Ckian

Oitoua peuyosuHa: linezolid;
1 M1 pO34YUHY MICTUTH JIIHE30JIiay 2 MT;

OONOMIJNCHI peyo8uHU: HaTPilo UTpaT, KUCI0Ta IMMOHHA 0e3BOAHA, III0KO3U
MOHOTIgpaT, Bofga OJisd iH’ €KIiN.

JIikapcbKa ¢dpopMma

Po3uun gns indy3ii.

OcHoBHI (i3uKko-xiMmiuHi 81acmu8ocmi: mpo3opa 6e3b0apBHa ab0 KOBTYBaTOr0 KOILOPY
piovHa.

®apMaKoTepaneBTUYHA Irpymna

AnTubGaKkTepianbHi 3aco0U 5T CHCTEMHOTO 3aCTOCYBaHHS.

Kopg ATX JO1X XO08.
®dapMaKoJI0riuHi BJIaCTUBOCTI

dapmakoduHamika.
3aranbHi XapaKTePUCTUKHU.

JliHe3o07ig - CHHTEeTUYHNM aHTUOaKTepialbHUU Ipemnapar, 110 HalleXXUTh IO HOBOTO
KJIaCy aHTUMIiKPOOHUX 3aCc00iB - OKCa30IiAUHOHIB. BiH BUSIBJIsSIE aKTUBHICTB in Vitro
MIPOTHU aepoOHUX I'PaMIIO3UTUBHUX OaKTepili Ta aHaepOoOHUX MiKpOOpraHi3Mis.
Jline3osig BUOipKOBO NPUTHIYY€E CUHTE3 OiNKiB OaKTepiil yepe3 yHiIKaJIbHUN MeXaHi3M
mii. Bin 6e3mocepenHbo 3B’ A3YEThCA i3 pubocoMamu OakTepitt (23S 3 50S cyboauHUIIb)
Ta IMepPelIKoaKae YTBOPEHHIO QYyHKIIIOHAIbHOTO iHil[if0r04oro Kkommiekcy 70S
(BaKJIMBOTO KOMIIOHEHTA IPOLIECY TPAHCIIALl).

[TomupeHicTh HabOyTOI PE3UCTEHTHOCTI MOXKe 3MiHIOBaTUCS reorpadiyHo Ta y 4aci ans
OKpeMUX BUMiB, TOMY 6akaHO CIIMPAaTHUCS Ha MiclieBy iH(popMallito CTOCOBHO
PE3UCTEeHTHOCTI MiKpOoOpraHi3aMiB, 0COOJIMBO IIPU ITiKyBaHHI TSIXKKUX iHdeKIrii. Y pazi
HeoOXiTHOCTi, KON PiBeHb MOIINPEHOCTiI Pe3UCTEeHTHOCTI MiKpoopraHiaMiB Ha
MiClIeBOMY PiBHi € TaKHUM, IIJ0 KOPUCTh Bifl 3aCTOCYBaHHS JIIKapChKOT0 3aco0y,
MIPHUHAWMHI 10 BiIHOIIIEHHIO [0 OesIKNX BHUOIB iH(MeKIIil!i, BUKJIMKA€E CYMHIBH, CIIif
3BEPHYTUCSA 3a KOHCYJIbTALIEI0 OO eKCIlepTa.



YyTnusi MIiKpOOpraHi3aMu

'pammo3uTuBHi aepoOHi MikpoopraHi3amu: Enterococcus faecalis, Enterococcus
faecium*, Staphylococcus aureus*, Koaryia3oHeraTuBHi cTadiioKOKHu, Streptococcus
agalactiae*, Streptococcus pneumoniae*, Streptococcus pyogenes*, Group C
streptococci, Group G streptococci.

['pammnio3uTuBHiI aHaepoOHi Mikpooprauidmu: Clostridium perfringens,
Peptostreptococcus anaerobius, Peptostreptococcus species.

Pe3ucrenTHi mikpooprauiamu: Haemophilus influenza, Moraxella catarrhalis,
Neisseria species, Enterobacteriaceae, Pseudomonas species.

* KniniuHa epeKTUBHICTD OyJia MPOAeMOHCTPOBaHa IOJisi YyT/JIUBHUX IIITaMiB 3TigHO 3
3aTBepPAKEHUMHU MOKa3aHHSIMHU.

Xodya JIiHEe30JIi IeMOHCTPYE OesKy aKTUBHICTSH in vitro npotu Legionella, Chlamydia
pneumoniae Ta Mycoplasma pneumoniae, HeHOCTaTHBO OAHUX OIS HiATBEPOXKEHHS
KJIiHiYHOl e()eKTUBHOCTI B [IUX BUMIaJKax.

IlepexpecHa pe3nuCTEHTHICTD

MexaHi3M fil JliHe30iAy BiApi3HAETHCS Bif TaKOro iHIINX KJjlaciB aHTUOIOTUKIB.
HocnigKeHHS KIiHIYHUX IITaMiB (METHUIIMIIHPE3UCTEHTHUX CTadi/IOKOKIB,
BaHKOMIIIMHPE3UCTEHTHUX €HTEPOKOKIB, a TAaKOXK ITeHIIUIIIH- i
€PUTPOMIITUHPE3UCTEHTHUX CTPEIITOKOKIB) in Vitro moKasyoTh, 10 JIiHE30JTif
3a3BHYal aKTUBHUM BIJHOCHO MIKpPOOPraHi3MiB, CTIMKUX OO0 OOHOT'O YU OEKiJIbKOX
IHIIMX KJIaciB aHTUMiIKPOOHUX areHTiB.

CTiMKIiCTB OO0 JIiHe30J1iay nOoB’sd3aHa 3 ToYKoBUMU MyTalismu B 23S pPHK.
dapmakoKiHemukKa.

Jlikapcbkuit 3aci6 JIiHe30miguH MiCTUTh JTiHEe30J1if, 1110 € 6i0JIoTiYHO aKTUBHOIO
PEeYoBUHOIO Ta MeTabO0Ii3yETLCS MO0 HEAKTUBHUX ITOXiTHUX.

AGcopbirist

JliHe30J1i IHTEHCUBHO BCMOKTYETHC IIIiCJIA IIEPOPAIbHOIO 3aCTOCYBAHHA.
MaxkcuMaJsibHa KOHIIEHTpAallis y mjIa3Mi KpOBi HOCATAEThCS TPUOIM3HO Yepes

1-2 roguHwM micns 3acTOCYBaHHS, a a0CoJI0THA 0i0OCTYIIHICTh mpenapaTy CTAHOBUTH
6;113bpK0 100 %. Tomy miHe305im MOXKHa 3aCTOCOBYBATH IIepopaibHO abo
BHYTPIIIHLOBEHHO 0€3 KOPEKIIil JO3H.



