig03PI0BAHOI0 CYMYTHHOIO iHPEKIIiE0,
CIIPUYMHEHOI0 TPaMHEeraTUBHUMU 30yOHUKAMH, JIIHE30JIiI CJTif 3aCTOCOBYBATH JIHIIE  pPa3i
BifiCyTHOCTI iHIIMX BapiaHTiB NMiKyBaHHS (IuUB. po3nin «Iloka3aHHS»). 3a TaKUX 00CTaBUH HEOOXigHO
PO3MOYKHATH ITapanesbHe JTiKyBaHHS I'PaMHETraTUBHOI iHEKIIil.

Iiapess ma kKoaim, noe’s13aHi i3 3acmocysaHHAM aHmubiomukia

[Tpu 3acTocyBaHHI MaliKe yCix aHTUOI0THKIB, BK/IIOUAI0YH JIiHE30IifI, TOBiIOMJIS/IN IPO BUHUKHEHHS
miapei Ta KOJMiTYy, IOB’sI3aHUX i3 3aCTOCYBaHHSIM aHTUOIOTHKIB, BK/TIOUAIOYH [ICEBOOMeMOpPaHO3HUM
KOJIiT, Ta moB’si3any 3 Clostridium difficile giapeto (CDAD), TSXKKiCTb IPOSIBiB SKUX MOXK€e BapiloBaTH
Bif TOMipHOI miapel 0 KOJiTy 3 IeTaJbHUM Pe3yabTaToM. TaKUM YMHOM, BazKJIMBO BPaxOBYyBaTH
MOZKJIMBICTb IIhOT'0 AiaTHO3Y Y MallieHTiB, ¥ SKUX Mif yac a0o micis 3acTOCyBaHHS JiHE30JIimy
PO3BUBAETHCS miapesi. Y pasi migo3pu Ha miapero abo KOJIiT, OB I3aHUM i3 3aCTOCYBAHHSIM
aHTubioTHKIB, a0 MiATBEPAXKEHHS 1IHOTO AiarHO3y HeOOXiMHO MPUIUHUTH ITOTOYHE JIIKyBaHHS
aHTHOAKTepiaTbHUMU MTperapaTaMy (BKITIOYAOYHX JIIHE30J1i/1) Ta HeraHO PO3MoYaTH BiAmoBimHI
TepalleBTUYHI 3aX0f4. Y TaKMX CUTYallisIX IPOTUIIOKa3aHe 3aCTOCYBaHH Ipelaparis, SKi
MIPUTHIYYIOTh I€PUCTANIbTUKY.

ITomeHuitiHi 83aemMO0ii, W,0 CNPUYUHAOMb NIOBUUWEHHA apMepiaabH020 MUCKY

Kpim BUMAgKiB, KOJIX MOXKJIMBE CIIOCTEPEKEHHS 3a MallieHTaMU CTOCOBHO MOXKJIUBOTO
MiBUILEHHS apTepialbHOrO TUCKY, JIIHE30JIi[ He CIIif IpUu3HadaTy MallieHTaM 3
HEKOHTPOJIbOBAHOIO apTepialbHOI0 TinepTeH3ien, PeoXxpoMoLUTOMO0, TUPEOTOKCUKO30M
Ta/abo CymyTHIM MPUIAOMOM TaKUX THUIIIB JIiKAPChKUX 3ac00iB IK: MPAMi Ta Hempsami
CHMIIaTOMIMETHKY (HanpuKiap ceBgoedenpuH), Ba30Ipecopu (HapUKiaf emniHedpuH,
HopeniHne(dpuH), gopamiHepriyHi 3acobu (Hampukian qodami, fodyTaMiH).

Jlakmoauyuodo3

[Ipu 3acToCyBaHHI JTiHE30JIiAy ITOBiIOMIISAIM IIPO PO3BUTOK JIaKToAUUno3y. [lallienTy, y SKUX I Jac
3aCTOCYBaHHS JIiHE30JIily BUHUKAIOTh CUMIITOMU Ta IIPOSIBU MeTa0OJIiuHOT0 aliiufio3y, BKII0Yalun
peuuguByI04y Hy#oTy abo OmoBaHHS, 0ilb v KUBOTI, HU3bKUY PiBeHb OikapOoHaTiB ab0
rinepBeHTUNIALI0, IOBUHHI HeralHO 3BEePHYTUCS 3a MEeJUUYHO JOIIOMOTrOH. Y pa3i pO3BUTKY
MOJIOUHOKHUCJIOTO alifio3y HeOOXiIHO 3BaKUTH KOPUCTH IIOAABIIOTO JIIKYBAHHS JTIHE30/IiI0M Ta
MOTEHIIMHI PU3UKH.

[ucyHKuia mimoxoHOpiu

JliHe3omif mpUTrHiYye MiTOXOHAPianbHUM CHHTE3 OiNKiB. Y pe3ynbTarTi I[bOTO IPUTHIYEHHS MOXKYTh
PO3BUBATHUCS TaKi MOOIUHI peakilil SK TaKToalKg03, aHEMis Ta HelpomnarTis (mepudepryiHa Ta
3opoBoro HepBa). Lli sBuina Ginbll momupeHi Mpy 3aCTOCYBaHHI penapaTy IpoTAroM Ginbiie 28
OHIB.

