IHCTPYKIIA

IJIs1 MEIUYHOT 0 3aCTOCYBaHHS JIIKapChKOT'0 3aC00y

JITHE3OJIIITUH

(LINEZOLIDIN)

Cknao:
ditoua pevosuHa: linezolid;
1 M1 PO3YKHY MICTUTBH JTIHE3O0JIITy 2 MT;

0onoMmidcHI peyoguHU: HATPil0 IUTPAT, KUCIIOTa TUMOHHA 6e3BOHA, TTTI0KO3U MOHOTIfIpaT, Bo#a I
in’exmin.

Jlikapcbka ¢opma. Po3uus ans iHy3iu.

OcHosHi pizuko-xiMiyHi 81acmusocmi: mpo3opa 6e3bapBHa abo XKOBTYBATOTO KOILOPY PiguHa.

dapMmakoTepaneBTHYHA rpyna. AHTuOaKTepianbHi 3ac00U [ CUCTEMHOT0 3aCTOCYBaHHS.

Kox ATX JO1X X08.

dPapmakono02iuHi e1acmusocmi.
dapmakoOuHamika.
3arasbHi XapaKTePUCTUKH.

JliHe30mif - CHHTETUYHUYM aHTUOAKTepiaTbHUY IIpenapar, 10 HaleXUTh 10 HOBOTO KJIacy
aHTUMIKPOOHUX 3ac00iB - 0KCa30/IiquHOHIB. BiH BUSIBIIsIE aKTUBHICTH in Vitro TpoTH aepobHUX
IrPaMIO3UTHUBHUX OaKTepilt Ta aHaepoOHUX MiKpoopraHi3mis. JIiHe30ig BUGipKOBO MPUTHIUYE CUHTE3
6inkiB 6akTepill yepe3 yHiKambHUN MexaHi3M [ii. Bin 6e3mocepenHbo 3B’93y€ThCs i3 pubocoMaMu
6akTepilt (23S 3 50S cybomuHUIB) Ta EPEIIKOAXKAE YTBOPEHHIO QYHKIIIOHATBHOTO iHiIli10I090T0
KoMIyiekcy 70S (BaxKTMBOT0 KOMIIOHEHTA MPOIeCy TPaHCIAIIII).

[TourmpeHicTh HaOyTOI Pe3UCTEHTHOCTI MOXKe 3MiHIOBaTUCS reorpadidyHo Ta y 4aci ojisi OKpeMux
BHUMiB, TOMy 6akKaHO CIUPaTUCS Ha MiclleBy iH(popMallilo CTOCOBHO Pe3UCTEHTHOCTI MiKpOOPTaHi3MiB,
0CcOo0NIMBO IIpH JIIKyBaHHI TAXKKUX iHpeKIiN. Y pa3i HeoOXigHOCTI, KOIM pPiBeHb MOMKUPEHOCTI
PE3UCTEeHTHOCTI MIKPOOPTaHi3MiB Ha MiCLIeBOMY PiBHI € TaKUM, 1110 KOPUCTH Bifl 3aCTOCYyBaHHS



JiKapChKOTro 3aco0y, MpUHAKMHI 110 BiHOIIEHHIO 00 JesIKUX BUMIIB iH(EKIIil, BUKJIUKAE CYMHIBH, CIIif
3BEPHYTHUCS 3a KOHCYJIbTALIi€I0 IO eKCIepTa.

YyTnupi MikpoopraHiaMu

'pammo3uTuBHI aepobHi MikpoopraHiamu: Enterococcus faecalis, Enterococcus faecium¥*,
Staphylococcus aureus*, Koaryna3oHeraTuBHi cTadinokoku, Streptococcus agalactiae*,
Streptococcus pneumoniae*, Streptococcus pyogenes*, Group C streptococci, Group G streptococci.

'pammo3uTHBHI aHaepoOHi Mikpooprauiamu: Clostridium perfringens, Peptostreptococcus
anaerobius, Peptostreptococcus species.

PesuctenTHi MikpoopraHiamu: Haemophilus influenza, Moraxella catarrhalis, Neisseria species,
Enterobacteriaceae, Pseudomonas species.

* KniniyHa eekTuBHICTH Oy/ia IPOAEMOHCTPOBaHA AJIS YYTIUBUX IITAMiB 3TiIHO 3 3aTBEPMXKEHUMU
IIOKA3aHHSIMU.

Xoua /IiHE3011i BEMOHCTPYE OesIKy aKTUBHICTE in vitro npotu Legionella, Chlamydia pneumoniae ta
Mycoplasma pneumoniae, HeIOCTaTHbO OAHUX OJIS MiATBEPAXKEHHS KITiHIYHOI €(DeKTUBHOCTI B IIUX
BUIIaIKaX.

IIepexpecHa Pe3UCTEHTHICTD

MexaHi3Mm fil miHE30miay Bimpi3HAETHCS Bil TAKOTr0 iHIIUX KIaciB aHTUOI0THKIB. [oCTiIKeHHS
K/TIHIYHUX IITaMiB (METUIMTIHPE3UCTEHTHUX CTa(iIOKOKiB, BAHKOMIIIMHPE3UCTEHTHUX EHTEPOKOKIB,
a TaKOXK IeHIlXIIiH- i epUTPOMILIMHPE3UCTEHTHUX CTPENIITOKOKIB) in Vitro moKa3yioTh, IO JIiHEe30Tix
3a3BUYall aKTUBHUU BifHOCHO MIiKpPOOPTaHi3MiB, CTIMKHMX 0 OMHOTO UM OEKiTbKOX iHIIKWX K/IaciB
AHTUMIKPOOHUX areHTiB.

CTi¥KiCTh [0 JTiHe30igy MOoB’'sI3aHa 3 TOYKoBUMHU MyTaniamu B 23S pPHK.
dapmaxoKiHemuxka.

Jlikapcekui 3aci6 JIiHe30mianH MiCTUTE IiHe30JIif, 10 € 0i0JI0TiYHO aKTUBHOIO PEYOBHHOIO Ta
MeTab0i3y€eThCsl 0 HeaKTUBHUX ITOXiTHUX.

AGcop6irist

JIiHe3071ig IHTEHCUBHO BCMOKTY€EThCS MICIIS IEPOpaIbHOr0 3aCTOCYyBaHHA. MaKcuMabHa
KOHIIEHTPaIlis y Ij1a3Mi KPoBi JocsraeThCs MPUOIU3HO Yepe3 1-2 TOOUHM IIiC/s 3aCTOCYBaHHS, a
abcomoTHa 6i0MOCTYIHICTE IpenapaTy cTaHOBUTH 0m13bK0 100 %. ToMy niHe305ig MoXKHa
3aCTOCOBYBaTH IlepopasbHO ab0 BHYTPIIIHEOBEHHO 063 KOPEKIIil [03M1.

JliHe3o0mi MoXKHa 3aCTOCOBYBaTH He3aJIle’kKHO Bifi mpuiioMy 1xi. Yac J0 JOCATHEHHS MaKCHMalbHOl
KOHIIeHTpallil 36inmbmryetbesd 3 1,5 go 2,2 roguny, i C,,, 3HUXKY€eThCS npubau3Ho Ha 17 % npu
3aCTOCYBaHHI JTIHE30Iiy 3 12Kel0 3 BUCOKUM BMiCTOM KUPiB. [IpoTe 3aranbHa €KCIO3UIIis, TKa
ominioeThest 3a AUC, y, momibHa B 000X BUIIQKaX.

Po3mnomin

HocnigxeHHs papMaKOKiHETUKY IT0Ka3asiy, 110 JIiHe30JIif] IIBUAKO PO3NOAINIAEThCA Y TKaHUHAX 3
nob6poro nepdysieto. [Tpubnusuo 31 % niHe3o0migy 3B’s13yeThCA 3 OiTKaMu IIJTa3MU KPOBI, i 11e He



3aJIeXKUTh Biff KOHI[eHTpallil npenapaTy. O6’eM po3moginy IiHe30/ify B PiBHOBaKHOMY CTaHi y
3[MOPOBUX [OPOCIIUX HOOPOBOJIBLIIIB CTAHOBUTH B cepemubomy 40-50 1.

Kon1eHnTpatii niHe30/mi1y BU3HaYaIUCsS B Pi3HUX piguHaX 3a y4acTi0 00MexkeHOI KiTbKOCTi y4aCHUKIB
y mocrmimxkeHHsX $a3u 1 micist 6araToKpaTHOTO BBeIeHHS JTiHe30iny. BimHoIeHHS KOHIIeHTpaIllil
JIiHe30J1ify B CJIMHI 10 KOHIIEHTpAIlil y 1a3Mi KpoBi cTaHOBUIIO 1,2:1, a BifHOIIEHHS KOHLIEHTpAIlil
JIiIHe30J1ify B IIOTi A0 KOHI[eHTpalil y maa3mi kposi — 0,55:1.

Mertabonizm

Jline3oJin mepeBaXHO MeTab0Ii3yETHCS MUISTXOM OKUCIIEHHST MOP()OJIiHOBOTO KiNlbId 3 YTBOPEHHSIM
IBOX HEAKTHBHUX IOXiTHUX KapOOHOBOI KUCIIOTU 3 PO3iMKHEHUM KiNlblleM: MeTabomiTy
aMiHoeToOKcCiolToBOI KuC/IOTH (A) i MeTabomiTy rimpokcietunrninuny (B). IlepenbagyaeTscs, 110
MeTaboIiT A yTBOPIOETLCA (epMEHTAaTUBHUM IIIJITXOM, TOHI K yTBOPEeHHS MeTabomity B
OTI0CEPENKOBYETHCS HeepMEeHTaTUBHUM MeXaHi3MOM, II0 BK/II0Ya€ XiMiuHe OKHCIJIeHHS B yMOBax in
vitro. [JocnigxeHHs in vitro IpofeMOHCTPYBaIH, IO JIiHe30i MiHiManbHO MeTab0Ti3yeThCs 3
MOXKJIMBOIO Y4aCTIO V IIbOMY IIpOIleci cucteMu nutoxpomy monuau P450. IIpote MmeTabomiuHi misxu
0J1s JIIHEe30J1iAy [0 KiHIL He BUBYEHI.

BuBenenusa

HenupkoBuil KlipeHC CTAHOBUTHL MPUOIM3HO 65 % Bif 3araabHOrO KiIipeHcy niHe3omigy. ¥
piBHOBaxkHOMY cTaHi mpubnau3no 30 % [o3u mpenapaTy BUSBISETHCS B Cedi Y BUTTISA/I JIiHE30Iimy,

40 % — y Burnsagi metabonity B i 10 % — y Burnsani metabonity A. CepenHili HUPKOBUM KITipeHC
niHe30mimy ctaHoBUTH 40 MII/XB, IO CKJIafla€ YHMCTY KaHalblieBy peabcopobuito. JIiHe3o0mig B Karti
IPAKTHYHO He BU3HAYAETHLCS, TOMI K MpuOMM3HO 6 % 03U IpenapaTy BUSABISETHCS B Kalli y BUTTISAAL
meTtabonity B i 3 % — y Burnsami metaboriTy A.

