IHCTPYKIIA

IJIsI MEIHYHOT 0 3aCTOCYBaHHsI JIIKapCHLKOT0 3aC0o0y

JITHECCA

(LINESSA)

Cknao:
0itoua pevyosuHa: JMiHe30IiM;
1 MJI pO3UMHY MICTHTH 2 MT JIiHE30Iiay;

donoMidxcHi pevosuHu: TII0K03a 0e3BOMHA; HATPil0 HUTPAT; KUCJI0Ta TUMOHHA, MOHOTITpaT;
HaTPilo TiZPOKCUM; KKCJIOTa XJIOPMCTOBOOHEBA; BOOA [JIS iH €KITIH.

JIikapcbka ¢opma. Pozuun ans indysii.
OcHo8HI (pi3uKo-XiMiuHi 81aCMUBOCMI:

IPo30puiH, Bif 6€36apBHOTO OO 37IETKA KOBTYBATOT'0 KOJIFOPY PO3UHUH.

dapMakoTepaneBTHYHA rpyna. AHTHUOaKTepiaabHi 3aco0u [J1g CUCTEMHOT0 3aCTOCYBaHH. [HIIT
anTubakTepiampHi 3acodu. Kog ATX J01X X08.

dapmakonoeiuHi e1acmueocmi.
®apmakoduHamika.

JliHe3o0mix - cHHTeTUYHUYM aHTUOAKTepiaIbHUY ITperapar, 0 HaleXUTh 10 HOBOT'O KJacy
AHTUMIKPOOHUX 3aCc00iB - OKCa30JifMHOHIB. Bil BUSBIIsI€ aKTUBHICTS in VILTro mpoTu aepoOHUX
IrPaMIO3UTHUBHUX OaKTepill Ta aHaepoOHUX MiKpoopraHi3mis. JIine30ig BUGipKOBO IPUTHIUYE CUHTE3
6inkiB 6akTepilil yepe3 yHiKambHUN MexaHi3M [ii. Bin 6e3mocepenHbo 3B’93y€ThCS i3 pubocoMaMu
GakTepiit (23S 3 50S cy0omUHUIIE) Ta MEPEIIKOIKA€E YTBOPEHHIO GYHKIIIOHATbHOTO
iHimiroBaIbHOT0 KOoMIIeKkcy 70S (BazK/IMBOr0 KOMIIOHEHTA IIPOIeCY TPAHCIAII1).

[TourupeHicTh HaOyTOI Pe3UCTEHTHOCTI MOXKe 3MiHIOBaTUCS reorpadivyHo Ta y 4aci ojisi OKpeMux
BHUMiB, TOMy 6aXkaHO CIIUPaTUCS Ha MiclleBy iH(opMallito CTOCOBHO Pe3UCTEHTHOCTI MiKpOOPTaHi3MiB,
0CO0NIMBO IIPH JIIKyBaHHI TAXKKUX iHpeKIiN. Y pa3i HeoOXigHOCTI, KOIK PiBeHb MOMKUPEHOCTI
PE3UCTEHTHOCTI MIKPOOPTaHi3MiB Ha MiCLIeBOMY PiBHI € TaKUM, 1110 KOPUCTH Bifl 3aCTOCYyBaHHS
JiKapChbKOro 3aco0y, MpUHAWMHI 110 BiTHOIIEHHIO 00 AesIKUX BUMIB iH(MEeKIIil, BUKJIUKAE CYMHIBH, CIIif
3BEPHYTHUCS 3a KOHCYJIbTALIEI 0 eKCIIepTa.



YyTnupi MikKpoopraHiaMu

['pammo3uTHBHI aepoOHi Mikpooprauismu: Enterococcus faecalis, Enterococcus faecium*,
Staphylococcus aureus*, Koaryna3oHeraTuBHi ctadinokoku, Streptococcus agalactiae*,
Streptococcus pneumoniae*, Streptococcus pyogenes*, Group C streptococci, Group G
streptococci.

I'paMno3uTHBHI aHaepoOHi Mikpooprauiamu: Clostridium perfringens, Peptostreptococcus
anaerobius, Peptostreptococcus species.

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

*KniniuHa epeKTUBHICTH OyJia MpPOAeMOHCTPOBaHa [JIs UYTIUBUX LITAMIB 3TigHO 3 3aTBEPHIKEHUMHU
ITOKA3aHHSIMH.

Xoya NiHe301Ii HEMOHCTPYE AeIKy aKTUBHICTD In Vitro mpotu Legionella, Chlamydia pneumoniae
ta Mycoplasma pneumoniae, HeqoOCTaTHbO MAHUX [/ MiOTBEPAXKEHHS KITiHIYHOI €(eKTUBHOCTI B
IINX BUIafIKaXx.

ITepexpecHa pe3UCTEHTHICTh

MexaHi3M fil niHE30mMigy Bigpi3HAETHCA Bifl TAKOT0 iHIINX KIaciB aHTUOI0THKIB. [JOCTiIKEeHHS
KJTIHIYHUX IITaMiB (METHLXTIHPE3UCTEHTHUX CTa(iIOKOKIB, BAHKOMIIIMHPE3UCTEHTHUX €HTEPOKOKIB,
a TAKOXK IeHIlUIiH- | epUTPOMILIVHPE3UCTEHTHUX CTPENTOKOKIB) in Vitro moKa3yrTs, 1110 JIiHe3011i
3a3BUYail aKTUBHUY BiTHOCHO MiKPOOPTraHi3MiB, CTiKUX 00 0gHOTO ab0 JeKinbKOX iHIIMX KJ1aciB
AHTUMIKPOOHUX areHTiB.

CTi#iKicTh mo nmiHe307Iimy moB’si3aHa 3 TOYKOBUMM MyTalisMu B 23S pPHK.
dapmaxoKiHemuxka.

[TpemapaT MiCTUTH JTiHE30JIiA, 110 € 6i0JTOTiYHO aKTUBHOIO PEYOBHHOIO Ta MeTabO0JIi3yeThCs 0
HEeaKTUBHUX MOXiIHUX.

AGcop6irist

JliHe30/1if iIHTEHCUBHO BCMOKTYETHCA IIiC/ISI 3aCTOCYBaHHSA IepopaibHOo. MaKcuMalbHi KOHIIEHTpallil
y IJ1a3Mi KpOBi HOCATal0ThCs MPUONIM3HO Yyepe3 1-2 roguHu IMiciisg 3aCTOCyBaHHS, a abCcomoTHA
6iomocTymnHicTh mpenapaTy cTaHOBUTDL 61u3bK0 100 %. ToMy nmiHe3071ig MoKHa 3aCTOCOBYBATH
nepopaabHO ab0 BHYTPIIHEOBEHHO 6e3 KOPEKIIil 103H.

JliHe3omi MoXkKHa 3aCTOCOBYBaTH He3aJIlekKHO Bif mpuiioMy 1xi. Hac J0 JOCATHEHHS MaKCHMalbHOl
KOHIIeHTpallil 36inmpmryetbesd 3 1,5 go 2,2 roguny, i C,,, 3HUXKY€EThCS pubau3Ho Ha 17 % npu
3aCTOCYBaHHI JTIHE30Iiy 3 12Ke10 3 BUCOKUM BMiCTOM KUPiB. [IpoTe 3aranbHa €KCIO3UIIis, Ka
oriHwoeTscs 3a AUC,, TofiOHa B 000X BUIIAJKaX.

Po3mnopin

HocnigxeHHs papMaKOKiHETUKHM TT0Ka3asly, 110 JIiHe30JIi IIBUAKO PO3MOAINIIEThCA ¥ TKaHUHAX 3
no6poro nepdyasiero. [Tpubnusno 31 % niHe30migy 3B’s13yeThCs 3 GiTKaMu IJTa3MU KPOBI, i 11e He
3aJIeXUTh Biff KOHIEHTpallil penapaTy. O6’eM po3NoAiny IiHe307iny y PIBHOBAXKHOMY CTaHi y



30O0POBUX IOPOCIUX TOOPOBOIBIIB CTaHOBUTH V cepenubomy 40-50 1.

KonnenTpatii siHe30/1ify BU3Ha4Yanucsa B Pi3HUX pifnHaX 3 y4acTio 00MexkKeHOoi KilTbKOCTi Yy4aCHUKIB y
mocnimkeHHAX ¢a3u 1 micns 6araToKpaTHOT'O BBEeIEHHS JIiHe30iay. BimHOIeHHS KOHIIeHTpallil
JIiHe30J1ily Y CNIMHI [0 KOHIIEHTpallil y m1a3Mi KpoBi ctaHoBUIO 1,2:1, a BifHOIIEHHS KOHIIEHTPAIIil
JIiHe30J1igy y IOTi A0 KOHIleHTpalil y miaa3mi kposi — 0,55:1.

Mertabonizm

Jline305ix mepeBaxxHO MeTal0i3yETHCSA MIJITXOM OKMCIEHHS MOP(OJIiHOBOTO KifIbI[d 3 YTBOPEHHIM
[IBOX HEAKTUBHUX MOXiTHUX KapOOHOBOI KMCIIOTHU 3 PO3IMKHEHUM KinblieM: MeTabomiTy
aMmiHoeToKcionToBoI KucnoTH (A) i MmeTabomiTy rimpokcietunrninuny (B). IlepenbavaeTscs, 110
MeTaboIiT A yTBOPIOETLCA (epMEHTAaTUBHUM IIJISIXOM, TOMI SIK yTBOPeHHS MeTaboity B
OTIOCEPENKOBYETLCSI HehepMEHTaTUBHUM MeXaHi3MOM, 1110 BKJII0Ya€ XiMidyHe OKHCIJIEHHS B YMOBax in
vitro. [locnigKeHHs in vitro IpoJeMOHCTPYBAJIH, II0 JIiHe30i MiHiMaIbHO MeTaboTi3yeThCS 3
MOXKJTUBOIO Y4aCTIO V ITbOMY IIPOIleci cucteMu nutoxpomy monuau P450. IIpote MmeTabomiuHi misxu
[JIS JIIHEe30JIify [0 KiHLS He BUBYEHI.

BuBengennsa

HeHupKoBUI KiIipeHC CTAHOBUTH NPUOIN3HO 65 % Bif 3aranbHOTrO KJlipeHCy HiHe3o0migy. Y
piBHOBaxXHOMY cTaHi mpubnu3uo 30 % mo3u mpenapaTy BUSBISETLCS B CeYi y BUTTIAAL JIiHE307TiAy,

40 % — y Burnsagi metabonity B i 10 % — y Burnapi metabornity A. CepenHili HUPKOBUY KJTipeHC
nine3ominy ctaHoBUTH 40 MJI/XB, 110 BKa3ye Ha KaHasbleBy peabcopbitito. JliHe3ormin y Kati
IPAKTHYHO He BU3HAYAETHLCS, TOMI SIK MpUOMM3HO 6 % 03U IpemnapaTy BUSBISETHCS B Kalli y BUTIISAOL
MeTabomity B i 3 % — y Burnsaai metabomity A.