CepomoHiHoagutl CUHOPOM



Hapxomouny crioHTaHHI ITOBITOMIIEHHS IIPO PO3BUTOK CEPOTOHIHOBOTO CHHAPOMY, OB I3aHOTO 3
OIHOYaCHUM 3aCTOCYBaHHSAM JIiHE30JIily Ta CEPOTOHIHEPIiYHUX IIpenapaTiB, BKIYayu
aHTHUJeNpPecaHTH (Taki K CeJIeKTUBHi iHTi6iTOpH 3BOPOTHOTO 3axorieHHs cepoToHiny (CI33C)) Ta
omioigu (muB. po3min «B3aemMomist 3 iHIMKMME TiKapChKUMHU 3aco0aMu Ta iHIIM BUOU B3a€MOMin»). TakuM
YWHOM, ONHOYACHE 3aCTOCYBaHHS JIIHE30JIily Ta CEPOTOHIHEPIiYHUX IIpenapaTiB IPOTUIIOKa3aHe
(muB. «[IpoTUnOKa3aHHS»), 3a BUHATKOM BUIMAAKIB, KOJIU 3aCTOCYBaHHA K JIIHE30JIiAY, TaK i
OfHOYACHEe 3 HUM 3aCTOCYBaHHS CEPOTOHIHEPTiYHUX IIpelapaTiB Ma€ BUpilllajbHe 3HAYEeHHS. Y TaKUX
BUTIA[KaX Malli€eHT IOBAUHEH 3HaXOOUTUC IIifl MUJIbHUM HarIsg0M 3 METOI0 BUSBJIEHHS CUMIITOMIiB
CEPOTOHIHOBOT'O0 CUHAPOMY, TaKUX K IMOPYILIEHHS KOTHITUBHOI QYHKII], TiepIipekcis,
rineppedrekcisi Ta nopyleHHs KoopauHalii pyxiB. ¥ pasi BUHUKHEHHS TaKWX CUMIITOMIB JliKap
TIOBUHEH PO3TJISHYTH MOXKJIMBICTD BigMiHU TOTo abo iHinoro npenapaty. [liciaa BigMinu
CEePOTOHIHEPTivyHOTO MMpenapaTy MOXK/IMBE BUHUKHEHHSI CUMIITOMaTAKY BigMiHMU.

I'inoHampiemisi ma/abo cuHOpomM HeadeksamHoi cekpeuii aHmuodiypemuuHoz0 20pmoHy (CHCAT)

Y nanieHTiB, sIKi OTpUMyBaIH J1iHE30JIif] Y TOCTMAapKEeTUHIOBUY N1EPiOf, CIIOCTepPiranuch BUNaaKU
rinoHaTpieMii Ta/abo CHHOPOMY HeafleKBaTHOI CEKpellil aHTUIiypeTUYHOT0 TOPMOHY. Y 3a3Ha4eHUX
BUIIAgKaxX O3HAKU Ta CHMIITOMU BKJIIOYAJIU CIIYyTaHICTh CBiMOMOCTi, COHNIUBICTh, 3arajibHy ClTabKiCTh,
a y TSIXKKHUX BUMagKax MPU3BOAMIN OO0 AUXaJIbHOI HEOCTATHOCTI i HaBiTh cMepTi. PeKOMeHOy€eThCS
perysipHui KOHTPOJIb PiBHSA HATpPil0 B CUPOBATL KPOBI y JITHIX JII0e!, y IallieHTiB, sKi IPpUAMaiTh
NiypeTHKH, Ta B iHIIKX MallieHTiB i3 pu3ukoM rinoHartpiemii Ta/abo CHCAIIT mifm yac 3acToCyBaHHS
niHe30miny. AKIIo 3’ IBNSI0THECS 03HAKM Ta CUMIITOMH TrinmoHaTpiemii Ta/abo CHCAIT, HeoOxXigHO
IPUIUHUTY IPUKOM JIiIKapChKOT0 3ac00y i BXKUTH BigIOBIIHUX MiATPUMYBaJIbHUX 3aXO0[iB.

ITepugepuuHa Heliponamisa ma Heuponamis 30p08020 HepP8d

[ToBimoMsinu PO PO3BUTOK MepudepuyHOi HeNpomarTii, a TaK0XK HelpoIlaTii 30p0BOT0O HEPBA, Ta
HEeBPUT 30POBOr0 HepBa, siKa iHOfi TporpecyBasa g0 BTPaTH 30PY y Mali€HTIiB, SKi 0OTpUMYBaJu
JIIKyBaHHSA JTiHe30/1igoM. Taki I0BiqOMJIEHHS B IIEPIIy Yepry CTOCYBAJIUCS MaLli€HTIiB, K1 OTPUMYBasu
JiKyBaHHS PoTaroM Oinbiie 28 nHIiB (MakcuMalibHa peKOMeH0BaHa TPHBAJIICTh TiKyBaHHS). YciM
nalieHTaM HeoOXiHO PeKOMEeHAYyBaTH MOBIIOMISATH IIPO CHMIITOMH TIOPYIIEHHS 30py, TaKi K 3MiHU
TOCTPOTH 30PY, 3MiHU KOJIbOPOBOTO CIIPUMHSATTS, HEUITKICTh 30py a00 BUIafaHHS YaCTUHU IO
30py. Y momiOHuX BUIMTafKaX PEKOMEHIOBAaHO TePMiHOBO ITPOBECTH OTJISM 3 HANIPABIEHHSIM M0
odTanmpMoora, Ko HeoOXigHo. AKio marieHT mpuiiMae JIizonig-600 mpoTsrom GinbIn Hizk
peKoMeH0BaHi 28 [IHiB, He0OXigHO PETyIsIPHO IePEeBipsATH 3ip.