He3HauyHa HeMiHIMHICTD KITiPEHCY CIIOCTepiranacs mpu MigBUINEHH] 03U JTiHE30Iidy, 1110, 04eBUIHO, €
HaCJIiIKOM HMKY0T0 HUPKOBOI'0O i HEHUPKOBOTO KJTipEHCY LbOT0 IIpernapaTy IpyU M0T0 BUIIUX
KOHIIeHTpalisax. [IpoTe 1s pi3HuIld y KiipeHci 6yna He3Ha4yHa i He BIIMBAJIa Ha YSIBHUH Iepiof
HalliBBUBENEHHSI.

ITauieHmu 3 Hupkogotw Hedocmamuicmio. ®apMaKOKiHeTHKa JIIHE30IiAy He 3MiHIOETLCS Y MalliEHTIB
3 Oymb-sIKUM CTyIIeHeM HUPKOBOI HEJOCTATHOCTI; IIPOTe iBa OCHOBHI MeTabotiTH JTiHe30Iimy
KyMYJIIOIOTBCS Y TIAI[IEHTIB 3 HUPKOBOIO HETOCTATHICTIO 3i 30ibIIeHHAM IX HAKOIMYEHHS Y TAI[iEHTIB
3 GiNIBIIINM CTyTIeHEM BaXKKOCTi HUPKOBOI AUCPYHKII. PapMaKOKiHEeTHKa JIiHE30/Tigy Ta IBOX KOTO
MeTaboIiTiB TakoXK Oyya HOCTigKeHa y MalliEHTiB 3 TePMiHaIbHOI CTAHi€I0 HUPKOBOI HEOOCTATHOCTI
(TCHH), siki 3HaxogsAThCS Ha reMmopianisi. Y gocnigxeni TCHH 14 marrienTtiB orpumyBanu 600 mMr
niHe3omigy KoxkHi 12 rogus npotsarom 14,5 gHs. OCKiNbKY He3alexkHO Bif PYHKIIl HUPOK OOCSATaTUCS
OJIHAKOBi KOHIIEHTPAIlil TiHe30iy y 1mi1a3Mi KpoBi, TOMY AJIS MallieHTiB 3 HUPKOBOIO HENOCTATHICTIO
He PeKOMEHY€EThLCS ITPOBOAUTH KOPEKIIiio 103u. [IpoTe, BpaxoByIOYH BifCyTHICTh iH(popMaliil mpo
KJTiHIYHY 3HAYYILIiCTh HAKOTIMYEHHS OCHOBHUX MeTa0OIIITiB, CIIif 3BaXKUTH [OIITbHICTh 3aCTOCYBAHHS
JIiHE30Iify MallieHTaM IPY HasiBHOCTI HUPKOBOL HEJOCTATHOCTI i TOTEHI[INHUX PU3UKIB HaKOMUYEHHS
Takux MeTtaborriTiB. I miHe3omin, i ;Ba MeTaboIiTH BUBOOSTLCS 3@ JOIIOMOT0I0 I'eMOoiai3y.
[HpopMaLis Mpo BIIMB IePUTOHEAILHOTO fianidy Ha (hapMaKOKiHEeTHKY JTiHe30Iiy BigCyTHS.

ITauieHmu 3 neuiHko8ow Hedocmamuicmio. apMaKOKiHETHKa JIiHE30JIioy He 3MiHIOBalacs y

7 TallieHTIB i3 MOPyLIeHHIM (DYHKIIil ITeYiHKY Bif IETKOTO OO CEPeAHbOT0 CTYyIeHs TAXKKOCTI (Kinac A
abo b 3a mkanoto Yatinma — I1'10). Ha migcTaBi HagBHUX JaHUX [JId NALI€HTIB i3 ypaxkeHHIM QyHKIIIi
IIeYiHKH Bif] T€TKOTO0 [0 CEPETHbOTO CTYTEeHS TAKKOCTI KOPUTYBAHHS J03U HE PEKOMEHI0BaHe.
dapmakoKiHeTHKA y MAI[i€HTIB i3 ypaXKeHHAM (QYHKIIil IeUiHKU TIKKOTO CTyIeHs He OI[iHIOBasIacs.



KrinigHi XxapaKTepHCTHKH.
Iloka3zanus.

JlikyBaHHS iH(EKLil, CHPUYUHEHUX YYTIUBAMHY IITaMaMH{ IIEBHUX MiKpPOOPTaHi3MiB, IPU TaKUX
CTaHaXx:

- HO30KOMiaJIbHa ITHEBMOHI;
- HerocmiTajabHa ITHEBMOHIS;

- ycKnapHeHi iHndexuil mwkipu Ta ii cTpyKTyp, 30KpeMa iHdekuii Ha Ti giabeTuyHoi cTonu 6e3
CYIYTHBOTO OCTEOMI€ENiTY, cipu4yuHeHi Staphylococcus aureus (MeTUIUIIHUYTIUBUMU Ta
MEeTHUIMTIHPe3UCTeHTHUMHU i30nsiTaMu), Streptococcus pyogenes abo Streptococcus agalactiae;

niHe3o7in He OyB BUBYEHMUH Y JTiIKyBaHHI BUPA3KOBUX IIPOJIEXKHIB;

- HeyCKIafHeHi iHdeKil MKipu Ta 11 CTPYKTYp, cupuduHeHi Staphylococcus aureus (TinbKu
MEeTHIMTIHUYTIUBUMH i30/15iTaMu) abo Streptococcus pyogenes;

- PE3UCTEHTHI 70 BaHKOMILMHY iHQEKIIii, CIpu4YuHeHi mTamaMu Enterococcus faecium, BKIo4aidu
iHGexIIii, 0 CympoBOAXKYIOTECS OaKTEPieEMiETO.

JliHe30/MiOVH He TIOKa3aHUY I JTiKyBaHHA iHGEKIIiN, CIPUYVHEHUX 'PaMHETaTUBHIMU
MikpoopraHizmamu. Y pasi migo3pu abo BUSBIEHHS I'PaMHeTraTHBHOI0 30yOHUKA MTOTPIOHO HeraiHo
po3noyartu crenudpiyHy rpaMHeraTUBHY Teparriio.

IIpomunoka3aHHsi.
Bimoma rimepuyTnuBicTh mo niHe30mimy a6o Oyab-SKOT0 iHIIIOr0 KOMIIOHEHTA Ipernapary.

JIiHe30/miguH He CIIi[l 3aCTOCOBYBATH IallieHTaM, SKi TpuiiMaTh Oyab-gdKi penapaTH, 110
IPUTHIYYIOTh MOHOAMiHOKCHUa3y A Ta B (Hampuknan dbeHen3uH, i3okapOoKca3u, CeneriniH,
MOKJI06eMifT), abo TPOTSATOM [ABOX TUXKHIB ITiCIIA IPUIHOMY TaKKX IIperaparTis.

3a BUHATKOM BUIA[KIB, KOJIU € MOXKJIUBICTh PETEJIBHOTO CIIOCTEPEKEHHS Ta MOHITOPUHTY
apTepiasbHOTO TUCKY, JIiIHe30/IiAVH He CIIif Ipu3HavyaTy alieHTaM 3 TAKUMU CyIyTHIMU KIIIHIYHUMU
cTaHamu ab0 CymyTHIM IpHUIOMOM HUXKYe3a3HaYeHUX MTpenapariB:

- HEKOHTPOJIbOBaHa apTepiaibHa rinepTeHsis, peoxpoMonuTOMa, KapIuHOil, THPEOTOKCHUKO3,
GimonsipHa mempecis, mmu3oapeKTUBHUM po3/1al, TOCTPi emi301 3allaMOpPOYeHHS;

- iHTi6iTOPM 3BOPOTHOTO 3aXOIJIEHHS CEPOTOHIHY, TPUIMKIIIUHI aHTHOENpecanTu, arodictu 5-HT,
PEeILenTopiB CEPOTOHIHY (TPUNTAHM), IPSIMi Ta HENIPSIMi CUMIIaTOMIMETHKY (BKJIIOYal0YX afpeHepriyHi
OpOHXOOUIIaTATOPH, IIceBHoedeaprH, GpeHiNmponaHoaaMin), Ba3onpecopu (emiHedpuH,
HopeniHepuH), HomaMiHepriyHi CIIONyKH (gomaMiH, foOyTaMiH), meTuauH abo OyCIipoH.

Cnip IpUNUHUTY TOAYBaHHS TPYAII0 IPOTSITOM 3aCTOCYBaHHS IIpemnaparTy (OUB. PO3Min
«3acTocyBaHHS y 1epiof] BariTHOCTI abo rofyBaHHS TPYAAI0.»).



B3aemodisn 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemoditi.

IaribiTOpY MOHOAMIHOKCUIA3K

Jline3orig € HeceNneKTUBHUM iHTiGiTOpoM MoHOaMiHOKcuma3u (MAQ) 3BopoTHOI mil. ¥ xomi
IOCTiAKeHb B3a€MOil JTiKapChKUX IIperapariB Ta AOCTiAKeHHAX 0e3MeKH TiHe30igy 0yI0 0TpIMaHo
nyxe 00MexXKeHY KinbKiCTb JaHUX PO 3aCTOCYBaHHS JIIHE30IiAY MallieHTaM, SIKi OTPUMYIOTh CYITyTHIO
Tepallilo IperapaTaMy, 110 CTBOPIOIOTH II€BHI PU3UKHY BHACIIOOK npurHidveHH MAO. Tomy
3aCTOCYBaHHS JIIHE30JIily ¥ TaKUX 00CTaBUHAX He PeKOMEH[I0OBaHe, SKII0 HEMOXK/INBO IIPOBOIUTH
peTernbHEe CIIOCTEPEeKEeHHS Ta MOHITOPUHT CTaHY nalieHTa (OuB. po3ainu «IIpoTunoka3aHHs» Ta
«Oc0o0IMBOCTI 3aCTOCYBaHHS»).

[ToTeHIilHI B3a€MOIl, 1110 IPU3BOOATh OO0 MiABUINEHHS apTepiaJbHOT0 TUCKY.

Y 3mopoBux M0GPOBOJIBINB 3 HOPMaIbHUM apTepiaTbHUM TUCKOM JIiHE30Ti 301/TbIye MigBUIeHHS
apTepiasbHOTO TUCKY, CIPUYNHEHE NceBRoedeIpUHOM Ta (PeHINnponaHoIaMigy TifpoXI0PUAOM.
KombinoBaHe BBe[leHHS JIiHE30JIiAy Ta rnceBgoedenpury abo ¢peHinmnponanonaMiny TifpoxiIopuny
IIPU3BOOUTH 0 3POCTAHHSA CUCTOJIIYHOT0 apTepiasibHOr0 TUCKY B cepegHboMy Ha 30-40 MM pT. CT.
IIOPIBHAHO 31 3pocTaHHgaM Ha 11-15 MM pT. CT. i BIJIMBOM BUHATKOBO JliHe30:1iay, Ha 14-18 MM pT.
CT. IIifl BIUIMBOM BUHSITKOBO IceBmoedenpuny abo ¢eHinmponanoaaminy tTa Ha 8-11 MM pT. CT. Iipu
3aCTOCyBaHHI mare60. AHAIOTiYHUX [OCTiAXKEHb 3 y4acCTIO MAIliEHTIB 3 apTepialbHOIO TillepTeH3iel0
He ITPOBOIUIH. PEKOMEHIOBAaHO PETEIbHO HinbupaTy J03U IIpenapartiB, SKi BUSBISIOTh
Ba30IIPECOPHUY BIIJIUB, BKJTI0Ya0uy fodaMiHepriyHi npemaparTy, mob oTpuMaT 6aKaHUM pe3yibTaT
Ipy KOMOiHOBaHOMY 3aCTOCYBaHHI JTiHE30JIiy 3 IIUMU IIpernapaTaMu.