He3HauyHa HeNiHIVHICTD KJIIPEHCY CIIOCTepiranacs Ipu MiABUILEHH] [03U JIIHE30JIiAy, 1110, 0Y4eBUIHO, €
HACJIiIKOM HUKYO0r0 HUPKOBOTO i HEHMPKOBOTO KJIIPEHCY LILOTO Ipelapary IIpy Moro BUILIUX
KOHIIeHTpaliax. [IpoTe 1 pi3HuUIA y KiipeHci 6yia He3HayHa i He BIIMBasia Ha ySIBHUH IIepiof
HalliBBUBEJEHHSI.

ITauienmu 3 Hupkosow Hedocmamuicmio. PapMaKOKIHETUKA JIIHE30JIiY He 3MIHIOETLCA Y
TaIfi€eHTiB 3 OyIb-IKUM CTYIIeHeM HUPKOBOI HEJOCTATHOCTI; ITPOTe IBa OCHOBHI MeTaboIIiTH
TiHe30JTigy KyMYJTIOI0ThCS Y MaIlieHTiB 3 HUPKOBOI HEOOCTATHICTIO 3i 30iIbIIeHUM X
HaAKOMUYEHHSM y IMAI[iEHTIB 3 OiJILIIUM CTYIIeHEM TSKKOCTi HUPKOBOI AUCHYHKIIII.
dapMakoOKiHeTHKa JIiHe30JIily Ta JBOX M0ro MeTaboIiTiB TakoxK Oyia mociimxkeHa y
MAIliEHTIB 3 TEPMiHANIbHOIO CTaficlo HUPKOBOi HegocTaTHOCTI (TCHH), ski 3HaXomsaThCSA Ha
remopianisi. Y pocnigxenHi TCHH 14 nanienTis orpumyBanu 600 Mr nige3o0s1igy KoxHi 12
roguH npotsarom 14,5 nHsA. He3anexHo Big QyHKIII HUPOK AOCATANKUCS OOHAKOBI
KOHIIEHTpaIlil TiHe30J iy y m1a3Mi KpoBi, TOMY [JId Ialli€HTiB 3 HUPKOBOI HEOCTATHICTIO He
PEKOMEHAYIOTh IPOBOAUTH KOPEKIIito no3u. [IpoTe, BpaxoBylouu BiiCyTHICTE iHdopMaliil mpo
KJTiHIYHY 3HAYYIICTh HAaKOMMMYEHHSI OCHOBHUX MeTa0OIiTiB, CJIifl 3BaXKUTH 3aCTOCYBAaHHS
JIIHEe30JIiAy NalieHTaM 3 HUPKOBOK HEOCTATHICTIO i MOTEHLiHI pPU3UKU HAaKOIIMYEHHS TaKUX
MeTabormiTiB. I miHe3omif, i ABa MeTaboIiTH BUBOASTHCS 3@ HOIIOMOI'0I0 TeMO/IiaIi3y.
[Hpopmalia mIpo BIJIKUB NEPUTOHEANTHHOTO [Aianidy Ha (hapMaKOKIiHETHKY JIiHe30J1iqy BiICYTHS.

ITauienmu 3 neuiHkosow Hedocmamuicmio. PapMaKOKIHETHKA JIIHE30JIiNy He 3MiHIOBaIacs y

7 TallieHTiB i3 mopymeHHAM (QYHKIil IeYiHKHU Bif TIETKOT0 OO0 CEPEOHBOTO CTYIEeHs TAXKKOCTI (Ki1ac A



abo b 3a mkanoto Yatinpga-I1'10). Ha mifcTaBi HasiBHUX HaHUX OJIS MAIi€HTIB 3 ypaxKeHHAM QyHKIIi1
IIeYiHKY Bif] JIETKOTO 0O CEPENHBOT0 CTYIIeHs TAXKOCTI KOPUT'YBAaHHS J03U He PEKOMEeH[I0BaHe.
dapMaKOKiHETHKa Y Malli€HTIiB 3 ypaxkeHHSAM QYHKIIII IeYiHKH TSKKOTO CTYIIEeHs He OLiHI0OBalacs.

KriniuHi xapaKTepHUCTHKH.
Iloka3annsa.

JlikyBaHHS iH(MeKIiN, CHPpUYMHEHNX YYTIUBUMHU LITaMaMy BU3HaUEHUX MiKpPOOPTaHi3MiB, MpU TaKuX
CTaHax:

- HO30KOMiaJIbHA ITHEeBMOHIS;
- HerocIliTaJbHa IHEBMOHIS;

- yCKJlafHeHi iH¢ekil mKipu Ta ii cTpyKTyp, 30KpeMa iHdeKIIil Ha T fiabeTuyHol cTonu 6e3
CYTIyTHBOTO OCTEOMi€NiTy, cupuuyuHeHi Staphylococcus aureus (MeTULIMTIHYYTIUBUMHU Ta
MEeTHIMTIHPe3UCTeHTHUMHU i30nsiTaMu), Streptococcus pyogenes abo Streptococcus agalactiae;
Jline3osmip He OyB BUBYEHHUH Y JIiKyBaHHI BUPAa3KOBUX ITPOJIEKHIB.

- HeyCKJagHeHi iHdeKil mKipy Ta Il CTPYKTYyp, Cupu4uHeHi Staphylococcus aureus (TinmbKu
MEeTHIMTIHUYTIUBUMH i30/15iTaMu) abo Streptococcus pyogenes;

- Pe3UCTEeHTHi A0 BaHKOMIIMHY iH(eKIil, cnpuyrHeHi mramu Enterococcus faecium,
BK/II04Yarouu iH(eKIril, 10 CyIpoBOIXKYIOThCSI OaKTepieMi€o.

JliHe30/ix He MOKa3aHUY AJIS JIIKyBaHHS 1H(PEKIiH, CHPUYNHEHNX I'PaMHeTaTUBHUMU
MikpoopraHnizmamu. Y pasi nifgo3pu abo BUSBIEHHS T'paMHeraTUBHOr0 30yAHMKA TOTPiOHO HeraitHo
po3noyartu crenudpiyHy rpaMHEraTABHY Teparriio.

IIpomunoka3aHHsi.
Bigmoma rimepuyTnuBicTh o niHe30mimy a6o mo Oymob-SKOTo iHIIOr0 KOMIIOHEHTA IIpenapary.

JliHecca He cJTig 3aCTOCOBYBATH MalliEHTaM, sKi MpuitMaioTh Oyab-sKi MeIUYHi MpenapaTH, 10
IPUTHIYYIOTh MOHOAMiHOKCHIa3y A Ta B (Hampuknag, ¢peHen3uH, i30KapOoKCca3ul, CeerisiH,
MOKJI06eMift), abo MPOTSATOM [ABOX TUXKHIB ITiCIIg IPUMHOMY TaKUX ITperaparTis.

3a BUHSATKOM BUIA[KIB, KOJIM € MOXKJIUBICTh PETEJIBHOTO HArJISIy Ta MOHITOPUHTY apTepiaJbHOTO
TUCKY, JIiHeccy He cIlifg Tpu3HayvaTH MallieHTaM 3 TaKUMU CYIyTHIMU KTiHIYHUMU cTaHaMu abo
CYIYTHIM IPAMOMOM HMK4Ye3a3HadeHUX IIpernapariB:

- HEKOHTPOJIbOBaHa apTepianbHa rinepTeH3is, PeoXxpoMouuTOMa, KapLUUHOIf,
TUPEOTOKCHUKO3, OinosisipHa femnpecis, mm3o0adheKTUBHUM PO371af], TOCTPi emi3onu
3anaMOpPOYEeHHS;

- iHTi6iTOPU 3BOPOTHOTO 3aXOIJIEHHS CEPOTOHIHY, TPULMKIIIYHI aHTUEIIPECAHTH,
aro”ictu



5-HT, peuentopiB CepOTOHIHY (TPUIITAHU), IPSIMi Ta HEIPAMi CUMIATOMIMETHKY (BKJII0YAIO4YN
ampeHepriuni 6poHxoguIaTaTopH, cesmoedenpuH, GeHinmponanoiaMin), Ba3onpecopu (eminedpuH,
HopeniHepuH), HomaMiHepriyHi CIIoNyKH (gomaMiH, foOyTaMiH), meTuauH abo OyCIipoH.

Crip IpUNMHUTY TOAYBaHHS IPYAI0 IPOTIrOM 3aCTOCYBaHHS Ipenapary (IuB. PO3min
«3acTocyBaHHS y 1epiof] BariTHOCTI abo ToOmyBaHHS TPYAOIO»).

B3aemodia 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemodiii.

IuribiTopu MOHOAMiHOKCHIA3HU

Jline3orig € HeceneKTUBHUM iHTi0iTOpoM MoHOaMiHOKcHa3u (MAQ) 3BOpOTHOI Ail. ¥ mocmimkeHHSX
B3A€EMOIil TIKapChKUX ITPenapaTiB Ta JOCTimKeHHsIX 0e3neKH iHe30imy 6y/I0 OTpUMaHO JyXke
o0MeXeHy KiJTbKiCTh DaHUX IIPO 3aCTOCYBaHHS JIiHE30JIiy IS JIiKyBaHHS NALi€HTIB, SIKi OTPUMYIOTh
CYIIyTHIO Tepallilo IIperapaTaMy, 110 CTBOPIOIOTH [IEBHI PU3UKYU BHACIIAOK NpurHivenHs MAO. Tomy
3aCTOCyBaHHS JIiHE30Jily 3a TaKWX 00CTaBUH He PEKOMEHOBaHe, SKIII0 HEMOXKJIIMBO IIPOBOAUTHI
peTesbHE CIIOCTEPekKEeHHs Ta MOHITOPUHT CTaHy NalieHTa (OuB. po3ainu «IIpoTunoka3aHHg» Ta
«OCc06IUBOCTi 3aCTOCYBAHHS»).

[ToTeHIiHI B3a€MOMIl, 1110 TPU3BOIOATh IO MiABUINEHHS apTEePialbHOTO TUCKY

Y 3mopoBUx [0OGPOBOJIBIIIB 3 HOPMaIbHUM apTepiaTbHUM THCKOM JIiHE301if 30iIbInye MigBUIeHHS
apTepianbHOTO THUCKY, CIIPUYNHEHE TceBmoedeIpUuHOM Ta (DEHINponaHoIaMiTy TiTpOoXIOPUIOM.
OpHOYacHe 3aCTOCYBaHHS JIiHE30/imy Ta mceBmoedenpuny abo GpeHinmponanonaMiny rigpoxIopuIy
IIPU3BOOUTH [0 3POCTAHHS CUCTOJIIYHOT'0 apTepiaybHOr0 TUCKY B cepenHboMy Ha 30-40 MM. pT. CT.
IIOPiBHAHO 3i 3pocTaHHgaM Ha 11-15 MM. pT. CT. mif BIJIMBOM BUHSATKOBO JIiHe3o0/iny, Ha 14-18 Mwm. pr.
CT. IIifl BIUIMBOM JKlile TIceBOoedenpuny abo ¢eHinmponanonaMiny, Ta Ha 8-11 MMm. pT. CT. ipu
3aCTOoCyBaHHI mane60. AHANOTIYHUX [OCTiAXKEeHb 3 y4acCTIO MAIliEHTIB 3 apTepiaabHOIO TillepTeH3i€l0
He ITPOBOIUIN. PEKOMEHIOBAaHO PETENLHO NifOupaTH J03U MpenapariB, SKi BUSBISIOTh
BA30IIPECOPHUY BIIJIUB, BKITIOYAOUH JodaMiHepriyHi mpemaparTy, o0 oTpuMaT 6axKaHUN Pe3ybTaT
pu KOMOiHOBaHOMY 3aCTOCYBaHHi JIiHE30/Tioy 3 UMY IIpernapaTaMy.

