IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

JITHE3OJIIITUH

(LINEZOLIDIN)

Cxnan:
ditoua pevosuHa: linezolid;
1 TabneTka MiCTUTSH iHe30migy y nepepaxysanHi Ha 100 % pedosuny 600 mr;

0ONOMIdICHI peyoB8UHU: LIe/TI0I03a MIKPOKPUCTATidHa; KPOXMaJjlb KYKyPYO3sSHUMN;
TiAPOKCUIIPOIINIEN0I03a; HaTPil0 KPOXMAaJbIJIIKONIAT (TUI A); MarHito cTeapar; CyMilll IjIsd IIOKPUTTSI
«Aquarius Preferred HSP BPP218011», 1110 MiCTUTb TiZpOKCUIIPOIIiIMETUIILIEION03Y, TUTAHY
miokcup (E 171), KOmOBigOH, MOJigeKCTPO3Y, IOMIeTUIEHT IiKOIIb, TPUTJIILIEPUANA CEPETHBOTO
JIQHIJIOTa.

JIikapcbka ¢dopma. TabneTku, BKPUTI IJTiIBKOBOIO 000JI0HKOIO.

OcHo8HI (pi3uko-ximiuHi 81acmugocmi: TabNeTKH, BKPUTI IIiBKOBOIO 000JI0HKOO 6iToro abo Manxke
6i710T0 KOJILOPY, OBasIbHOI (hOPMH, 3 IBOOIIYKJIIOIO IIOBEPXHEIO.

dapMaKoTepaneBTHYHA rpymna. AuTubakTepianbHi 3ac00u 71T CUCTEMHOTO 3aCTOCYyBaHHS.

Kopm ATX JO1X XO08.

dPapmako.102iuHi 8 1acmueocmi.
dapmakoOuHamika.
3arajbHi XapaKTePUCTUKH.

JliHe3omi - cMHTEeTUYHa PEYOBHHA, 1110 HaJIeXKUTh 10 HOBOTO KJIaCy aHTUMIKpOOHUX 3ac06iB -
OKCa30JIifuHOHIB. BiH BUSIBIIsiE aKTUBHICTH in Vitro IPOTH aepPOOHUX IPAMIIO3UTUBHUX OaKTepil
Ta aHaepoOHUX MiKpoopraHi3MiB. JliHe3o1ig BUOipKOBO NMPUTHiYye cuHTe3 OiNKiB OaKTepii
yepes yHiKaIbHUN MexaHi3M fil. Bin 6e3mocepeiHbo 3B A3YETHCS i3 pubocoMamMu GaKTepii
(23S 3 50S cy6GoguHMIb) Ta MEPEIIKOIKAE YTBOPEHHIO (PYHKI[IOHATBHOTO iHII[iF0I0Y0T0 KOMIITEKCY
70S (BaXKJIMBOTO KOMIIOHEHTA IIPOIECY TPAHCIISIIII).

[TourmpeHicTh HaOyTOI Pe3UCTEHTHOCTI MOXKe 3MiHIOBATUCS reorpadidyHo Ta y 4aci ojisi OKpeMux



BHUMiB, TOMy 6aKaHO CIUPaTUCS Ha MiCclleBy iH(popMallito CTOCOBHO Pe3UCTEHTHOCTI MiKpOOPTaHi3MiB,
0C06IMBO TIpH JTiKyBaHHI TSXKKUX iHbeKIiH. ¥ pa3i HeoOXiqHOCTi, KONU piBeHb MOMKUPEHOCTI
PE3UCTEHTHOCTI MiKpOOPraHi3aMiB Ha MiCI[eBOMY PiBHi € TaKKM, 1110 KOPUCTH Bifi 3aCTOCYBaHHSA
JiKapchbKOro 3aco0y, MpUHaWMHI CTOCOBHO [0 MesIKUX BUMIB iH(DeKIIii, BUKJTUKAE CYMHIBHU, CIIif
3BEPHYTUCA 3a KOHCYJIbTALI€0 0O eKCIepTa.

YyTnusi MiKpoOpraHiamu

['pammo3uTHBHI aepoOHi Mikpooprauismu: Enterococcus faecalis, Enterococcus faecium*,
Staphylococcus aureus*, Koaryia3oHeraTuBHI CTailoKOKHU, Streptococcus agalactiae*,
Streptococcus pneumoniae*, Streptococcus pyogenes*, Group C streptococci, Group G

streptococci.

['pammo3uTHBHI aHaepoOHi Mikpoopraniamu: Clostridium perfringens, Peptostreptococcus
anaerobius, Peptostreptococcus species.

PesucrentHi Mmikpoopranisamu: Haemophilus influenza, Moraxella catarrhalis, Neisseria species,
Enterobacteriaceae, Pseudomonas species.

*KniniuHa epeKTUBHICTh OyJia MPOAEeMOHCTPOBaHA [JIs UYTIUBUX LITAMIB 3TigHO 3 3aTBEPIKEHUMHU
IIOKA3aHHIMU.

Xoya J1iHe30/Ti[l IeMOHCTPYE AesIKy aKTUBHICTE in vitro mpotu Legionella, Chlamydia pneumoniaerta,
Mycoplasma pneumoniae, HeIOCTaTHbO OAHUX AJIS MiATBEPHAXKEHHS KITiHI9YHO] €(DeKTUBHOCTI B IIUX
BHUIIaKaX.

IlepexpecHa Pe3UCTEHTHICTh

MexaHi3Mm fil miHE30miay Bigpi3HAETHCS Bifl TAaKOTr0 iHIIUX KIaciB aHTUOI0THKIB. [JoCTiIKeHHS
KJIiHIYHUX IITaMiB (METUIUIIIHPE3UCTEHTHUX CTa(diIOKOKIB, BAHKOMIITMHPE3UCTEHTHUX EHTEPOKOKIB,
a TAaKOX TIEHIIWITiH- Ta ePUTPOMIIIMHPE3UCTEHTHUX CTPENTOKOKIB) in Vitro moKas3yoTh, IO JTiHEe30if
3a3BHYal aKTUBHUM BiTHOCHO MIKPOOPTraHi3MiB, CTIiMKMX 00 OOHOTO UM OEKiNbKOX iHIINX KI1acCiB
AHTUMIKPOOHMX areHTiB.

CTifiKiCTh [0 JIIHE30JIify II0B’si3aHa 3 TOUKOBUMU MyTaliaMmu B 23S pPHK.

dapmakokiHemuxka.

Jlikapcekuit 3aci6 JliHe30miauH MiCTUTh TiHE307Tif, 110 € 6i0IoTiYHO aKTUBHOIO PEYOBUHOIO Ta
MeTab0Ii3yeThCsT O HeAaKTUBHUX IOXiTHUX.

AGcopbiis

JIiHe30:1i IHTEHCUBHO BCMOKTYETHLCA IIICIIS IepOPaIbHOr0 3aCTOCyBaHHA. MakcuManbHa
KOHIIEHTpAIlisl Y MJIa3Mi KPOBi oCATAEThCS MPUOIU3HO Yyepe3 1-2 TOOMHY IiCs 3aCTOCYBaHHS, a
abcomoTHa 610MOCTYIHICTE IIpenapaTy cTaHOBUTH 0mu3bK0 100 %. ToMy miHe301mig MOXKHa
3aCTOCOBYBATH ITepopasibHO a00 BHYTPIIIHbOBEHHO 6e3 KopekKIlil mo3u. JIiHe301mig MoXHa



3aCTOCOBYBATH HE3a/lexKHO Bif mpuiioMy 1xi. Yac 0o moCSIrHeHHS MaKCMMabHOI KOHIIEHTpaIllil
36inbmyetses 3 1,5 mo 2,2 ropuny, a C,,, 3HUXKYEThCA puOMU3HO Ha 17 % mpu 3acTOCyBaHHi
JIiHe30Iiy 3 2Keto 3 BUCOKMM BMiCTOM KUPiB. [IpoTe 3arajbHa €KCIO3UIlis, SIKa OI[iHIOETHCS 3a
AUC,¥, momiOHa B 000X BHUIIAKaX.

Pozmnopin

HocnigxeHHs papMaKOKiHETUKY IT0Ka3asly, 110 JIiHe30JIif IIBUAKO PO3MOAINIAEThCA Y TKaHUHAX 3
nobpoto nepdyazieto. ITpudnuzno 31 % nmiHe3o0migy 3B’93y€eThCs 3 OimkaMu I1a3Mu KPOBI, i 11e He
3aJIeXKUTh Bifl KOHIIEHTPallii mpenapaTy. O6’eM po3mopiny aiHe30iny y piBHOBaXKHOMY CTaHi y
3[MOPOBUX [OPOCIIUX HOOPOBOJIBIIIB CTAHOBUTH V cepemHboMy 40-50 7. ITicns 6araToKpaTHOTO
BBe[IeHHsI KOHIIEHTpAIli0 JIiHe30JTify BU3HaYasly B Pi3HUX piguHax B 00MeKeHOI KiTbKOCTi
y4aCHUKiB-I0OPOBOIIBLIB y JoCHimKeHHIX a3y 1. BigHolleHHST KOHIIEHTpalil JIiHe30Iify B CIUHI 10
KOHIIeHTPaIlil ¥ ma3Mi KpoBi ctaHoBuo 1,2:1, a BigHOIIIEHHS KOHIIEHTpALllil TiHe30/Iiy B OTi 10
KOHIIeHTpaIlil y maa3mi kposi - 0,55:1.

Mertabomizm

Jline3omif mepeBaxkHO MeTab0Ii3yETHCSA MIJITXOM OKUCIEHHS MOP(QOJIiHOBOTO KiJIbI[d 3 YTBOPEHHSIM
[IBOX HEaKTHUBHUX IMOXiTHUX KapOOHOBOI KHUCJIOTY 3 PO3iMKHEHUM KiNlblieM: MeTabomiTy
aMiHOeTOKCionToBoI KuCOTH (A) i MeTabomiTy rimpokcietunrninuny (B). ITlepegbadyaeTsest, 110
MeTaboJIiT A yTBOPIOETHCS (hepMEHTaTUBHUM IIIJITXOM, TOLI SIK YTBOPEeHHS MeTaboiTy B
OTI0CEPEeNKOBYETLCS HehepMEHTaTUBHUM MeXaHi3MOM, 110 BKJIIOYa€ XiMidyHe OKHCIIEHHS B YMOBax in
vitro. [locnmigKeHHs in vitro mMpofeMOHCTPYBAJIH, III0 JIiHe30Ii MiHiManbHO MeTaboTi3yeThCs 3
MO2KJIMBOIO Y4acCTIO V IIbOMY IIpolieci cucteMu uutoxpomy mopuau P450. [IpoTe MeTabommiuHi mnsaxu
JIIHE30JTigy [0 KiHId He BUBYEHI.