[ToTeHIIiHI CepOTOHIHEPTiYHI B3aEMOIii.

[ToTeHUiliHi B3aeMoil TiKapChKHUX IIpelapaTiB BUBYAIN Y OOCIIXKEeHHi 3 y9aCT0 3M0POBUX
10OpOBOJILIIB. YYaCHUKY OTPUMYBaIu feKcTpoMeTopdaH (aBi o3u mo 20 Mr 3 iHTepBaaoM y 4

roguHu) y KoMmbiHamii 3 miHe3omimoM abo 6e3 Hboro. Y 3mM0poBUX JOOPOBOJIBINB, SIKi OTPUMYBAIH
TIiHE30JIiM Ta HeKCTpoMeTopdaH, He CIIOCTepiraau NposiBiB CEPOTOHIHOBOTO CHHOPOMY (CITyTaHICTh
CBiIOMOCTI, Map€eHHS, 3aHEIIOKOEHH S, TPEMOP, ATOJIOTIYHUN PYM'sIHELlb, IIOCUJIEHE ITIOTOBUAITIEHHS,
rinepipekcis).

IocBig MOCTMapPKETHHTOBOTO 3aCTOCYBaHHS: OYI0 OTPUMaHO OJHE MOBiMOMIIeHHS 1I0[I0 BUHUKHEHHS
IIPOSIBiB, TTOMIOHUX IO MPOSIBiB CEPOTOHIHOBOTO CHHOPOMY, V NalliEHTa, SKUi IIpUiiMaB JIiHe30JIi Ta
nekcTpoMeTopdaH; I1i TPOsSBY 3HUKIIY ITic/Is BimMiHu 000X Ipemaparis.

[IpoTsrom KIIiHIYHOTO 3aCTOCYBaHHSA JIIHE30JIiy Ta CEPOTOHIHEPTiYHUX IIperapaTiB, BKIIYA4Yn
aHTHUJeNpecaHTH (Taki K CeIeKTUBHI iHTi0iTOpU 3BOPOTHOTO 3aXO0IyIeHHS cepoToHiHy (SSRI)), Oynu
OTMCaHi BUMTAAKK PO3BUTKY CEPOTOHIHOBOI'O CHHAPOMY. TaKuM YMHOM, X04a KOMOiHOBaHe
3aCTOCYBaHHS LIUX IIperapaTiB MPOTUIIOKa3aHe (IuB. po3ain «[IpoTunokasaHHI»), MTiKyBaHHS
Malll€HTIB, A SKUX JIIKyBaHHA SK JIIHE30JIiI0M, TaK i CEpOTOHIHEPTriYHUMU IIpenapaTaMyu Mae
BUpillIanbHe 3HaYEHHS, OKMCAHOo Y po3fini «OcobuBi 3axoqu 6e3neKu».

3aCTOCYBaHHA V IOEJHAHHI 3 HACUYEHVMU TUPaMiHOM IPOOYKTaMHU.

Y nanieHTiB, gKi OTPUMYyBaIM JIiHE30JIi Ta TUpaMiH y KinbkKocTi MeHIe 100 Mr, He criocTepiranu
3HAYHOT'0 Ba30IpPecopHOro edpekrTy. Ille cBimuuTh IPo HEOOXiMHICTh YHUKATH JINIE HAJIUIIKOBOTO



CIIOKHBAHHS IMPOOYKTIB Ta HAIOIB 3 BEJIMKUM BMiCTOM THPaMiHy (a came - 3pilux CUPiB, MPiKIKOBUX
eKCTPAKTiB, HEIUCTUIHOBAHUX AJIKOTOJIbHUX HATOIB Ta (epMEHTOBAaHUX IIPOAYKTIB i3 coeBux 6006iB,
TaKUX SIK COEBUU COYC).

[TpemapaTy, gKi MeTab01i3yI0ThCS 3a HOIOMOTO0I0 IIUToXpomy P450.

Jline3omix He 3a3Hae MeTab0TiYHUX IEPETBOPEHD IIif BIJIMBOM (DePMEHTATUBHOI CUCTEMHU
mutoxpoMiB P450 Ta He mpurHiuye QyHKIil JKOGHOTO 3 KJIiHIYHO 3HAYyIIUX i30¢opM nutoxpomy P450
miogunu (1A2, 2C9, 2C19, 2D6, 2E1, 3A4). AHanoriyHo, JTiHe30/Ii[l He CIPUYNHSIE IHOYKIIi1
i3opepmenTiB uToxXpoMiB P450 y mypiB. ToMy He 04iKy€eThCS BIJIUBY JIIHE30JIiAy Ha
(dhapMaKOKiHETUKY iHIIKX JTiKapChKUX 3aco0iB, siKi MeTabommidyoTbcsi CYP450.

Pudamminus.

BnnuB pudamninuHy Ha papMaKOKiHETHKY JIiIHE30J1iy BUBUAJIHU Y MIiICTHAALUSATHA 3[0POBUX JOPOCIIHNX
noOpOBOJIBLIIB YOJIOBiUOI CTATi, SKMM BBOAUIHU JliHe30J1im (600 Mr oBiui Ha meHb MPOTATOM 2,5 [IHIB), ¥
KoMOiHarrii 3 pudamminuaom (600 Mr oguH pa3 Ha [eHb NPOTIroM 8 mHiB) Ta 6e3. Pudamminux
3HMXKYyBaB noka3HuKKA Cmax ta AUC miHe3omigy B cepemaboMy Ha 21 % (90 % I 15, 27) tay
cepeguboMy Ha 32 % (90 % I 27, 37) BignoBigHO. MexaHi3M Takoi B3aEMOIl Ta ii KJTiHiuHe
3Ha4YeHHS HeBigoMi.

Bapdapus.

[Tpu momaBaHHi BapdapuHy 00 KypCy JiKyBaHHS JIiIHE30IiI0M Y piBHOBaXKHOMY CTaHi cioctepiranu 10
% 3HUXKEHHS CepefHbOro MakcuMmanbHoro MHC npu ogHOYacHOMY 3aCcToCyBaHHI, Iipu oMy AUC
MHC 3nuxXyBanack Ha 5 %. [JaHuX PO MaIli€HTIB, SKi OHHOYACHO OTPHMYyBalIu BaphapuH Ta
JIIHEe30J1i, HeOOCTaTHLO [JIS OLIHKY KJIIHIYHOTO 3HaYeHHs, SKII0 BOHO €, IUX Pe3y/bTaTiB.

AHTUOIOTHKH.

Aatpeonam. PapMaKoKiHeTHKA JTiHE301igy ab0o a3TpeoHaMy He 3MIiHIOETHCS ITPU OOHOYACHOMY
3aCTOCYBaHHI I[UX IIpemnaparis.

CenTaminus. ®apMakoKiHeTHKa JIiHe307i1y a00 reHTaMiluHy He 3MIiHIOETHCS ITPU OHOYACHOMY
3aCTOCYBaHHI IIUX IIpernaparis.

HocmimKeHHS in vitro IpogeMOHCTPYBaIN agUTUBHICT ab0 iHAMGbEpeHTHICTL MiX NTiHe30IimoM Ta
BAaHKOMIIIMHOM, T€HTaMiIlMHOM, pu(aMIIiHOM, iMilleHeM-ITUTaCTaTUHOM, a3TPEOHAMOM, aMIIiIIAIIiHOM,
CTPENTOMIIIMHOM.

AHTHUOKCUIOAHTH.

[Tpu ogHOYACHOMY 3aCTOCYBaHHi mpemaparty 3 Bitaminom C abo BiramiHOoM E mpoBOAUTY KOPEKIIit0
[03U JIIHE30JIiny He PEKOMEHIYETHCS.

Oco6.1ueocmi 3acmocyeaHHsi.

Mienocynpecis.

[ToBimomusiniocs IPO BUHUKHEHHS Mienocynpecii (30KpeMa aHeMilo, IeHKOIleHiio, TaHIIUTOIeHil0 Ta
TPOMOOILIMTOIIEHII0) Y MAalliEHTIB, IIif Yac 3aCTOCYBaHHS JIiIHE30MiAy. Y TakKUX BUIIafKaX ITiC/s BiMiHU



JIIHE30JTioy IOPYIIeHi reMaToJIOTiYHi MOKa3HUKY MOBEePTAaIUCS O0 PiBHS, AKUU CIIOCTEPIraBCs [0
TIOYATKYy JiKyBaHHS. VIMOBIpHO, 1[0 PU3MK PO3BUTKY IUX e(eKTiB OB’ I3aHUil 3 TPUBAIICTIO
nmiKyBaHHSA. Y TaI[iEHTIB TiTHOTO BiKYy 3aCTOCYBaHHS JIiHE30JIiIy MOXKe CYIPOBOIKYBATUCE OinbIll
BHCOKHM PH3UKOM BUHMKHEHHS IATOJIOTiYHUX 3MiH KPOBi MOPIBHSHO 3 Oi/TbIII MOJIOIUMHE HAIliEHTaMH.
Y mallieHTiB 3 TSIKKOI0 HUPKOBOIO HEIOCTATHICTIO (He3alexHO Bifl TOTO, Y¥ IPOXOOITh BOHU
IIPOLIeyPH [iali3y) MOXKJIMBE IiABUIIEHHS YaCTOTH PO3BUTKY TPOMOOLUTOMEHII. TaKuM YHUHOM,
peTenbHUN MOHITOPUHT (HOPMY/IM KPOBi HEOOXiIHUM y TAKUX MAIi€HTIiB: MallieHTH 3 yXKe iCHYI04O0I0
aHeMi€lo, IPaHyJIOLUTOIEeHi€I0 a0 TPOMOOLKMTONIEHIED; TTAIlIEHTH, SIKi OTPUMYIOTh CYIIyTHi
npernapaTy, 30aTHI 3HUXKYBaTH PiBHI reMornobiHy, 3MeHIIyBaTH KilbKiCTh POPMEHUX eJIEMEHTIB
KpOBi a00 HeraTUBHO BIIJIMBATH Ha KiJbKICTh YU QYHKIIOHAJIbHY aKTUBHICTb TPOMOOIIUTIB; MallieHTH 3
TSKKOI0 (POPMOI0 HUPKOBOI HEIOCTATHOCTI; TMAIliEHTH, KYpC JIiKyBaHHA SKUX TpuBae€ Oinbire 10-14
IHiB. 3aCTOCOBYBATH JIiIHE30JIif A1 TiKyBaHHS TaKWX MAI[i€HTIB OakaHO JIHllle y TTOETHaHHI 3
peTeIbHUM KOHTPOJIEM PiBHS IeMOoTI00iHy, 3arajJbHOTO aHai3y KPOBi Ta, 3a MOXKIUBOCTI, KiTbKOCTi
TPOMOOILIUTIB.