[ToTeHIIilHi CePOTOHIHEPTiYHI B3aEMOii

[ToTeHmilHi B3aEMOil MiXK JTiHE30/IiIOM Ta JeKCTPoMeTOpPGhaHOM BHUBYAJIHU Y HOCIIIXKEHHI 3 y4acTIO
3I0POBUX NOOPOBOJIBIIIB. YUaCHUKM OTPUMYBAJIU feKcTpoMeTopdaH (iBi mo3u o 20 Mr 3 iHTepBaaoM
y 4 roguHu) y KoMOGiHarii 3 nmine3oigoM abo 6e3 HbOro. Y 3mM0poBUX HOOPOBOIBIIB, SKi OTPUMYBaIN
JIiIHe30J1i7] Ta AeKCTpoMeTopdaH, He CIIOCTEpIraau IPOsiBiB CEPOTOHIHOBOT'O CUHAPOMY (CIIJTyTaHICTh
CBiTOMOCTI, MapeHHSs, 3aHEIIOKOEHHS, TPEMOD, TaTOJIOTiYHUYN PyM sTHELlb, IOCUJIEHe IIOTOBUAIIEHHS,
rimepmipexcis).

IocBig micnsipeecTpauiiHOro BUKOPUCTAHHS: 0yJI0 OTPMMaHO OffHE TIOBiIOMJIEHHS III0N0 BUHUKHEHHS
peaxiiii, momiOHUX OO0 MPOSBIB CEPOTOHIHOBOTO CHHAPOMY, V IallieHTa, SKUM IPUIMaB JIiHe30JIi Ta
nekctpoMmeTtopdaH; I1i TPOSIBY 3HUKIIU ITiCII BimMiHM 000X IMpemnaparis.

[IpoTsAroM KJiHiYHOTO 3aCTOCYBaHHS JIIHE30J1ily Ta CEPOTOHIHEPTiYHUX IpenapaTiB, BKIYa4U
aHTHeNpPecaHTH (TakKi K CeIeKTUBHi iHTi6iTOpH 3BOPOTHOTO 3ax0rieHHs cepoToHiny (CI33C)), 6ynu
OTIMCaHi BUMTAAKKU PO3BUTKY CEPOTOHIHOBOT'O CUHAPOMY. TakKuM 4MHOM, X04a KOMOiHOBaHe
3aCTOCYBaHHS LIUX IIperaparTiB NPOTUIIOKa3aHe (OuB. po3nin «[IpoTunokasaHHa»), TiKyBaHHS
IIallieHTIB, [ AKUX JIIKyBaHHA fK JIIHE30JIiI0M, TaK i CEpOTOHIHEPIriYHUMY IIperiapaTaMyu Mae
BUpillanbHe 3HaYEHHS, ONMCAHO0 Y po3ini «OcobIuBOCTI 3aCTOCYBaHHS».



3aCTOCyBaHHH y MOENHAHHI 3 HACHYEHUMU TI/IQaMiHOM IIPOOYVKTAMK

Y nauieHTiB, gKi OTPUMYBaH JIiHE30JIi[ Ta TUpaMiH y KinbkocTi MeHIne 100 Mr, He cniocTepiranu
3HAYHOT'0 Ba30MIPEeCOPHOro edekTy. Lle cBiguuTh IPO HEOOXiAHICTh YHUKATH JIHIIE HaAJIUIIKOBOTO
CIIOKVBaHHA IIPOAYKTIB Ta HAIOIB 3 BEJIUKUM BMiCTOM THpaMiHy (a camMe — 3DifIuX CHUDIB,
OPiKIXKOBUX €KCTPAKTiB, HEAUCTUIHOBAHUX aJIKOTOJIbHUX HAIOIB Ta (epMEHTOBaHUX MPOOYKTIB i3
coeBux 0600iB, TaKUX SIK COEBUIL 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). AHarnoriuHo, 1iHe30/i He CIPUYNHAE iHAYKIIi
i3opepmenTiB uToxpoMiB P450 y mypiB. ToMy He 04iKyeThCs BIJIUBY JIIHE30JIiy Ha
(dapMaKOKiHETUKY iHIIKX JTiIKapChKUX 3aco0iB, sfKi MeTabomidyoTbcs CYP450.

Pudammitus.

Brnus pudamMninuHy Ha apMakKOKiHETHKY JIiHEe30J1igy BUBYanu y 16 3MOpOBUX HOPOCIUX
noOPOBOJIBLIIB YOJIOBIYOI CTATi, IKUM BBOAUIM NiHEe30:id (600 Mr aBivui Ha MO0y MPOTATOM

2,5 mHs1), y Kombinatii 3 pudamminuaom (600 Mr oguH pa3 Ha o0y mpoTsaroM 8 OHiB) Ta 6es3.
Pudamninuna 3HMKyBaB Moka3Huku Cmax Ta AUC miHe3ominy B cepemaboMy Ha 21 % (90 %
OI 15, 27) Ta y cepemaboMy Ha 32 % (90 % [II 27, 37) BignoBimHO. MexaHi3M TaKol B3aeMOIil
Ta 11 KJIiHiYHe 3HaYeHHS HeBigoMi.

BapgpapuH.
[Tpu momaBaHHiI BaphapuHy [0 KypCy JiKyBaHHS JIIHE30JIiI0M y PIBHOBaXKHOMY CTaHi CIIoCTepiranu

10 % 38MXKeHHS cepegHbOro MakcuManbHoro MHC nipu omgHOYaCcHOMY 3acTOCyBaHHI, pu npomy AUC
MHC 3nuxyBanack Ha 5 %. [JaHuX PO MaIi€HTIiB, SKi OGHOYACHO OTPHMYyBalIu BaphapuH Ta
JIIHEe30J1i, HeJOCTaTHRO [JI OLIHKY KJIIHIYHOT0 3Ha4eHH, JKII0 BOHO €, [IUX pe3y/bTaTiB.

AnTubioTUKH
AsmpeoHam.

dapmakokiHeTHKa JIiHe30ify abo a3TpeoHaMy He 3MiHIOETHCS IIPU OJHOYACHOMY 3aCTOCYBaHHI X
Ipenaparis.

T'enmamiyuH.

dapmakokiHeTHKa JIiHe30iy ab0 reHTaMilHy He 3MIiHIOETbCS IIPU OJHOYACHOMY 3aCTOCYBaHHI X
IIpernaparis.

TocrnimkeHHs in vitro TPOJEeMOHCTPYBaJId afUTUBHICTL a00 iHAMGbEPEHTHICTL MiXK JTiHE30/IiIoM
Ta BAHKOMIIIMHOM, TeHTaMiIMHOM, pu(daMIIiHOM, iMiTeHeM-IUIaCTaTHHOM, a3TPEOHaMOM,
aMITIIUITIHOM, CTPEIITOMIIIMHOM.

AHTHOKCUOAHTHU

[Tpu omHOYaCHOMY 3aCTOCYBaHHi mpemnaparty 3 BitaminoMm C a6o BiTaminoM E mpoBoguTy KOpPEKIIito



03U JIiHE30JTiny He PEKOMEHAYEThCSI.

Oco06.1ueocmi 3acmocyeaHHs1.
Mienocynpecia

[ToBimoMIsinyu PO BUHUKHEHHS Mi€nocympecil (BK/II0o4alouy aHeMilo, IEMKOIIeHilo,
TIAHIUTOIIEHII0 Ta TPOMOOLUTOIIEHII0) Y MAIliEHTIB Iif Yac 3acTOCyBaHHS JIiHe30miny. Ilicns
BIIMIHU JIIHE30JIiy TIOKa3HUKY 3MiHEHUX [TapaMeTpPiB KPOBi ITIOBEPTAIUCSA [0 3HAYEHD, AKi
CIIOCTepiranaucs [0 MOYaTKy JIiKyBaHHS. IMOBIpHO, 110 PU3UK PO3BUTKY LIUX e(PEKTIB
[IOB’SI3aHMU 3 TPUBAJIICTIO JIIKyBaHHSA. Y IMALli€HTIB JIITHHOTO BiKYy 3aCTOCYBaHHS JIIHE30iAY
MOXKe CYIIPOBOAXKYBaTUCS Oi/lbIll BUCOKUM PU3UKOM BUHUKHEHHS IMAaTONOTiYHUX 3MiH KPOBi
IIOPIBHSHO 3 MOJIOAIUIMMY MaljileHTaMU. Y Ialll€HTiB i3 TAXKKO0I0 HUPKOBOI HEeNOCTaTHICTIO
(He3asiexkHO Biff TOTO, Y MPOXOOATh BOHU MPOLENyPH Aiali3y) MOXKJIUBE MifBUIIEHHS
YaCTOTH PO3BUTKY TpoMOOUUTOMNEHIl. TaKUM YMHOM, PETEeTbHUY MOHITOPHHT (POPMYIHM KPOBi
HeOoOXiHUU y TaKUX IallieHTiB: NallieHTH 3 yXKe iCHYI04Y010 aHEMi€l0, TPaHyIOLUTOIEHI€0
abo TpoMOOIMTOIEHIEI0; MALliEHTH, SIKi OTPUMYIOTh CYIyTHI IIpelapaTy, 30aTHi 3HUXKYBaTH
PiBHi reMor100iHY, 3MEHIITYBaTH KiNTbKiCTh (OPMEHUX €JIEMEHTIB KPOBi a00 HEraTUBHO
BIIJIUBATH Ha KilbKiCTh Yi (PYHKITIOHAIBHY aKTUBHICTh TPOMOOIUTIB; MALliEHTH 3 TSXKKOIO
(GbopMoI0 HUPKOBOI HEJOCTATHOCTI; NAlliEHTH, KYPC JiKyBaHHS SIKUX TpuBae€ Oinbire 10-14
OHiB. 3aCTOCOBYBATH JIiHE30JIiM A JIiKyBaHHS TaKUX IMallieHTiB 6akaHO JIUIIE Y MTOETHAHHI 3
peTenbHUM KOHTPOJIEM PiBHS reMoro0iHy, 3arajbHOTO aHaslily KpoBi Ta, y pasi
MOXKJIUBOCTI, KiJTbKOCTi TPOMOOIIUTIB.

Ko mifg 4ac J1iKyBaHHA JIiHEe30J1iI0M PO3BUBAETHCA 3HAYHA MIEIOCYIIPeCis, JIiKyBaHHS
HeoOXigHO 3YIUHUTH. BUHSITKOM € BUIIAKH, KOJIM ITPOOBXKEHHS JTiKyBaHHS BU3HAHE
a0bCoMI0OTHO HeOOXimHUM. Y TaKUX CUTyalisx HeoOXiIHO MPOBOAUTY PETEIbHUM MOHITOPUHT
ITOKa3HUKIB 3arajJbHOr0 aHalli3y KPOBi Ta BIPOBaAXKyBaTH BifMOBIAHI CTpaTeril JTiKyBaHHS.