BuBeneHHda

HeHupKOBUH KJlipeHC CTAHOBUTH NMPUOIN3HO 65 % Bif 3aranbHOTrO KJlipeHCy niHe3omigy. Y
piBHOBaxkHOMY cTaHi mpubau3Ho 30 % [0o3u npenapaTy BUSABISETHCS B Cedi y BUTTIAAIL JTiHe3oiay, 40
% -y Burnani metabomnity B i 10 % - y Burnani metabonity A. CepenHili HUPKOBUM KJTipEHC
nine3ominy ctaHoBUTH 40 MJI/XB, 110 BKa3y€ Ha KaHasbleBy peabcopbitito. JliHe3ormin y Kati
IPAKTHYHO He BU3HAYAETHLCS, TOMI SIK MpUOMM3HO 6 % 03U IpernapaTy BUSBISETHCS B Kalli y BUTTISAOL
MeTabomnity B i 3 % - y Burnsami metabomnity A. He3HauyHa HeliHiNHICTD K/TipeHCY cliocTepiranacs npu
MIOBUINEHH] NO3U JIIHE30JIiny, 110, OYEBUAHO, € HACIIIKOM HUXKYOI'0 HUPKOBOT'O 1| HEHUPKOBOTO
KJIipeHCY LIbOTO IIpeliapaTy IpU H0oro BUIIKX KOHIIEHTpauisax. [IpoTe 1151 pisHULA y KiIipeHci Oya
He3HayHa i He BIUIMBaJla Ha YsIBHUU 1epiof HalliBBUBEIEHHS.

ITauieHmu 3 Hupkosow Hedocmamuicmio. ®apMaKOKiHeTHKa JIIHE30IiMy He 3MiHIOETLCS Y TAlliEHTIiB
3 OyOb-IKUM CTyIIeHEM HUPKOBOI HEJOCTATHOCTI; IIPOTE ABa OCHOBHI MeTabOoIiTH NTiHEe30/miay
KYMYJIIOIOThCS Y MAlli€HTiB 3 HUPKOBOIO HENOCTATHICTIO 3i 30iIbIIEHHIM IX HAKONUYEHHS Y Nalli€HTIB
3 BUILIKM CTYIIEHEM TSIXKKOCTI HUPKOBOI AuchyHKIil. PapMaKOKiHeTHKA JIIHE30JIiy Ta ABOX MOT0
MeTabomiTiB TakoXkK Oya gociigKeHa y MallieHTiB 3 TepMiHaIbHOIO CTafi€l0 HUPKOBOI HENOCTATHOCTI
(TCHH), ski 3HaxopsaTecd Ha reMmopianisi. Y gocnigxeni TCHH 14 marienTis orpumyBanu 600 mMr
niHe3o0migy KoxkHi 12 rogus npotsarom 14,5 gHs. OCKiNbKY He3alexkHO Bifl QYHKIII HUPOK OOCSATaIUCS
OJIHAKOBi KOHIIEHTpAIlil JTiHe30JIiny y Ia3Mi KpPoBi, AJd MallieHTiB 3 HUPKOBOIO HEJOCTATHICTIO HE
PEKOMEHAYETHCS IPOBOAUTH KOPEKIIiio mo3u. [IpoTe, BpaxoByoun BiACYTHICTh iHpOpMallil Ipo
KJTiHiYHY 3HAUYIIiCTh HAKOMMMYEHHS OCHOBHUX MeTabO0MiTiB, C/Tifl 3BaXKUTH OOLITbHICTh 3aCTOCYBaHHS
JIiHe30Iiy mallieHTaM IIPY HasiBHOCTiI HUPKOBOI HEJOCTATHOCTI i TOTEHI[INHUX PU3UKiB HaKOMUYEeHHS
Takux MeTabomiTiB. I miHe30:min, i ;Ba MeTaboIiTH BUBOASTHCS 3@ MOTIOMOT0I0 TEMOIiai3y.
[adopmariis npo BIINB IepPUTOHEATHHOTO Oiali3y Ha (papMaKOKiHEeTUKY JTiHe30/Iiny BiICyTHS.



ITauienmu 3 neviHko8ow Hedocmamuicmio. DapMaKoKiHeTHKA JIiHe30JIiy He 3MiHIoBanacsa y 7
NallieHTiB 3 MOPYLUIEHHSAM (PYHKIIi1 I€YiHKY Bifi IETKOTO IO CEPENHBOT0 CTYIEeHS TSIXKKOCTI (KTac A
abo b 3a mkanoto Yarnma-I1'10). Ha migcTaBi HassBHUX JaHUX AJIS MAIi€HTIB i3 MOpPYyIIeHHAM QYHKIII
IIeYiHKY Bif] 1€TKOT0 O CEPEIHBOT0 CTYNEHs TAKKOCTI KODUTYBaHHS JO3U HE PEKOMEH0BaHe.
dapMakoKiHeTHKA Y MAI[iEHTIB i3 mMopyIeHHIM QYHKIIil TeUiHKK TSIKKOT0 CTYIEHS He OI[iHIoBasacs.

KitiniyHi XapaKTepHUCTHKH.
Iloka3aHnHus.

JlikyBaHHS iH(EKIIi#, CHPUYNHEHNX YyTAUBUMHU IITaMaM{ BU3HaUYeHUX MIiKpPOOpPraHi3MiB, IpU TaKuX
CTaHax:

- HO30KOMiaJIbHa ITHEeBMOHIS;
- HerocmiTasjabHa ITHEBMOHIS;

- ycKnapHeHi iHdexuil mkipu Ta ii cTpyKTyp, 30KpeMa iHdekuii Ha ¢oni giaGeTnyHoi cTonu 6€3
CYIYTHBOTO OCTEOMI€ENiTY, cipu4yuHeHi Staphylococcus aureus (MeTUIUTIHUYTIUBUMY Ta
MEeTHUIMTIHPe3UCTeHTHUMHU i30nsiTaMu), Streptococcus pyogenes abo Streptococcus agalactiae;
Jline3oniguH He OyB BUBYEHUH Y JIiKyBaHHI BUPA3KOBUX IIPOJIEXKHIB.

- HeyCKJIafHeH] iH(eKil IKipy Ta 11 CTPYKTyp, cupudnHeHi Staphylococcus aureus (TinpKn
MEeTHUIUITIHYYTIUBUMY i30/1siTaMu) abo Streptococcus pyogenes;

- PE3UCTEHTHI J0 BaHKOMIIIMHY iH(eKIil, CIpuYruHeHi mtamMu Enterococcus faecium, BKI04a4du
iHGexIii, 10 CynpoBOAXKYIOTECS OaKTepieMiETO.

JliHe30miguH He NTOKa3aHUM [AJIS JIiKyBaHHS iHQEKIiM, CIPpUUYNHEHNX I'PaMHeTaTUBHUMHU
MikpoopraHizmamu. Y pasi migo3pu abo BUSBIEHHS I'PaMHeEraTHBHOI0 30ygHUKa MOTPiOHO HeraiHo
po3noyaTy cuenrdiuHy rpaMHeTraTUBHY Teparliio.

IIpomunoka3aHHsA.
Bimoma rimepuyTnuBicTh mo iHe30mimy abo mo Oyab-KOTo iHIIIOr0 KOMIIOHEHTA IIpernapary.

JIiHe30MigWH He CIIifl 3aCTOCOBYBATH IMallieHTaM, SIKi TpUUMaloTh Oyb-9Ki MeOUYHi IpenaparTy, o
IPUTHIYYIOTh MOHOAMiHOKCHUa3y A Ta B (Hampuknapn dbeHen3uH, i3okapOoKca3uy, CenerimiH,
MOKJI00eMifl) abo MPOTATOM 2 TUXKHIB MiC/Is MPUKXOMY TaKUX IIpelaparis.

3a BUHSATKOM BUIIa[IKiB, KOJIU € MOXKJ/IMBICTh PETEJIBHOTO MOHITOPUHTY apTepiabHOTO TUCKY,
JliHe30miguH He CIIiJ Mpu3HavYaTH MallieHTaM 3 TaKUMU CYIyTHIMHU KJTiHIYHUMU CTaHaM# a0o i3
CyIyTHIM IIpUMOMOM TaKUX IIperaparTis:

- HEKOHTPOJIbOBaHa apTepiaibHa rinepTeH3is, peoxpoMonuTOMa, KapiuHoil, THPEOTOKCUKO3,
6imonspHa menpecis, mm3oadeKTUBHUAN PO3J1al, TOCTPi eMi30x 3a11aMOPOYeHHS;

- iHTi6iTOPM 3BOPOTHOTO 3aXOMJIEHHS CEPOTOHIHY, TPULMKITIUHI aHTUAENIpecaHTH, aronictu 5-HT,
PEeLenTopiB CEPOTOHIHY (TPUNTAHM), IPSIMi Ta HENIPSIMi CUMIIaTOMIMETHKY (BKJIIOYal04YU afpeHepriyHi



OpoHXOOUIaTaTOPH, IICeBHoedeIpPUH, (EeHINITponaHoIaMin), Ba3onpecopu (emiHedpuH,
HopemniHeppUH), JoMaMiHePTiuHi crionyku (momamil, goOyTamin), meTunuH abo 6ycmipoH.

Cnipg mpUNUHUTY TOMYBaHHS IPYA/II0 IPOTATOM 3aCTOCYBaHHS IIperapary (AuB. pO3min
«3acToCyBaHHS Yy mepiof BariTHOCTi abo roAyBaHHS I'PYAOI0.»).

B3aemodisn 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemodili.