JIiHe3o071ig MOKHa 3aCTOCOBYBaTH He3aJIe?KHO Bif mpuiioMy 1Ki. Hac 00 DOCATHEHHS
MaKCHMaJbHOI KOHIIeHTpallil 36inbinyeTses 3 1,5 go 2,2 roguHy, i Cmax 3HUXKYETHCSA
npubnu3Ho Ha 17 % mpu 3acTOCyBaHHI TiHE305Iiay 3 i2kel0 3 BUCOKMM BMiCTOM KHPiB.

I[TpoTe 3aranbHa eKCHO3Ullisd, AKa OLIHIEThCA 3a AUC nonioHa B 000X BUIIAOKAX.

0-¥

Po3mnonin

IocnigkeHHs ¢papMaKOKiHETUKHM ITI0Ka3aJsiy, 10 JIIHE30JIi[] ITBUAKO PO3MOOIIAETLCA Y
TKaHMHaX 3 mooporo nepdysiero. ITpubnuzno 31 % iHe3omigy 3B’s13yeThCs 3 OimKaMu
IJIa3MM KPOBI, i 11e He 3a/IeKUTh BiJl KOHIIeHTpallil npemnapaTty. O6’eM po3mominy
JIiIHe30JTily B PiBHOBaXKHOMY CTaHi y 3[JOPOBUX AOPOCIIMX NJOOPOBOJIBIIIB CTAHOBUTD B
cepegabomMy 40-50 1.

KoHueHTpaliil miHe30/1igy BU3HAYAJINUCSI B Pi3HUX piAMHAaX 3a y4acTio 00MeXeHOl
KiZTbKOCTi y4YaCHUKIB y AocCHimkeHHAX pas3u 1 miciss 6araToKpaTHOTO BBEOEHHS
JiHe30iAy. BigHOIMEHH KOHIIeHTpallil JTiHe30JIiAy B CJIMHI IO KOHIIEHTpallil y IjIa3Mmi
KpoBi ctaHOBuUIIO 1,2:1, a BifHOIIEHHS KOHIIEHTpPAIlil JIIHe30/Iidy B IIOTi OO
KOHIIeHTpallil y ria3mi kpoBi — 0,55:1.

MeTaboJ1i3M

JIliHe3oJtig mepeBaxKHO MeTab0i3yEThCS HIIIXOM OKUCIIEHHS MOP(}OJIiHOBOTO KinbIls 3
YTBOPEHHSIM [IBOX HEaKTUBHUX MOXITHUX KapOOHOBOI KUCJIOTH 3 PO3IMKHEHUM
KinmblieM: MeTaboJIiTy aMiHOeTOKCioIITOBOI KucjoTu (A) i meTabostiTy
rigpokcietunrninuny (B). [TepenbadaeThcs, 1110 MeTabOIIT A YTBOPIOETHCS
(bepMeHTaTUBHUM LIJISIXOM, TOMi K YTBOPEHHS MeTaboiTy B ommocepeaKoBy€EThCA
HedepMeHTaTUBHUM MeXaHi3MOM, 110 BKII0Ya€ XiMiuHe OKHCIIE€HHS B yMOBAax in Vitro.
IocmigXeHHs in vitro IpoaeMOHCTPYBaJIU, 110 JIiHe30JIia MiHiMaabHO MeTaboIi3yEThCS
3 MOZXKJIMBOIO Y4acCTIO ¥ IIbOMY IIpolleci cucteMu nutoxpomy nonuuau P450. I[Ipote
MeTaOOoJIiyHI HIISAXY OIS JTiHEe30J1iAy OO KiHIlg He BUBYEHI.

BuBeneHHSs

HeHupkoBu# KjlipeHC CTAHOBUTh NPUOIM3HO 65 % Bim 3arajbHOTO KIIipeHCy
siHe3o0iay. Y piBHOBaXXHOMY cTaHi mpubnu3ro 30 % mo3u npenapaTty BUSBISIETHCS B
cedi y Burnsami nine3omniny, 40 % — y Burinsani metabomity B i 10 % — y Burmsami
MeTabomiTy A. CepefHili HUPKOBUM KIIipeHC JIiHe30iay cTaHOBUTh 40 MJI/XB, 11O
CKJIafla€ YUCTY KaHalblieBy peabcopOiiito. JIiHe301ia B Kali MPpakKTUYHO He
BH3HAYAETHCS, TOMi K MIPUOINU3HO 6 % H03u mperapaTy BUSBIISETHCS B Kajli y BUTTIAO1
MeTabomnity B i 3 % — y Burnsami metabomity A.

He3HayHa HeJiHINHICTE KIIIPpEHCY CIIoCTepirajgacs Ipu IMiABUILEHH] 003U JIIHE30IIiay,
1110, OYE€BUHO, € HACJIIIKOM HUXKYOI'0O HUPKOBOI'0O i HEHUPKOBOT'O KJIIPEHCY ILILOTO
ImperapaTy IIpu MOro BUINMUX KOHIIEHTpaAllisax. [IpoTe 1151 pisHuIls y KiaipeHci 6yma



He3HayHa 1 He BIJIMBaJla Ha ysIBHUU NIepioa HalliBBUBEOEHHS.

ITauienmu 3 HuUpkogow HedocmamHicmiw. PapMaKOKiHETHKaA JIiHE30JIiay He
3MIiHIOETHCS V HAIli€EHTIB 3 Oyab-IKUM CTYIIEHEM HUPKOBOI HEOCTATHOCTI; IIPOTEe ABa
OCHOBHi MeTa0oJIiTH MiHEe30/iay KYMyIIOIOThCS Y MalliEHTIB 3 HUPKOBOIO
HeIOOCTaTHICTIO 3i 30i/IbIIIEHHSIM 1X HAKONUYEHHS Yy Malli€HTiB 3 OiIbIIIUM CTyIIeHEM
BaXKKOCTi HUPKOBOI AuchyHKIlil. PapMaKOKiHETHKA JIIHE30JIiAYy Ta ABOX MOTO
MeTaboJIiTiB TaKOXK OyJia AOoCiifXKeHa y MalliEHTiB 3 TepPMiHaJIbHOI0 CTai€l0 HUPKOBOIL
HepnocTtaTtHOCTI (TCHH), aKi 3Hax0mAThCA Ha reMmogiamnisi. Y mocnigxeni TCHH