Ko mig yac miKyBaHHS JTiHE30J1iOM PO3BMBAETHCS 3HAUHA Mi€JIOCYIIPECis, JTiKyBaHHS HEOOXimHO
3YMUHUTHU. BUKTIOUEHHSIM € BUMIa[IK¥, KOJIX ITPOJOBXKEHHS JIIKyBaHHS BU3HaHe abCOIOTHO
HeoOXiMHUM. Y TaKUX CUTyalisX MOTPiOHO IIPOBOAUTY PETENIbHUM MOHITOPUHT ITOKA3HUKIB
3arajibHOT0 aHaJsli3y KpPOBi Ta BIIpOBaAKyBaTH BiIIOBIHI CcTpaTerii TiKyBaHHS.

Kpim TOro, peKOMeHI0BaHO LIOTUXKHSA TPOBOAUTHA MOHITOPUHT ITIOKA3HUKIB 3arajibHOTO aHasli3y KpPoBi
(BKTIOYalouM BU3HAUYEHHS PiBHIB reMoriobiHy, KiTbKOCTi TpOMOOIUTIB, 3araibHOl KiTbKOCTi
JIEUKOIUTIB Ta PO3TOPHYTOI IeMKOUKUTapHOl GOPMYJIK) y Mali€HTiB, Ki IPOXOAATH JIiKyBaHHS
JIIHE30JTi0M, He3aJIe’KHO Biff BUXiJHUX ITOKa3HUKIB aHali3y KPOBi.

Y mocnifKeHHSX i3 3aCTOCYBaHHSIM HE3apeeCTPOBAHOTO JIiKapChKOro 3aco0y 10 r'yMaHiTapHix
mporpami (compassionate use) B IpyIi Malli€HTiB, SKi OTPUMYBAJHX JIiIHE30JIiM MPOTATOM OinbI Hixk 28
OHiB (MakKCcuMaibHa peKOMEH0BaHa TPUBAJICTh JIiKyBaHHS), CIIOCTePiraay MifiBUIIEHHS YaCTOTH
BUHUKHEHHS TSXKKOiI aHeMil. Taki nanieHTu 4acriiie motTpe0yBanu nepenrBaHHs KpoBi. [Ipo BUlagku
aHeMil 3 moTpe6oi0 y mepenuBaHHI KPOBi TaKOXK IOBIJOMIISIIIN Y Tic/sipeecTpaliinoMy mepioni. Taka
aHeMis 4acTillle BUHUKaJIa y MAI[i€HTIB, AKi OTPUMYBaIH JIiHE30JIif IPOTAToM GibIl HiXK 28 gHIB.

[ToBimomusiniocst IPO BUIIaIKK cupepobiacTHOI aHeMil y micnsipeecTpauiitHomy nepioxi. Cepen
BUIIQMIKiB, M1 9KUX OyB BilOMHUiI YaCc BUHUKHEHHS aHeMil, OilbIIicTh MallieHTiB OTpUMYyBaia
nine3o7ig npotsiroM Oinbie 28 pHiB. [Ticns mMpUNIMHEHHS 3aCTOCYBaHHS JTiHE30/Iiny OiNbIIicTh
TaLiEHTIB ITOBHICTIO a00 YaCTKOBO OAYKyBa/Ili BHACIiOK IPOBEJIeHHS TiKyBaHHS aHeMil abo HaBiTh
6e3 miKyBaHHS.

[IncOanaHC MOKA3HKWKIB CMEPTHOCTI V KJTiHIYHOMY IOCHIIKEeHHi 3a YYacTIO MAIlieHTiB 3 iHdeKiaMu
KDPOBOTOKY, IIOB’sI3aHMMM 3 BUKOPUCTAHHAM KaTeTepiB Ta CIPUYNHEHVMH I'PDaMIIO3UTUBHIUMU
30yIHUKAMH.

Y xopi BIIKpUTOTO JOCIIAXKEHHS 3a y4acCTIO Nali€HTIB i3 CEpUO3HUMU BHYTPIIIHbOCYAUHHUMU
iH(DeKIiAMYU, CIPUYNHEHUMH BUKOPUCTaHHSIM KaTeTepiB, CIIOCTEpiraan 3pOCTaHHS CMEPTHOCTI y
rpymi NauieHTiB, SKUM 3aCTOCOBYBAJIX JIIHE30JIifl, IOPIBHAHO 3 IPyIIaMu JIiIKyBaHHA
BaHKOMILIMHOM/IUKIOKCanuaiHoM/okcauumaianoM (78 3 363 (21,5 %) nmpotu 58 3 363 (16,0 %)).
OcHOBHMM (paKTOPOM BITJIMBY Ha ITOKA3HUK CMEPTHOCTI Oyj1a HasBHICTh I'PaMITO3UTHUBHOI iH(eKIIil Ha
BUXIHOMY DiBHi.

[Toxa3HMKYU CMEPTHOCTI Y Malli€eHTiB 3 iHQEeKLUiIMY, CHPUYUHEHUMY BUKITIOYHO TPaMIO3UTUBHUMYU
opraniamamu, Oyu cxoxXi (mepeBaxkHe criBBigHomeHHs 0,96; 95% mosipuunit inTepsan 0,58-1,59),
asie y TpyIi JiKyBaHHS JIiHE30JIiIOM YacTOTa JIeTaJlbHUX BUNAAKiB Oyna 3HauHo Buioo (p=0,0162) y



NalieHTiB 3 OyOb-IKUM JOAATKOBUM 30yIHUKOM a00 BigCyTHICTIO 30yIHUKIB Ha BUXiZTHOMY PiBHi
(mepeBaxHe criBBigHOmeHHS 2,48; 95% noBipuuii inTepsan: 1,38-4,46). Haibinpiuit nucbamaHc
CIIOCTepirascs IIif 4ac JIiKyBaHHS Ta IPOTATOM 7 OHIB 3 MOMEHTY BiIMiHU JOCIIiIXKYyBaHOTO
npernapary. BinbIIicTs malieHTiB y Tpymi MiKyBaHHS JiHe30/1ioM, Ha0yu rpaMHeraTHBHI iHQeKITii
IIPOTSITOM [IOCIII[I>KEHHS Ta IIOMepIIX Bif iHMeKLil, CIpUUYNHEHUX TpaMHeTraTUBHUMY 30yOIHUKaMH, Ta
Bif momiMikpoOHUX iHbeKil. TakuM YMHOM, NIPY YCKIIafAHEHUX iHQEeKIisaxX MKipyu Ta M IKUX TKaHUH Y
MaIliEHTIB 31 BCTaHOBIEHO ab0 Mig03pI0BaHOI0 CYIIYTHHOK iHPEKIIi€I0, CIPUUYNHEHOIO
rpaMHeraTUBHUMHU 30yIHUKAMHU, JIiHE30JIif CJIifl 3aCTOCOBYBATH JIMILIE 3@ BiCYTHOCTI iHIIMX BapiaHTIiB
nmikyBaHHS (OUB. po3min «[Ioka3aHHS»). 3a TaKuX 00CTaBMH HEOOXiMHO PO3MOYMHATH ITapasiefibHe
JiKyBaHHS rpaMHeraTUBHOI iH(eKIIil.

[liapes Ta KOJIiT, TOB’s3aHi i3 3aCTOCYBaHHAM aHTUOIOTHKIB

[Tpu 3acToCcyBaHHi MalixKe ycix aHTUOIOTUKIB, BKIIIOYAIOYHU JIiHE30JIi/I, TOBIJOMIISIOCS TIPO
BUHUKHEHHS fiapel Ta KOJIiTy, IOB’I3aHUX i3 3aCTOCYBaHHAM aHTUOIOTHKIB, BKITIOYAIOUH
nceBmoMeMOpPaHO3HKM KOJIIT Ta 1oB’si3aHy 3 Clostridium difficile giapeio (CDAD), TSXKiCTb IPOSIBiB
SKMX MOXKe BapiloBaTH Bif MOMipHOI Aiapel 7o KOJMITy 3 IeTaJlbHUM HaCJTiAKOM. TaKuM YUHOM,
BaXKJIMBO BPaXOBYBaTH MOXKJIMBICTb LIbOT0 [iarHO3Y Yy MAalli€eHTIB, y IKUX IIif 9ac abo micns
3aCTOCYBaHHS JIiHE30JIiy pO3BUBA€ETHLCS Hiapes. Y pa3i HasBHOCTI Mig03PHU Ha fiapelo YU KOJIiT, 110
II0B’sI3aHi 3 3aCTOCYBaHHAM aHTHOI0THKIB, a00 MiATBePHAXKEHHS 1ILOTO AiarHO3y, HeoOXigHO
IPUIMHUTY TIOTOYHE JIiKyBaHHS aHTHOAKTepiaTbHUMU IIperapaTaMy (BKIII0Yal0O4y JiHE301Ii) Ta
HeTalHO PO3M0YaTH BiATIOBiAHI TepalleBTUYHI 3aX0qU. Y TaKUX CUTYallisIX IPOTUIIOKa3aHe
3aCTOCYBaHHS IIpelaparTiB, AKi IPUTHIYYIOTh I€PUCTAIbTUKY.

JIakTOaInmo3

[ToBimOMIIANIOCS PO PO3BUTOK JIAKTOALM03Y IIPX 3aCTOCYBaHHI JliHe30J1iny. [lalienT, y aKux mif
Yac 3aCTOCYBaHHS JIIHE30J1ify BUHUKAIOTh CUMIITOMH Ta IIPOSBU MeTaboIiYHOTO alliao3y,
BK/TIOUAIOYY PEUUAUBYIOUY HYyHOTY abo OmoBaHHS, 0ilb v KKUBOTI, HU3bKHUY pPiBeHb OikapboHaTiB abo
TinepBeHTUNIAL0, IOBUHHI HeralHO 3BEePHYTUCS 3a MEeJUUYHOK JOIIOMOTrOH. Y pa3i pO3BUTKY
MOJIOUHOKHMCJIOTO aliio3y HeO0OXiHO 3BaXKUTHU KOPUCTh IIOAAIBIIOrO JIIKYBAHHS JIIHE30/IiI0M Ta
IIOTEHITIMHI PU3KUKH.

UCchVHKIIIST MiTOXOHOPIN

JliHe3oJ1i mpUrHiuye MiTOXOHApPianbHMUME CUHTE3 OiNKiB. Y pe3ynbTati 1[bOro NPUTHiYeHH MOXKYTh
PO3BUBATUCS TaKi MoOiUHi peakirii, K TaKTOALKUO03, aHEMIs Ta HeHpormarTis (mepudepryHa Ta
30poBoro Hepsa). Lli sBuIa 6inbIn MOMMPEHi IPK 3aCTOCYBaHHI IIpenapaTy MpoTATroM OibIn Hixk
28 nuis.