Kpim TOro, peKOMEeHI0BaHO LIOTUXKHSA TPOBOLNUTHA MOHITOPUHT ITIOKA3HUKIB 3arajibHOT0 aHasli3y KpoBi
(BKTIOYaouM BU3HAUYEHHS PiBHIB reMoriobiHy, KiTbKOCTi TpPOMOOIUTIB, 3araibHOl KiIbKOCTi
JIEVKOIUTIB Ta PO3TOPHYTOI IEMKOUKUTapHOL (POPMYJIH) y MAlli€HTiB, SKi IPOXOASATH JIIKyBaHHS
JIIHe30J1iI0M, He3aJIe’KHO Bill TI0YaTKOBUX [TI0KA3HUKIB aHasli3y KPOBi.

Y mocnimKeHHSX i3 3aCTOCyBaHHSAM He3apeeCTPOBAHOI0 JIiIKapChKOT0 3aco0y 10 r'yMaHiTapHin
nporpami (compassionate use) y rpymi naiii€HTiB, sKi OTpuMyBaIu JIiHe30i[ IPOTATroM Ginbie 28
OHIB (MakCcuMaibHa peKOMeH0BaHa TPUBAJIICTh JIiKyBaHHS), CIIOCTePiraay MifiBUIIEHHS YaCTOTH
BUHUKHEHHS cepio3Hoi aHeMii. Taki mamieHTu 4yacriie notpedyBanu nepenrBaHHs KpoBi. [Ipo
BUIIQ[IKK aHeMii 3 moTpeboIo y IepeIrBaHHi KPOBi TaK0XK IOBIJOMIISANHN y MiCIsIpEECTPALlinHOMY
nepiopni. Taka aHeMisl yacTillle BUHUKAIA Y MAIi€HTIB, SKi OTPUMYBaIH JIIHE30J1iT IPOTIroM Oibiie
28 mHiB.

TakoK OBIIOMIISITIK NP0 BUMAOKM CAAep0o0IacTHOL aHeMil ¥ MiC/IsIpeeCTpalliiHOMy IIepiofi.
Cepeq BUIIQ[IKiB, Oy AKUX OYB BifOMUY YaC BUHUKHEHHS aHeMii, OilbIIiCcTh Nalli€eHTiB
OTpUMYyBaJsa JliHe3o7ig npoTsarom Oinbie 28 mHiB. ITicns mpunrHEHHS 3aCTOCYBaHHS
JiHe301ify OiIbIIiCTh MallieHTiB IOBHICTIO @00 YaCTKOBO OAYKyBaJid BHACIIIOK IIPOBEIEHHS
nmiKyBaHHSI aHeMil abo HaBiTh 0e3 JIiKyBaHHS.



[Tucbananc noKasHukKie semasbHocmi y KAiHiUHOMY O0CAIONHCEHHI 3 yuacmioo nauieHmis 3 iHpekuiamu
KP0OB0OMOKY, N08’A3AHUMU 3 BUKOPUCMAHHAM Kamemepig ma CNPUYUHeHUMU 2pamMNo3umueHuUMU
36y0HUKaMu

Bigomo, 1110 y XOAi BIIKPUTOr0 OOCTIAXKEHHS 3 Y4acCTIO MMalllEHTIB i3 CepUO3HUMU
BHYTPIIIHbOCYOUHHUMY IHPEKLiIMYU, CHPUYNHEHUMHU BUKOPUCTaHHSAM KaTeTepis.,
CIIOCTepiranay 3pOoCTaHHA JIeTaJIbHOCTL Y TPy ITallieHTiB, IKUM 3aCTOCOBYBaJIU JIIHE30JIi],
MIOPIBHSHO 3 TPyIlaMHU JIiKyBaHHS BAaHKOMIIIMHOM / AUKJIOKCALMIIHOM / OKcauumaiHoM (78 3
363 (21,5 %) mpotu 58 i3 363

(16,0 %)). OcHOBHUM (haKTOPOM BIIIMBY Ha IMOKA3HUK JIETATbHOCTI OyJla HasBHICTh
rPaMIO3UTUBHOI iH(EKIIil Ha TOYaTKOBOMY PiBHi.

[ToKka3HUKY JIEeTAIbHOCTI Y MAIli€HTIB 3 iHPEKLiIMU, CHPUYNHEHUMH BUHSATKOBO
rpaMIO3UTUBHUMU OpraHiaMaM#u, Oynu cX0xXi (mepeBaxHe criBBigHOmeHHS 0,96; 95 %
noBipuuii inTepsan 0,58-1,59), ane y rpyi niKyBaHHS JTiHE30JTiJOM YaCTOTa JIEeTaIbHUX
BUIa[KiB Oyna 3Ha4uHO BUloo (p=0,0162) y manienTiB 3 Oyab-IKUM AOOATKOBUM 30yIHUKOM
abo BifcyTHiCTIO 30yOHUKIB Ha ITOYATKOBOMY DiBHi (mepeBaxHe criBBimHOIEeHHS 2,48; 95 %
noBipuut inTepBan: 1,38-4,46). Haib6inbmui nucbanaHc CIIOCTepiraBcs Mif Yac JiKyBaHHS
Ta IPOTArOM 7 OHIB 3 MOMEHTY BIIMIHU NOCIIIAXYBAaHOTO IIpernapaTy. binbIlmiCTs MalieHTiB y
TPYIi NTiKyBaHHSA IiHE3051in0M, Ha0yu rpaMHeraTUBHI iH(MeKIIil TPoTsAroM OOCITiIXKeHHS Ta
TIOMEPJIM Bif iH(eKIiil, cipuunHEeHUX rpaMHeraTUBHUMY 30yIHUKAMU, Ta Bif MOJIiMiKpOOHUX
indexkii. TakuM YUHOM, IIPU YCKIAAHEHUX iHPEKIiIX MIKIpU Ta M IKUX TKaHWH Y MallieHTiB
3i BCTaHOBJIEHO0 ab0 IMig03PI0BAHOI0 CYIyTHLOIO iH(DEKITi€I0, CIPUUYNHEHOIO
rpaMHeTaTHBHUMU 30yIHUKAMHU, JIIHE30JIif] C/TiJl 3aCTOCOBYBATH JIUIIE y Pa3i BiCyTHOCTI
iHIMX BapiaHTiB nmiKyBaHHS (IuUB. po3fin «Iloka3aHHA»). 3a TaKuX 06CTaBUH HEOOXiAHO
PO3MOYNHATY MTapaieibHe TiKyBaHHS I'PaMHETaTUBHOI iH(EeKIIil.

Iiapes ma koaim, nog’s3aHi i3 3acmocysaHHAM aHmubiomukie

[Ipu 3acTocyBaHHI MalXKe yCiX aHTHOIOTHKIB, BKII0Ya04y JIiHEe30JIil], TOBIHOMIISITIA TIPO
BUHUKHEHHS fiapel Ta KOJITY, ITOB’I3aHUX i3 3aCTOCYBAHHSM aHTUOIOTHKIB, BK/II0UAI0YU
nceBOoMeMOpPaHO3HUM KOJIiT, Ta 0B’ 13any 3 Clostridium difficile giapeto (CDAD), TAXKKiCTb
IIPOSIBIB SKMX MOXKE BapiloBaTH Bif IOMipHOI fiapei g0 KOMiTy 3 JIeTallbHUM Pe3yIbTaTOM.
TakuM 4YMHOM, BaXKJIMBO BPaXOBYBaTU MOXKJIUBICTh LIbOT'0 AiarHO3Y V MAl[l€HTIB, y AKUX IIif
yac abo micns 3acTocyBaHHA JiHE30JIiAy pO3BUBaEThCS fiapes. [Ipy HagIBHOCTI Mifo3pu Ha
Iiapero 4u KOJIiT, TTOB’sI3aHUM i3 3aCTOCYBaHHAM aHTUOIOTHKIB, a00 MiATBEPOXKEHHS 1IbOTO
MiarHO3y HEe0OXigHO MPUMMHUTY IIOTOYHE JIIKyBaHHS aHTHOaKTepiaTbHUMU IIpernapaTaMu
(BK/II0YAKOYH TiHEe30JIiq) Ta HeravHo Po3I0YaTy BiAIOBIAHI TepaleBTUUYHI 3aX0au. Y TaKuUX
CUTYyalliIX MPOTUIIOKa3aHe 3aCTOCYBaHH IIperapariB, AKi IPUTHIYYIOTh II€PUCTaIbTUKY.

Jlakmoauudo3

[Tpu 3acToCyBaHHI JIiHE30JIiQy ITOBIIOMIIAIIXA IIPO PO3BUTOK JIaKTOoAUUAo03y. [lamientaM, y
SIKUX TIiJl YaC 3aCTOCYBaHHA JIiHE30J1ify BUHUKAIOTh CUMIITOMU Ta MPOSBU MeTabO0Ii4HOT0
alxago3y, BKIIIOYAlOYM PEIUANBY0Uy HYOOTy abo O6/moBaHHs, Oinb Y )KUBOTI, HU3bKUHU PiBEHD
6ikapOoHaTiB ab0 rinepBeHTUNALII0, CIIil HEraiHO 3BEPHYTHUCS 3a MEIUYHOI0 IOIIOMOTO0I0. Y
pasi pO3BUTKY MOJIOYHOKHKCIIOTO allufi03y HeOOXiMHO 3BaKUTU KOPUCTD MTOAIbIIOTO
JIIKyBaHHA JIIHE30J1iI0M Ta IIOTEHLIVH] PU3UKMU.



[Tucgynxuisa mimoxoHOpill

Jline3oJ1ig IpUTHiYyEe MiTOXOHAPiaTbHUM CUHTE3 OiNKiB. Y pe3ysbTaTi I[bOTO MPUTHIYEHHS
MOXKYTb PO3BUBATHUCS TaKi M0OiYHI peakilii SK TaKToalUI03, aHEMis Ta HelpoImaTis
(mepudepuyHa Ta 30poBOTo HepBa). Lli sBuia GiybIn MOMKUPEHi IPpKU 3aCTOCYBaHHI
Ipenaparty npoTsaroM 6Oinbiie 28 gHIB.

ITomeHu,itiHi 83aeMo0ii, W0 CNPUYUHAIOMb NiOBUW,EHHA apmepiaabHO20 MUCKY

3a BUHATKOM BUIIaAKiB, KOJIM MOXKJIMBE CIIOCTEPEXKEHH 3a MallieHTaMU CTOCOBHO
MOZKJIUBOTO IIiBUII[eHHS apTepiaJbHOr0 TUCKY, JIIHE30JIi He CJIifl Ipu3HavyaTy IalieHTaM 3
HEKOHTPOJIbOBAHOIO apTepiabHOI0 TinepTeH3ie, PeoXxpoMOLUTOMO, TUPEOTOKCUKO30M
Ta/abo CymyTHIM MPUINOMOM TaKUX THUIIIB JIiKAPCHKUX 3ac00iB IK: IPIMi Ta HepsaMi
CHMIIaTOMIMETHKY (HampHKiaf IceBOoedeaprH), Ba30mpecopu (Hampukiapn eniHeQpuH,
HopemniHedpuH), modamiHepriuyHi 3acobu (Hampukianm qodamid, moOyTaMiH).