Y pazi po3BuTKy nepudepudHoi HelpomnaTii abo HelpomaTii 30poBoro HepBa HEOOXiMHO 3BAXKUTH
KOPUCTH IOAANbLIOTo JIiKyBaHHSA JIi30mia-600 Ta MOTEHIiMHI pU3NKH.

MoxvBe 3pOCTaHHS PU3UKIB PO3BUTKY HEUPONATIM IPU 3aCTOCYBaHHI JIIHE30JIiny A1 TiKyBaHHS
NAllieHTIB, SIKi OTPUMYIOTh a00 HEIlloaBHO OTPHMYBAJIK Tepalilo aHTuOaKTepiaJIbHUMHU ITperapaTaMu
7 JTiKyBaHHS TyOEpKy/Ib03y.

Cydomu

[ToBigoMIIsiNIM PO BUNIAZAKY CYAOM Y IAIiEHTIB, SIKi OTpUMYyBaIu Teparmiio npemnapaTtoM Jlizomnig-600. ¥V
OiNbIIOCTi BUMTAMIKIB TIOBIMOMIISINIMA PO TaKu¥ GaKTOp PU3UKY SK CYyNOMU B aHaMHe3i. [TanieHTam
HeoOXiHO TOBINOMIIATH JIiKapiB, SIKI0 Y HUX paHillle BUHUKAIKN CYLOMHU.

IH2ibimopu MoHOamiHOKcudasu

Jline3ortig € HeceneKTUBHUM iHTi6iTOpoM MoHOaMiHOKcHuma3u (MAQO) 3BopoTHOI mil. ITpoTe B mo3ax,



SIKi 3aCTOCOBYIOTH [iJIs aHTHOaKTepiaabHOI Teparlii, BiH He IPOSBIIsA€ IPUTHIYYBaIbHOTO BIUIUBY. Y
XO[Ii DOCIigKeHb B3a€MOIl TIKapChKUX IIpenapaTiB Ta OOCigKeHs 6e3neKku aiHe30/miay 6yI1o
OTPUMAaHO IyKe 00MeKeHY KiJIbKiCTh JaHUX IIPO 3aCTOCYBaHHS JIiHE30JIiAy A7 JIiIKyBaHHS Nalli€HTiB
3 OCHOBHUMM 3aXBOPIOBAHHSIMU Ta/ab0 CYMyTHIM JITiKyBaHHSM IIpelapaTaMy, IPH SKUX BUHUKAIOTh
TIeBHI pU3uKU BHACTiNOK npurHidveHHss MAO. ToMmy 3acTocyBaHHS JIiHE30ily 3a TaKUX 00CTaBUH He
PEKOMeHJ0BaHe, SIKII0 HeMOXKJIMBO IIPOBOAUTHU PETENIbHUY HaTJIsA[ Ta MOHITOPUHT CTaHy IallieHTa
(muB. po3minu «IIpoTunoka3aHHSI» Ta «B3aeMopmis 3 iHIIMMU JTiIKapChKUMHU 3acob6aMu Ta iHIII BUIU
B3aEMOMIN»).

3acmocysaHHs y NOEOHAHHI 3 HACUYEHUMU MUPAMIHOM NpodyKmamu

[TamieHTaM CyIiil peKOMEHIyBaTH YHUKATH CIIOKMBAHHS BEJIMKOI KiTbKOCTi MMPOAYKTIiB, 36arauyeHux
THpPaMiHOM (O¥B. PO3[in «B3aemoist 3 iHIUMY TiKapCHKUMH 3aco0aMu Ta iHIM BUOU B3a€EMOMIl»).

I'inoesikemis

[ToBimoMIEHHS, OTPUMaHI y HmicisgpeecTpalilHuM epiof, CBiA9aTh PO BUNALKU CUMITOMaTHYHOL
rinorikeMii Ipy 3aCTOCYBaHHi JTiHe307TiAy, HeceneKTUBHOro iHribiTopy MAO 3BOpOTHOI fii,
nalieHTaM 3 IyKpoBUM AiabeToM, SiKi IpuUUMaloTh iHCYJIiH abo IepopasbHi rimormikeMiuyHi
npemnapaty. [IpuiioMm geskux iHriditopis MAO 1moB’si3aHK# 3 TiMOTJIiIKEMIYHUMHU €I1i30laMHU Y XBOPHUX
Ha IIYKPOBUH miabeT, SKi OTPUMYIOTh iHCYIiH a0o rimormikeMiuHi 3aco0u. Xouya MPUYUHHUYM 3B’SI30K
MixX JTiHe30J1ioM i rimorikeMi€io He BCTAHOBJIEHO, ALIiEHTIB 3 LIyKPOBUM Hia0eTOM CIIia
rorepenXKaTy Npo IMOTEeHLIWHY TiNorIiKeMiYHy peakliito IIif Yac 3aCTOCYyBaHHS JIIHE30JIiay.

Y pasi BUHUKHEHHS TinoriikeMil Moxe 0yTH MOTPiOHe 3MEHIIEeHHS NO3U iHCYIiHY Y¥ IIepopaIbHOro
rinornikeMiyHOro 3aco0y ab0 MPUIMHEHHS 3aCTOCYBaHHS I1€POPAJIbHOTO TiMOorIiKeMiuHOTo 3aco0y,
IHCYJIiHY 4 JIIHEe30IiAy.