14 nanienTiB oTpuMyBanu 600 Mr niHe305iny KoxHi 12 rogus npotsarom 14,5 nus.
OcKinbKM He3aJleKHO Bifl QyHKITII HUPOK JocsATalucs OOHAKOBi KOHIIeHTpallil
JIIHEe30JIiay y Ij1a3Mi KpOBl, TOMY [JId IMALlIEHTIB 3 HUPKOBOIO HEMOCTATHICTIO HE
PEKOMEHYETHCSA IPOBOOUTU KOPEKIIi0 0o3u. [IpoTe, BpaxoByHO4YU BiICYTHICTH
iHdopmMartiii mpo KIiHIYHY 3HAaYYLIiCTh HAKONUYEHHSI OCHOBHUX MeTaboIiTiB, CIIifg
3BaKUTH OOLIIBHICTh 3aCTOCYBaHHS IiHE30JIiAy NallieHTaM ITPXU HasABHOCTI HUPKOBOI
HEeJIOCTATHOCTI i MOTEeHIIMHUX PU3UKIB HaKONNYEeHHS TaKux MeTabosriTiB. I miHe3omip, i
nBa MeTabOoJIiTH BUBOASTHCS 3a AOMOMOTO0I0 reMofiani3y. Indopmallis npo BIJINB
IIepUTOHEAaIbHOIO Aianidy Ha (papMaKOKiHETHKY JIiIHE30JIiAy BifCyTHA.

ITauienmu 3 neviHKogo HedocmamHicmio. PapMaKoKiHEeTHKa JIIHE30JIiay He
3MiHIOBajacs y 7 Malli€HTiB i3 HOPYyIIeHHAM (DYHKIIi1 IIEeYiHKM Bif JI€TKOT0 0
CepemHbOTO CTYIEeHs TAXKKOCTI (kimac A ab6o b 3a mikanoio Yainga — I1'10). Ha migcrasi
HasIBHUX JaHUX OJId TMAlliEHTIB i3 ypaxKeHHsIM (QyHKIIil ITe4iHKu Bif J1erKoro 1o
CepenHbOT0 CTYIIEHS TAXKKOCTI KOPUT'YBaHHS OO3U HEe PEKOMEHIOBaHe.
dapMaKoOKiHEeTHKA y MAlli€HTiB i3 ypaxkKeHHSIM (QYHKIIII MeYiHKU TAKKOTO CTYIIeHS He
OLIIHIOBAJIaCH.

IToka3aHHA

JIikyBaHHS iH(MEKIiM, CHPUYNHEHUX YYTJIMBUMHU IIITaMaMU IEBHUX MiKpPOOpPTraHi3MiB,
IpU TaKUX CTaHax:

e HO30KOMiaJIbHa MTHEBMOHIS;

e HErocliTajsibHa ITHEBMOHIS;

e YCKJIa@HEeHi iHdeKIil mKipu Ta il CTPYKTYp, 30KpeMa iHdeKIii Ha Ti1i giabeTuyHo1
cTomnu 6e3 CyIyTHBOTO OCTEOMIENiTy, cupuunHeHi Staphylococcus aureus
(METULMIIHYYTJIMBUMU Ta METULMIIIHPE3UCTEHTHUMU i30J1aTaMu), Streptococcus
pyogenes abo Streptococcus agalactiae;

JliHe3o0J1ig He OyYB BUBYEHUM Y JIIKyBaHHI BUPa3KOBUX ITPOJIEKHIB;

e HeyCKJIaJHeHi iH(eKIil mKipu Ta 11 CTPYKTYP, cupuduHeHi Staphylococcus
aureus (TinTbKY METULIMIIHYYTIUBUMU i30nsiTaMu) abo Streptococcus pyogenes;



e PE3UCTEHTHI 4O BaHKOMIIIMHY iH(peKIIil, CIpu4YnHeHi mrTamMmaMu Enterococcus
faecium, BKIouarouu iHGEKIIil, 1110 CYIIPOBOOXKYIOThCSI ODaKTepieMielo.

JIiHe30/miguH He MOKa3aHWM OJIs JIIKyBaHHS 1HQEKIIiN, CHPUIYUNHEHUX
rpaMHeraTUBHUMHU MiKpoopraHidamMaMu. Y pa3si nigo3pu abo BUSBIIEHHS
rpaMHeraTMBHOTO 30yJHMKa NOTPiIOHO HeraliHO pPo3MnodYaTu Crienupiuny
rpaMHeraTHBHY Tepariio.

HpOTHHOKa3aHHﬂ

Bigoma rimepuyTnuBicTh OO JiHe30iny abo Oyab-siKOT0 iHIIIOTO KOMIIOHEHTa
npemnapary.

JIiHe30JIiguH He CIIil 3aCTOCOBYBATH IalliEHTaM, SIKi IpuiMaloTh Oyab-gKi ITpenapary,
III0 IPUTHIUYIOTh MOHOaMiHOKCcUAa3y A Ta B (Hanpukinan deHen3uH, isokapbokcas3us,
cenerimiH, Mokyno6emin), abo IPOTSATOM ABOX TUXKHIB ITiCIIsT MPUNOMY TaKUX
pemnaparis.

3a BUHATKOM BUIIaAKiB, KOJIM € MOXKJIUBICTh PETEJIbHOT'O CIIOCTEPEKEHHS Ta
MOHITOPUHIY apTepiaJbHOTrO TUCKY, JIIHE30 IiOWH He CIIif Ipu3HayYaTy [alieHTaM 3
TAaKUMU CYNYTHIMU KITiHIYHUMHU cTaHaMHu a00 CYImyTHIM ITPpHUHOMOM HUXK4Ye3a3HaUYeHHUX
Ipenaparis:

e HEKOHTPOJIbOBAHA apTepiaibHa rinepTeH3is, GeoXpoMoIiiTOMa, KapIMHOI,
TUPEOTOKCUKO3, OilToJIgpHa mempecis, mu3oadeKTUBHUM pPO3/ajl, TOCTPi emmizoqu
3aIlaMOpPOYEeHHS;

e iHTiIOiTOPM 3BOPOTHOTO 3aXOIIJIEHHSI CEPOTOHIHY, TPUIUKIIiIYHI aHTUEIIPECAHTH,
aroHictu 5-HT1 peLenTopiB CEPOTOHIHY (TPUIITAHU), IPAMI Ta HEIIPAMI
CUMIIaTOMIMEeTUKM (BK/II0UAIO4YM afipeHepriyHi OpoHXOoOuIaTaTOpPH,
ncesgoedenpuH, heHINNIpoIaHoaMil), Ba3omnpecopu (emiHedpuH,
HoOpeIliHeppHUH), HoIlaMiHEPriYHi crionyku (mormaMiH, goOyTaMiH), meTUunuH abo
OyCITipoH.