CepomoHiHo8ul CUHOPOM

Hapxopmunu CIIOHTaHHI [TOBITOMJIEHHS IIPO PO3BUTOK CEPOTOHIHOBOI'O CUHIPOMY, IIOB'sI3aHOI0
3 OQHOYACHUM 3aCTOCYBaHHAM JIiHE30JIily Ta CEPOTOHIHEPTiYHUX IIperapaTis, BKIII0YA04u
aHTUOEINpPecaHTH (Taki K CeleKTHBHI iHTi6iTOPK 3BOPOTHOTO 3aXOIJIEHHS CEPOTOHIHY
(CI33C)). Takum 9yuHOM, OTHOYACHE 3aCTOCYBaHHS JIIHE30JIioy Ta CEPOTOHIHEPTiYHUX
IpernapariB IpoTunokasaHe (ouB. «[IpoTunokasaHHs»), 38 BUHATKOM BUIIaKiB, KOJIN
3aCTOCYBaHHA SIK JIIHE30JIily, TaK 1 OMHOYACHE 3 HUM 3aCTOCYBaHHS CEPOTOHIHEPTIYHUX
IIpernapaTiB Ma€ BUpilllajibHe 3HaYeHH. Y TaKUX BUNAKaX MallieHT TI0BUHEH 3HaXOOUTUCS
IIif TUJIBHUM HarjsifoM 3 MeTO BUSIBJIEHHS CUMIITOMIB CEPOTOHIHOBOIO CUHIPOMY, TAKUX
K IIOPYIIEHHS KOTHITUBHOI PYHKIIi], TinepIipekcis, rimeppedaekcia Ta IOpyLIeHHST
KOOpAMWHALi1 pyXiB. Y pa3i BUHUKHEHHS TaKUX CUMIITOMIB JIiKap MOBUHEH PO3TIAHYTH
MOZKJIABICTB BIIMIHM TOT'O YM IHIIOTO IIpenaparty. [licig BiIMiHU CEPOTOHIHEPTiYHOTO
IpernapaTy MOXKJINBe BUHUKHEHHS CUMITOMATUKY BiIMIiHU.

ITepugpepuuHa Heliponamisa ma Heliponamis 30p08020 Hepada

[ToBigoMIsIIM PO PO3BUTOK IepudepryHol HelponaTil, a TaKoK HelpoIaTii 30p0BOro HEPBaA
Ta HeBPUT 30POBOr'0 HEePBa, AKi IHOAI IporpecyBaiu 0O BTpaTu 30py Y Mali€HTIB, AKi
OTPUMYBaJIU JIIKYBaHHA JIIHE30J1iM0M. TaKi ITOBIfOMJIEHHS Yy IIePIIly 4epry CTOCYBaJIuCA
NallieHTiB, SIKi OTPUMYBAJH JIiIKyBaHHS NPOTATOM Oinbiie 28 AHIB (MakcHMaabHa
PEKOMeHI0BaHa TPUBAIICTh JIiIKyBaHHS).

YciMm marieHTaM HeoOXiTHO PEKOMEHIYBAaTH MOBIHOMIISITH IIPO CUMIITOMHU TOPYIIEHHS 30Dy,
TakKi K 3MiHU TOCTPOTH 30DPY, 3MiHU KOJTbOPOBOTO CIIPUUHSATTS, HEUITKICTh 30py ab0
BUIAfaHHS YaCTUHU I0JIg 30py. Y MOmiOHMX BUIafKaX PEKOMEHI0BaHO TEPMiHOBO ITPOBECTHU
OTJISIT 3 HAIIpPaBJIeHHSIM [0 0(TaIbMOJIOra, SIKII0 HeoOXimHo. fAKINOo HalieHT npuiiMae
Jlineccy moBIIe peKoMeHOoBaHUX 28 MHiB, HEOOXIMHO PETyISIPHO IepeBipsaTH 3ip.

Y pasi po3BUTKYy nepudepudHoi HerpomnaTili abo HelpomaTil 30poBOro HepBa HEOOXiMHO
3BaXKUTHU KOPUCTH ITOOAIBIIOrO JiKyBaHHS JIIHE30J1iI0M Ta IIOTEHI[IMHI PU3UKU.

MoxkuBe 3pOCTaHHS PU3UKIB PO3BUTKY HEMPOMNATIV IIPX 3aCTOCYBaHHI JIiHE30IiAy A1



JIKyBaHHS TMAIiEHTIB, SKi OTPUMYIOTh ab0 HelloAaBHO OTPUMYBaJIM TEPAIiio
aHTubOaKTepiaIbHUMU IIpernapaTaMy AJis JTiKyBaHHS TyOepKyIbo3y.

Cydomu

[ToBimoMuIsAIY PO BUIIAAKYU CYLOM Y MAI[l€HTIB, AKi OTPUMYyBaJIA Tepallilo JIiHe30J1iI0M. Y
OiMbIIOCTI BUMIAOKIB ITOBIMOMIISITIM TIPO TaKui (aKTOp PU3UKY SK CYIOMHU B aHAMHeE3i.
[TarienTamM HeOOXigHO MOBIHOMIISTH JTiKapiB, SKIO Y HUX PaHillle BUHUKAIIA CYIOMHU.

IH2i6imopu MoHoamiHoKcudasu

Jline3oJin € HeceneKTUBHUM iHTiGiTOpoM MOHOaMiHOKcupaa3u (MAQO) 3BopoTHOI fil. IIpoTe y mo3ax,
SIKi 3aCTOCOBYIOTH [JIs1 aHTHOaKTepiambHOI Tepartii, BiH He IPOSBIIS€ aHTUEIIPeCUBHUM edeKT. Y xomi
IOCTiAKeHb B3a€MOil JTiKapChbKUX IIperapariB Ta AOCTiAKeHb 0e3MeKu JTiHe301iny 0y10 OTpUMaHO
nyKe 00MexKeHY KiTbKiCTh TaHUX NP0 3aCTOCYBaHHS JIiHE30iqy [/ JTiKyBaHHS Ialli€eHTiB 3
OCHOBHHMM 3aXBOPIOBAHHSAMH Ta/ab0 CyIyTHIM IiKyBaHHSIM IIperapaTaMy, IPU SKUX BUHUKAIOTh
TIeBHI PU3UKHY BHACNigOK npurHivenHs MAO. ToMy 3acToCcyBaHHS JIiHE30JTiAY 3a TAKUX 00CTaBUH He
PEeKOMeH/I0BaHe, SIKIIO0 HEMOXKJIMBO IPOBOAUTH PETEJIbHUY HarJsA[ Ta MOHITOPUHT CTaHY IallieHTa
(muB. po3minu «ITpoTunoKa3aHHI» i «B3aeMopmis 3 iHITMMY JTiKapChbKUMK 3aC00aMM Ta iHIII BUOK
B3aEMOMIN»).

3acmocyBaHHA Yy NOEOHAHHI 3 HACUYEHUMU MUPAMIHOM NPOOyKmMamu

[TamienTaMm Clif peKOMEHOyBaTU YHUKATHU CIIOXKMBaHHS BEJIMKOL KiJTbKOCTI IPOXYKTIB,
30araueHux TUpamMiHoM (OuB. Po3min «B3aeMopmis 3 iHIMME JTiKapChKUMU 3aco0aMu Ta iHIi
BUMM B3AEMOMIN»).

TI'inoenikemis

[ToBigOMIEHHS, OTPUMaHI y MiCIgpeeCcTpaliiHul Iepiofd, CBiAYaTh PO BUIaAKH
CHMIITOMATUYHOI TiMorjikeMii mpyu 3aCTOCYBaHHI JTiHE30J1ily, HECEeJIeKTUBHOTO iHTiOiTOPY
MAO 3BOpOTHOI Aii, malfieHTam 3 HyKpoBUM AiabeToM, siKi TpuiMaoTh iHCYIiH a0
IepoparsbHi rimornikeMiudi npenapatu. [Tpuitom meskux iHriditopisB MAO moB’si3aHu 3
TimormikeMiYHUMU eIi30jaMu y XBOPUX Ha IIYKPOBUY OiabeT, siKi OTPUMYIOTh iHCYIiH abo
rinormikeMiyHi 3aco0u. Xo4a IPUYUHHUM 3B’'SI30K MiX TiHE30IigoM i rimormikeMieio He
BCTAHOBJIEHO, MAI[iEHTIB 3 IIYKPOBUM Hia0eTOM CIIifi ToNepeaKaTH IIPO MOTEeHIINHY
rirmorikeMiyHy peaklito IIify 4ac 3aCTOCYBaHHS JIiHE30JIiay.

Y pasi BUHUKHEHHS Tinoriikemil Moxke OyTu MOTPiOHE 3MEHIIIEHHS 03K iHCYIIiHy a00
IIePOPaIbHOTO TIiNOTIIiKeMiYHOTr0 3ac00y Yu MPUNIMHEHHS 3aCTOCYBAHHS IIePOPaIbHOTO
rinornikemiyHoro 3acoby, iHCyminy abo niHe3omigy.

I'inoHampiemis ma/abo cuHOpoM HeadeKeamHoi cekpeuii aHmudiypemuyHo20 20PMOHY
(CHCALT)

Y marieHTiB, Ki OTPUMYBAJIU JIIHE30JIiT Y TIOCTMapKeTUHTOBUY I1epiofl, CIIoCTepiranaucs
BUIIAAKM TiloHaTpieMil Ta/abo CUHAPOMY HeaJeKBaTHOl CeKpellil aHTUAIYPEeTUYHOT 0
TOPMOHY. YV 3a3Ha4eHUX BUIIaAKaX O3HAKU Ta CUMIITOMU BKJIIOYAJIU CIIJIyTaHICTh CBIIOMOCTI,
COHJIUBICTh, 3arajibHy CNabKiCTh, a y TAXKKUX BUIAAKaxX MPU3BOAMUIM 10 AUXaTbHOI
HEe[0CTaTHOCTI i HaBiTh JIETAIbHOTO HACHIAKY. PEKOMEHAYETHCS PErynsipHUYA KOHTPOJIb PiBHSA



HaTpil0 B CUPOBATLi KPOBi y JIOJe! JIITHLOTO BiKY, y IAI[lEHTIB, SKi IPUUMAIOTh AiypPETUKHU, Ta
B iHIIIMX TMAIli€HTIB i3 pu3uKoM rinoHarpiemii Ta/abo CHCA[T mim wac 3aCTOCyBaHHS
JKapChKOT0 3aco0y. K0 3'ABISI0THCS 03HAKK Ta CUMIITOMH TimoHaTpiemii Ta/abo CHCAT,
HeOoOXiIHO IPUNMHUTHU NIPUMOM JIiIKapChKOT0 3ac00y i BXKUTH BiINIOBIIHUX MiATPUMYBaIbHUX 3aXO0[iB.

CynepiHpeKuyis
BrinuB nine3o5igy Ha HOpMaibHY MiKpoghIopy He BUBYAH i Yac KITiHIYHUX BUIPOOYBaHb.