CynepiHpekuyis

Brnnus niHe3omnigy Ha HoOpMaibHy MiKpohiopy He BUBYAJH IIiff 4ac KIiHiYHUX BUNIPOOyBaHb.
3acTocyBaHHS aHTHOIOTUKIB iHOMI MOXKe IIPU3BOAUTH OO0 HAAMIPHOTO POCTY HEYYTJIMBUX OPraHi3MiB.
Hampukinap, npubnu3Ho y 3 % malieHTiB, SKi OTpUMYyBau JIiHE30JTi Y PEKOMEHIOBAaHUX [03aX,
IIPOTATOM KJTIHIYHUX JOCIIiAKEHb CIIOCTepirany BUHUKHEHHS KaHAU03Y, [I0B’93aH0r0 i3
3aCTOCYBaHHSIM IIpemnapary. Y pa3i BUHUKHEHHS CylnepiHdeKI[i mig yac JiKyBaHHS CIIif BXKUBaTU
BiZIIOBIOHUX 3aXOMiB.

Ocobausi epynu nauieHmia

3aCTOCOBYBATH JIiHE30JIif AJ1S JIIKyBaHHS IAIi€HTIB i3 TAKKOI0 HUPKOBOI HEJOCTATHICTIO CIIif 3
00epeKHICTIO Ta JIMIIIE Y CUTYaIlisIX, KOJIX O4YiKyBaHa KOPUCTH € OilbIIOI0 3a TEOPETUYHUMN PU3UK
(muB. po3min «Croci6 3aCTOCYBaHHS Ta HO3U»).

3aCcTOCOBYBATH JIiIHE30JIif OJId JTIKyBaHHS MAIli€HTIB i3 TAKKOI MEeYiHKOBOI HEOOCTATHICTIO
PEKOMEH[IOBAHO JIUINE V CUTYaLifX, KOJIM O4iKyBaHa KOPUCTH € OiNbIIOI0 3a TEOPEeTUYHUM PU3UK (OUB.
po3min «Croci6 3acToCyBaHHS Ta HO3U»).

HeMmae He0oOXigHOCTI B KOPEKIIil 03U ITpemapaTy 3a/ie’kHO Bifl CTaTi mallieHTa.

ITopyweHHA pepmuabHOI PYyHKUIT

Jline3o71ig 3HMXKYBaB (PEPTUIIBHICTL Ta CIPUYUHSB BigXUIeHHS MOPQOJIOTiYHUX TTOKa3HUKIB



SKOCTi CIIEpMH ¥ 3TOPOBUX AOPOCIUX CaMIIiB IIyPiB IPU PiBHSAX €KCII03UIIil, MTprUOIU3HO
TaKUX, 110 OUiKyIOThCS v miomel. Lli 3MiHu Manu 000pOTHUM XapaKTep. MOXKIHBUH BIIJIUB
JIiHe30J1ioy Ha PeNPONYKTUBHY (DYHKIIiI0 YOJIOBIKiB HEBIIOMUIL.

KniHiyHi 8unpobyB8aHHs

Beameka Ta e(peKTUBHICTh JTiIHE30JIiAy IIPU 3aCTOCYBaHHI Oro mMpoTsAroM Oinbire 28 OHIB He
BCTaHOBJIEHI.

Y KOHTPONIbOBaHUX KITIHIYHUX BUTPOOYBaHHSX He Opasid y4acTh MalieHTH 3 Oiabe THYHUMU
ypaXKeHHSIMU CTOII, IPOJIeXHIMY a0o illeMiYHUMY ypaXXKeHHIMY, TAXKKAMYU OlliKaMU YU FaHI'PEHOIO.
BinmoBigHO, DOCBif 3aCTOCYyBaHHS JIiHE30iy A7 TiKyBaHHS TaKUX CTaHiB 00MeKEeHUH.

[TosiBa GakTepili, pe3UCTEHTHUX [0 JIiIKAPCHKOTO 3aC06y

ManmoiMOBIpHO, 110 TpU3HauYeHHs npemnapary JIizonig-600 y pasi BifCyTHOCTI OiarHOCTOBaHO1
OakTepianmbHOI iHdeKIril a60 3 TPodiTaKTUIHOI METO 3aBHACTH IITKOOH MAI[ieHTOBI a00 30iIbIINTh
PU3HUK I0siBU 0aKTepiii, pe3UCTEeHTHUX [0 JTiKapChKOTro 3aco0y.

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py001o.

3acTocyBaHH4 y nepion BariTHOCTI. [aHi moa0 3acTocyBanHd npenapaty Jlizonia-600 BaritTHuM
XKiHKaM oOMexeHi. Pe3ynbTaTil HOCHiIXKeHb Ha TBAPMHAX IIPOIEMOHCTPYBAJIA HasBHICTh
PENPOAYKTUBHOI TOKCUYHOCTI. ICHY€E MOTEHUiNHMIM pU3uK myis moguHu. JIizonin-600 He crig
3aCTOCOBYBATHU Y I1epiof BariTHOCTI, OKPiM BUITAAKIB, KOJIA OYiKyBaHa KOPUCTE [IEPEBUILYE
MOTEHIINHUY PU3UK.