[ToTeHIIiiHi B3aeMoil, 1110 CIPUYNHSIOTE HiIBUIIEHHS apTepialbHOT'0 TUCKY

3a BUHATKOM BUIIa[IKiB, KOJIX MOXKJIMBE CIIOCTEPEXKEHHS 3a MalliEeHTaMU CTOCOBHO MOXKJIMBOTO
IIiIBUIIEHHS apTepiaJibHOI0 TUCKY, JIIHE30JIi He CIIiJ IpU3HadaTH MallieHTaM 3 HEKOHTPOJIbOBAHOI0
apTepianbHOIO TiepTeH3i€l0, (eoXpoOMOLKXTOMOI, TUPEOTOKCUKO30M Ta/abo CymyTHIM IPUHOMOM
TaAKMUX THUIIB TiKaPChKUX 3ac00iB, IK: IPSIMOI Ta HETIPSIMOI Iil CHMIIaTOMIMETUKY (HaTIpUKIIak
nceBpoedenpuH), Ba3onpecopy (Hampukiap emninedpuH, HopemnineppuH), gopaminepriuHi 3acobu
(Hampuknapg modamiH, moOyTamin).

CepoTOHIHOBUY CUHIPOM

Hapxogunu cnoHTaHHI IOBIOMJIEHHS NIPO PO3BUTOK CEPOTOHIHOBOI'O CUHAPOMY, IIOB'S3aHOT0 3
OIHOYaCHUM 3aCTOCYBaHHSAM JIiHE30JI1ily Ta CEPOTOHIHEPIiYHUX IIpenapaTiB, BKIYa4U



QHTUOENPECAHTH (TaKi K CEeJIeKTUBHI iHTi0iTOPY 3BOPOTHOTO 3axormneHHs: cepoToHiny (CI33C)).
ToMy, ogHOYaCHe 3aCTOCYBaHHS JIIHEe30J1ily Ta CEPOTOHIHEPriyHUX [IpenapaTiB IPOTUIIOKa3aHe (OUB.
«IIpoTunoka3aHHsA»), 3a BUHSATKOM BUMAJKiB, KOIM 3aCTOCYBaHHS SK JIiHE30JIigy, TaK i OMHOYacHe 3
HUM 3aCTOCYBaHHS CEPOTOHIHEPriYHUX MIpernapariB Ma€e BUpilllaJibHe 3HAUEHHA. Y TaKUX BUIIagKax
IIAli€HT TOBUHEH 3HAXOOUTUCH IIif] IUJIBHUM CIIOCTEPEXKEHHAM 3 METOI0 BUSBIIEHHS CUMIITOMIB
CEpPOTOHIHOBOTO CHHAPOMY, TAaKUX SK IOPYILIEHHS KOTHITUBHOI QyHKIII, Tinepmipexcis,
rineppedekcisi Ta nopymeHHsS KOOpOuHalil pyxiB. Y pa3i BUHUKHEHHS TaKWX CUMIITOMIB JliKap
IIOBMHEH PO3IJISHYTU MOXKJIMBICTh BIIMIHU TOTO YU IHIIOrO npemnapary. [licns BigMiHK
CEpPOTOHIHEPrivyHOTr0 IpenapaTy MOXKJ/IMBE BUHUKHEHHS CUMIITOMaTAKY BiAMIiHMU.

[lepudepuyHa HEUPOIATISI Ta HEUPOIATid 30P0OBOr0 HEPBa

[ToBimomIsNIOCS IPO PO3BUTOK Nepru(PepruyHOl HEMPOTaTil, a TaKOXK HelpomaTil 30p0BOro HEPBA, Ta
HEeBPUT 30POBOr'0 HepBa, SKi IHOAl IIporpecyBay [0 BTpaTU 30DPY, V Nalli€HTIB, sKi OTPUMYyBaIU
JIIKyBaHHSA JTiHe30/1igoM. Taki I0BiqOMJIEHHS Y NepIIy Yepry CTOCYBaJuCh NAll€HTIB, SIKi OTpUMYBaIu
JiKyBaHHS POTAroM Oinbie 28 nHiB (MakcMMasibHa PeKOMeH0BaHa TPHBAJIICTh TiKyBaHHS).

Ycim nanieHTaM HeoOXiTHO PeKOMEHAYBAaTH IOBIIOMISATH IIPO BUHUKHEHHS CUMIITOMIB ITOPYIIEHHS
30py, TakKi SIK 3MiHK I'OCTPOTH 30PY, 3MiHU KOJIbOPOBOTO CIIPUUHSTTS, HEUITKiCTh 30py a00 BUNaLiHHSA
YaCTHHU II0JIS 30py. Y MOAiOHUX BUMlafKaX PEKOMEHI0BAaHO TEPMIiHOBO IIPOBECTH OTJISAN 3
HalpaBleHHSM [0 0hTanbMOJIOra, K0 HeoOximHo. AKIIo natieHT npuiiMae JIiHe30 iquH MPOTITOM
OinbIn HiXK peKoMeHOoBaHi 28 gHiB, HEOOXiIHO PETyISIPHO MMepeBipsaTH 3ip.

Y pazi po3BuTKy nepuhepudHoi HelpomnaTii abo HelpomaTii 30poBOro HepBa HEOOXiMHO 3BAXKUTH
KOPUCTH ITOAAJIBIIOro JiKyBaHHS JIIHE30JIiIUHOM Ta ITOTEHLiNHI PU3UKHU.

Mox1Be HifBUIIEHHS PU3UKY PO3BUTKY HEUPONaTiil IIpU 3aCTOCYBaHHI JIiHE30IiAy AJ1s TiKyBaHHS
NaL€HTIB, SKi OTPUMYIOTh a00 HEIIoaBHO OTPUMYBa/IM Tepalilo aHTuOaKTepialbHUMY IIperapaTaMu
[ JTiKyBaHHS TyOEpPKy/Ibo3y.

Cynomu

[ToBimOMIISANIOCS PO BUMAAKU CY[OM Y IMAalli€HTiB, Ki OTPUMYyBaJld Tepalliio IIpernapaToM
Jline3omiguH. Y GiNbIIOCTI BUMTAAKIB TOBIHOMIISIIN IIPO TaKuM (GaKTOpP PU3UKY, SIK CYJOMH B aHaMHe3i.
[TamieHTaM He0oOXiIHO IOBIMOMIISITH JIiKapiB, SKIIO Y HUX paHillle BUHUKAJU CyIOMHU.

[Hri6iTOPKM MOHOAMIHOKCHUIA3K

Jline3omig € HecemeKTUBHUM iHTiGiTOpoM MoHOamiHOKcuma3u (MAQ) 3BopoTHOi fii. [IpoTe B mo3ax,
SIKi 3aCTOCOBYIOTH [JIs aHTHOAKTepiambHOI Teparii, BiH He IPOSBIs€ aHTUAETIPECUBHUM ehekT. Y
MOCTiMKEHHSX B3a€MOil JTiKapChKUX IIperapariB Ta HOCTiAXKeHHX 0e31eK! 3aCTOCyBaHHS
niHe30imy OyJo oTprMaHO AyxkKe 00MeKeHY KilbKiCTh JaHUX IIPO 3aCTOCYBaHHS JIiHE30JIiAy At
JiKyBaHHSI OCHOBHOTO 3aXBOPIOBAHHS Ta/a00 OOHOYACHOTO JIiIKyBaHHS ITpelapaTaMu, SIKi MOXKYTh
HeCTH [IeBHI pU3uKY, BHACIiAOK npurdivensss MAO. ToMy 3acToCyBaHHS JIiHEe30J1iTy 3a TaKUX
00CTaBUH He PeKOMEHI0BaHe, SIKII0 HeMOXKI/IMBO TPOBOJUTH MUJIbHE CIIOCTEPEXKEHHS Ta MOHITOPUHT
CTaHy malienTa (IuB. po3minu «IIpoTUIoKa3aHHsA» Ta «B3aemopmist 3 iHIIMMU JTiKapChbKUMU 3aco0aMu
Ta iHI BUOU B3aEMOMIN»).

3aCTOCYBaHHA V IIOEIHAHHI 3 HACUYEHVMU TUPaMiHOM IPOOYKTaMU

[TamieHTaM CyIii peKOMEHIyBaTH YHUKATH CIIOKMBAHHS BEJIMKOI KiTbKOCTi MPOAYKTIiB, 30arauyeHux
THpPaMiHOM (O¥B. PO3[in «B3aemoist 3 iHIIUMY TiKapCHKUMH 3aco0aMu Ta iHIT BUOU B3a€EMOMIl»).



lioormikeMis

[ToBimoMIEHHS, OTPUMaHi y Mic/IsgpeecTpaliiHui 1epiof, CBifYaTh PO BUMAaAKU CUMITOMATAYHOL
rinorsikeMii Ipy 3aCTOCYBaHHi JIiHe30JIiAy, HeceleKTuBHOrO iHribiTopy MAO 3BOpOTHOI fil,
nalieHTaM 3 IIyKpOBUM [iabeToM, siKi mpuiiMaroTh iHCyJIiH a60 nepopasbHi rimormikeMiyni
npemnapaty. [IpuiioM meskux iHriditopis MAO 1moB’sI3aHKM 3 TIMOTTiIKEMiYHUMHU €I1i30IaMHU Y XBOPHUX
Ha LyKpOBUH miabeT, AKi OTPUMYIOTh iHCYIiH abo rinorikeMiuHi 3aco0u. Xo4ya MPpUYUHHUN 3B’ 30K
MiX JIiHe30JIiIoM i rimorikeMi€io He BCTAHOBJIEHO, TALli€HTIB 3 LIyKPOBUM AiabeTOM CIIif
nornepenXkaTy po MOTEeHIIMHY TNOorTiKeMiYHy peakIito Iiff Yac 3aCTOCYBaHHS JIiHE30Iiay.