Crlig IpUOUHUTU TOOyBaHHSA I'PYAOI0 IPOTATOM 3aCTOCYBaHHSA IIpernapary (OUB. po3ain
«3acToCyBaHHS y nepioxn BariTHOCTiI ab0 rogyBaHHS T'PYOIIO0.»).

B3aemoaisi 3 iHIIMMH JTiKapCHbKHUMH 3aco00aMH Ta iHIIi BHIH B3a€EMOIil

[HTi6iTOPM MOHOAMIHOKCHOA3U

JliHe3o0J1ig € HeCeIeKTUBHUM iHTibiTopoM MoHOoaMiHOKcumal3u (MAQ) 3BopoTHOI mii. ¥
XOMi AOCIiAXKeHb B3a€EMOZIl TiKapChKUX IIpelapaTiB Ta JOCTigXKeHHSIX 6e3neKn
JIiHe30sigy 0yJI0 OTPUMAaHO AyxKe 0OMeKeHY KiTbKiCTh MaHUX PO 3aCTOCYBaHHS



JIIHEe30JIiAy IallieHTaM, sIKi OTPUMYIOTh CYIYTHIO Tepallito mpelapaTaMy, 110
CTBOPIOIOTH I1€BHI PU3UKU BHACIIOOK NpurHidveHHss MAQO. ToMy 3aCTOCyBaHHSA
JIiHe30JIiAy Y TaKux oOCTaBUHAX He peKOMeHIoBaHe, SIKIII0 HEMOKJIMBO ITPOBOOUTH
peTesibHEe CIIOCTEPEXKEHHS Ta MOHITOPUHT CTaHY IallieHTa (OQUB. PO3OiIn
«[TpoTunokasaHHsa» Ta «OCOOIMBOCTI 3aCTOCYyBaHHSI»).

IToTeHIiliHI B3aeMoqil, 110 IPHU3BOIOSITEH OO HiABUINEHHS apTePiaJIbHOTO TUCKY.

Y 3mopoBux 4OOPOBOJIBIIB 3 HOPMaJIbHUM apTepiaJlbHUM THCKOM JIiHEe30J1if 30ibiIye
MigBUIIEHHS apTepiaJbHOTIO TUCKY, CIPUYUHEHE IICeBOoedpeIpruHOM Ta
deninmpomnanonamingy rimpoxnopungom. KombiHoBaHe BBeOeHHS JIiHE30Iiy Ta
ncesgoedenpuHy abo peHinmponaHonaMily TiApOXJIOPULY IIPU3BOAUTDL OO0 3POCTAHHSI
CUCTOJIIYHOT O apTepiajlbHOTO TUCKY B cepenHboMy Ha 30-40 MM pT. CT. IOPIBHSAHO 3i
3pocTaHHAaM Ha 11-15 MM pT. CT. Iif BIIJIMBOM BUHSATKOBO JIiHe3051iay, Ha 14-18 MM pT.
CT. ITiZl BIIZINBOM BUHSITKOBO IceBOoedenpuny abo ¢eHinmponanomaMiny Ta Ha 8-

11 MM pT. CT. IIpU 3aCTOCyBaHHi nnane6o. AHaIOTiYHUX OOCIIiIXXEeHb 3 y4aCTIO
MHalllEHTIB 3 apTepiaabHOIO IiIePTEeH31€I0 He MPOBOAUIIH. PEKOMeHOOBaHO PETEIbHO
nigbupaTu MOo3U Mpemnaparis, AKi BUSBIISIOTh Ba30IIPECOPHUN BIIJIMB, BKIIOYAIOUHU
nodaminepriuyHi npemapaty, 1100 oTpuMaTH OaKaHUM Pe3ynabTaT IPU KOMOiHOBaHOMY
3aCTOCYBaHHI JIiHe30J1iay 3 UMY IIpelapaTaMu.

[ToTeHIIiMHI CEPOTOHIHEPriuHi B3aeMOil.

IToTeHI1IiHI B3aeMOil JIiIKapChbKUX IIpenapaTiB BUBYAJIU V OOCIIIXKEHHI 3 y4acTio

3M0POBUX JOOPOBOMIBIIB. YYaCHUKYN OTPUMYBaIu geKcTpoMeTopdan (aBi go3u mo 20 mMr

3 iHTepBanoM y 4 roguHu) y KoMOiHallil 3 j1iHe30igoM abo 6e3 HbOoro. Y 3T0POBUX
nOoOPOBOJIBIIIB, IKi OTPUMYBaIU JIiIHE30JIiN Ta JeKcTpoMeTopdaH, He CIIOCTepiranu
IIPOsIBiB CEPOTOHIHOBOTIO CUHAPOMY (CIJIyTaHICTh CBIIOMOCTi, MapeHHs,
3aHEIIOKOEHHS, TPEMOP, IIaTOJIOTIYHUM PyM'sSTHEIlb, IIOCUJIEHEe IIOTOBUOIJIEHHS,
rinepmipekcis).

ITocBi MOCTMapPKETUHTOBOTO 3aCTOCYBaHHS: OyJI0 OTPMaHO OfHE MOBiIOMJIEHHS
1100 BUHUKHEHHS MPOSIBiB, MOOIOHUX OO ITPOSBiB CEPOTOHIHOBOTO CUHOPOMY, Y
Nali€eHTa, IKUU OIpUKUMaB JIIHe30JIi[ Ta JeKCcTpoMeTopdaH; IIi IPOSBUA 3HUKJIU ITiCIIA
BimMiHM 000X IIpemaparis.

[IpoTsiroM KITiHIYHOT'O 3aCTOCYBaHHA JIIHE30JIiy Ta CEPOTOHIHEPTIYHUX IIpeIaparis,
BKJIIOYAIOYM aHTHUIENIPEeCaHTH (TakKi sIK CeJIeKTUBHI iHTi0iTOPY 3BOPOTHOIO 3aXOIIJIEHHS
cepoToHiny (SSRI)), Oynu onucaHi BUMTaOKXA PO3BUTKY CEPOTOHIHOBOTO CUHOAPOMY.
TakuM 4yrHOM, X04a KOMOiHOBaHe 3aCTOCyBaHHS IIUX IIpelapaTiB IIPOTUIIOKa3aHe
(muB. po3ain «IIpoTunoka3aHHs»), TiIKyBaHHA MAlll€HTIB, OIS AKUX JIIKyBaHHS K
JIIHE30J1iI0M, TaK i CEpOTOHIHEPTiYHUMMU IIpenapaTaMyd Ma€ BUPilllaJlbHE 3HAYEHHSI,
omnrcaHo y po3gini «Ocob6muBi 3axoqu 6e3meKu>».