3acToCcyBaHH4 y Nepiof rOAyBaHHSA rpynni0. Pe3ynbTaTl HOCTIgXKEHb Ha TBapUHAX I10Ka3asy, 110
JIiHE30Ii Ta #10r0 MeTaboIiTh MOXKYTh IPOHUKATH Y TPygHE MOJI0K0. OTXKe, CHifl IpUNUHUTI

TOOYBAHHA I'PYOOI0 IIPOTATOM J'IiKYBaHHﬂ IIpernapaToM.

30amuicmb 8niusamu Ha weudKicmb peakyii npu KepyeaHHi aamompaHcnopmom abo iHwumu
MexaHizmamu.

Heo06xigHo monepeazxKaTy Malli€eHTiB PO MOXKJIMBICTh PO3BUTKY 3allaMOpPO4YeHHS ab0 CUMIITOMIB
OPYIIEeHHS 30py (AuB. po3min «Oco0IMBOCTI 3acToCyBaHHA» Ta «[106iuHi peakuii») mig 4ac mpuiioMy
NiHEe30JIiMy Ta PEKOMEHOYyBaTu iM He KepyBaTH aBTOMOGineM i He IpaIloBaTé 3 iHIIUMU MeXaHi3MaMu
y pa3i BUHUKHEHHS Ha3BaHUX CUMIITOMIB.

Cnoci6 3acmocyeaHHss ma do3u.

TpuBamicTh NMiKyBaHHS 3aJIeXKUTh Bif 30yAHMKA, JT0Kasi3alii Ta TAXKKOCTi iH}eKIii, a TaKoX Bif
KITiHIYHOTO e(eKTy.

PexomeHparii oo TpUBanIoCTi Tepartlii, IKi HaBefleHO HUXK4e, OyIu 3aCTOCOBaHI y KITiHIYHUX



OOCIimKeHHAX. [I11s1 mesiKUX BUMOIB iH(eKIIi Moxke OyTH opedyHa KOPOTIlla TPHUBAICTh JTiIKyBaHHS,
arne 1e He Oy710 OI[iIHEHO y KITiHIYHUX HOCTTiIKEHHSIX.

MakcuMasnbHa TPUBAJICTh NTiKyBaHHs - 28 OHiB. be3neka Ta eeKTUBHICTh 3aCTOCYBaHHS
niHe30iny moBile 28 OHIB He OyIu BUBUYEHI.

He notpibHe migBuilleHHS PEKOMEHIOBAHUX 03 a0 TPHUBAJIOCTI JTIiKyBaHHS y BUMIAgKaX iHGEKIiH, SKi

CYIIPOBOMXKYIOThHCSI OaKTepieEMi€er0.

PekomeHparii 1oqo J03yBaHHS BiIIOBiMHO MO ITOKa3aHb HABEIEHO B TAOIHUII HUXKYE.

[NauieHTH, NMiKyBaHHS SAKUX 0yJI0O PO3M0YATO 3 MPU3HAUYEHHS JIIHE30JTiNy y BUTJISAI BHYTPIITHEOBEHHUX
iHQys3iit, MoxXyTs OyTH lepeBefeHi Ha nikyBaHHS JIi3071ia-600 y popmi Anis mepopaabHOTO
3aCTOCyBaHHS. Y TakoMy pa3i migbip mo3u He mOTpibHUM, OCKinbKY 610MOCTYIHICTE JTiHE30/IiAy Tpu
IIPUMOMI BHYTPIIIHBO CTaHOBUTH Manxe 100 %.

Tabmuusa 1

I[loka3aHHSI

[J03a Ta cnocib 3aCTOCyBaHHS

PekoMeHOOBaHa TPUBAJICTh

[Topocmni Ta mitu
(BikoM Bif 12 pOKiB)

TTiKyBaHHS
(mi6 mocIHinb)

['ocmiTanbHA THEBMOHISA

HerocniTanbHa nHeBMOHiA (30kpema  [600 Mr BHYTpIIIHEOBEHHO* 60 10-14
(hopMH, LII0 CYIIPOBOAKYIOTHCS 11€POPaJIbHO

GaxTepieMiero) KOXKHi 12 ronus

Ycknagueni iHdekii mkipu Ta il

CTPYKTYP

[Hdexkil, cnpuyuHeHi Enterococcus

faecium, pe3uCTEHTHUMHU M0 600 Mr BHYTPIITHHOBEHHO* a00 14-28
BaHKOMIIIMHY, 30KpeMa iHdeKIlil, ki |[nepopanbpHO

CYTIPOBOMIXKYIOTHCS OaKTepieMicto KOXHi 12 rogun

Heycknapneni indexnii mkipu taii  |Jopocmi: 400 Mr mepopanbHO

CTPYKTYP KOXKHi 12 romun* 10-14

[iT; Bikom Big 12 pokiB: 600 Mr
[IepOpasibHO

KOXKHI 12 romuH

* 3aCTOCOBYBATH JIiHE30JIi[ B iHIIIX JTiKapChKUU (POPMi 3 MOKIUBICTIO BiITIOBIAHOTO AO3YBaHHS.

MaxkcuMasnbHa [03a OJIs JOPOCIHX i miTell He Mae mepeBuinyBat 600 Mr 2 pa3u Ha g00y.

3acmocysaHHs nauieHmam aimHv020 8iky: HeMa€ MoTpebu B KOPEKIil J03M.