Y pa3i BUHUKHEHHS TilorikeMil Moxke O6yTu 0TpiOHe 3MeHIIeHHS 03U iHCYIiHy a0 mepopaabHOT0
rimormikeMiyHOTO 3ac00y a00 MPUIIMHEHHS 3aCTOCYBaHHS IIEPOPAJIBHOTO TiMOTIiKeMiuHOT0 3ac00y,
iHCyiHY 4M niHe307iny.

limoHaTpieMisi Ta/abo CHHOPOM HeameKBAaTHOI cekpelii anTumiypeTuyrHoro ropmony (CHCAJT)

Y namieHTiB, Ki OTpUMYyBaIM JIiHE30JIi Y TOCTMAapKEeTUHT OBUY TIEPiOf, CIIOCTePiraauch BUIQAKU
rinoHaTpieMii Ta/abo CHHOPOMY HealeKBaTHOI CEKpellil aHTUIiypeTUYHOT0 TOPMOHY. Y 3a3Ha4eHUX
BUIIAJKaX O3HAKU Ta CHMIITOMM BKJIIOYa/IM CILTyTaHICTh CBiJOMOCTI, COHJIMBICTh, 3arayibHy C1abKicTs,
a y TSIXKKHUX BUMagKax MPU3BOAUIN OO0 AAXaJIbHOI HEOCTAaTHOCTI i HaBiTh cMepTi. PeKOMeHAy€eThCS
PeTyIapHUN KOHTPOIb PiBHS HATPil0 B CHPOBATL KPOBI y NITHIX JTI0OAEH, V MAI€HTIB, SKi IPUIMaiOTh
IiypeTHKH, Ta B iHIIUX MAllieHTiB i3 pu3ukoM rinoHaTtpiemii Ta/abo CHCAIIT mif yac 3acToCyBaHHS
JikapchbKoro 3aco0y JliHe3omiguH. AKII0 3 IBNSIOTECS 03HAKM Ta CUMIITOMH TilloHATpieMil Ta/abo
CHCAIT', HeoOxigHO MPUIUHUTY IIPUIOM TiKapChKOT0 3aco0y i BXXUTH BiITIOBITHUX
MigTPUMyBaIbHUX 3aXO0MiB.

CynepiHdexkiisg

Brnnus niHe3omnigy Ha HOpMaibHY MiKpo(hI0Opy He BUBYABCS IIif Yac KJIiHIYHUX BUNPOOYBaHb.

3acTocyBaHHS aHTHOIOTUKIB iHOMI MOXKe IIPU3BONUTH OO0 HAAMIPHOTO POCTY HEUYTJIMBUX OPraHi3MiB.
Hanpuknap, npu6nussao y 3 % malieHTiB, sSKi OTpUMyBasy JIiHEe30JIil Y peKOMEeHI0BaHUX 103aX,
IIPOTATOM KJTIHIYHUX JOCHIIAKEHb CIIOCTepiraayu BUHUKHEHHS KaHAUA 03y, II0B'13aHOTr0 i3
3aCTOCYBaHHSIM IIpemnaparTa. Y pa3i BUHUKHEHHS CynepiH(eKIIid mifg yac JiKyBaHHS CIIi[l BXKHUBATU
BiZIIOBiOHUX 3aX0MiB.

Oco06nuBi TPYIY NAlliEHTIB

3aCTOCOBYBATH JIiHE30JIi OJId JIIKyBaHHS MAIl€HTIB 3 TAKKO0I HUPKOBOI HEOOCTATHICTIO CIIif 3
00epexkHICTIO Ta JIUILIE V CUTYAIlisX, KON 04YiKyBaHA KOPUCTH € GiJIbIIOI0 3a TEOPETUYHUN PUIUK
(ouB. po3min «Crocib 3acToCcyBaHHS Ta HO3U»).

3aCTOCOBYBATH JIIHE30JIi [JId JIIKyBaHHS MAll€HTIB 3 TAXKKOI I€4YiHKOBOI HEAOCTaTHICTIO
PEKOMEHIYEThCS JIUIIE y CUTYallisIX, KOJIM 04YiKyBaHa KOPUCTh € OilbIII0I0 3a TEOPETUUHUN PUIUK
(ouB. po3min «Crocib 3acTocyBaHHS Ta HO3U»).

HeMmae HeoOximHOCTI B KOpEKIIii 03K IIpemapaTty 3ajieXkHO Bifl CTaTi NallieHTa.

[MopviernHs GepTUILHOI MVHKIITII

Jline3orig 3HUKYBaB GEePTUILHICTh Ta CIPUYMHSB BiAXUIeHHSI MOPGOIOTiYHUX [TOKA3HUKIB TKOCTi
CIIepMHM V 3[I0POBUX IOPOCIIMX CaMIIiB ITyPiB P PiBHAX €KCIIO3UIlii, MpubIN3HO TaKHUX, 1110
04iKyI0ThCS y mofeit. i 3MiHu Manu 000pOoTHUY XapaKTep. MOXKJIMBUI BIUIUB JIiHE30ITioy Ha



PENpPOnYKTUBHY (PYHKITIO YOJIOBiKiB HEBIIOMUU.

Kniniyni sunpoOyBaHHS

Beamneka Ta e(eKTUBHICTH JIiHE30JIiAy IIPX 3aCTOCYBaHHi 0r0 MpoTATroM Oinbire 28 [HIB He
BCTQHOBJIEHI.

Y KOHTPOJIbOBAHUX KJTIHIYHUX BUNIPOOYBaHHAX He Opasiy y4acTh MallieHTH 3 IPOJIeXKHAMU abo
iImeMIiYHUMU YpaXXeHHIMHU, TAXKKUMU OIIIKaMU YU FaHI'PEeHO0I0. BINoBinHO, JOCBIA 3aCTOCYBaHHSA
JIiHe30ITiay A7 JTiKyBaHHSI TAaKUX CTaHiB 00MeXeHUH.

[ToTIOMizKHi pEYOBHUHU

1 mn po3uuny mictuts 50,24 mr (To6T0 15,072 r/300 M) rmoko3u. Le ciif BpaxoByBaTH npu
NiKyBaHHi IAIiEHTIB i3 HyKpoBUM AiabeToM abo iHIIMMYU CTaHaMHU, IIOB'SI3aHUMU 3 HETIEPEHOCHUMICTIO
TJII0KO3H. 1 My po34mHy TakoX MicTuTh 1,64 Mr (492 mr/300 M) Hatpioo. BmicT HaTpito crifg
BpaxOByBaTHU IallileHTaM, gKi JOTPUMYIOTLCSA OIETU 31 3HUKEHUM CIIOKUBAHHAM HATPI0.

3acmocysaHHA y nepiod sazimHocmi abo 200y8aHHA 2py00H0.

3acTocyBaHH4 y nepion BariTHOCTL. HeMae amekBaTHUX JaHUX LIONO 3aCTOCYBaHHS IIpernapaTy
JIiHe30/IigUH BariTHUM XiHKaM. Pe3ynbTaTtl 4OCIIAXKEHb Ha TBapUHAX IIPOAEeMOHCTPYBaIX HasgABHICTh
PENPOAYKTUBHOI TOKCUYHOCTI. ICHY€E MOTEHUINHWM PU3UK IJIS JTIOAUHY. JIiHe30/iguH He CIIif
3aCTOCOBYBATH y IIepiof BariTHOCTI, OKPIM BUIIafKiB, KOJIX O4YiKyBaHa KOPUCTH [IEPEBUILYE
NOTEHIINHUY PU3UK.

3acToCyBaHH4 y Nepiof rOAyBaHHSA rpynn0. Pe3ynbTaTl JOCTIgXKEHb Ha TBapHHAX I10Ka3asy, 110
JIiHE30IiM Ta #0r0 MeTaboIiTh MOXKYTh IPOHUKATHU Y TPygHE MOJI0KO0. OTXKe, CHifl IpUNUHUTI

TOOYBAHHA I'PYOOI0 IIPOTATOM J'IiKYBaHHF{ IIpernapaToM.

30amHicmb eniueamu Ha weudKicme peakuyii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexaHizmamu.

Heo06xigHo momepenxKaTy Malli€eHTiB PO MOXKIUBICTh PO3BUTKY 3allaMOpPO4YeHHS a0 CUMIITOMIB
TOopyIIeHHs 30py (AuB. po3min «OcobnuBi 3axonu Oe3neku» Ta «I[106iuHi peakilii») mim yac npuiiomy
JIiHE30JIily Ta peKOMEeHOyBaTH IM He KepyBaTu aBTOMO0OizieM Ta He IIpalloBaTH 3 iHIIUMHU
MeXaHi3MaMu y pa3i BUHUKHEHHS 3a3Ha4eHUX CHUMIITOMIB.

Cnoci6 3acmocyeaHHsi ma do3u.

TpuBamicTh NMKyBaHHS 3aJIeXKUTh Biff 30yAHMKA, JT0Kasi3alii Ta TAXKKOCTi iH}eKIii, a TakoX Bif
KJTIHIYHOTO e(eKTy.

PexkoMeHpanii Moo TpUBanoCTi Teparmil, SiKi HaBeeHO HUX4Ye, OyJIM 3aCTOCOBaHi y KITiHIUYHUX
mocrimxkeHHsX. [ qesiKuxX BUMIB iH(DeKIIi MoxKe OyTH opeyHa KOPOTIa TPHBAIICTh TiKyBaHHS,
arne 1e He 0ys10 OI[iHEHO YV K/TIHIYHUX AOCTiAKEHHSX.

MakcrMasbHa TPUBAJICTh JTiKyBaHHA - 28 gHiB. be3neka Ta e(eKTUBHICTb 3aCTOCYBaHHS TiHE30IAY



moBlile Hixk 28 gHiB He Oy/IM BUBYEHI.

He noTpibHe mifBuilleHHS peKOMEHIOBAHUX 103 a00 TPXUBAJOCTi JIiKyBaHHA y BUIIaiKax iHGEKIIH, AKi
CYTIPOBOMXKYIOThCS GaKTepieMi€ro.

[TauieHTH, NMiKyBaHHS SAKUX OyJI0O PO3M0YATO 3 MpU3HaueHHs JIiHe30iguHy O/ BHYTPIITHbOBEHHUX
iHQy3ii1, MoxXyTh OyTH NlepeBefeHi Ha TiKyBaHHS JIiHE30/TiAWHOM [AJIs IePOPabHOTO 3aCTOCYBaHHSA. Y
TaKOMYy pasi migbip mo3u He mOTPiOeH, OCKinbKY 6i0MOCTYIHICTE JTiHE30/Iiay IPY IPUioMi BHYTPIIIHEO
cTaHOBUTH Mauxke 100 %.

PekomeHpatlii 1100 4Oo3yBaHHS BigIOBIIHO [0 ITOKa3aHb HaBeOEeHO B TAOIUIl HUKYeE.