Iari6iTOPHU MOHOAMIHOKCUIA3K

JIiHe30JiguH € HeCeJIeKTUBHUM iHTiOiTopoM MoHOoaMiHOKcuma3u (MAQ) 3BopoTHOI fii. ¥
MOCTiMKEHHSIX B3a€MOil JTiKapChbKUX MIperaparTiB Ta AOCTiAXKEeHHX 1010 6e3MeKu 3aCTOCyBaHHS
ni"e3o7imy 0y710 0OTPUMaHO AyXKe 00MeXeHy KilbKiCTh JaHUX IIPO 3aCTOCYBaHHS JIiIHE30Iiny
nalieHTaM, gKi OTPUMYIOTh CYIyTHE JIIKyBaHHS IIpellapaTaMy, 1110 CTBOPIOIOTH IE€BHI PU3UKHU
BHACTifoK npurHivenus MAO. ToMmy 3acTocyBaHHS npenapaTy JIiHe301iIuH 3a TakKuX 00CTaBUH He
PEKOMeHfI0BaHe, SKII0 HEMOXK/IMBUY PETEJIbHUY MOHITOPUHT CTaHy IallieHTa (OUB. PO3Ainu
«IIpoTunoka3anHsI» Ta «OCOBIMBOCTI 3aCTOCYBAHHSI»).

[ToTeHIilHI B3a€EMOI, 1110 TPU3BOOAThH OO0 MiABUINEHHS apTePiaTbHOTO TUCKY

€ mawi, 10 Y 300POBUX NOOPOBOJIBIIB 3 HOPMATLHUM apTepiaIbHUM THCKOM JIiHE30JIi TOCUITIOE
MigoOM apTepialbHOTO TUCKY, CIPUYNHEHU! IICeBHoepeIpHHOM Ta HeHiImponaHoiaMiny
rinpoxnopugoM. OgHOYacHEe 3aCTOCYBaHHS JIiHE30IiAy Ta rncegoedenpury abo GheHinmponaHogaMiny
TiAPOXJIOpUAY IPU3BOAUTD OO 3POCTAaHHS CUCTOIIYHOIO apTepiaJbHOr0 TUCKY B cepenHboMy Ha 30-40
MM PT.CT. IOPiBHSHO 3i 3pocTaHHAM Ha 11-15 MM pT.CT. Iif BIJIMBOM BUHSITKOBO JIiHE30JIiAy, Ha
14-18 MM pT.CT. IIif BIJIUBOM JHIle rceBmoedenpuny abo ¢peHinmponanonaminy, Ha 8-11 MM.pT.CT.
IIPY 3aCTOCYBaHHi 11ane60. AHaNOTiYHUX OOCTIiIZKEeHb 3a YYacTIo MallieHTiB 3 TinepTeH3ieio He
IPOBOAMIIM. PEKOMEHIOBAHO PETEJILHO MigOMpaTH [03H, SIKi MPOSBISIOThH Ba30IIPECOPHUH BIIJIUB,
BK/TI04al04YX nodaMinepriuHi mpemnaparty, 1100 oTpuMaTy 0axkaHWW pe3ynbTaT Mpyu KOMOGiHOBAHOMY
3aCTOCYBaHHI JIIHE30JIiAy 3 IUMHU IIperapaTaMu.

[oTeHIIi#HI cepoTOHiIHEPTiYyHi B3aeMofii

[ToTeHmilHI B3a€EMOAI1 MiXK JTiHE30/IiIOM Ta JEKCTPOMeTOPGaHOM BHUBYAJIX Y HOCIIOXKEHHI 3 y4acTIO
3[0POBUX NOOPOBOJIBLIIB. YYaCHUKU OTPUMYBaju feKcTpoMeTopdaH (mBi go3u mo 20 MT 3 iHTEpBasioM
y 4 roguHM) y KoMOiHaril 3 siHe30imoM abo 6e3 HbOTo. Y 3[0POBUX YYACHUKIB, SIKi OTpHMYyBaJd
JIiHE30JIiM Ta JeKcTpoMeTopdaH, He CIIOCTepiraau NposiBiB CEPOTOHIHOBOTO CHHAPOMY (CILTyTaHICTh
CBiOMOCTI, MapeHHSs, 3aHEIIOKOEHHS, TPEMOD, [TaTOJIOTIYHUYN PyM sSiHEeLlb, IOCUJIEHe IIOTOBULIIEHHS,
rinepipekcis).

[TocTMapKeTUHTOBUY HOCBif: Oy/10 OTPUMAHO OflHE TIOBiMOMIIEHHS 100 BUHUKHEHHS ITPOSBIB,
nofiOHMX [0 MPOSIBiB CEPOTOHIHOBOTO CUHAPOMY, V Malli€eHTa, IKUW MMpUMaB JIiHe30JIil Ta
nekctpoMeTopdaH, ITi TPOsIBY 3HUKIIU ITiC/Is BimMiHK 000X Ipemaparis.

[IpoTsrom KJIiHIYHOTO 3aCTOCYBaHHS JIIHE30JIiy Ta CEPOTOHIHEPTiYHUX IIpelapaTiB, BKIYaun
aHTHUIeNIPeCaHTH, TaKi IK CeJIeKTUBHI iHTi6iTOpY 3BOPOTHOTO 3axomieHHs cepoToHiny (CI33C), Oynu
OTMCaHi BUMAaKU PO3BUTKY CEPOTOHIHOBOTO CUHAPOMY. TakuM 4MHOM, X04a KOMOiHOBaHe
3aCTOCYBaHHS I[UX IIpelapaTiB MPOoTUIloKa3aHe (OuB. po3Ain «IIpoTunoka3aHHA»), TIKyBaHHS
Malli€HTIB, A SIKUX JIIKyBaHHS SIK JIIHE30JIiI0M, TaK i CEpPOTOHIHEPTriYHUMU IIperapaTaMyu Mae
BUpilllajbHe 3HAaYEHHS, OnucaHe Y po3mini «Oco6IuBOCTI 3aCTOCYBaHHS».



3aCTOCyBaHHH y MOENHAHHI 3 HACHYEHUMU TI/IQaMiHOM IIPOOYVKTAMK

Y nanieHTiB, sKi OTpUMyBaIH JIiHE30JIi Ta TUPaMiH y KinbkocTi MeHIie 100 Mr, He criocTepiranu
3HAYHOT'0 Ba30MIPeCcOPoHOTo edekTy. Lle cBimuuTh po HEOOXigHICTh YHUKATH JIUIIE HAJJIUIIKOBOTO
CIIOKVBaHHA IPONYKTIB Ta HAIOIB 3 BEJIMKMM BMIiCTOM THpaMiHy (a came - 3PiIX CUPiB, OPiKIKOBUX
eKCTPAKTiB, HEIUCTUIHOBAHUX AJIKOTOJIbHUX HAIOIB Ta (epMEHTOBaHUX IIPOAYKTIB i3 coeBux 6006iB,
TaKUX SIK COEBUU COYC).

[TpenmapaTy, gKki MeTab0i3yI0ThCS 3a HOMOMOT0I0 UToXpomy P450

Jline3osin He 3a3Ha€e MeTabOJIYHUX IEPETBOPEHD Iif] BIUIUBOM (GepPMEHTATUBHOI CUCTEMU
uToXpoMiB P450 Ta He npurHiuye QyHKIIil JKOOHOTO 3 KJIIHIYHO 3HAYYIIMX i30¢opM muTtoxpomy P450
mopuny (1A2, 2C9, 2C19, 2D6, 2E1, 3A4). AHanoriyHo, J1iHe30JIif He CIIPUYUHSE IHTYKIT
i3opepmenTiB uToxpoMiB P450 y mypiB. ToMy He 04iKyeThCs BIJIUBY JIIHE30JIiy Ha
(dapMaKOKiHETUKY iHIIKX JTiIKapChKUX 3aco0iB, sfKi MeTabomidyoTbcs CYP450.

PugpamniyuH. Bunus pudaMninuay Ha GpapMaKOKiHeTUKY J1iHE30Iiny BUB4Yanu y 16 310poBux
IOpPOCTHX MOOPOBOJIBIIIB YOIOBIYWOI CTaTi, IKUM BBOOMAM niHe3oin (600 Mr aBiui Ha moOy IpOTATOM
2,5 mHs), y KombiHartii 3 pudamminuaom (600 Mr 1 pa3 Ha goOy mpoTsaroMm 8 mHiB) Ta 6e3.
Pudamminuu 3umKkyBaB nmoka3uuku C,,, Ta AUC miHe3omnigy B cepeguboMy Ha 21 % (90 % I 15, 27)
Ta y cepegabomy Ha 32 % (90 % [ 27, 37) BignoBimHO. MexaHi3M Takol B3aeMOZil Ta il KJTiHiYHe
3HAYeHHS HeBigoMi.

BapgapuH. Ilpu gomaBaHHi BaphapuHy A0 KypcCy JIiKyBaHHS JIiHE30J1iJ0OM y PiBHOBaXkKHOMY CTaHi
crioctepiranu 10 % 3HUKEHHS cepefHbOro MakcuManibHoro MHC npu omfHOYaCHOMY 3aCTOCYBaHHI,
npu uboMy AUC MHC 3HuXKyBanach Ha 5 %. [laHUX PO Mali€HTiB, IKi OMHOYaCHO OTPUMYBaJIU
BapdapuH Ta JTiHEe30JIi[, HeNOCTATHhO IS OIIiHKM KIiHIYHOTO 3HAYEHHS, SIKII0 BOHO €.

AuTUObiOTURH

Azmpeonam. ®apMaKoKiHETHKA JTiHe30 1Ay ab0 a3TpeoHaMy He 3MiHIOEThCS IPU OMHOYACHOMY
3aCTOCYBaHHI I[UX IIpemnaparis.

I'enmamiyuH. ®apMakoKiHeTHKA JIiHE30/iay a60 reHTaMilMHy He 3MiHIOETHCS IIPU OOHOYACHOMY
3aCTOCYBaHHI I[UX IIpemnaparis.

HocmimKeHHS in vitro IpooeMOHCTPYBaIN agUTHUBHICT a00 iHAMGbEpeHTHICTL MiXK NTiHe30 IimoM Ta
BAaHKOMIIIMHOM, T€HTaMiIlMHOM, pudaMIIiHOM, iMilTleHeM-ITuTaCTaTUHOM, a3TPEOHAMOM, aMIIiIIAITiHOM,
CTPENTOMIIIMHOM.