3acTocyBaHHS Y HOEOHAHHI 3 HACHYEHUMHU THPAMiIHOM IPOOYKTAMH.

Y manieHTiB, AKi OTpUMYBaJIH JIIHE30JIi Ta TUPaMiH y KinbKoCTi MeHIe 100 Mmr, He
CIIOCTepiranu 3Ha4YHOTO Ba30IpecopHoro edekry. Ile cBimYUThL PO HEOOXimHICTh
YVHUKATU JUllle HaJJIUIIKOBOTO CIIOKHWBAaHHS NPOOYKTIB Ta HAOIB 3 BEJINKUM BMiCTOM
TUpPaMiHy (a caMe - 3piIuX CUPIB, APIKOKOBUX €KCTPAKTIB, HEAUCTUIILOBAHUX
aJIKOTOJIbHUX HAIIOIB Ta pepMeHTOBAaHUX IIPOOYKTIB i3 coeBuX 000iB, TAKUX SIK COEBUM
coyc).

ITpenapaty, siKi MeTabo0JTi3yIOThCS 3a JOIIOMOT 010 IUTOXpomy P450.

Jline3osig He 3a3Ha€ MeTabOTiYHUX IEPETBOPEHD IIif BIJIMBOM (pepMeHTaTUBHOL
cuctemu mutoxpoMiB P450 Ta He IpUTHIYY€E QYHKITI1 JKOTHOTO 3 KITiHIYHO 3HAYYIIUX
isoopm nmutoxpomy P450 mopguum (1A2, 2C9, 2C19, 2D6, 2E1, 3A4). AHanoriuHo,
JIIHe30JIi[ He COIPUYMHSAE iHOAYyKIil i3opepMmeHTiB nuToxpomiB P450 y mypis. Tomy He
OYiKy€ETHCS BIIJIMBY JIiHE30JIiNy Ha (hapMaKOKiHETUKY iHIIMX JIiIKapChKUX 3aco0iB, sKi
MeTabomizyoTecss CYP450.

PudammoinuH.

Bronus pudamMminyay Ha ¢papMaKOKiHETUKY JIIHE30JIiAy BUBYAJIM Y UIiICTHAOUATU
3[I0POBUX OOPOCIINX HOOPOBOJIBIIIB YOIOBiIYOI CcTaTi, AKMM BBOOUIM IiHe30iin (600 mr
OBiYi Ha meHb mpoTsrom 2,5 nHiB), y KomOiHarii 3 pudamninmaom (600 Mr oguH pas3 Ha
OeHb NpoTsAroM 8 mHiB) Ta 6e3. Pudamminme 3HUKYyBaB rmoka3Huku Cmax ta AUC
JmiHe3omiay B cepegaboMy Ha 21 % (90 % I 15, 27) ta y cepeguboMy Ha 32 % (90 %
OI 27, 37) BignmoBigHO. MexaHi3M Takol B3aeMopil Ta il KJIiHiuHe 3HaYeHHsI HeBigoMi.

Bapdapun.

ITpu momaBaHHiI BapdapHHy 00 KYPCYy HiKyBaHHS JTiHE30JIiIOM V PiBHOBaKHOMY CTaHi
croctepiranu 10 % 3HUXKEeHHS cepedHBOro MakcuManbHoro MHC npu ogHOYacHOMY
3actocyBaHHi, npu nboMmy AUC MHC 3HuxKyBanach Ha 5 %. [laHUX IIPO IalLll€HTIB, SIKi
OOHOYACHO OTPHUMYyBaIu BapdapuH Ta JIiHe30JIi[, HeJOCTaTHHO [AJI OLIiHKU KIiHIi9YHOTO
3HAYEeHHs, SKII0 BOHO €, IIUX Pe3yJIbTaTiB.

AHTUOIOTUKU.

AsTpeonaM. PapMaKoOKiHEeTHKA JTiHe30J1iAy abo a3TpeoHaMy He 3MiHIOEThCS IIPU

OOHOYAaCHOMY 3aCTOCYBaHHI ITUX IIpernaparis.

lentaminua. PapMakoKiHeTHKa JIiHE301iAy a00 TeHTaMilUHy He 3MiHIOETHCS IPHU

OJHOYACHOMY 3aCTOCYBaHHI ITUX IIperapariB.

IocmigKeHHs in vitro IpoAeMOHCTPYBaIu afUTUBHICTb a00 iHOM(pEPEHTHICTh MiXK
JIIHEe30JIiJOM Ta BAHKOMIIIMHOM, TeHTaMillmHOM, pudaMITiHOM, iMinTeHeM-



IUJIacCTaTUHOM, a3TPeOHaMOM, aMIIiIIUIIIHOM, CTPEITOMIIIUHOM.

AHTHMOKCUOAHTH.

[Tpu omHOYaCHOMY 3aCTOCYBaHHI npemnaparty 3 BirTaminoMm C a6o BitTaminoMm E
IIPOBOOUTHY KOPEKIIIIO NO3U JIIHE30JIily HE PEKOMEHOYETHCH.

Oco00/1MBOCTi OO0 3aCTOCYBaHHSA

Mienocympecis.