[loka3aHHS [Jo3a Ta cnocib 3aCTOCyBaHHS PexoMeHOoBaHa
[amienTy guTsadoro Bikyt [JopocniTa gitm  [TPHBAICTh JTiKyBaHHS (Hi0
(Bim HApoOmXKeHHS BiKOM Bif 12 poKiB [IOCIIi/b)
mo 11 pokiB)

Ho3okomianbHa 10 mr/kr BHYTpIiIHEOBEHHO|600 MI 10-14

[THEBMOHIs a0 epopanbHo’ KOXKHI  [BHYTPIIIHPOBEHHO

HerocmitanbHa 8 rogun a60 TepopanbHo’

MMHEBMOHIS (30K- KOXXHi 12 rogun

peMa opmu, 1110
CYIIPOBOIKYIOTh-CS
OakTepieMiero)

Y ckitagHeHi
indexkiril mKkipu Ta
ii CTPYKTYp
[HbeKITil, 10 Mr/kr BHYTpilmHEOBEHHO|600 MI 14-28
CIIPHYMHEH] a60 mepopasbHO' KOXKHI 8 [BHYTPIIIHBOBEHHO
[F'nterococcus TOMUH a00 mepopanbHo’
faecium, KOXKHi 12 rogux
PE3UCTEHTHUMHU [0
BaHKOMILIUHY,
30KpeMa iHdexkiii,
K1 CYIIPOBO-

MKYIOTbCS
OaKkTepieMicro
HeycknagHeHi [liTi BiKOM MeHIIIe [Topocmi: 400 mr 10-14
iHGekil mKipu Ta |5 pokis: 10 Mr/Kr epopasbHO' KOXKHI
il CTPYKTYp ePOPaIbHO’ KOXKHI 12 roguH.
8 roguH. IiTy BiKoM Bif
[liTi BikOM 12 pokis: 600 Mr
5-11 poxkis: 10 mr/kr epopabHO’ KOXKHi
MepopasbHO' KOXKHI 12 ropun
12 rooun

tHoBoHapoaXeHi BikoM <7 OHiB. BilbIIiCTh HEIOHOIIEHUX HOBOHAPOAXKEHUX Y Billi < 7 OHIB (< 34
THUXKHIB recTallil) MaloTh HUXKYi TOKa3HUKKU CUCTEMHOI0 KJTipeHCY MiHEe30JIiAy Ta BUILi TOKa3HUKHN
AUC, HiX 6iNbINiCTh OHOLIEHUX HOBOHAPOIKEHUX 1 OiTel cTapIioro Biky. JIikyBaHHS TaKUX
HOBOHAPOOXKEHUX CITif mouynHaty 3 1o3u 10 MT/KT KoXkHi 12 roguH. [171 HOBOHAPOOXKEHUX 3
He[0CTaTHHOIO KITIHIYHO0 BiAIIOBIAII0 Ha IpernapaT MOXHa PO3TJISHYTU MOXKJIUBICTh 3aCTOCYBaHHSA
no3u 10 Mr/kr KoxHi 8 roguH. Yci maiieHT BiKOM [0 7 OHIB TOBUHHI OTpUMyBaTH 103y 10 Mr/Kr
KOXHi 8 rogu.

*3acTOCOBYIOTH IIpenapar B iHIIil TiKapChKii GOpMi 3 MOKIKBICTIO BiIIOBIIHOTO AO3YBaHHS



BxagiBKy 11010 3aCTOCYyBaHHA. He BUKOPUCTOBYBATH YIIAaKOBKY, V IKUX IIOPYIIEHA LiTiCHICTE.
BryTpimHboBeHHa iHDYy3ia 3aiicHI0eThCS npoTarom 30-120 xBunuH.

[Ipu ogHOYaCHOMY BBefleHHI IpenapaTy JIiHe30/miAuH A1 BHYTPILIHbOBEHHUX iH €KI[IN 3 iHIIUM
JiKapChKUM 3ac000M KOXKEH IIpernapart CJliff BBOOUTH OKPEMO, BillIOBIOHO 10 PeKOMEHI0BaHOl N03H i
criocoby 3aCTOCYBaHHST KOXKHOTO JTiKapChbKOT0 3aC00y.

[Tpu BUKOpHCTaHHI OfiHi€l BHYTPIIIHLOBEHHOI CHCTEMHU [JIS TTOCIiIOBHOTO BBeIeHHS EeKiTbKOX
IpenapariB L}0 CUCTeMy [0 i Iicyisg BBeAeHHS IpenapaTy JIiHe30/IiAuH OJ1s BHYTPILIHbOBEHHUX
iHQy3iil cnig npoMuTH iHGY3IMHUM PO3YUHOM, CyMiCHUM 3 JIiHE30JIiAMHOM Ta 3 iHIIMM IIpenapaToM,
SIKUY BBOOUTHCSL 4epe3s II0 CUCTEMY.

CywMicHi po3uunu i iHdy3ii: 0,9 % po3uuH HATpPi0 XIOPULY O iH €Ki, 5 % pPO34YMH AEKCTPO3U
071 iH'€KIIiN, PO34YMH PiHrepa makTaTHUM OJIS iH €KITIH.

OCHOBHI BATIaOKKX HECYMiCHOCTI.

Bunukana isnyHa HECyMiCHICTh, KOJM JTiHE30JIif] 711 BHYTPIITHbOBEHHUX iH'€K1Iill BBOOWIN Yepes3

Y-nomi6Hwuit 3'€mHYBaAY CIJILHO 3 TAKUMU IIpernapaTaMu: aMGOTEPUIIMH B, XIopmpoMa3uny
rimpoxmnopup, fia3enaM, IeHTaMigUHY i30TiOHAT, ePUTPOMILIMHY TakTO6ioOHAT, HeHITOIH HaTpito i
TPUMETOIIPUM-CyIbdamMeToKca3os. KpiM Toro, niHe3ormiy [y1g BHYTPIIHEOBEHHUX iH'€K1IiX OYyB
XiMiYHO HeCyMiCHUI 3 IeTpiaKCOHOM HaTpifo.

3acTocyBaHH4 MallieHTaM JiTHLOTO Biky. HeMae notpebu B KOpeKIii go3u.

3acTOCYBaHHSA IMallicHTaM 3 HAPKOBOIO HEIOCTATHICTIO (30KpeMa 3 KIipeHCOM KpeaTHHiHy < 30
M/xB). HeMae moTpebu B Kopekiii mo3u. Ockinbku npu6au3Ho 30 % [031 BUBOAUTHLCS MIPOTITOM 3-
TOOUHHOTO CeaHCy reMofiani3y po3mno4aToro yepe3 3 rOOUHU IIiCNis BBEOEeHHS IIpernapary,

malieHTaM, IKi OTpuMYyBaju mofgiOHe JTiKyBaHHS, JTIHe30JIi CTi MpHU3HavYaTH MicIIs reMofiamiay. (IuB.
p. «®@apmakoao2iuHi eracmusocmi. PapmakoKiHemuka»).

3acToCcyBaHHS MallieHTaM i3 Me4YiHKOBOI HEIOCTaTHiCcTI0. HeMae moTpe6u B KOPEKIIii 1o3u. (OuB.
po3min «@apmakoaoz2iuti eaacmugocmi. PapmakokiHemuka»).

Himu.
3aCTOCOBYBATH 3 IIEPIIUX [HIB KUTTH.

Y 0imet sikom 8i0 1 muoicHA 0o 12 pokie pu3HadYeHHS IpenapaTy y fo3i 10 Mr/kr KoxHi 8 rogpus
mofeHHO 3a0e3meuye eKCIo3uIlilo, iKa HaOnuKaeThCs 0 TaKol, 0 AOCITAEThCS  HOPOCIUX NIPU
npu3HavYeHHi mpenapaty B 7o3i 600 Mr gBiui Ha HoOy.

Y HogoHapoOdceHux 8ikom 0o 1 mudicHA CUCTeMHUYU KIIipeHC NliHe30miny (i3 po3paxyHKy Ha 1 Kr Macu
Tijla) MBUOKO 3POCTAE NMPOTATOM IIEePIIOro TUXKHS KUTTSA. TaKUM YUHOM, Y HOBOHAPOIXKEHUX, Kl
OTPUMYIOTh IIpemnapart y fo3i 10 Mr/kr koxHi 8 rogus 110000080, CriOCTEPIraEThCS GiNbII BUCOKa
CHCTEeMHa eKCIIO3UIid IIpelapaTy y NeplIui AeHb Iic/Isa HapoaxkeHH. [IpoTe He 04iKy€eThCs
HaaMipHOI KyMyJIAIlil IpenapaTy B OpraHi3Mi Ipu TaKOMY A03yBaHHI IPOTSATOM IIE€PIIOT0 THKHS
JKUTTS HEMOBJIATH (BHACIIIAOK LMIBUAKO 3POCTAIOYOr0 KIIipEHCY IIpenapaTy IPOTATroM Mepiiux 7 AHIB
XKUTTS) (muB. po3min «Crocib 3acTOCyBaHHS Ta [O3U»).



Y dimeti gikom 8i0 12 do 17 pokie papMaKoKiHeTHKA JIiHe30IiAy mogibHa A0 TaKol Y AOPOCIIUX IIPU
3acToCyBaHHI npemnapaty y 0o3i 600 mr. Takum 4¥HOM, V AiTel, IKi OTPUMYIOTH Iipenapart y fo3i 600
MT KOXHi 12 roguH moneHHo, 6yie cIiocTepiraTucs Taka K caMa eKCIIO3HIlis, SIK i y Jopocaux
IallleHTiB IPU IPUUOMI IIpenaparty B Tid caMmiu go3i.

Ilepedo3yeanHsi.
CrnenudiyHOro aHTUAOTY HEMAE.
He Oyso 3apeecTpoBaHO BUIAMIKiB ITepefo3yBaHHS.

Y pasi nepeno3yBaHHS II0Ka3aHe CUMIITOMaTAYHeE JIIKyBaHHS 3 IPOBENEHHAM 3aXO0[iB LIOA0
MiATPUMKHU PiBHSA Kny00o4ukoBoi dinmbrparii. [Tpubnusuo 30 % mpuiHSITOI [03U IpeliapaTy BUBOTUTHCS
IPOTATOM 3 TOOUH reMofiai3y, ajle HeMa€ faHuX 040 BUBEAEeHHS TiHe30/Iiay Iif yac
IIPOLENYP EPUTOHEANTbHOT0 fAiani3y abo remonepdyasii. [IBa mepBUHHUX MeTabomiTH JTiHE30ITiny
TaKO0XK BUBOLATHCS IISIXOM FeMOfiai3y.

ITo6iuni peakuii.

YacToTa nobiyHUX peakiliii BU3HAUeHa TaKUM YMHOM: AyxkKe dacTi (> 1/10), gacti (> 1/100, < 1/10),
HevacTi (> 1/1 000, < 1/100), moomuuoKi (> 1/10 000, < 1/1 000), pigkicHi (< 1/10 000) i wactoTa
HeBigoMa (He MO>KHa BCTAHOBHUTH Ha IIifiCTaBi HasIBHUX JaHUX).

IHpeKuii ma iHeasii: 94acTi - KaHOUO03, OpalbHUN KaHOUO03, BariHaIbHUM KaHOUO03, TPUOKOBI
iH(exIii; HevacTi - BariHiT; pigKicHi - aHTHGIOTUKACOIi#0BaHi KOIITH, BKIIIOUAIOYH
1IceBgoMeMOpPaHO3HUM KOJTiT*.

Posaadu 3 60Ky cucmemu kposi ma aimpamuyHoi cucmemu: 4acTi - aneMisT*t; HevacTi
-JIeMKOIeHisT*, HeUTpomeHisi, TpoMOOoIMTONEeHisT*, €03uHOGININA; pigKicHI - maHIMTONEHiT*; YacToTa
HeBiloMa - Mienocynpecis*, cumepobiacTHa aHeMis*.

Posaadu 3 60Ky iMmyHHOI cucmemu: 9acToTa HeBimoMa - aHadinakcis.

Po3aadu 3 6oky memaboaizamy ma Xxap4yyBaHHs: He4acCTi - TiMoOHATPieMisT; YacTOTa HeBimoMa -
JTaKTOAnuao3*.