AHTHOKCUIOAHTHU

[Tpu omHOYACHOMY 3aCTOCYBaHHi Ipenaparty 3 BitamiHoM C abo BiTamiHoM E mpoBoauTy KOpEKIIito
[03U JIIHE30JIiny He PEKOMEHIYEThCS.

Oco6.1ueocmi 3acmocyeaHHsi.

Mienocynpecia

[ToBimoMisy PO BUIIAAKU MI€JIOCYIIPECii (30KpeMa aHeMil, TeUKOIeHil, TaHIIUTONIEH Il i
TPOMOOIIMTOIIEHil) V HeIKUX MAaIli€HTIB, SKi OTPUMYyBaIM IiHE30JiA. € maHi, 0 micns BigMiHN



JIIHEe30JIiy TeMaTOoJIOTiYHi TIOKa3HUKY II0BEPTaINCs 00 PiBHS, IKUU CIIOCTepiraBcs A0
II0YaTKYy JTiKyBaHHS. IMOBIPHO, PU3UK PO3BUTKY LIUX €(PEKTiB IIOB’I3aHUM 3 TPUBAIICTIO
JIIKyBaHH. Y MallieHTiB JIITHBOTO BiKYy 3aCTOCYBaHHS JIIHE30J1iy MOXKe CyIPOBONXKYBaTUCS
Oi/IbIII BUCOKKMM PU3UKOM PO3BUTKY ITATOJIOTiYHUX 3MiH KPOBi IOPIBHAHO 3 MOJIOAIIUMU
malfieHTaMu. Y IMallieHTiB i3 TAKKOI0 HUPKOBOIO HEAOCTATHICTIO (He3aJiekHO Bif TOTr0, 41
IIPOXOMSATh BOHU MPOILeAYPH Aianidy) MOXKIIKBE IMigBUIIEHHS YaCTOTH PO3BUTKY
TpoMOboIuTONeHil. TaKUM YUHOM, peTETbHUIM MOHITOPUHT (GOPMYJIA KPOBi HEOOXigHUN TS
TaKUX IPYII NAI[iE€HTIiB: MallieHTH 3 yKe iCHYI0Y0l0 aHeMi€lo, TpaHyJIOIUTOIeHi€0 a0
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; MalliEHTH, KYPC JIiKyBaHHA SIKUX TpuBa€ Oinbine 10-14 nmHiB.
3aCcTOCOBYBATH JIIHE3O0JIiM Mg TiKyBaHHS TaKUX IAlli€HTiB 0aXkKaHO JIKIlIe ¥ TOEOHAHHI 3
peTebHUM KOHTPOJIEM PiBHIB reMori00iHy, 3arajJbHOI0 aHali3y KPOBi Ta, SIKIIO0 MOXKJIMBO,
KiTbKOCTi TPOMOOIIHUTIB.

ARo mig 4ac J1iKyBaHHA JIiHEe30J1iI0M PO3BUBAETHCA 3HAYHA MIEJIOCYIIPeCis, JiKyBaHHS
He0oOXiTHO MPU3YIUHUTH. BUHSITKOM € BUIIAOKM, KOIY IIPONOBXKEHHS JIIKyBaHHS BU3HAHE
a0bCoMIOTHO HeOOXimHUM. Y TaKUX CUTyalisx He0OXiHO TPOBOAUTY PETEIbHUM MOHITOPUHT
IIOKA3HUKIB 3arajlbHOT0 aHaJjli3y KPOBi Ta BIPOBaAXKyBaTH BiANOBIOHI CTpaTeril TiKyBaHHS.

KpiM TOro, peKOMeHI0BaHO MIOTUXKHS IIPOBOOUTYA MOHITOPUHT ITOKA3HUKIB 3arajibHOI' 0
aHaJli3y KpoBi (BKJI0Yal04y BU3HAUEHHS PiBHIB reMorobiHy, KiTbKOCTi TPOMOOIIUTIB,
3arajabHOI KiJIbKOCTi JIEMKOLIMTIB Ta PO3TOPHYTOl IEMKOIMTapHOl POPMYIH) ¥ MAIliEHTIB, SKi
IIPOXOOATH JIIKYBaHHA JIIHE30JIi10M, He3aJIeKHO Bifi TI0YaTKOBUX IIOKA3HUKIB aHaJli3y KPOBI.

Y mocrmigKeHHSX i3 3aCTOCyBaHHSAM He3apeeCTPOBaHOTO JIiIKapChKOro 3acoby 3a
ryMaHiTapHOIO IPOrpaMoIo (compassionate use) B TpyIIi Malli€eHTiB, Ki OTPUMYBaJIH JTiHE30iA
IIPOTATOM 28 mHiB (MaKcMMaJlbHa PEKOMEH[I0OBaHa TPUBAJIICTE JIiKyBaHHS), CIIOCTepiramu
MiOBUIEHHS 9YaCTOTU BUHUKHEHHS Cepro3HO1 aHeMil. Taki malieHTu 4acTimie motpeldyBanu
nepenuBaHHS KpoBi. [Ipo BUnagku aHeMil 3 moTpeboio y IepenuBaHHi KPOBi TaK0OXK
IIOBITOMJISJIYA Y IIOCTMapKeTUHI0BOMY Iepiofi. Taka aHeMis YacTillle BUHUKAJIA y MAl[i€HTIB,
SKi OTpUMYyBaiu JiHe307iy 6inbiie 28 gHIB.

TakoXK y MOCTMapKETHHTOBOMY IIePiofi MOBiHOMIISIIIOCS PO BUIIAAKKU CUAEP0OIacTHOL
aneMii. Cepeq BUMagKiB, myis SKUX OyB BifOMMI Yac IIOYATKY JiKyBaHHS, Oi/IbIIiCTh MalliEHTIB
oTpUMYyBasa iiHe30:in Ginmbine 28 guiB. [Ticns MpUNUHEHHS 3aCTOCYBaHHS JIiHE30ITiay
OiNbIIiCTh MAlliEHTIB MOBHICTIO a00 YaCTKOBO OOYXKYyBaJld BHACIIIOK ITPOBEOEHHS JTIKyBaHHS
aHeMii abo HaBiTh 0€3 JTiKyBaHHS.

[TcOamaHC MOKAa3HUKIB JIETaTbHOCTI Y KIiHIYHOMY IOCIiIXXEeHHi 3 YYaCTIO HMaIliEHTiB 3
iHQeKIiIMi KDOBOTOKY, IIOB’I3aHMMHU 3 BUKOPHUCTAHHAM KAaTeTEePiB Ta COPUYNHEHUMU
rPAMIIO3UTUBHUMU 30YIHUKAMU

Y xopi BigKpUTOTr0 AOCHIAKEHHS 3 Y4aCTIO Malli€HTiB i3 CEpIO3HUMU BHYTPIIIHBOCYAUHHUMU
iHpeKUisIMH, CIPUYNHEHNMH BUKOPHCTAHHSIM KaTEeTePiB, CIIOCTepiraau 3pOCTaHHS
JIETaJIbHOCTI y TPYIIi IAIll€eHTIB, SKAM 3aCTOCOBYBAJIX JIIHE30JIi, [IOPIBHAHO 3 IpylamMu
JIiKyBaHHS BAaHKOMIIIMHOM/IUKIIOKCauuIiHoM/oKcamuiinoM (78 3 363 (21,5 %) npotu 58 3



363 (16,0 %)). OcHOoBHUM (haKTOPOM BILIMBY Ha ITOKA3HUK JIETAIbHOCTI Oya HagBHICTh
rPaMIO3UTUBHOI iH(EKIIil Ha TOYaTKOBOMY PiBHi.

[ToKa3HUKY JIEeTAIbHOCTI Y MAIli€HTIB 3 iHPEKLiIMU, CHPUYNHEHUMHU BUHSATKOBO
rPaMIIO3UTUBHUMU OpraHiaMaM#u, OyiIu cX0xXi (mepeBaxHe criBBigHOmeHHs 0,96; 95 %
noBipuuii inTepan: 0,58-1,59), ane y rpyimi nikyBaHHS JTiHE30J/iIOM 9aCTOTa IeTaJIbHUX
BUMaAKiB Oyna 3HayHO BUIO0I0 (p=0,0162) y namieHTiB 3 Oyab-IKUM J0[ATKOBUM 30yTHUKOM
abo BifcyTHiCcTIO 30yOHUKIB Ha ITOYATKOBOMY DiBHi (mepeBaxHe criBBimHOIeHHS 2,48; 95 %
noBipuut inTepBan: 1,38-4,46). HaibGinbmuii nucbanaHc CIIocTepiraBcs IMif Yac JTiKyBaHHS
Ta [IPOTATrOM 7 OHIB 3 MOMEHTY BiIMIHU [OCJIIAXKYBaHOI0 IIperapaTry. bilbIIicTe alli€eHTIB y
TPYIIi JTiKyBaHHS JIiHe30JIimoM HaOynyu rpaMHeraTuBHi iHQEKII TPOTIroM OOCHTigXeHHS Ta
TIOMEPIIN Bif iH(eKIiii, cipuunHEeHUX rpaMHETaTUBHUMY 30yIHUKAMU, Ta Bif MOJTIiMiKpOOHUX
iHdekui. TakuM YMHOM, NIPU YCKIagHEHUX iIHPEKLiaxX MKIipU Ta M'IKUX TKaHUH y Ialli€eHTiB
3i BCTaHOBJIEHO0 ab0 Iig03PI0BAHOI0 CYIyTHLOIO iH(DEKITi€I0, CIPUYUNHEHOIO
rpaMHeTaTHBHUMU 30yIHUKAMHU, JTIHE30JIifl CITiJi 3aCTOCOBYBATH JIUIIE V¥ Pa3i BiCyTHOCTI
iHIIMX BapiaHTiB nikyBaHHS (IuB. po3fin «Iloka3aHHsA»). 3a TaKuX 06CTaBUH HEOOXioHO
PO3MOYNHATY MTapaieibHe TiKyBaHHS I'PaMHEeTaTUBHOI iH(EeKIIil.