[ToBigoMIIsATIOCS ITPO BUHUKHEHHS MIi€IOCYIIPECil (30KpeMa aHeMilo, JTeMKOIEeHilo,
MMaHUUTOIEHiI0 Ta TPOMOOIIUTOIIEHI0) YV ITAIliEHTIB, ITil Yac 3aCTOCYBaHHS JIiHE30Iidy.
Y Takux BUnagkax IiC/IdA BIOMIHM JIIHE30JIiAy IIOPYIIEH] reMaTOoJIOrYHi TIOKa3HUKHU
TIOBEPTAHCS [0 PiBHS, IKUH CIIOCTepiraBcs 4o IOYaTKY JIiKyBaHHS. MIMOBipHO, 110
PHU3UK PO3BUTKY IUX €(PeKTiB ITOB’I3aHUM 3 TPUBAJIICTIO JIIKYyBaHHS. Y Malli€EHTIB
JIITHBOT'O BiKYy 3aCTOCYBaHHS JIiHE30JIily MOXKe CYIPOBOAXKYBATUCH OiJIbIII BUCOKUM
PU3UKOM BUHUKHEHHS ITaTOJIOTiYHUX 3MiH KPOBi ITOPiBHAHO 3 OiJIbII MOITOOUMU
HalieHTaMu. Y IaIli€HTIB 3 TIKKOI0 HUPKOBOIO HEIOCTATHICTIO (He3alexKHO Bifl TOTO,
YU IPOXOAATH BOHU MPOLEOyPHU Aialily) MOXKJIMBE HigBUIIIEHHS YaCTOTU PO3BUTKY
TpoMOouuTONnEeHii. TaKuM YMHOM, PETEJIbHUYN MOHITOPUHT (opMynIu KPOBi HEOOXimHUM
Yy TaKUX MAli€HTIiB: MalliEHTH 3 y2Ke iCHYI04Y0l0 aHeMi€lo, TpaHyJIOIUTOIIeHi€0 abo
TPOMOOLIMTOIEHI€I0; TAlliEHTH, SIKi OTPUMYIOTh CYIIyTHIi ITpenapaTH, 3TaTHI 3HUKYBaTU
piBHi reMorno0iHy, 3MeHIIIyBaTH KilTbKiCTh (pOpMeHUX eJIeMeHTiB KpOBi a0 HETaTUBHO
BILIMBATHU Ha KiNbKiCTh YM QYHKITIOHAIbHY aKTUBHICTh TPOMOOIIMTIB; MAILliEHTH 3
TS2KKOI0 (POPMOI0O HUPKOBOI HEJOCTATHOCTI; MAalliEHTH, KypC JTiKyBaHHS SKHUX TPUBAE
Oinbire 10-14 gHiB. 3aCTOCOBYBATH JIiHE30JIi[ OIS NiKyBaHHS TaKUX HallieHTiB 6axKaHO
Julle y MOEOHAaHHI 3 peTeJlbHUM KOHTPOJIEM PiBHS IreMorjio0iHy, 3arajJbHOTO aHasi3y
KPOBIi Ta, 3a MOXKJIMBOCTI, KiTbKOCTi TPOMOOIIUTIB.

fAxio mig yac JIiKyBaHHS JIIHE30JIiI0M PO3BUBAETHCSA 3HAYHAa MIi€JIOCYIIPECis,
JIiIKyBaHHS HEOOXiIHO 3yNUHUTU. BUK/IIOUEHHSIM € BUNAOKU, KOJIU IIPOJOBXKEHH S
JIiIKyBaHHS BU3HaHe a0COJIIOTHO HEOOXimHUM. Y TaKUX CUTYyallisiX ITOTPiOHO IPOBOOUTH
peTesIbHUM MOHITOPUHT ITOKAa3HUKIB 3araJIbHOI0 aHaJli3y KPOBi Ta BIPOBaOXKyBaTU
BiATIOBiOHI cTpaTeril TiKyBaHHA.

KpiMm TOTO, pEKOMEHO0BAHO LIOTUXKHSA IIPOBOAUTU MOHITOPUHI ITOKa3HUKIB 3arajbHOI0
aHaJIi3y KPOBi (BKJII0OYal0OUM BU3HAUYEHHS PiBHIB reMorio0iHy, KiTbKOCTi TPOMOOIIUTIB,
3araJibHOI KiJIbKOCTi JIEMKOIIUTIB Ta PO3TOPHYTOl JI€UKOIIMTapHOl GOPMYIH) V
Malli€eHTiB, Kl MPOXOOATH JIIKyBaHHS JIIHE30J1i0M, He3aJIe2KHO Bifl BUXITHUX
IIOKa3HUKIB aHalli3y KPOBI.



Y mocnimXeHHSIX i3 3aCTOCYBaHHSIM He3apeeCTPOBAHOI'O JIIKapChKOT0 3aco0y 110
ryMaHiTapHii nporpaMi (compassionate use) B rpyIli IaIli€EHTIB, sIKi OTPUMYyBaIl
JIiHe30JIig TpoTaroM Oinbin HiXK 28 OHIB (MakKcuMabHa peKOMeHOOBaHa TPUBAJIICTh
JIIKYBaHHS), CIIOCTEpPiraau NigBUINIEHHS YaCTOTU BUHUKHEHHS TSKKO1 aHeMil. Taki
MalliEeHTH YacTille moTpeOyBanu nepeanBaHHsa KpoBi. [Ipo Bunagku aHeMil 3 mOoTpeboio
y IlepeJiMBaHHI KPOBi TAKOXK MOBIAOMIIANY Y IicasipeecTpaliiHoMy nepiofi. Taka
aHeMis YacTillle BUHMKAJIA y Malli€HTIB, SIKi OTPUMYyBaJIM TiHE30JIi[] TPOTITOM OiIbIII
HiX 28 OHIB.

[ToBigoMIisiyiocsl PO BUIIAAKM CUAEPO0JIacTHOI aHeMil y ImicasipeecTpaliitHOMy
nepioni. Cepeqn BUIaAKiB, A1 SKUX OyB BiJOMUUM Yac BUHUKHEHHS aHeMil, OiTbIIicTh
Malli€eHTiB OTpUMYyBasia JIiHe30i npoTaroMm Oinbine 28 gHiB. [Ticaa npUNMUHEHHS
3aCTOCYBaHHS NiHe30imy OiNbUIiCTh MallieHTIB MOBHICTIO a0 YaCTKOBO Oy KyBaslu
BHACJIiMOK ITPOBENEeHHs TiKyBaHHS aHeMil abo HaBiTh 0e3 JIiKyBaHHS.

IDucOanaHCc MOKAa3HUKIB CMEPTHOCTI V KJIIHIYHOMY OOCJIiIZKEeHHi 3a y4YacCTIO HAlliEHTIiB 3

iHpeKIIisIMI KPOBOTOKY, ITIOB’I3aHMMH 3 BUKOPHUCTAHHSIM KaTeTepiB Ta COPUYNHEHUMHU

rPaMOO3UTHBHUMH 30YIHUKAMH.

Y xomi BIIKPUTOTO OOCIiAXKEHHS 3a y4acCTIo [Ialli€HTIB i3 CEpUO3HUMU
BHYTPIIIHbOCYOUHHUMU iHPEKIIIMU, CIPUYNHEHNMY BUKOPHUCTAHHSAM KaTeTePiB,
CIIOCTEpIiraau 3pOCTaHHS CMEPTHOCTI y TPYIIi IMalllEHTIB, SKUM 3aCTOCOBYBaJIU
JIIHEe30J1iM, ITIOPIBHAHO 3 rpyllaMu JIiIKyBaHHSI
BaHKOMIIIMHOM/OUKIOKcaluIiHoM/okcanuniaom (78 3 363 (21,5 %) npotu 58 3 363
(16,0 %)). OcHOoBHUM (haKTOPOM BIJIMBY Ha MOKA3HUK CMEPTHOCTI OyJjia HasiBHICTh
rpaMOO3UTHUBHOI iH(EKIIl Ha BUXiTHOMY PiBHi.