Po3snadu 3 60Ky ncuxiku: 9acTi - 6€3COHHS.

Heapoo2iuHi po3aadu: 4acTi - TonoBHUY 6inb, IepBepPCil cMaKy (MeTaliuHMit TPUCMaK),
3arnaMOpOY€eHHs; He4yacTi - CyqoMu*, rinecTesis, lapecTesisd; 4acToTa HeBifoMa - CEPOTOHIHOBUM
cuHOpoM**, mepudepryHa HelupomaTisa*.

Posaadu 3 60Ky opaaHie 30py: He4acCTi - 3aTyMaHeHu# 3ip*; pigkicHi - medekT momns 30py*; yacTora
HeBijoMa - 30poBa HeuponaTia*, HeBpUT 30POBOT0 HepBa*, BTpaTa 30py*, 3MiHa 30pOBOTO BiIUyTTS*,
3MiHa CIIPUUHATTS KOJIbOPY*.

Posaadu 3 60Ky opaaHis cayxy ma pieHogdzu: HedacTi - I3BiH y ByxaX.

Posaadu 3 60Ky cepus: HeYacTi - apuTMmis (Taxikapmis).



Po3nadu 3 60Ky cyOuH: 4acTi - apTepianbHa rimepTeH3is; HeYacTi - TPAaH3UTOPHA illleMiyHa aTaka,
bnebit, TpoMOodTEiT.

Posaadu 3 60Ky wayHK0B80-KUWKOB020 MpAKMYy: 4acTi - miapes, HygoTa, O/10BaHHs, JIOKaJbHUN a0
reHepajildoBaHui Oilb y XKUBOTI, 3aM0p, AUCIIEICis; He4YacCTi - TaHKPeaTUT, TaCTPUT, 3OYTTS KUBOTA,
CYXiCTh Yy POTi, TJIOCUT, YacCTi PifiKi BUTOPOKHEHHS, CTOMATUT, Po3/7agu a0o 3MiHa KOJIbOPY SI3UKa;
pinkicHi - 3He0apBIeHHS TOBEPXHi 3y0iB.

Posaadu 3 60Ky eenamobiasiapHoi cucmeMu: 4acTi - BiDXuUIEeHHS Bif HOPM IMOKa3HUKIB
GYyHKIIOHABHUX MTeYiHKoBUX 11po0b, 30inbmenHs pisHiB AJIT, ACT a6o nyxkHoi pochaTasu; HeYacTi -
IiABUINEHHS 3arajbHOTO0 6inipy0iny.

Po3aadu 3 60Ky wkipu ma nidwKipHoi KAimkKo8uHU: 9acTi - cBepOixkK, BUCUII; HEYACTI - KPOIIUB THKA,
IepMaTUT, HagMipHe TOTOBUMIIEHHS; YaCcTOTa HeBifoMa - Oy/Ib03Hi ypaxKeHHS LIKipH, TaKi K
cuaapoM CriBeHca-/I2KOHCOHA Ta TOKCUYHUY ellifjepMalbHUN HEKPOJIi3, aHTioefeMa, aomelris.

Po3nadu 3 60Ky HUPOK i ceuoaudinbHOi cucmeMu: 9acTi - MigBUILEHHS a30Ty CEYOBUHU KPOBI;
HEeYyacTi- HUPKOBa HENOCTATHICTh, MiABUILIIEHHS KPEeaTUHIHY, TOiypis.

Po3nadu 3 60Ky penpodykmueHOi cucmemu ma MO/04HUX 3d/103: HEYaCTi - By/TbBOBaTiHAIbHi
MIOPYIIEHHS.

3azanvHi po3nadu ma nopyweHHA 8 Micli 88e0eHHA: 4acCTi - TapsgdKa, JT0Kasi3oBaHUM 0inb; HeYacTi -
03H00, BTOMa, 6iftb y Miclii iH’€KIil, cpara.

HocnaidocenHs. bioxiMmisa: 4acTi - mMigBUIIEHHS TaKTaTOeTrifporeHa3y, KpeaTUHiHKiIHA3H, JTilla3y,
aminasu a0o MOCTIPaH/iaJIbHOTO (He HaTIe) PiBHS TII0KO3HM, 3HUKEHHS 3arajibHOro 0inKa,
anb0yMiHy, HaTpilo Ta Kasbllifo, migBUIeHHs a00 3HKWKEHHS KaJilo abo 6ikapboHaTy; HedacTi -
IiABUIIEHHS HaTpilo abo Kasbllilo, 3HUKEHHS TTI0K03U 6e3 TojogyBaHHs, MiABUIIeHHA a00 3HUKEHHS
xjiopupiB. [eMaTosoria: 4acTi - MigBUIEHHS KiTbKOCTi HEUTPoQiniB abo e03uHOMiNiB, 3HUKEHHS
reMorno0iHy, reMaTOKpPUTy ab0 KiTbKOCTi epUTPOLUTIB, MigBUIIIEHHS ab0 3HUKEHHS KiJTbKOCTi
TpoMOOIUTIB a60 TEUKOIUTIB; HEYACTi - MigBUIIEHHS KiTbKOCTi PETUKYJIOIUTIB, 3HUKEHHS KiJTbKOCT1
HEeUTPOodimiB.

* MuB. po3min «Oco6IUBOCTI 3aCTOCYBaHHS».

**k [TuB. po3minu «[IpoTunokasanHs» Ta «B3aeMofis 3 iHIMKUMY JTiKapChKUMU 3aco0aMu Ta iHII BUOK
B3aEMOMIN».

T Ilig 4ac KOHTPO/IbOBAHUX KITIHIYHUX JOCIiAXKEeHb, B IKUX JIIHE30J1i[l 3aCTOCOBYBaJIM y epiox mo 28
nHiB, v 2,0 % mauieHTiB Bifl3Hayanacsa aHeMid. Y nporpami i3 3aCTOCyBaHHIM He3apeeCTPOBaHOI0
JiKapchbKOro 3aco0y 1o ryMaHiTapHi# mporpaMi (compassionate use) 3a y4acTio Malji€eHTiB 3
iH(peKigMu, 10 3arPOXKYIOTh XKUTTIO, T CYNYTHIMU 3aXBOPIOBAHHSIMHU, Bi[COTOK IAIli€HTIB, Y SKUX
BUHUKJIA aHEeMisl Micysd IPUUOMY JIiHe30JIiAy NpoTsaroM < 28 OHiB, cTaHOBUB 2,5 % (33 3 1326) y
nopiBHSHHI 3 12,3 % (53 3 430), aki nikyBanucs > 28 pHiB. CriBBifHOLIEHHS 3a(ikCOBaHUX BUMAOKIB
TSKKOI aHeMii, BUKJTMKaHOI 3aCTOCYBaHHSM JIiKapChKOTo 3aco0y, 110 moTpedyBaso mepenruBaHHsS
KpoBi ctaHoBuI0 9 % (3 3 33) y namieHTiB, 110 ITiKyBanucs IpoTAroM < 28 gHi, Ta 15 % (8 353) y
THUX, XTO JIIKyBaBCS IIPOTATOM > 28 OHIB.

[ToGiyHi peaxiiii, moB’sI3aHi i3 3acTOCyBaHHSM JIiHE30/iAy, sIKi Oy/IM OIliHEHI B pigKUX BUIAAKax SIK
peaxiil TSKKOTo CTyIeH: JI0oKali3oBaHul adfoMiHanbHNUM 6ifb, TPAaH3UTOPHUY ilIeMiYHKY Halay Ta
apTepiajibHa TinepTeHsis.



Y nocTMapKeTHHTOBUY IIePiof MOBIAOMIISIN IPO BUMAAKKA CUMIITOMATHYHOI TilOTIiKeMil Ipu
3aCTOCYBaHHI TiHe3071iny, HeceneKTuBHOro iHribiTopy MAO 3BOPOTHOI fil, mallieHTaM 3 LyKPOBUM
miabeTtoM, sIKi TpUAMarOTh iHCYJIiH a00 mepopasbHi rimornikemiuni npenapatu. [TpuiioM mesiKux
inri6iTropie MAO moB’sg3aHu 3 TIMOTTIKEeMiYHUMU €I1i30jaM1 y XBOPUX Ha I[yKPOBUi fmiabeT, AKi
OTPUMYIOTE iHCYTiH abo rinmormnikemiyni 3acobu.

Y namieHTiB, IKi OTpUMYyBaIM JIiHE30JIi Y TOCTMapKEeTUHTOBUU TIEPiOA, CIIOCTePiraauch BUIAAKU
rinoHaTpieMii Ta/abo CHHOPOMY HeafieKBaTHOI CEKpellii aHTU/IiypeTUYHOT 0 TOPMOHY. Y 3a3HaYeHUX
BUIIa[IKaX O3HaKM Ta CHMIITOMH BKJII0YaJIX CIIyTaHICTh CBiIOMOCTI, COHJIUBICTh, 3arabHy CIa0KiCTh,
a y TSIXKKMUX BUMAOKaxX IMPU3BOAUIN 00 OUXaJIbHOI HEIOCTATHOCTI i HaBiTh CMEPTI.

3gimyeaHHs npo nido3piosaHi nobiuHi peakuii

3BiTyBaHHS IIPO Mim03pIoBaHi MoOiuHi peakilil micns peecTpatiii TikapchKoro 3aco0y Ma€ BaXkKJIuBe
3HaueHH4. Lle mae 3Mory 3pilicHioBaTH Oe3epepBHNUM MOHITOPUHT CIiBBIOHOILIEHHS PU3UK/KOPUCTD
s mikapckKoro 3aco6y. KeamidikoBaHux mpamiBHUKIB y chepi 0XOpOHU 3[0POB’Sl MPOCITH 3BiTYBATH
po Oymb-sKi mimo3pioBaHi HebaxkaHi peakilil BiITOBIAHO 00 JTOKa/IbHOI CHCTEMH 3BiTHOCTI.

Tepmin npudamtHocmi. 3 POKH.

YMoBu 30epiranHsi.

30epiratu nmpu TeMiepaTypi He Buile 25 °C B opuTiHabHil yIAKOBII 10 BUKOpHUCTaHHS. He
30epiraTé y X0noguIbHUKY Ta HE 3aMOPOXKYBaTH. 36epiraTu y HeOCTYITHOMY [JIs [iTel Micri.

VYnaxoBka.

[To 300 M1 y mIsAILi, 10 OJHIM MJIALILI Y [Ta4lli.

Kareropis Bigmycky. 3a peLenTom.

BupoOHUK.

[TAT «Tanuudapm».

Micue3HaxoaKeHHsI BHPOOHHKA Ta MOro ajJpeca MicCIsi IPOBaKeHHsI Tis/IbHOCTI.

Vkpaina, 79024, m. JIsBiB, Byn. OnpumikiBceka, 6/8.

3asaBHHK. [TAT «Tanuudapm».



Micne3HaxomKeHHs 3asiBHHKA.

Ykpaina, 79024, m. JIsBiB, Byn. Onpumkieceka, 6/8.