IToe’si3aHi 3 3acmocysaHHAM aHmubiomukia diapes ma Koaim

[Ipu 3acToCcyBaHHI MaiiXke ycix aHTUOIOTUKIB, BKJII0YalOUHU JIiHEe30JIi/l, TOBIAOMIISIN IIPO
BUHUKHEHHS fiapel Ta KOJITY, ITOB’A3aHUX i3 3aCTOCYBAHHSIM aHTUOIOTHKIB, BK/IIOHUAI0YU
nceBOoMeMOpPaHO3HUM KOJIIT Ta OB’ g3aHy 3 Clostridium difficile miapeto (CDAD), TSXKiCTb
IIPOSIBIB IKMX MO2XK€ BapiloBaTH Bif IOMIpPHOI giapel A0 KOJMITY 3 TeTaJbHUM HaCIIiIKOM.
TakuM 4MHOM, BaXKJIMBO BPaXxOBYBaTH MOXKIIMBICTh I[bOT'0 AiarHO3Y Yy MAalli€HTIiB, Y AKUX i
yac abo Imicns 3acToCyBaHHA JiHE30JIioy pO3BUBAEThCS fiapes. Y pa3i HagBHOCTI Milo3pu Ha
Iiapero 4u KOJIiT, TTOB’sI3aHUM i3 3aCTOCYBaHHAM aHTUOI0OTUKIB, a00 Mpu MiATBEPIXKEHHI]
ITbOTO AiaTHO3y HEeOOXiMHO MPUIMHUTH JTIKyBaHHS aHTUOAKTepiaTbHUM IIpernapaTaMu
(BK/II0YAKOYH JTiHEe30JIiq) Ta HeraHO BXKUTH BiAIIOBIIHUX TepaleBTUYHUX 3aX0MiB. Y TaKux
CUTYyalliIX MPOTUIIOKa3aHe 3aCTOCYBaHH IIpelapariB, AKi IPUTHIYYIOTh II€PUCTaIbTUKY.

Jlakmoau,udo3

[Tpu 3acToCyBaHHI JIiHE30JIiQy ITOBIIOMIISIIX IIPO PO3BUTOK JIaKTOoaUuao3y. [lamientaMm, y
SIKUX TIiJl YaC 3aCTOCYBaHH JTiHE30J1igy BUHUKAIOTh CUMIITOMY Ta MPOSBU MeTabO0Ii4HOT0
anugo3y, BKIII0YAal0Un PeUOUBYI0Yy HYyOoTy abo OrmoBaHHS, 0inb y XKUBOTI, HU3bKUM PiBEHb
6ikapboHaTiB ab0 rinepBeHTUNALI0, HEOOXiTHO HEeTaHO 3BEPHYTUCS 32 MEIUYHOI0

IOTIOMOT 0. Y pa3i po3BUTKY MOJIOYHOKUCIIOT0 allU03y CJIif 3BaXKUTU KOPUCTh IIOHAJIBIIOTO
JIIKyBaHHS JIIHE30JIiA0M Ta IMOTEeHLiHI PU3UKM.

[uceynkuia mimoxoHOpil

JliHe3omig mpurHiyye MiTOXOHApianbHUM cUHTE3 OiNKiB. Y pe3ynbTaTi IbOTro MPUTHIYEHHS
MOXKYTb PO3BUBATHUCS TaKi M0OiYHI peakilii IK TaKToalKUa03, aHEMis Ta HeWpoIaTis
(mepudepuyHa Ta 30poBOT0 HepBa). Lli siBUIlla MOLMIKMPEHI TPY 3aCTOCYBaHHI Ipemnapary
npoTsAroM OinbIre 28 mHiB.

ITomeHu,itiHi 83aeM00ii, WO CNPUYUHAIOMb NIOBUW,HHA apMepiaabHO20 MUCKY



3a BUHATKOM BUIIa[KiB, KOJIM MOXKJIMBE CIIOCTEPEXKEHHS 3a IallleHTaMu L[0M0 MiABUIIEeHHS
apTepiajbHOrO TUCKY, JIIHE30JIi He CIIif Ipu3HadaTH MallieHTaM 3 HEKOHTPOJIbOBAHOI0
apTepianbHOIO TiepTeH3ie, HeoXpoMOIIMTOMOI0, TUPEOTOKCUKO30M Ta/abo CymyTHIM
IIPUNOMOM TAKHUX THUIIIB TiKapChKUX 3ac00iB SIK: IPSIMi Ta HENIPSIMi CUMIIaTOMiMETHKHI
(HampuKIag ncesmoedeqprH), Ba30NPECUH (HanpuKiaf emiHedpuH, HOpeniHeppuH),
nodaminepriuni 3acobu (Hampuknamg godpamin, moOyTamin).

CepomoHiHoB8ul CUHOPOM

Hapxogunu cioHTaHHI MOBIAOMJIEHHS IIPO PO3BUTOK CEPOTOHIHOBOI'O CUHAPOMY, OB’ I3aHOTO
3 OOHOYACHUM 3aCTOCYBaHHAM JIiHE30JIily Ta CEPOTOHIHEPTiYHUX IIpelapaTis, BKIII0Ya04Yu
aHTUOEINpecaHTH (Taki K CeleKTHBHI iHTi6iTOPH 3BOPOTHOTO 3aXOIJIEHHSI CEPOTOHIHY
(CI33C). TakuM 4nHOM, OOHOYACHE 3aCTOCYBaHHS JIIHEe30J1i1y Ta CEPOTOHIHEPriYHUX
IpernapariB IpoTUIIOKa3aHe (ouB. po3nin «IIpoTunoka3aHHSA»), 3a BUHATKOM BUIA[KIB, KOJIU
3aCTOCYBaHHA fIK JIIHE30J1ily, TaK 1 OMHOYAaCHE 3 [IUM 3aCTOCYBaHHSA CEPOTOHIHEPTIYHUX
IIpernapaTiB Ma€ BUpilllajibHe 3HaUeHHs. Y TaKUX BUINAKaX allieHT TI0BUHEH 3HaXOOUTUCH
IIiJ MUJIBHUM CIIOCTEPEXEHHAM 3 METOI0 BUABIIEHHS CUMIITOMIB CEPOTOHIHOBOTO CUHIPOMY,
TAKUX 5K MMOPYIIeHHS KOTHITUBHOI QYHKIII, Tinepmipekcis, rineppednekcis Ta IOpyIIeHHS
KOOPAUWHAaIil pyXiB. Y pa3i BUHUKHEHHS TaKUX CUMIITOMIB JIiKap MOBUHEH PO3TIAHYTH
MOZXKJIUBICTB BIIMIHYM TOT'O YM IHIIOTrO Ipenaparty. [licig BiIMiHU CEPOTOHIHEPTiYHOTO
IpenapaTy MOXKJIMBe BUHUKHEHHS CUMTOMIB BiIMiHH.

[TepugepuyHa Heliponamisi ma Heliponamis 30p08020 Heped

Y naui€eHTiB, SKi OTPUMYBaIU JIIKYBaHH JIIHE30JIi40M, [IOBILOMIISAJIN IIPO PO3BUTOK
nepudepryHOl HEMpPOIaTil, a TAaKOXK HeXpoIlaTil 30pOBOr0 HEPBA, SKa iHOfI MporpecyBana a0
BTpaTu 30py. Taki IOBIIOMIIEHHS, ¥ MIEPIIy Yepry, CTOCYBAJIACE Alli€HTiB, IKi OTPUMYBaJIU
JIIKyBaHHS NMPOTATOM 28 [HIB (MaKCcHMallbHa PeKOMeHOOBaHa TPUBAJIiCTh JIiKyBaHHS).

Ycim narieHTaM HeoOXifHO PEKOMEHYBaTH MOBIAOMIISITH IIPO CUMIITOMHU IOPYIIEHHS 30Dy,
TaKi K 3MiHUM TOCTPOTHU 30Dy, 3MiHU KOJIbOPOBOTO CIIPUUHATTS, HEUITKICTh 30py abo
BUIIAAHHS YaCTUHU I0JIg 30py. Y MomiOHMX BUIAJKaX PEKOMEHI0BAaHO TEPMiHOBO ITPOBECTHU
OTJISI 3 HalpaBlIEeHHSIM [0 o(TanbMOoJIora, K0 HeoOXigHO. fAKINO MallieHT MpuiiMae
JIiHe30JIig MPOTATOM OilbI HiXK peKoMeHOoBaHi 28 oHiB, 1oMy HEOOXiTHO PEryJspHO
nepesipATH 3ip.

Y pasi po3BUTKY nepudepudHoi HerpomnaTili abo HelpomaTil 30poBOr0 HepBa HEOOXiMHO
3BaXXUTU KOPUCTH MIOJAJIBIIOrO JIIKyBaHHS JIIHE30JIi0M Ta IIOTeHLiVHI PU3UKMU.

MoxrBe 3pOCTaHHS PHU3UKIB PO3BUTKY HEUPOMATIil IIPX 3aCTOCYBaHHI JIIHE30iAy
marfieHTaM, SKi mpuiiMaioTh abo HellomaBHO NMpuiiMany aHTHOaKTepiaabHi IpenapaTy os
JiKyBaHHS TYOEPKYIbO3y.

Cyodomu

[ToBimoMiIsiy PO BUIIAAKY CYLOM Y MAI[l€HTIB, AKi OTPUMYBaJIA TePallio JIiHEe30J1I0M. Y
OiMbIIIOCT] BUTIAOKIB ITOBIMOMIISITIM TIPO TaKui (aKTOp PU3UKY K CYOOMU B aHAMHE3.
[TamienTam HeOOXiMHO MOBIMOMIISATY JIiKaps, PO Te, 110 YV HUX PaHillle BUHUKAIM CYIOMHU.



IHeibimopu MOHoaMiHOKCcuOa3u

Jline3oin € HeceneKTUBHUM iHTib6iTopoM MoHOaMiHOKcuna3u (MAQ) 3BopoTHoI fii. [IpoTte B
mo3ax, SKi 3aCTOCOBYIOTh IJIst aHTUOAKTepiaIbHOI Teparlil, BiH He IPOSIBIISE
aHTUAENIPECHUBHOTO ePeKTy. Y OOCHiAKeHHAX B3aEMOII JTiIKapChKUX IpenapariB Ta
IOCIiIXXKeHHAX 0e3MeKN 3aCTOCyBaHHS TiHE30 iy 0y/I0 OTpUMaHOo OyxKe 00MexKeHY KilbKiCTh
IOAHUX [IPO 3aCTOCYBAHHS JIIHE30JIiAy I JIIKyBaHHA IMAllieHTIB 3 OCHOBHUMU
3aXBOPIOBAHHSIMM Ta/ab0 CYMyTHIM MiKyBaHHSM IIpelapaTaMy, IIPU SKUX BUHUKAIOTD MTEeBHI
PU3UKU BHACHiOK npurHivenHs MAO. ToMy 3acTocyBaHHS JiHE30 iAoy 3a TaKuX 00CTaBUH
He PeKOMeH0BaHe, IKIII0 HeMOXKJIMBUM PETEeIbHNY MOHITOPYHT CTaHy Ialli€HTa (OUB.
po3minu «[IpoTunoka3aHHsa» Ta «B3aeMomisa 3 iHIMKMMH JTIKapChKUMHU 3aco0aMu Ta iHIII BUOU
B3aEMOIII»).