3acTocyBaHHS aHTUOIOTHKIB iHOAI MOXkKe IPU3BOAUTH OO0 HaOMipHOTO POCTY HEUYTIHBUX
oprani3miB. Hanpukmnap, npubnu3no y 3 % MallieHTiB, SKi OTpUMYyBaIu JIiHe30JIiy y
PEKOMEHI0BaHUX [03aX, IIPOTATOM KJTiHIYHUX JOCHIAXKEHb CIIOCTEPIiraai BUHUKHEHHS
KaHJX03Yy, ITOB’I3aHOT0 i3 3aCTOCYBaHHSM IIpernapary. Y pa3i BAHUKHEHHS CyTepiHQeKIlin
I Yac JIiKyBaHHSA CJIi[ BXKMBATY BIATIOBIIHUX 3aXO0MiB.

Ocobaugi epynu nauieHmis

3acTOCOBYBATH JIIHE30JIif A1 JIIKyBaHHA IMALi€HTIB 3 TAXKKO0I HUPKOBOI HENO0CTaTHICTIO
cip 3 00epeXHICTIO Ta UIe V¥ CUTYAllisIX, KoMK 04YiKyBaHa KOPUCTH € OibIIoi0 3a
TeOpeTUYHUM PU3UK (AuB. po3min «Crocib 3aCToCyBaHHS Ta JO3W»).

3aCTOCOBYBaTH JIIHE30JIif A1 JIiIKyBaHHS IMALiEHTIB 3 TAXKKOI0 IIEYiHKOBOI HEJOCTaTHICTIO
PEKOMEHI0BAHO JIUIIIE Y CUTYalligX, KOJIK O4YiKyBaHa KOPUCTE € OilbIIOI0 3a TEOPETUYHUN
pu3uK (OuB. po3Min «Crocid 3acCTOCYyBaHHS Ta [O3U»).

Hemae HeoOximHOCTI B KOpPEKIIil 03U MpelapaTy 3alekHo Bifl CTaTi mallieHTa.
ITopyweHHs pepmuabHOi PYHKUIT

Jline3o7if 3HKMXKYBaB (PEPTUIIBHICTE Ta CIPUYUHSB BiAXUIeHHS MOP(OJIOTiYHUX TTOKa3HUKIB
SKOCTi CTIEpMH ¥ 3MOPOBUX AOPOCIUX CaMIIiB IIyPiB IPU PiBHSIX €KCII03Ullii, MpuOIU3HO
TAKUX, 1110 OUiKyIOThCS v niomel. LIi 3MiHu Manu o00pOoTHUM XapaKTep. MOXKIHBUH BIIJTUB
JIiHe30J1igy Ha PeNPONyKTUBHY (DYHKIIiI0 YOJIOBIKiB HEBiTOMU.

KniniuHi aunpobysaHHs

Beamneka Ta e(peKTHUBHICTD JIiHE30Tioy P 3aCTOCYBaHHi KOr0 MpoTSIroM Oinbiie 28 gHiB HE
BCTaQHOBJIEHI.

Y KOHTPOJIbOBAHUX KIiHIYHUX BUMIPOOYBaHHSX He Opajy y4acTh MallieHTH 3 IPOIeXKHIMU
abo imeMiYHUMU ypaXKeHHSIMHU, TSIKKAMU OMliKaM{ Y¥ TaHTPEeHO0. BigmoBigHo, mocBifg
3aCTOCyBaHHA JIiHE30JIigy [/1s JTiIKyBaHHS TAKUX CTaHIB 00MeXeHUH.

LlonomidcHi peuosuHu

1 M7 po3uuny mictuth 50 Mr (To6T0 15 /300 Mn) rmoko3u. Le ciim BpaxoByBaTH Ipu
JiKyBaHHI MaIlieHTiB i3 IyKpoBUM fiabeToM ab0 iHIIMMU CTaHAMM, TIOB’I3aHUMHU 3
HellepeHOCUMICTIO TII0KO3H.

1 M7 po3uuny TakoX Mictuth 0,48 mr (144 mr/300 mi) HaTpito. BmicT HaTpito crig



BpaxOBYBAaTH MallileHTaM, Kl JOTPUMYIOThCS OIETU 31 3HUKEHUM CII0OKUBAHHAM HATPIIO.

3acmocysaHHA y nepiod sazimHocmi abo 200y8aHHs 2py001o.

3aCTOCyBaHH4 Y Nepiof BariTHOCTI.

IaHi om0 3acToCcyBaHHS JIiHE30JIily BariTHUM XKiHKaM o0MexeHi. Pe3ynbTaTul HOCTiIXKEHb Ha
TBapUHaX IIPOIeMOHCTPYBaIi HaIBHICTh PENIPOAYKTUBHOI TOKCUYHOCTI. ICHY€ MOTEHUINHNUN PU3UK
o1 mofuHu. JIiHecCy He CIif 3aCTOCOBYBaTH y Iepiof BariTHOCTI, OKpPiM BUIIA[KiB, KOJIU O4iKyBaHa
KODPUCTB IIepeBUILyE TOTEHI[INHUN PUIUK.

3aCTOCYBaHHA V Iepiod TOOYBaHHSA TPYIIIO.

Pe3ynbpTaTi gOCIigXKeHb HAa TBAPUHAX IIOKA3aJIH, IO JIIHE30JTig Ta Horo MeTa0oIiTH MOXKYTh
IIPOHUKATH Y TPygHe MoaoK0. OTKe, CIIifl MPUIUHUTH TOOYBAHHS TPYOII0 IPOTSITOM 3aCTOCYBAHHS
mpernapary.

30amHicmb 8nausamu Ha weudKicmb peakuii npu KkepysaHHi aamompaHcnopmom abo
pobomi 3 IHWUMU MexaHiamamu.

Heo06xifHo momepenkaTy MallieHTiB IIPO0 MOXKJIMBICTh PO3BUTKY 3allaMOpO4YeHHS abo
CHMIITOMIB IIOPYIIIEHHS 30pY (OuB. po3min «OcobIuBOCTi 3acTOCyBaHHS» Ta «I[106GiuHi
peaxtiii») mig yac npuiioMy J1iHe30JIiAy Ta peKOMEHyBaTH iM He KepyBaTh aBToOMoOineM i He
[IpalloBaTH 3 IHIIMMU MeXaHi3MaMU y pa3i BUHUKHEHHS Ha3BaHUX CUMIITOMIB.

Cnocid 3acmocyeaHHs1 ma 0o3u.

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

PexomeHpatii 1oqo TpUBanoCTi Tepartii, SKi HaBefleHO HUXK4Ye, OyIu 3aCTOCOBaHI y KITiHIYHUX
mocrimKkeHHSX. [I715 qesiKuX BUMIB iH(MeK1i Moxke OyTH JopeyHa KOPOTIla TPHBAIiCTh TiKyBaHHS,
arne 1e He 0ys10 OI[iHEHO Yy K/TIHIYHUX AOCTiAKEHHSX.

MakcruMasbHa TPUBAJICTh JTiKyBaHHA - 28 gHiB. be3neka Ta e(eKTUBHICTb 3aCTOCYBaHHS JIIHE30IAY
nogire 28 nHiB He Oy/Iu BUBYEHI.

He moTpi6He mifBuIlleHHS peKOMEHI0OBaHUX 103 a00 TPXUBAJOCTi JIiKyBaHHA y BUIIaiKax iHGEKIIiH, AKi
CYTIPOBOMXKYIOThCS GaKTepieMi€ro.

[MauieHTH, NMiKyBaHHS SAKUX 0yJI0O PO3M0OYATO 3 MpU3HaueHHs JIiHeCCH y BUTTISIAI BHYTPIITHhOBEHHUX
inQys3ii1, MoxyTh OyTH IIepeBefeHi Ha TiKyBaHHS JIiHe30/iny ¥ GopMi [A7id IepopanbHOTro
3aCTOCyBaHHS. Y TakoMy pa3i migbip mo3u He MOTpibHUM, OCKinbKY 610MOCTYIHICTE iHE30/iAy Ipu
IIPUNOMI BHYTPIIIHBO CTaHOBUTH Manxke 100 %.



PexoMenpatiii o710 [O3yBaHHS BiATIOBIIHO OO MOKa3aHb HaBeeHO B TaONUIl HUKYE.

[]03a Ta cnocib 3aCTOCyBaHHS

- PekoMeHO0oBaHa
[ManieHTy QUTSIYO0ro .
ot . . TPUBAIICTh
[loka3aHHs BiKy' (Bim HapomkeHHs |[lopocii Ta [iTu : i6
(Bikom Bim 12 poKiB) PLKYBaHES (Al
o . [IOCIIiNb)
11 pokiB)
Ho3okoMianbHa IHEBMOHISA
HerocmiTanbHa IHEBMOHIis 10 Mr/xr 600 Mr
(30kpeMa dhopmu, 1110 . BHYTPIiIIHbOBEHHO ab0
BHYTPIIIHHOBEHHO a0 £ :
CYIIPOBOIXYIOTECS s . nepopanbHO’ KoxkHi  [10-14
. [epopanabHO’ KOXKHi 8
OakTepieMicro) 12 rogun

— TONUH
YcknapHeHi iHeKIIil

[Kip# Ta 1l CTPYKTYP
[HdeKIil, CIpuYrHEH]
Fnterococcus faecium, 10 Mr/xr 600 MT
PE3UCTEHTHUMHU [0

BaHKOMIIIMHY, 30KpeMa
indexkiril, AKi
CYIIPOBOIXKYIOThCS
OakTepieMicio

BHYTPIiIIHbOBEHHO a00 [BHYTPilIHEOBEHHO abo|l14-28
epopasibHO' KOXKHi 8 [mepopanbHo’ KoxHi
TOMUH 12 rogun

[liT; BIKOM MeHIIIe

5 pokiB: 10 Mr/kr
MepopajbHO' KOXKHI
HeycknapgHeHi iH(eKIIil 8 roguH.

[IKip# Ta 1l CTPYKTYP [TiTH BiKOM

5-11 pokiB: 10 Mr/&T
[epopaIbHO’ KOXKHi
12 rogun

[Topocmi: 400 Mr
[epopaIbHO’ KOXKHi
12 rogux.

TiTy BiKOM Bif 10-14
12 poxkis: 600 mr
MepopajbHO' KOXKHI
12 rogun

T HoBoHapoaKeHi <7 gHiB. BinbLIicTh HEJOHOLIEHNX HOBOHAPOIXKEHUX Y Billi < 7 OHIB (< 34
TUKHIB TecTallil) MaloTh HUXKYi TOKa3HUKYU CUCTEMHOTO0 KJIipEHCY JIiHe30/Tigy Ta BUII TOKa3HUKU
AUC, HiX 6inbIIiCcTh JOHOLIEHUX HOBOHAPOMXKEHUX i miTel o 1 poky. JIikyBaHHS TaKUX
HOBOHAPOAXKEHUX CITif po3no4yuHaTH 3 0o3u 10 mMr/Kr KoxHi 12 roguH. [I719 HOBOHAPOOXKEHUX i3
He[0CTaTHHOIO KITIHIYHOO BiAIIOBIAI0 Ha IpernapaT MOXHa PO3TJISHYTU MOXKJIUBICTh 3aCTOCYBaHHSA
no3u 10 Mr/Kr KoxHi 8 roguH. Yci nauieHTy BiKOM [0 7 OHIB IIOBUHHI oTpuMyBaTU 103y 10 Mr/Kr
KOXKHi 8 rogu.