3acmocysaHHs nayieHmam 3 HUpKosow Hedocmamuicmio. Hemae motpebu B KOpPeKIii JO3H.
Ockinbku npubnu3Ho 30 % mo3u BUBOOUTHLCS IIPOTSITOM TPUTOAUHHOTO CEaHCY reMomiaidy
po3MoYaToro yepes3 3 TOOUHY IIiCig BBE[EHUS IIpernaparTy, nallieHTaM, SKi OTpuMyBaJjIu mofioHe
JIIKYBaHHS, JIIHE30JIi[ C/Iif NpU3HavyaTH Iiciig remMogianisy (ouB. po3nin «®apMaKoIoriyHi

BNacTUBOCTi. DapMaKOKiHETUKa»).

3acmocysaHHa nayieHmam i3 neuinkoso HedocmamHicmio. HeMae noTpebu B KOpek1ii 4o3u (OuB.

po3min «®apmakonoriuyfi BmacTuBocTi. PapMakOKiHETUKA»).



Himu.

[Ipenapart y maHiu jikapceKii ¢GopMi Ipr3HaYaTH SiTIM BiKOM Bif 12 pokis.

Ilepedo3yeanHsi.
CrnennpigyHOTO aHTHIOTY HEMAE.
He 6y0 3apeecTpoBaHO BUIAJKIB IIEPEN03yBaHHS.

Y pasi nepeno3yBaHHSA II0Ka3aHe CUMIITOMaTAYHE JIIKyBaHHS 3 IPOBENEHHAM 3aXO0[iB LIOA0
MiATPUMKHU PiBHA KIy004KoBOi ¢inmbrpaii. [Tpubnusuo 30 % mpuiHSATOI [03U IIperapaTy BUBOTUTHCS
IIPOTATroM 3 TOOMH IeMofiai3y, aje HeMa€ faHuX 100 BUBEEeHHS JTiHe30Iiay i 4ac Ipoieayp
IIepPUTOHEeaTbHOTO Hiani3y abo remomnepdyaii. [[Ba mepBUHHUX MeTaOO0IITH JTIHE30JTiAy TaK0XK
BUBOMSATHCS LIJIIXOM I'eMOfiai3y.

ITobiuni peakuii.

3a3HaveHa iH(popMallis I'PYHTYETLCI Ha JaHUX, OTPUMaHUX y XOfi KITiHIYHUX OOCHiAXKEeHb, i 9ac
sakux 6inmbine 2000 gopocnux NalieHTiB OTPUMyBald peKOMeH0BaHi fo3u npenapaty Jlizomin-600
IIPOTATOM Iepiony Ao 28 OHiB.

HavyacTimumy moOiYHUME peakIlissMu, PO SKi MOBITOMIISIIH, 110 ITPU3BOMYIIN OO0 BiIMiHK
npemnapary, Oynu roynoBHu O0inb, miapesi, HymoTa Ta 6moBaHHS. [Ipubau3Ho 3 % malieHTiB
IPUNIMHUTIY JTIKyBaHHS Yepe3 PO3BUTOK 3YMOBIIEHUX IIPerapaToM N0oOiYHUX PeaKIlil.

IomaTKoBi M06iuHi peakiiil, Ipo SKi MOBiAOMJISIM ITiC/IS BUXOAY IIperapaTy Ha PUHOK, BKITIOYEHi [0
nepesiiky HUXK4e 13 3a3Ha4eHHSIM YaCTOTU BUHUKHEHHS SIK «4aCTOTa HEBiIOMa», OCKIJIbKY 4aCTOTy
BUHVKHEHHS He MOXHa BCTAHOBUTH 3a HassBHUMU JaHUMU.

[ToOiyHi peakii, IPo SIKi IOBIHOMIISANIY IPOTATOM JIiKyBaHHS, HaBeJeHO HUXKYe 3a TaKOI0
Knacudikalliero 4acToTu: ayxe dacTto (= 1/10); gyacro (Big = 1/100 go < 1/10); mewacTo (Big = 1/1000
no < 1/100); pigko (Big = 1/10000 mo < 1/1000); my=xe pigko (< 1/10000); yacToTa HeBigoMa -
JaCcTOTy HE MOXKHa BCTAHOBUTHU 3a HAsIBHUMHU JaHUMU.

IHpekuii ma iHeasii: 9acTo - KAaHAWI03, OPAJbHUYN KaHOWI03, BariHalbHUN KaHOUI03, TPUOKOBI
indexkiril; HeyacTo - BariHiT; pigko - aHTUOIOTHKACOIIiOBaHI KOJIiTH, BKJTIOYAI0UYH
IIceBOOMeMOPaHO3HUN KOTIiT*,

3 60Ky cucmemu Kposi ma aimpamuyHoi-cucmemu: 4acTo - aHeMisT*t; HeyacTo - JIeHKoIeHis*,
HEUTPOIEeHis, TpOMOOIUTONIEHiT*, €03UHOGINIS; PigKo - MaHUIKUTOIEHisT*; YacTOTa HeBioMa -
Mieocympecis*, cumepobiacTHa aHeMis*.

3 60Ky iMyHHOI* cucmeMmu: YacTOTa HeBimoMa - aHadimakcis.

3 6oxy memaboi3my ma xapuy8aHHs: HEYACTO - TIMOHATPIEMIs; YacTOTa HEBiIOMa - JTAKTOAIUI03*.

3 60Ky ncuxiku: 4acTo - 6e3COHHS.