3acmocyeaHHs y NOEOHAHHI 3 HACUYEHUMU MUPAMIHOM NPOOyKmMamu

[NamieHTaM Ciifi peKOMEeHOyBaTh YHUKATHU CIIOKMBAHHS BEIMKOI KiJTbKOCTI IIPOJYKTIB,
30arayeHux THpaMiHOM (OuB. po3mdin «B3aemomist 3 iHITMMY JTiKapChKUMH 3aco0aMu Ta iHIImi
BUMY B3a€EMOMIN»).

I'inoenikemis

[ToBimoMIEHHS, OTPUMAaH] y MicIgpeeCcTpaliiHuy Iepiof, CBiAYaTh IIPO BUIIaAKU
CHMIITOMATUYHOI TilOTJIiKeMil TpY 3aCTOCYBaHHI JIiHe301Tily, HECEJIEKTUBHOTO iHTiOiTOPY
MAO 3BOpOTHOI [Iii, y MallieHTiB i3 I[yKpoBUM [fiabeToM, SKi MpUAMaloTh iHCYIiH abo
nepopabHi rinornikemiyHi npenapaty. [Ipuiiom pesikux iHri6iTopis MAO mnoB’si3aHui 3
TimOTTiKeMiYHUMY eIi30[jaMy y XBOPUX Ha IYKPOBUY AiabeT, siKi OTPUMYIOTh iHCYIiH abo
rimornikeMiyHi 3acobu. Xo4ya MPUYMHHUY 3B’SI30K MiX JTIHE30JIiIOM i rimornikemieio He
BCTAHOBJIEHO, MAIliEHTIB 3 YKPOBUM Hia0eTOM CIIif onepeaKaTy PO MOTEHIHHY
TIMOTJIIKEMIYHY peaklito Il Yac 3aCTOCyBaHHSA JIIHE30JIiay.

Y pasi BUHUKHEHHS TinmorikeMii Moxe OyTu MoTpiOHE 3MEHILIEHHS J034 iHCYIiHY ab0
IIepOpPabHOTO TIiMOTIIiKeMiYHOT0 3ac00y YU MPUNMHEHHS 3aCTOCYBaHHS IIePOPaIbHOTO
rimornikeMiuyHoro 3aco0y, incymniny abo miHe3omimy.

I'inoHampiemisi ma/abo cuHOpom HeadeksamHoi cekpeuii aHmuodiypemuuHo20 20pmoHy (CHCAT)

Y namieHTiB, Ki OTPUMYyBaIM JIiHE30JIi Y TOCTMAapPKEeTUHT OBUY TIEPIOA, CIIOCTEPIiraauch BUIAAKU
rinoHaTpieMii Ta/abo CHHOPOMY HeafleKBaTHOI CEKpellil aHTUIiypeTUYHOT0 TOPMOHY. Y 3a3Ha4eHUX
BUIIAgKaX O3HAKU Ta CHMIITOMU BKJIIOYA/IU CIIYTaHICTh CBiMOMOCTi, COHNIUBICTD, 3arajibHy CITabKiCTh,
a y TSIXKKHUX BUMMagKax MPU3BOAUIN OO AUXaJIbHOI HEOCTATHOCTI i HaBiTh cMepTi. PeKOMeHOy€eThCS
PerysipHui KOHTPOJIb PiBHSA HATpPIil0 B CUPOBATL KPOBI y JIITHIX JII0eH, y IalieHTiB, SKi IPpUuAMaiTh
IiypeTHKH, Ta B iHIIKX MallieHTiB i3 pu3ukoM rinoHartpiemii Ta/abo CHCAIIT mipg yac 3acTOCyBaHHS
niHe30mimy. AKIIo 3 IBNSI0THECS 03HAKM Ta CUMIITOMH TrinmoHaTpieMii Ta/abo CHCAIT, HeoOxigHO
IPUIUHUTY IPUMOM JIiIKapChKOT0 3ac00y i BXKUTH BigIOBIIHUX MiATPUMYBaJIbHUX 3aXO0[iB.

CynepiHpeKuyis
BrinuB niHe3o5igy Ha HOpMabHY MiKpoGhJIopy He BUBYAJIHU Y XOfi KITiHIYHUX BUMIPOOYBaHb.

3aCTOCYBaHH${ aHTHOIOTHKIB iHOMI MOXKe IIPU3BOOUTH OO HaJIMipHOI"O POCTY HEUYTIIUBUX



oprani3MiB. Hanpuknap, npubnu3so y 3 % MallieHTiB, AKi OTpUMYyBalIu JIiHe30Ji] y
PEKOMEHI0BAHUX [103aX, IIPOTATOM KJIIHIYHUX JOCHIIAXKEHDb CIIOCTEPIraJu BUHUKHEHHS
KaHJW03Yy, II0B’13aHOT0 3 3aCTOCYBaHHSM IIpenapaTty. Y pasi BUHUKHEHHS CylepiH(ekiIil
I Yac JIIKyBaHHSA CJIi[ BXXUBATY BIATIOBIIHUX 3aXO0MiB.

Ocobuei epynu nayieHmia

3aCcTOCOBYBaTH JIiHE30IiA A/ JTiKyBaHHS IMALi€HTIB 3 TIKKO0I HUPKOBOIO HEJOCTATHICTIO
cyif 3 00epeXHICTIO Ta NUIIle Y CUTYallidX, KOJIA 04YiKyBaHa KOPUCTH € OiNbIIOI0 3a
TEOPeTUYHUM PU3UK (IuB. po3min «Crocib 3aCTOCyBaHHS Ta MO3MU»).

3acTOCOBYBATH JIIHE30JIif A1 JIIKyBaHHA IMALiEHTIB 3 TAXKKOI0 [1€YiHKOBOI HEeJOCTaTHICTIO
cip 3 00epeXHICTIO Ta NUIe V¥ CUTYAIlisIX, KoMK 04YiKyBaHa KOPUCTH € OilbIIoi0 3a
TeOpeTUYHUM PU3UK (AuB. po3gin «Crocib 3aCcToCyBaHHS Ta OO3U»).

Crath
HeMae He0oOXiTHOCTI B KOPEKIIii 403U IpemnapaTy 3ajexKHo Bif cTarTi.
ITopyweHHsa pepmuabHOi pyHKYIT

JliHe3o05ia 3HMKYBaB (PEPTUILHICTL Ta CIPUYMHSAB BiIXUIeHHSI MOP(OJIOTIYHNX MOKa3HUKIB
STKOCTi CIIEpMHM ¥ 3M0OPOBUX MOPOCIUX CaMIIiB IIyPiB IPU PiBHSIX €KCII03UIlii, MpuOIu3HO
TAKUX, 110 OYiKYIOThCS y roment. LIi 3MiHN Maiu 000POTHHH XapaKTep.

[Tpo MOXK/IMBICTH BIIMBY JIiHE30IiAY Ha PENIPOAYKTUBHY (PYHKIIII0 YOIOBiKiB HEBITOMO.
KniHiuHi eunpoby8aHHs

Be3neka Ta eeKTUBHICTh 3aCTOCYBaHHS JIIHE30JIily IpU puitoMi 1oro Oinbine 28 OHIB He
BCTAQHOBJIEHI.

Y mocnigxeHHSX He Opasyiy y4acTi NalieHTy 3 Jia0eTUYHUMY YPaXKeHHSIMU CTOTI,
IIPOJIeXKHSIMU a00 iMeMiYHUMY YpaXKeHHSIMHU, TIXKKAMHU ONlikaMy ab0 TaHTPeHOoI0.
BigmoBigHO, HOCBif 3aCTOCYBaHHS JIIHE30Miy AJIS JIiIKyBaHHS TaKUX CTaHiB 00MeXeHUH.

[TosiBa GaKTepi¥, Ppe3UCTEHTHUX [0 JIIKapChKOT0 3aco0y

MarnoiMoBipHoO, 110 TpH3HaYeHHS JIiHe30JIiy V¥ pasi BigCyTHOCTI giarHOCTOBaHOI OaKTepianbHOI
ingexii abo 3 mpodinakKTUYHOIO METOIO IIPUHECE IKOY MAaI[ieHTOBI a00 30i/bIINTE PU3UK ITOSBU
OakTepili, pe3UCTEeHTHUX [0 JIIKapChKOTO 3aco0y.

3acmocysaHHs y nepiod eazimHocmi abo 200y8aHHA 2py0010.

3acToCyBaHHA y Iepion BariTHOCTi. HemMae afekBaTHUX JaHUX IION0 3aCTOCYBaHHS JIIHE30JIiny
BariTHUM XiHKaM. Pe3ynbTaTyl JOCIIIAXKEHDb Ha TBapUHaX IIPOAEeMOHCTPYBaId HasgBHICTh
PENPOAYKTUBHOI TOKCUYHOCTI. ICHY€E MOTEHUINHNN PU3UK OJIS JIOAUHY. JIiHe30/iguH He CIlif
3aCTOCOBYBATH Y MEePiof BariTHOCTI, OKPIiM BUITAOKiB, KOJIX O4iKyBaHa KOPUCTH ITIEPEBUILYE
MOTEHLIMHAN PU3UK.



3acTocyBaHHS y Mepiof rogyBaHHS IPYAN0. Pe3ymbTaTi HOCTIMXKEeHb Ha TBAPUHAX [TOKa3allH, 110
niHe3071i Ta #oro MeTabosTiTH MOXKYThH IIPOHUKATH Y TPyAHE MOJIOKO. OTXKe, CIIifi TPUIUHUTHU

TOOyBaHHS I'PYALIO IPOTSATOM JIiIKYBaHHS IIPenapaToM.