¥ 3acToCOoByBaTH IIpenapar B iHIIIK JTiKapChKii (GOPMi 3 MOKIMBICTIO BiATIOBIIHOTO NO3yBaHHS.
Bkasigku u,000 3aCmMoCyB8aHHA.

He BUKOPHCTOBYBATH, SIKIII0 T€PMETHUYHICTD IOPYyIIeHa abo BMICT (hy1aKkoHA HEITPO30PHH.
HeBukopucTaHui TiKapChKui 3acio, 110 3a/IMIIAEThCs, HEOOXiTHO 3HUIIUTH.

BryTtpimubroBeHHa iHQY3isa 3miicHI0ETECSA TpoTaroM 30-120 xBunuH. He MoxkHa 3’egHyBaTH iHDY3iMHI
nakeTy nocnainoHo! He ciif momaBaTy iHII IIperapaTy [0 LbOI0 PO3YUHY.

[Tpu omHOYaCHOMY BBeeHHi mpenaparty JliHecca {5l BHYTPIllTHbOBEHHUX iH €KIiN 3 iHIIKUM 3aco60oM



KOXKEH IIpernaparT CJIifi BBOOUTH OKPEMO, BilTOBIAHO 10 PEKOMEHIOBAHOI N031 i ClIoco0y
3aCTOCYBaHHS KOXKHOTO JTIKapChKOT0o 3acoly.

[Tpu BUKOpHCTaHHI OfIHi€l BHYTPIIIHLOBEHHOI CUCTEMHU [JIS TOCIiIOBHOTO BBEIeHHS IEKiTbKOX
IpenapariB L}0 CUCTeMy [0 i Iicisg BBejeHHS IIpenapaTy [jisd BHYTPIITHbOBEHHUX iH'€KIIiN CIif
IPOMUTH iHGY3IMHUM PO3UYMHOM, CYMICHUM 3 IpenapaToM JliHecca Ta 3 iHIIMM IIpelapaToM, IKUAu
BBOLIUTHCS YEPE3 II0 CUCTEMY.

CywMmicHi po3unHu On4 iHGy3i: 0,9 % po3yuH HATPiI0 XITOPUAY A iH'€KLil, 5 % pO3UrnH
OEeKCTPO3H A iH €KILii, pO34YUH PiHrepa nakTaTHUM OIS iH €KIIi.

OCHOBHI BUITaJK HECYMiCHOCTI

Bunukana isnyHa HECYMiCHICTh, KOJIM JIIHE30JIif] 711 BHYTPIITHbOBEHHUX 1H'€K1Iill BBOOWIN Yepes3

Y-noniGHuUit 3’€eMHYBay pa30M 3 TaKUMHU IIpenapaTaMu: aM(OTepULKH B, XxjoprnpomMasuny
rigpoxyiopup, miasernaM, IeHTaMiguHY i30TiOHAT, €PUTPOMIIIMHY TaKTOGiOHAT, PeHiTOiH HATpIIO i
TPUMETONIPUM / CyNbhaMeToKCca30i. Kpim Toro, miHe30i Ay BHYTPIIIHEOBEHHUX iH'€KIIii OyB
XiMiYHO HeCYMiCHUM 3 IeTPiaKCOHOM HaTpiio0.

3acmocysaHHA nayieHmam AimHb020 BiKY. HeMae moTpebu y KOPeKIiii 103u.

3acmocysaHHA nayieHmam i3 Hupkosoiw Hedocmamuicmio. HeMae moTpe6u B KOpPEKIIil JO3H.
Ockinpku npu6nu3Ho 30 % Ho3u BUBOOUTHCS IIPOTSITOM TPUTOAUHHOTO CEaHCY reMOofiai3y,
PO3MoYaTOro yepe3 3 TOOWHM IiC/ig BBENEHHS Mpenaparty, MallieHTaM, SKi OTpUuMyBasu IofioHe
JIiKyBaHHS, JIIHE30JIif C/Iifg IpU3HadaTH Mic/id reMofianisy (guB. po3nin «PapMaKoJIOTiuHi
BITacTUBOCTi. PapMaKOKiHETHKa»).

3acmocysaHHA nauieHmam i3 neviHkosow Hedocmamuicmio. Hemae notpedu y Kopekiii [0o3u (OuB.
po3min «®apmakosoriuyfi BmacTuBocTi. PapMakoOKiHETHKA»).

Himu.
3aCTOCOBYBATH 3 MEPIIUX OHIB KUTTS.

Y 0imet sikom 8i0 1 muocHA 0o 12 pokie mpu3HaUYeHHA IpemnapaTy y £o3i 10 Mr/Kr KoxHi 8 rogus
IIONIeHHO 3a0e3meyye eKCII03ullilo, IKa HabIuKaeThCs N0 TaKOi, 10 JOCATAETLCA Y TOPOCINX IIPU
Ipu3HadeHHi mpenaparty B 1o3i 600 mMr gBiui Ha go0y.

Y HosoHapoOaceHux 8ikom 00 1 mudcHA CUCTEMHUY KIIipEHC JIiHe3071iay (3 po3paxyHKy Ha 1 KT Macu
Tijla) MBUOKO 3POCTA€ NMPOTATOM IIEPIIOro TUXKHS KUTTSA. TaKUM YMHOM, Y HOBOHAPO[XKEHMX, IKi
OTPUMYIOTE IIpemnapar y f03i 10 Mr/Kr KoXHi 8 roguH mono00Bo, CriocTepiraeThCs OiNbII BUCOKA
CHACTEMHAa eKCII03Ullid IIpemnapaTy y Ieplliuil AeHb [ic/is HapoaxKeHHs. [IpoTe He 04iKyeThCa
HagMipHOI KyMyJIAlil IpenapaTy B OpraHi3Mi Ipu TaKOMY AO3yBaHHI IPOTATOM IEPIIOT0 THKHS
JKUTTS HEMOBJIATHU (BHACIIIAOK LIBUAKO 3POCTA0YOro0 KIIipeHCy IIpernapaTy IPOTSATrOM MepIiuX 7 OHIB
XKUTTSA) (HuB. po3min «Crocib 3acTOCyBaHHS Ta JO3U»).

Y 0imeti gikom 8i0 12 do 17 pokie papMaKoKiHeTHKa JIiHe30imy mogibHa 10 TaKol Y JOPOCIIUX IIPH
3aCTOCYyBaHHI npemnapaTty y fo3i 600 mr. TakuM 4MHOM, y HMiIJITKIB, SKi OTPUMYIOTh IIpenapar y H03i
600 Mr koxkHi 12 roguH mogeHHo, 6yme crocTepiraTucs Taka XK caMa eKCIIO3Hlid, K i y JopocIux
IAli€HTIB IPU IPUUOMI IpeapaTty B Till camiil fO3i.



Ilepedo3yeanHns.
CroenuiyHOr0 aHTUAOTY HEMAE.
He Oymo 3apeecTpoBaHO BUIAQMIKiB Tepeqo3yBaHHS.

Y pasi nepemo3yBaHHS IT0OKa3aHe CUMIITOMATHAYHE JIiIKyBaHHS 3 TPOBEOEHHAM 3aXO0[IiB II0[0
iATPUMKH PiBHS Kny0oukoBoi ¢inmbrparii. [Tpubnusno 30 % mpuUUHSTOI [03U IperapaTy BUBOTUTHCS
IIPOTArOM 3 TOOUH IeMofiasi3y, aje HeMa€e faHuX LIO0A0 BUBEIEeHHS JIiHe30/Iiay i Yac IpoLenyp
IIepUTOHEeaIbHOTO fianizy abo remonepdyaii. [IBa MepBUHHUX MeTabO0IiTH JTiHE30JTiAy TaK0XK
BUBOISATHCS LIJIAXOM IeMOfianiay.

ITob6iyHi peakuii.

3a3HaueHa iH(popMalisd I'PYHTYEThCA Ha JaHUX, OTPUMaHUX y XOfi KJIiHIYHUX OOCIiAXKEeHb, Mif 9ac
akux 6inpe 2000 gopocnux NalieHTiB OTPUMyBad PEKOMEH0BaHi N03H JIiHe30Iily ITPOTIroM
nepiony mo 28 pHiB.

Harttuacrime moBigomnsinu npo miapeto (8,4 %), ronoHuu 6inb (6,5 %), HymoTy (6,3 %) Ta OmM0BaHHS
(4,0 %).

Haiiuacrimumy no0iYHUMY peakIisiMy, SIKi IPU3BOAUIIY OO0 BifMiHU Npenapaty, Oy ronoBHUM Oifb,
miapesi, HygoTa Ta GmoBanHs. [Ipu6nu3no 3 % mallieHTiB IPUIUHUIY JTIKYBaHHS Yepe3 PO3BUTOK
3YMOBJIEHUX ITPeapaToM MO0iYHUX peakKIlii.

[To6iuHi peaxiiil, mpo sIKi MOBiMOMIISANIYN IiC/IsT BUXOAY MIpenapaTy Ha PUHOK, BKITIOYEHI 0 TIepetiky
HUXYe i3 3a3HaYeHHSIM YaCTOTU BUHUKHEHHS K «4acTOTa HeBioMa», OCKIJIbKY 4acCTOTY
BUHVKHEHHSI HE MOXKHa BCTAHOBUTHY 3a HAsIBHUMHU JaHUMU.

[To6iyHi peaxkirii, IPO K1 IIOBIIOMIIAIX IPOTATOM JIIKyBaHHSI, HaBEeHO HUXYe 3a TaKOI
Klacudikalliero 4acToTu: gyxe 49acTo (= 1/10); gacrto (Big = 1/100 go < 1/10); HeuyacTo (Bix
= 1/1000 mo < 1/100); pigko (Big = 1/10000 mo < 1/1000); myxke pigko (<1/10000); yacToTa
HeBiloMa - He MOXKHa BCTaHOBUTU YaCTOTYy 3a HagBHUMU JaHUMU.

IH¢hexuii ma iHea3ii: 4aCcTo - KaHAUO03, OPaJIbHUM KaHIKUI03, BariHaIbHUN KaHOUI03,
rpubKoBi iH(EKIIi]; HeyacTo - BariHiT; pigKo - aHTUOI0TUKACOIIifi0BaHi KOIiTH, BK/IIOYal0Yn
nceBOoMeMOpPaHO3HUM KOJIT*,

3 6oky cucmemu Kposi ma AimpamuyuHoi cucmemu: 9acTo - aHeMig*' ; HedacTo -
JIeUKOIeHisT*, HEUTPOIIeHis, TPOMOOIIUTOeHiT*, €03uHOMINis; PiIKO - MaHIUTONEHiT*;
YyacTOTa HeBigoMa - Mienmocynpecis*, cugepobnacTHa aHeMis*,

3 6oky iMyHHOI cucmemu: 4aCTOTa HeBimoMa - aHadinakcis.

3 6oky memaboai3My ma xapuyeaHHs: HEYACTO - TIIOHATPIEMIis; YacTOTa HEBimOMa -
JIaKTOAlu[03*.

3 60Ky ncuxiku: 4acTo - 6€3COHHS.