[Toka3HUKY CMEPTHOCTI Yy Malli€HTiB 3 iHPEeKIiIMU, CHPUYNHEHUMU BUKIIOYHO
rPaMOO3UTUBHUMHU OpraHiaMamMu, OyIu Cx0oxXi (mepeBaxHe criBBigmHOIIeHHs 0,96; 95%
poBipuuu inTepBan 0,58-1,59), ane y rpymi JiKyBaHHS JIIHE30JIiIOM YaCTOTa
JieTaJIbHUX BUMNAMKiB OyJia 3Ha4HO BHUIloio (p=0,0162) y naiieHTiB 3 OyOb-IKUM
OOOaTKOBUM 30ygHUKOM abo BiACyTHICTIO 30yIHMKIB Ha BUXITHOMY PiBHi (IIepeBaxKHe
cuiBBigHOmeHHs 2,48; 95% moBipuuit intepsan: 1,38-4,46). Haubinbiuit gucbamaHc
CIIOCTepiraBcs IIifl 4acC JIIKyBaHHS Ta IPOTATOM 7 OHIB 3 MOMEHTY BigMiHU
OOCIIIOXKYBaHOTO IIpernapary. biblicTe NalielHTiB y Pyl JIIKyBaHHSA JIIHEe30JIiI0M,
HaOynIu rpaMHeraTyuBHI iHQEKIIil TPOTITroM JOCTiAXKEeHHS Ta IOMEPJIU Bif iHpEeKIIil,
CIIPUYMHEHUX I'PaMHEraTUBHUMHU 30yOHUKaAMU, Ta Bif MOMIMIKPOOHUX iH(MEKITIN.
TakyuM 4MHOM, IIPU YCKIagHEHUX iHQEKITifaX MIKipu Ta M IKUX TKAHWH y TaIli€HTIB 3i
BCTaAHOBJIEHOIO a00 ITig03PI0BAHOIO0 CYIYTHBHOIO iHGMEKIII€I0, CHPUYUHEHOIO
rpaMHeTaTUBHUMM 30yOHUKAMM, JTiHE30JIi[] CJIii 3aCTOCOBYBAaTH JIMIIE 3@ BiACyTHOCTI
iHITMX BapiaHTiB JiKyBaHHS (OuB. po3min «[loka3aHHsa»). 3a TaKuxX 00CTaBUH
HeOoOXigHO pPO3IMOYKMHATH ITapajefibHe JTiKyBaHHS IpaMHeraTuBHOI iH(eKIIil.



Jliapesi Ta KOJIiT, MOB’sI3aHi i3 3aCTOCYBAaHHSIM aHTHOIOTHKIB

[Tpu 3acTocyBaHHI MaliKe yCix aHTUOIOTHKIB, BKJII0OYalOUH JIiHE30JIi[], TOBiTOMIISIIIOCS
PO BUHUKHEHHSA Oiapel Ta KOJITy, IIOB’I3aHUX i3 3aCTOCyBaHHSAM aHTUOIOTHKIB,
BKJIIOUalO4y IIceBOoMeMOpaHO3HUM KOJIT Ta MmoB’si3any 3 Clostridium difficile niapeto
(CDAD), TaXKiCTh ITPOSBIB IKMX MOK€E BapiloBaTH Biff MOMIipHOI Oiapel A0 KOJITy 3
jleTaJlbHUM HaACIiOKOM. TaKUM YMHOM, BaKJIMBO BPaXOByBaTH MOXKJIMBICTh IIbOTO
OiarHO3y y MAallieHTiB, y SKUX Mim 4ac abo Iiciisg 3acTOCyBaHHS JTiHE30JIiay
PO3BUBAETHLCS Oiapes. Y pas3i HasgBHOCTI IIiJO3PpHU Ha Ogiapelo Yd KOJIIT, 110 IIOB’s3aHi 3
3acTOCyBaHHSIM aHTHUOIOTUKIB, ab0 MiATBEPOXKEHHS IILOr0 OiarHo3y, HeoOXimHO
MIPUIINHUTY ITOTOYHE JIIKyBaHHS aHTUOAKTepialbHUMU ITpellapaTaMu (BKJII0OYalo4uu
JIIHE30JTi[I) Ta HeraHO PO3M0YaTH BiAIIOBiAHI TepaleBTUYHI 3aX0au. Y TaKUX
CUTYyallisiX IPOTUIIOKa3aHe 3aCTOCYBaHH IpellaparTiB, AKi IPUTHIYYIOTh
IepUCTaIbTUKY.

JlakTOoanmumo3

[ToBimomiIsAsIOCA PO PO3BUTOK JIAaKTOALIMA03Y IIPU 3aCTOCYBaHHI JIiHE30Iiay.
[TamienTH, y AKUX IIiJ YaCc 3aCTOCYBaHHS JIIHE30JIiy BUHUKAIOTh CUMIITOMHU Ta IIPOABU
MeTabOoIiYHOr 0 alluao3y, BKI0YAl0Yd PEUONBYI0YY HYIOTY abo OimoBaHHs, Oinb y
KUBOTI, HU3bKUM piBeHb OikapOoHaTiB ab0 rinepBeHTUJIALII0, TOBUHHI HETalHO
3BEPHYTUCA 38 MEIUYHOK OOIOMOI0K. Y pa3i pO3BUTKY MOJIOYHOKUCIIOTO allugo3y
HeOoOXimHO 3BazKUTU KOPUCTH MOOAIBIIOrO JiIKyBaHHS JIIHE30JIiA0M Ta NOTEeHIliNHI
PU3UKMU.

OuchyHKITIST MiTOXOHOPIN

JliHe3oJtig npurHiuye MiToxoHOpianbHUM cUHTE3 OinKiB. Y pe3ynbTaTi IIbOT0
MIPUTHIYEHHS MOXKYTh PO3BUBATUCS TaKi IM0OiYHi peakiiii, K TaKTOaIlUA03, aHEMIis Ta
HempomnarTis (mepudepuyHa Ta 30poBoro Hepsa). Lli sBumia OinbIll IOMIMPEHi ITPHu
3aCTOCyBaHHI IIpenapaTy NpoTATroM OilbIll HixK 28 mHiB.