30amHicmb enaueamu Ha weudKicme peakuyii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexaHi3mamu.

Heo06xigHo momepenxKaTy MallieHTiB PO MOXKIUBICTh PO3BUTKY 3allaMOpPO4YeHHS a0 CUMIITOMIB
nopylIeHHs 30py (AuB. po3ain «OcobnuBocTi 3axogu 6e3neku» Ta «[1o0iyHi peakiii») mig gac
IpHUioMy JIiHE30JIily Ta PEeKOMEeHIyBaTH IM He KepyBaTH aBTOMOOisieM Ta He IpaloBaTy 3 iHIUMU
MexaHi3MaMU y pa3i BAHUKHEHHS TaKAX CUMIITOMIB.

Cnoci6 3acmocyeaHHss ma do3u.

TpuBanicTs MiKyBaHHS 3aleXKUTh Bifl 30yIHMKA, JTOKaIi3allil Ta TIXKKOCTI iH(peKIii, a TaKOXK Bif
KJIiHiYHOTrO e(eKTy Teparril.

PekoMeHpgarii 1100 TPUBAOCTI JIiKyBaHHS, SIKi HaBeleHO HUXK4Ye, Oy/IM 3aCTOCOBaHI y KITIHIYHUX
mociimkeHHsAX. [[11g mesiKuX BUAiB iHbeKIit Moxke OyTH mopeyHa KOpPOTIIa TPUBAJICTh JTiKyBaHHS,
arne 1e He OyJ10 OIIiHEHO YV KITiIHIYHUX HOCTiAKEHHSX.

MakcrMasbHa TPUBAJICTh JTiKyBaHHA - 28 gHiB. be3nmeka Ta e(peKTUBHICTb 3aCTOCYBaHHS TiHE30iAY
moBIne Hixk 28 nHiB He OyIM BUBUYEH.

He noTpi6HO migBUIIEHHST peKOMEHI0BaHUX 003 a00 TPUBAJOCTI TiKyBaHHS y pa3i iHdeKIil, sKi
CYTIPOBOMXKYIOThCS OaKTepieMiero.

PexomeHpanii 1oqo q03yBaHHS BiIIOBIIHO N0 ITOKa3aHb HaBeIEHO B TabOIHUII HUKYeE.

[MamieHTH, NMiKyBaHHS SKUX OYJI0 PO3MIOYATO 3 MPU3HAYEHHS JTIHE30ITioy OIS BHYTPIIlIHbOBEHHUX
iHdy3il, MoXyTh OyTH IIepeBefieHi Ha JIiKyBaHHS JiHE30JIiI0M [JIs TepopalbHOro 3aCTOCYBaHHS. ¥
TaKoMy pasi migbip no3u He NOTPiOHUM, OCKITbKY 6i0MOCTYIHICTE TiHE30iay MpK 3aCTOCYBaHHI
mepopainbHo cKinamae Mauxke 100 %.

Tabmnuig 2
[Toka3anHs Io3a Ta cnocib 3acToCyBaHHSA PexomeHnpnoBaHa
: : TPUBAJIICTh
Iopocri Ta gitu :
. . . JIIKyBaHHS
BiKOM Bif 12 pokiB LI .
(KinbKicTB [i0)
Ho3zokoMmianrpHa 600 Mr BHYTpiIIHEOBEHHO* a0 10-14

ITHEBMOHIS [IepopaibHO
KoxHi 12 romun

HerocnitanbHa MTHEBMOHIS

(30kpema (opmu, 110

CYTIPOBOMXKYIOThCS OaKTepieMieo)

YcknapHeHi iHdeKUil mMKipy Ta 11

CTPYKTYp



[HdexkIil, cupu4YnHeHi 600 Mr BHyTPilIHEOBEHHO* a60 14-28
Enterococcus faecium, repopabHO
PE3UCTEHTHUMHU 10 BAHKOMIIMHY, KOXHi 12 rogux
30KpeMa iHdexii, JKi
CYIIPOBOAXKYIOThLCSI OaKTepieMieto
HeycknapneHni indexuii mxipu ta iiJJopocni: 400 Mr nepopanbHo KoxHi 10-14
CTPYKTYD 12 ropun*
Hitu BikoM Bif 12 pokis: 600 Mr
IepopabHO
KOXHi 12 rogun

* 3aCcTOCOBYBaTH IIpenapar B iHIIIK JTiKapChKii (GOpPMi 3 MOXKIIMBICTIO BiATIOBIAHOTO AO3yBaHHS

MaxkcuMasnbHa [103a OJIs1 JOPOCHX i miTel He Mae nmepeButnyBat 600 Mr 2 pa3u Ha g00y.
3acmocysaHHA nauieHmam AimHwvo20 8iky. Hemae moTpebu B KOpeK1ii 103MU.
3acmocysaHHA nayieHmam 3 HUPKOB0I HeO0CMamHicmio

Hemae notpe6u B Kopekirii no3u. Ockinbku npubdnu3no 30 % mo3u BUBOOUTHCS IIPOTSITOM

3-TOOUHHOTO CeaHCy reMofiani3dy, po3mo4aToro 4yepe3 3 roguHHU IIiCig BBEAEHHS IIpenapary,
nalieHTaM, IKi OTpuMyBaIu nofi0He JiKyBaHHS, JTIHEe30JIi/ Cllifg Ipu3HadaTH Micig reMofiani3y (ous.
po3pin «®apMakoJIOTiyHi BIaCTUBOCTL.» «PapMaKOKiHEeTUKa»).

3acmocysaHHs nayieHmam i3 neuinkogoi HedocmamHicmio. HeMae noTpebu B KOpekKil o3u. (OuB.
po3pin «®apMakoJIOTriyHi BIaCTUBOCTL.» «OapMaKOKiHEeTUKa»).

Himu.

[Ipenapart y maHiu jiKapchbKii ¢GopMi 3aCTOCOBYBAaTH HiTSIM BiKOM Bif 12 pokiB.

Ilepedo3yeanHs.

CroernudiyHui aHTAOOT HEBiTOMMU.

He Oymo 3apeecTpoBaHO BUIAMIKiB ITepefo3yBaHHS.

Y pasi nepeno3yBaHHSA II0Ka3aHe CUMIITOMaTAYHeE JIIKyBaHHS 3 IPOBEIEHHAM 3aX0MiB LIOA0
MiATPUMKHU PiBHS Kny0o4uKoBOi dinmbrpatii. [Tpubnusuo 30 % mpuiHSTOI [03U IIpeliapaTy BUBOTUTHCS
IIPOTATroM 3 TOOWH IeMofiali3y, ajne HeMa€ JaHuX 00 BUBEEeHHS TiHe30iay i 4ac Ipoienyp

IIepUTOHEeaIbHOTO Hiani3y a0o remomepdyaii. [[Ba mepBUHHUX MeTaAOO0IITH JTIHE30JTiAy TaK0XK
BUBOMSTHCS LIJIIXOM IeMOfiai3y.

ITobiuni peakuii.

3a3HaveHa iHpopMalis 'PyHTYETLCS Ha JAaHUX, OTPUMAHUX i3 KITIHIYHUX [OCTiIXKEeHb, B SKUX OinbIne



2000 gopocnux mali€eHTiB OTpUMYyBaJld PeKOMEHOBaHi 03U IIpenapaTy TePMiHOM 0
28 mHiB.

HavtyacTimumy nmoO6iYHUME peakIlissMu, PO SKi MOBITOMIISIIIH, 110 TPU3BOMYIN 0 BiIMiHI
npemnapary, Oynu roynoBHu O0inb, miapesi, HymoTa Ta 6moBaHHS. [Ipubau3Ho 3 % malieHTiB
IPUNIMHUTIY JTIKyBaHHS Yepe3 PO3BUTOK 3YMOBIIEHUX ITPerapaToM M0o0iYHUX PeakIlil.

IomaTKoBi M0o6iuHi peakilil, IPo AKi MOBIAOMIISIIOCS IiCJig BUXOMAY IIpelapaTy Ha PUHOK, BKIIOUEHi 10
Iepesiiky HUXK4e i3 3a3Ha4eHHsIM YaCTOTU BUHUKHEHHS SIK «4aCTOTa HEBiIOMa», OCKIJIBKY 4aCTOTy
BUHVKHEHHS He MOXHa BCTAHOBUTH 3a HassBHUMU JaHUMU.

[To6iuHi peaxiiii, mpo sIKi MOBiKOMIISTIN IPOTATOM JIiKYBaHHS, HaBeIeHO HUXKYe 3a TaKOI0
Knacudikalliero 4acToTH: Ayxe 4dacti (= 1/10), gacti (> 1/100, < 1/10), mewacTi (> 1/1000, < 1/100),
moomuHOKi (> 1/10000, < 1/1000), pigkicui (> 1/10000) i yacToTa HEBimOMa (He MOXKHA BCTAHOBUTH
Ha IMigcTaBi HaIBHUX OAHUX).

IHpekuyii ma iHeasii: 4acCTi - KaHOUI03, OPAJIbHUM KaHAKWI03, BariHaJbHUN KaHOHUI03, IPUOKOBI
indexIrii; HevacTi - BariHiT; pigki - aHTHOIOTMKOACOIHOBaHI KOTITH, BKIIOYAKYH
IICEBIOMEeMOPAHO3HUM KOJIT*,

3 60Ky cucmemu Kposi ma aimpamuyHoi cucmemu: 4acTi - aHeMisT*t; HewacTi -efKoneHis*,
HEUTpPOIeHisl, TpoMOOIUTOEHIsT*, eo3uHODiNis; pigKi - maHIUTONEHIT*; YacToTa HEeBigoMa -
Mieocympecis*, cunepo0iacTHa aHeMis*.

3 6oky imyHHOI cucmemu: 4aCTOTa HEBilOMa - aHadimakcis.

3 boxy memaboai3my ma xapuy8aHHs: HEYACTi - TiMOHATPiEMisi; YaCTOTa HEBiMOMA - JTAKTOAIUI03*,

3 60Ky ncuxiku: 4acTi - 6e3COHHS.