Hegpos02iuHi po3aadu: 4acTo - ToJIOBHUY 0ifib, TepBepcil' cMaKy (MeTaliuHul IpUCMaK),
3anaMOpOY€eHHs; He4acTo - CYAOMU*, rinecresis, napecresis; 4acToTa HeBiloMa - CEPOTOHIHOBUU
CHHOApPOM**, mepudepruHa HelpomaTis*.

3 60Ky opeaHie 30py: HEYACTO - 3aTyMaHEHHS 30py*; piAKo - medeKT mois 30py*; YacToTa
HeBigoMa - 30p0oBa HerpoImaTis*, HeBpUT 30pOBOT0 HepBa*, BTpaTa 30py*, 3MiHa 30pOBOTO
BIIUyTTS*, 3MiHa COPUUHATTS KOJIbOPY*.

3 6oky opaaHie cayxy ma pieHoBa2u: HEYACTO - O3BiH Y ByXax.
3 60Ky cepus: HEYACTO - APUTMIs (TaxXikapmis).

3 60Ky cyOuH: 4acTo - apTepiasibHa TinepTeH3is; He4acTo - TpaH3UTOPHaA illeMiyHa aTaka, (iebir,
TpomMOodediT.

3 60Ky WwayHK0B0-KUWKOB020 MPAKmMYy: 4acTo - fiapes, HyA0Ta, OII0BaHHS, IOKaIbHUMN abo
reHepasidoBaHuil 0ilb Y XKUBOTI, 3aI10p, AUCIIEICis; He4acCTo - TaHKPEeaTUT, TaCTPUT, 3AYTTI KHUBOTA,
CYXiCTh y POTi, TJIOCUT, YacCTi PifiKi BUTIOPOKHEHHS, CTOMATUT, po371afu abo 3MiHa KOJIbOpY SI3UKa;
pinko - 3HeGapBIeHHS TOBEPXHi 3y0iB.

3 6oky 2enamobisiapHoi cucmemu: 4acTo - BiIXUIIEHHS Bifl HOPM MMOKAa3HUKiB QYHKI[IOHAIBHUX
nevyinkoBux mpo0, 30inbienHs piBuiB AJIT, ACT a6o nyxHoi dhocdaTasu; HeYaCTO - MigBUILIEHHS
3arajpHoro 0inipy06iny.

3 6oky wkipu ma nidwkKipHoOi Kaimkosuuu: 4acTo - cBepOixK, BUCHUII; HEYACTO - KPOIIUB'THKA,
IepMaTUT, HafiMipHe TOTOBUAINIEHHS; PiKO - alepriuHuil BaCKyJIiT; 4acTOTa HeBigoMa - O6yIb03Hi
ypaXeHH4 LIKipH, Taki K cuaapoM CTiBeHCca-[[:KOHCOHA Ta TOKCUYHUY elliflepMajlbHUY HEKPOJIi3,
aHrioemeMa, ajiomelid.

3 60Ky HUPOK i ceuosudinbHOI- cucmemu: 4acTo - MiBUIIIEHHS a30Ty CEYOBUHHU KPOBi; HEYACTO -
HUPKOBA HEJOCTATHICTH, MiBUIIIEHHS KPEeaTUHIHY, [1OJIiypid.

3 60Ky penpodykmueHoi cucmemu ma MO/A0YHUX 3d/103: HEYACTO - ByJIbBOBariHaIbHi OPYIIEHHS.

3azanbHi po3nadu: 4acTo - Taps4Ka, JIOKaJTi30BaHUM 0iylb; HEYACTO - 03HOO, BTOMA, CIIpara.
IocaidocenHs. bioxiMisi: 4acTo - MigBUINIEHHS TaKTaTOETiIporeHa3y, KpeaTuHIHKIHA3Y, JTinasy,
aminasu a0o MOCTIIPaH[iaIbHOTO (He HaTIe) PiBHS TII0OKO3HU, 3HUKEHHS 3arajibHOro 0inKa,
anb0yMiHy, HaTpilo Ta Kasbllilo, IiABUIIeHHS a00 3HWKEHHS KaJilo abo OikapboHaTy; HedacTo -
TiABUINEHHS HATPio ab0 Kaslbllito, 3HUKEHHS TTI0K03U 0e3 ToJI0ayBaHHs, MiIBUINeHHS a00 3HUXKEHHS
xjopupiB. ['eMaTosIorid: 4acTo - MigBUIIEHHS KiNbKOCTi HeUTpodiniB abo e03uHODiNiB, 3HUKEHHS
reMorno0iny, reMaTOKpUTy abo KiTbKOCTi epUTPOLUTIB, MigBUIIIEHHS ab0 3HUKEHHS KiJTbKOCTi
TPOMOOUUTIB @00 TEUKOIUTIB; HEYACTO - MiABUIIEHHS KiIbKOCTI PETUKYJIOLUTIB, 3HUKEHHS KiJTbKOCTi
HeUTPodiiB.

* MuB.po3ain «Oco6IUBOCTI 3aCTOCYBaHHS».