Hespoo2iyHi po3snadu: 4acTo - TOIOBHUY 0iflb, IepBepCii cMaKy (MeTasiyHul IpHCMaK),
3aIllaMOpPOYEHHS; HeYacCTo - CyoMu*, rinecresis, napecresis; 4acToTa HeBigoMa -
CEPOTOHIHOBUU CUHAPOM**, mepudepnyHa HeUpOmaTisa*.

3 60Ky opeaHis 30py: HEYACTO - 3aTyMaHEeHHs 30py*; pimko - medekT momus 30py*; YacToTa
HeBiloMa - 30pOBa HeupomnaTisa*, HeBPUT 30POBOT0 HepBa*, BTpaTa 30py*, 3MiHa 30P0OBOT0
BiqUyTTs*, 3MiHa COIPUUHATTS KOJIbOPY™.

3 60Ky opaaHis cayxy ma pisHosa2u: He4YacCTo - [A3BiH y ByXaX.
3 60Ky cepus: HEYaCTO - aPUTMis (TaxiKapmis).

3 60Ky cyOuH: 4acTo - apTepianbHa TilepTeHsis; HedyacTo - TPAaH3UTOPHA imeMiuHa aTaka, Gieoirt,
TpomMOodIediT.

3 60Ky WAYHKOBO-KUWKOB020 MPAKMY: 4acTo - fiapes, HymoTa, OJIF0BaHHS, IOKAIbHUN abo0
reHepaJidoBaHui 0ilb y KUBOTI, 3a10p, AUCIEICis; He4acCTo - TaHKPEaTUT, TaCTPUT, 3AYTTI KUBOTA,
CYXiCTb Y POTi, TJIOCUT, YacTi pigKi BUTOPOXKHEHHS, CTOMATUT, po3j1agyu abo 3MiHa KOIbOPY S3UKa;
pinko - 3HeOapBIeHHS TOBEPXHI 3y06iB.

3 60Ky eenamobiasiapHoi cucmemu: 4acTo - BiXUJIeHHS Biff HOPM IIOKa3HHUKIB
GyHKITIOHaTbHUX TTeYiHKOBUX P00, 30inbimenHs piBHiB AJIT, ACT abo nyxHoi pochaTasy;
HEeYacCTo - IiABUIIEHHS 3arajbHOTro 6inmipy0iny.

3 6oky wKipu ma nidwkKipHOi KAIMKOBUHU: 4acTo - CBepOixkK, BUCHII; HEYACTO - KPOIIUB' THKA,
IepMaTUT, HaAMipHe IIOTOBUMINIEHHS; YacTOTa HeBigoMa - Oy/Ib03Hi ypakeHHs MIKipH, Taki
aK cuHapoM CriBeHca-[[2KOHCOHA Ta TOKCUYHUM emifepMasbHU HEKPOJIi3, aHTioegeMa,
aJiomnelnis.

3 60Ky HUPOK i ceuosudinbHOi cucmemu: 4acCTO - MiABUIIEHHS a30Ty CEYOBUHU KPOBI;
HEeYacCTO - HUPKOBA HEOCTaTHICTh, MiABUILIEHHSA KPeaTHUHIHY, [TOJIiypid.

3 60Ky penpodyKkmueHoi cucmemMu ma MO/0YHUX 3d/103: HEYACTO - ByJIbBOBATiHAIbHI
TIOPYIIEHHS.

3azanvHi po3nadu ma nopyweHHs y micui eee0eHHsA: 4acCTO - TapsgdKa, JT0Kasi30BaHUi Oifb;
HeYacTo - 03H00, BToMa, 0inb y MicIri iH’eKiril, crpara.

IlocnidaceHHsA. bioximisd: 4acTo - MigBUINIEHHS JaKTaTOerigporeHasu, KpeaTUHIHKIHA3H,
JIirTa3u, aminasu abo IOCTIIPAHMiaIbHOTO (He HaTIle) PiBHS III0K03H, 3HUKEHHS 3arajibHOTo
Oinka, amb0OyMiHY, HATpPil0 Ta KasbIlilo, MigBUIIeHHS a00 3HUKEHHS Kaliio abo OikapOoHaTy;
HeYacTo - IiABUIEHHS HATPilo ab0 Kasblliio, 3HUKEHHS TTI0K03U 6e3 roJIofyBaHHS,
iTBUINIEHHS a00 3HUKEHHS XJTOPHUiB.

[emaTosIOrisi: YaCTO - MiIBUINIEHHS KiMTbKOCTI HEUTPOodiniB ab0 e03uHODiNiB, 3HNUKEHHS
reMorjio6iHy, TeMaTOKPUTY ab0 KiTbKOCTi epUTPOIIUTIB, MiABUIIEHHS a0 3HUXKEHHS
KiTbKOCTi TpOMOOIMTIB ab0 JIEUKOIUTIB; HEYACTO - MiIBUINEHHS KiTbKOCTI PETUKYJIOLHUTIB,
3HUKEHHS KiJIbKOCTi HeUTpoQiiB.

*ITuB. po3nin «OcoOIUBOCTI 3aCTOCYBaHHS».



**[TuB. po3minu «IIpoTunoka3aHHsI» i «B3aemomis 3 iHIMMMY JTiKapCbKUMU 3aco0aMM Ta iHII BUOK
B3aEMOJIIM».

" € mawi, 110 il Yac KOHTPOJILOBAHKX KIIIHIYHKX HOCTIIXKEHb, B IKUX JIIHEe30JIi[
3aCTOCOBYBaJIHU y nepiog mo 28 nHiB, v 2,0 % malieHTiB Bif3Havyasnacs aHeMid. Y mporpami i3
3aCTOCYBaHHSM He3apeeCTPOBAHOI0 JIiIKapChKOTo 3aco0y 10 ryMaHiTapHiy mporpami
(compassionate use) 3 y4acTio HaI[i€eHTiB 3 iH(EKITisIMH, 110 3aTPOKYIOTh KUTTIO, TA CYIyTHIMH
3aXBOPIOBAHHSMH, BiICOTOK IAIli€HTIB, y SKUX BUHUKIIA aHEMIS MiCId IPUUOMY JIiHE30JIiAy NPOTIroM
< 28 gHis, ctraHoBuB 2,5 % (33 3 1326) nopiBasano 3 12,3 % (53 3 430), AKi nikyBanucsg > 28 [HiB.
CriBBimHOIIEHHS 3a(ikCOBaHMX BUMAIKIB TSIXKKOI aHEMIl, CIPUUYMHEHOI 3aCTOCYBAHHSIM JIiIKapChKOT0
3aco0y, 1o noTpebyBaso nepeauBaHHs KPoBi, cTaHoBUII0 9 % (3 3 33) y mallieHTiB, SKi JTiKyBamucs
npoTaroMm < 28 gHiB, Ta 15 % (8 3 53) y TuUX, XTO IiKyBaBCS MPOTIroM > 28 [HIB.

[To6iuHi peaxiiii, MoB’s3aHi i3 3acTOCyBaHHSAM JIiHE301iAy, SIKi Oy/TK OLiHEHI B PiIKUX BUNAgKaX SIK
peaxIii TSKKOTo CTyIeHs: JI0Kali3oBaHuM a0moMiHanbHUM 6inb, TPAH3UTOPHUY iMIeMiYHKY Hama[ Ta
apTepiasnbHa TinepTeHsis.

Y nocTMapKeTUHTOBUY IIePiof] MOBIJOMIISIN IIPO BUIIaAKKU CUMITOMATUYHOI TiMOTJIiKeMil Ipu
3aCTOCYBaHHI JIiHe307iy, HeceneKTUBHOTO iHribiTopy MAO 3BOpOTHOI Ail, mallieHTaM 3 IyKPOBUM
niaberoM, sIKi IpuMMalOTh iHCYJIiH a00 MepopasibHi rimornikeMiuHi npenapaTu. [IpuiioM gesiKux
inribitopis MAO moB’g3aHui 3 TIMOT/TIKEMiYHUMY €I1i30jaM{ y XBOPUX Ha I[yKpPoBUil fmiabeT, AKi
OTPUMYIOTH iHCYMiH abo rimoriikemiuni 3acobu.

Y nanieHTiB, Ki OTPUMYyBaJIH JIiHE30JIi Y TOCTMAapKEeTUHT OBUY TIEPiOf, CIIOCTepiraaucs BUIAOKU
rinonartpieMii Ta/abo CHHOPOMY HeafleKBaTHOI CEKpellii aHTUAIypeTUYHOTO TOPMOHY. Y 3a3HaYeHUX
BUITQIKaX O3HAKM Ta CHMIITOMH BKJIIOYAJH CINTyTaHICTh CBiTOMOCTi, COHJIUBICTb, 3arabHy CJIa0KiCTh,
a y TSIKKHUX BUMaAgKax MPU3BOAUIN A0 JUXaTIbHOl HEIOCTATHOCTI i HaBiTh 10 JI€TAIBHOT0 HACIIOKY.

[ToBigomieHHs po_mo6ivyHi peakirii

[ToBimomneHHs mpo mobiuHi peakiril micis peecTpatiii TikapchbKoro 3aco0y Ma€ BaXK/IuBe 3HAYEHHS.
Ile nae 3MOry IIPOBOAUTYU MOHITOPUHT CIIIBBiIHOIIEHHS KOPUCTH / PU3UK IIPU 3aCTOCYBaHHI IIbOTO
JiKapchbKoro 3aco0y. MeguyHuM Ta ¢apMalleBTUUHUM IIpalliBHUKaM, a TaK0oX IalieHTaMm abo ix
3aKOHHUM IIpe[CTaBHUKAM CJIif] IOBIJOMJISITH IIPO YCi BUMTAAKU Mif03PI0BaHUX MOOIYHMX Peakllii Ta
BificyTHOCTi e(heKTHUBHOCTI JTiKapchKOTO 3aco0y Yyepe3 ABTOMaTH30BaHy iHpopMalliiiHy cucteMy 3
(dbapMakoHarisAgy 3a MocuiaHHAM: https://aisf.dec.gov.ua.

Tepmin npudamHuocmi. 2 POKH.

YmoBH 30epiranssi.
30epiraTtu B OpuriHaabHiY yIaKOBIi IpU TeMIepaTypi He Buile 25 °C.
30epiratu B HEOOCTYIIHOMY IJISI OiTEW MiCIIi.

HeBukopucTanui TiKapchKui 3acio, 1110 3a/IUIIaeThCsl, HEOOXiMHO 3HUIIUTH.
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YnaxoBka.

ITo 300 mn y koHTet#Hepi. [To 1 KOHTe#HEePY B KOPOOIIi.

Kareropis Bigmycky. 3a pelenTom.

BupoOHHUK.

€Bponaii¢p Xentkeap [1BT. JITH.

Micue3HaxoaKeHHsI BHPOOHHKA Ta afpeca MicCIsi IPOBaIKeHHs HOro JisIbHOCTI.

Xampa Ne 520, bxarsaunyp, Pypki, Xapigsap, YTrapakxaup, [Hais.

3asiIBHHUK.

Ananta Mepikeap JITa.

Micne3HaxomKeHHS 3asiBHHKA.

Crior 1, 2 Creumn Kopt, Imnepian Bapd, Tayumen Poan, ®ynxam, JloumoH, Benuka bpurtawnis.