Heaposoeiuni po3aadu: 9acTi - TONOBHUY 0inb, IepBepcii cMaky (MeTaliuHuY IpUCMaK),
3allaMOpPOYEHHS; HeYacTi - CyioMu*, rinecTtesis, napecTesis; YacToTa HeBigoMa -
CEepPOTOHIHOBUU CUHAPOM™**, mepudepndyHa HeWpomaTisa*.

3 60Ky opeaHie 30py: HEYACTi - 3aTyMaHeHHS 30py*; piaki - medeKT mossa 30py*; 4acToTa
HeBiloMa - 30poBa HeWpomaTisa*, HEBPUT 30pOBOTO HepBa*, BTpaTa 30py*, 3MiHa 30p0OBOTO
BiquyTTs*, 3MiHa COIPUUHATTS KOJIbOPY™.

3 60Ky opaaHis cayxy ma pigHo8azu: HeYACTi - I3BiH y ByXax.
3 6oky cepus: HeYACTi - apUTMis (Taxikapmis).

3 6oky cyOuH: 4acCTi - apTepiajbHa rillepTeH3is; HedyacTl - TpaH3UTOPHA illleMiyHa aTaka,
hrnebit, TpoMO0GIEDIT.

3 60Ky WAYHK0BO-KUWKOB020 MPAKMY: 9acTi - miapes, HygoTa, OII0BaHHS, JIOKAIbHUN abo
reHepajidoBaHuil Oilb y XKUBOTI, 3a10p, AUCIIEICis; He4YacCTi - TaHKPEaTUT, TaCTPUT, 3OYTTS KUBOTA,
CYXiCTh Yy POTi, TJIOCUT, YacCTi PifiKi BUTOPOKHEHHS, CTOMATUT, po3/7angu abo 3MiHa KOJIbOpY SI3UKa;
pinki - 3He0apBIEeHHS MTOBEPXHI 3y0iB.

3 60Ky eenamobiniapHoi cucmemu: 4acTi - BigXuIeHHS Bi HOPM IMOKa3HUKIB QYHKITIOHAIBHUX



nediHkoBux mpo0, 36inbimeHHs piBHIB AJIT, ACT abo nyxHoi ¢hochaTa3u; HedacTi - TiABUIIEHHS
3arajpHoro 0inipy06iny.

3 60Ky wkipu ma nidwKipHOi KAimKo8uHU: 4acCTi - cBepOixkK, BUCHII; HEYACTi - KPOIIUB THKA,
[IepMaTUT, HafiMipHe MTOTOBUAINIEHHS; YacTOTa HeBifoMa - Oy/Ib03Hi ypaXKeHHS IMIKIipH, Taki IK
cunapoM CriBeHca-/]:KOHCOHA Ta TOKCUYHUU elliflepMabHUY HEKPOJIi3, aHTioefeMa, ajaomelis.

3 60Ky HUPOK i ceuosudinbHOI cucmemu: 4acTi - MiIBUIIEHHS a30Ty CEYOBUHU KPOBi; HEYACTi -
HUPKOBA HEJOCTATHICTh, MigBUILIEHHS KPEaTUHIHY, MOJIiypid.

3 60Ky penpodykmueHoi cucmemu ma MO/A0YHUX 3d/103: HEYACTi - ByJIbBOBATiHAJbHI TOPYIIEHHS.

3aeanvHi po3snadu ma nopyweHHA y Micyi e8e0eHHA: 9acTi - Taps4Ka, JT0Kasi30BaHu#M 6inb; HEYacCTi -
03H00, BTOMa, Oinb y MicIi iH’ekiiii, cripara.

HocaidxcenHs. BioxXiMid: 4acTi - MiABUILEHHS JTaKTaTAerigporeHa3u, KpeaTuHIHKIHA3Y,
JIirta3u, aminasu abo IMOCTIIPAHMiaIbHOTO (He HaTIle) PiBHS IJII0K03H, 3HUKEHHS 3arajlbHOTo
Oinka, anmbOyMiHY, HaTPilO Ta KaJbIlilo, MigBUIIeHHS a00 3HUKEHHS Kalito abo OikapOoHaTYy;
HeYacTi - MgBUIIEeHHS HaTPito abo Kalblliio, 3HUXKEHHS I'I0K03U 6e3 ToJI0yBaHHs,
MigBUINEHHS a00 3HUKEHHS XJI0pPUAiB. [eMaToIoris: YacTi - migBUIeHHS KiTbKOCTi
HelTpodiniB abo eo3uHOGINIB, 3HMKEHHS TeMOTrI00iHy, TeMaTOKPUTY a0 KinbKOCTi
E€PUTPOIIUTIB, MigBUIEHHS a00 3HUKEHHS KiJIbKOCTi TPOMOOIUTIB ab0 ITEMKOLUMTIB; HEYACTI -
MigBUINEHHS KiTbKOCTI PETUKYIOLUTIB, 3HUXKEHHS KiJIbKOCTI HEUTPOQITiB.

* TuB. po3min «Oco0MUBOCTI 3aCTOCYBAHHS».

** [TuB. po3minu «IIpoTunoka3aHHsI» Ta «B3aeMomis 3 iHIMKUMY TiKapChKUMU 3acobaMu Ta iHII BUOU
B3aEMOJIIM».

T Ilig 9ac KOHTPOIbOBAHUX KIIIHIYHUX AOCIIXKEHb, Y SKUX JIIHE30JIil 3aCTOCOBYBAJIX y IIepiof o 28
nHiB, v 2,0 % maii€eHTiB Bif3Ha4anacs aHeMis. Y mporpami i3 3aCTOCyBaHHIM He3apeeCTPOBaHOI0
JiKapChKOTro 3aco6y 1o ryMaHiTapHi# mporpaMi (compassionate use) 3 y4acTio Halli€HTiB 3
iH(DeKITiAMY, 10 3aTPOKYIOTh XKUTTIO, Ta CYIYTHIMU 3aXBOPIOBaHHSIMHU, BifICOTOK IAIiEHTIB, ¥ SKUX
BMHUKJIA aHEMIs MiCJId IPUUOMY JIiHe30JIiny NpoTsaroM < 28 f[HiB, cTaHOBUB 2,5 % (33 3 1326)
nopiBHAHO 3 12,3 % (53 3 430), ski nmikyBanucs > 28 aHiB. CrniBBigHOIEHHS 3a(iKCOBaHUX BUNAKIB
TSI2KKOl aHeMil, CHpUYMHEHOI 3aCTOCYBaHHSIM JIiKapChKOro 3aco0y, 1110 moTpedyBaso nepenuBaHHs
KpoBi, cTaHoBuUJ0 9 % (3 3 33) y maifieHTiB, gKi JTiKyBaaucs OIpoTaroM < 28 gHiB, Ta 15 % (8 353) y
THX, XTO JIIKyBaBCSI IIPOTATOM > 28 [HIB.

[To6iuHi peaxiiii, MoB’s3aHi i3 3acTOCyBaHHSAM JIiHE3071iAy, SIKi Oy/TK OLiHEHI B PiIKUX BUNAagKaX SIK
peaxIii TSIKKOTo CTyIeHs: JI0Kali3oBaHuM a0moMiHanbHUM Ginb, TPAH3UTOPHUY iMIeMiYHKY Haa[ Ta
apTepiasbHa TinepTeHsis.

Y nmocTMapKeTUHTOBHUY IIePiof] MOBIJOMIISIN IIPO BUIIaAKKU CUMIITOMATUYHOI TiMOTJIiKeMil Ipu
3aCTOCYBaHHI JIiHe307iy, HeceneKTUBHOTO iHribiTopy MAO 3BOpOTHOI Ail, mallieHTaM 3 IyKPOBUM
niabeTtoM, sIKi IpUIMalOTh iHCYJIiH abo repopasibHi rimornikeMiuHi npenapaTu. [IpuiioM gesiKux
inribitopie MAO moB’g3aHui 3 TIMOT/IIKEMiYHUMY €I1i30jaMi y XBOPUX Ha I[yKpPoBUil miabeT, AKi
OTPUMYIOTH iHCYMiH abo rimormikemiuni 3acobu.

Y narnieHTiB, IKi OTPUMYyBaJIH JIiHE30JIi Y TOCTMAapKEeTUHT OBUY TIEPiOf, CIIOCTePiraauch BUIAOKU
rinonatpieMii Ta/abo CHHOPOMY HeafleKBaTHOI CEKpellii aHTUAIypeTUYHOTO TOPMOHY. Y 3a3HaYeHUX
BUITQIKaX O3HAKM Ta CHMIITOMH BKJIIOYAJH CITyTaHICTh CBiTOMOCTi, COHJIUBICTh, 3aTrabHy CJIa0KiCTh,



a y TAXKKHUX BUIMaKax MPU3BOOUIN 10 ANXAIbHOI HEOOCTATHOCTI i HaBiTh CMEPTI.
3gimyeaHHs npo nido3prosaHi nobiuHi peakuii

3BiTyBaHHS IIPO Mifmo3pioBaHi MobiuHi peakilil micns peecTpatiii TikapcbKoro 3aco0y Ma€ BaXkKJIuBe
3HaueHH4d. Lle mae 3Mory 3pilicHioBaTH Oe3epepBHUM MOHITOPUHT CIIiBBIOHOIIEHHS PU3UK/KOPUCTD
3aCTOCyBaHHS JIiKapchbKoro 3aco0y. KBamihikoBaHUX MpalliBHUKIB y chepi 0XOPOHU 3[MOPOB’S IPOCATH
3BiTyBaTU mpo Oymb-siKi migo3pioBaHi HeOaxkaHi peakii BiiTIOBIIHO [0 JI0KaIbHOI CUCTEMU 3BiTHOCTI.

TepMmin npugaTHOCTi. 3 POKHU.

YmMmoBH 30epirannsi. 30epiratu B OpUTiHabHIN YIAKOBI IPU TeMIlepaTypi He Buine 25 °C.

30epiratu B HEOOCTYIIHOMY IJISI OiT€W MiCIIi.

YnakoBka. ITo 10 tabmeTok y 6mictepi, mo 1 6micTepy B mayiri.

Kareropis Bigmycky. 3a perenTom.

Bupoonuk. ITAT «KuiBmemamnpemnapar».

Micue3HaxoKeHHsI BHPOOHHKA Ta ajipeca Miclsi MpoBaJXKeHHs HOro Iis/IbHOCTI.

Ykpaina, 01032, m. Kuis, Byn. Cakcarancbkoro, 139.