**k [TuB.po3minu «ITpoTuoKa3aHHI» Ta «B3aeMopmist 3 iHIMMMY JTiKapChKUMHU 3aco0aMu Ta iHII BUIH
B3AEMOMIN».

T Ilig 4ac KOHTPOJIbOBAHUX KITIHIYHUX JOCIIiIXKEeHb, y AKUX JIIHEe30J1il 3aCTOCOBYBa/lu Yy Iepion mo 28
nHiB, y 2,0 % malfieHTiB Bif3Havanacd aHeMid. Y mporpaMi i3 3aCTOCyBaHHSIM HE3apeeCTPOBAHOI O
JiKapchKOTro 3aco0y 1o r'yMaHiTapHiX mporpaMi (compassionate use) 3 y4acTio Ialli€HTiB 3
iH(peKLigIMy, 0 3arPOXKYIOTh XKUTTIO, T CYIYTHIMU 3aXBOPIOBAHHSIMH, Bi[COTOK IAILiCHTIB, Y SKUX



BUHUKJIA aHEMis MiCJd IPUUOMY JIiHe30JIiAy NpoTsaroM < 28 OHiB cTaHOBUB 2,5 % (33 3 1326)
nmopiBHSHO 3 12,3 % (53 3 430), ski mikyBanucs > 28 guHiB. CrniBBigHOIIEHHS 3a¢hikKCOBaHUX BUMAKIB
TSKKOI aHeMii, CIpUYMHEHOI 3aCTOCYBaHHSIM JTiIKapChKOro 3aco0y, 1o moTpedyBasio nepeuBaHus
KpoBi ctaHoBuiI0 9 % (3 3 33) y nauieHTiB, gKi niKyBanucs npotarom < 28 gHiB Ta 15 % (8 353) y
THX, XTO JIIKyBaBCS IPOTATOM > 28 OHIB.

[ToGiyHi peakiiii, moB’si3aHi i3 3acTOCyBaHHSM JIiHE30/iAy, sIKi Oy1u OIliHeHi pigKo K peakiril
TS2KKOTO CTYIIeHs: JIOKajli3oBaHUM abgoMiHambHUY 0ilb, TpPaH3UTOPHUM ilIeMiYHUY Hamaf Ta

apTepiasibHa TinepTeHsis.

Y nmocTMapKeTUHTOBUY IIePiofl MOBIqOMIISIIM IIPO BUIIQAKKX CUMIITOMATUYHOI rinoraikemil mpu
3aCTOCyBaHHI JIiHe307Iiy, HecelneKTUBHOTO iHribitTopy MAO 3BOpOTHOI Ail, mallieHTaM 3 IIyKPOBUM
niabeToM, sIKi mpuiMaroTh iHCYJiH a00 nepopasnbHi rimornikeMiyni npenapatu. [TpuiioM gesikux
inri6iTopis MAO noB’g3aHu# 3 TiMOTIiKeMiYHUMU eni3ogaMu Y XBOPUX Ha LyKpoBUii giabet, siKi
OTPUMYIOTE iHCYIiH abo rimormikemiuyHi 3acobu.

Y malieHTiB, SKi OTpUMYyBaJIY JIiHE30JIi[ ¥ TIOCTMapKEeTUHT OBUY N1EPI0f, CIIOCTEPIraJuch BUIIaAKU
rinoHaTpieMii Ta/abo CHHOPOMY HeafieKBaTHOI CEKpellii aHTU/IiypeTUYHOT0 TOPMOHY. Y 3a3HaYeHUX
BUIIa[IKaX O3HAKM Ta CHMIITOMH BKJII0YaJX CIJTyTaHICTh CBiIOMOCTI, COHJIUBICTb, 3aralbHy CIa0KiCTh,
a y TSXKKHUX BUIMAAKax MIPU3BOOUIN A0 AUXaTbHOI HEOOCTATHOCTI i HaBiTh CMEPTi.

3gimyeaHHs npo nido3prosaHi nobiuHi peakuii

3BiTyBaHHS IIPO Mimo3pioBaHi moOiuHi peakiril micns peecTpatiii TikapcbKoro 3aco0y Ma€ BaXkKJIuBe
3HaueHH4d. Lle mae 3Mory 3pilicHioBaTH Oe3MepepBHUM MOHITOPUHT CIiBBIOHOILIEHHS PU3UK/KOPUCTD
a1 mikapcbKoro 3aco0y. KBamigikoBaHuX ImpaliBHUKIB y chepi 0XOPOHU 3[M0POB’S IPOCATH 3BiTYBaTH
po Oymb-sKi mimo3pioBaHi HebaxkaHi peakilil BiITOBIHO 0O JIOKa/IbHOI CHCTEMH 3BiTHOCTI.

Tepmin npudamHocmi.

2 POKH.

YmMmoBH 30epiranns.

30epiraTu npu Temnepatypi He Buile 25 °C. 30epiraTv B HEJOCTYIITHOMY [JIsS HiTeM MicCIIi.

YnakoBka.

[To 4 a6o 10 TabneTok y cTpumi, 1o 1 CTpUIy B KAPTOHHIK KOPOOIIi.

Kareropis Bigmycky.

3a pelemnToM.



BupoOHHK.

I'menmapk ®apmaceiotrikan3 JIta./Glenmark Pharmaceuticals Ltd.

Micue3HaxoIKeHHsI BHPOOHHKA Ta ajipeca Miclsi IpoBaIXKeHHs HOr0 Tis/IbHOCTI.
Hinsaung Ne E-37/39, Em.An.[i.Ci., Catnyp, Hacik - 422 007, Iapis/

Plot No E-37/39, M.I.D.C., Industrial Estate, Satpur, Nasik - 422 007, India.