IMToTeHIifiHi B3aEMOil, IO COPUYNHSIOTH IIiABUINEHHS apTepPiaJIbHOT0 THCKY

3a BUHSITKOM BUIIAIKiB, KOJIM MOXKJIMBE CIIOCTEPEKEHHS 3a ITalliEHTaMu CTOCOBHO
MOZKJIMBOT'O IMiOBUILIEHHS apTepialbHOrO TUCKY, JIIHE30JIi[ He CIIif IIpUu3HaYaTu
nalieHTaM 3 HEKOHTPOJIbLOBAHOIO apTepPialbHOIO TillepTeH3i€en, GeoXpoMOIIUTOMOIO,
TUPEOTOKCUKO30M Ta/ab0 CyIIyTHIM IPUMOMOM TaKUX TUIIIB JIiIKapChKUX 3ac00iB, SK:
MIPSIMOl Ta HEIPSIMOI il cuMIlaToMiMeTUKHN (HampuKiamg rcesgoedenpuH),
Ba3omnpecopu (Hanpukiap eniHedpuH, HopeniHedpuH), godhaMiHepriuyHi 3acodu
(Hanpuknazn godaMiH, foOyTaMiH).

CepOTOHIHOBUM CUHOPOM




Hapxomuiu CIIOHTaHHI ITOBIIOMIJIEHHS IPO PO3BUTOK CEPOTOHIHOBOTO CUHIPOMY,
II0B'A3aHOr0 3 OAHOYACHUM 3aCTOCYBaHHSAM JIIHE30JIily Ta CEPOTOHIHEPTiYHUX
ITperapaTiB, BKIIIOYAl0YX aHTUOEIPEeCcaluTH (TaKi K CeJeKTUBHI iHTi6iTOpu 3BOPOTHOTO
3axonsieHHs cepoToHiny (CI33C)). Tomy, ogHOYacHe 3aCTOCYBaHHSA JIiHE30JIiAy Ta
CEPOTOHIHEPriYHUX IIpenapariB MpoTUNoKa3aHe (ouB. «IIpoTUIOKa3aHHSI»), 3a
BUHSITKOM BUMOAAKiB, KOJIX 3aCTOCYBaHHA SK JIiHE305IiAy, TaK i OoDHOYacHe 3 HUM
3aCTOCYBaHHS CEpPOTOHIHEPriyHUX IIpelapaTiB Ma€ BUpIlIajibHe 3HAaUYEeHHS. Y TaKUX
BUNaJKaX Malli€eHT HOBUHEH 3HaXOOUTHUCH IIi[ MIUJIbHUM CIIOCTEPEXKEHHSIM 3 METOI0
BUSIBJIEHHSI CUMIITOMiB CEPOTOHIHOBOTO CUHIPOMY, TAKMX SIK ITOPYIIIEHHS KOTHITUBHOI1
¢yHKI11il, rinepmipekcis, rineppednekcia Ta MOpyIIeHHS KOOpAWHallil pyxiB. ¥ pa3si
BUHUKHEHHS TaKUX CUMIITOMIB JIIKap ITIOBUHEH PO3TJITHYTU MOXKJIUBICTS BIIMIHU TOTO
4y iHImoro npenaparty. [licisa BigMiHM CEpOTOHIHEPTiYHOIO IIpernapaTy MOXKJIUBe
BUHUKHEHHSI CUMIITOMATHUKHU BiAMiHHU.

[TepudepnyHa HeHpomaTis Ta HeMpoIlaTisi 30pOBOro HepBa

IToBigoMIISITIOCS ITPO PO3BUTOK MepudepudHol HelporarTii, a TakKoxK Helpomnaril
30pOBOT'0 HEPBA, Ta HEBPUT 30POBOT0 HEPBA, AKI IHOAI IpOrpecyBaid OO BTpaTU 30py,
y HAL€HTIB, K1 OTPUMYyBaJIU JIIKYBaHHSA JIIHE30JIiH0M. TakKl IOBIMOMJIEHHS y IEPIIy
Yyepry CTOCyBa/IUCh MAlli€HTiB, IKi OTPUMYBaJIU JIiIKyBaHHS IIPOTIToM Oinbiile 28 OHiB
(MakcmMaJibHa peKOMeHOOBaHa TPUBAJIICTh JTIiKYBaHHS).

Ycim narieHTaM HeoOXigHO peKOMEeHAyBaTH! MOBITOMJISITA ITPO BUHUKHEHHSI CUMIITOMIB
MOPYLIEHHS 30pPY, TakKi K 3MiHU I'OCTPOTH 30Dy, 3MiHM KOJIbOPOBOTO CIPUMHSATTS,
HEeUiTKiCTh 30py ab0 BUIIaAiHHS YaCTUHMU IO 30pY. Y MOOiOHUX BHUIIagKax
pPEeKOMeHJ0BaHO TEPMiHOBO IIPOBECTHU OTJISAM 3 HAIlpaBJIEHHSAM [0 0QTaabMOJIOTa, SKIIIO
HeoOximHo. AKIo nanieHT npuiiMae JIiHe305 iUl npoTaroM OiNbil HiK peKOMeH0BaHi
28 mHiB, HeOOXiOHO PEeryasIPHO IIePEeBIPATH 3ip.

Y pa3si po3BuUTKy nepudepudHoi HelpomnaTili abo HelpoIaTii 30poBOTro HeEpBa
HeOoOXigHO 3BaKMUTU KOPUCTH MMOOAIBIIOTO0 TiKyBaHHS JIiHe30/IifuHOM Ta MOTEeHIiWHI
PU3UKHU.

MozxkuBe MigBUILIEHHS PU3UKY PO3BUTKY HeUpomnaTii IpuU 3aCTOCYBaHHI JIiHe301iay
OJ1s1 JIIKYBaHHS MAl€HTIB, IKi OTPUMYIOTh a00 HelllogaBHO OTPUMYBaIU Teparliio
aHTuOaKTepiaJlbHUMU IIperiapaTaMy AJis JIIKyBaHHS TyOepKYyIbo3y.

Cynomu

[ToBimomiisAIOCA PO BUIIAOKU CYOOM Y IIALIIEHTIB, IKi OTPUMYyBaIu TepaIlito
npemnapaTtoM JliHe30miguH. Y OifbIIOCTI BUMIAAKIB ITOBIHOMIISAIN IIPO TaKUU (paKTOpP
PU3HUKY, K CyOOMM B aHaMHe3i. [TallieHTamM HeoOXimHO MOBiAOMIIATH IiKapiB, AKIIO Y
HUX paHillle BUHUKAJIU CyJOMU.



IHriGiTOPH MOHOAMIHOKCHIA3HU

JIiHe30J1i € HECEeIeKTUBHUM iHTi0iTopoM MoHOoaMiHOKcuma3u (MAQ) 3BOpPOTHOI fmil.
[IpoTe B mo3ax, SKi 3aCTOCOBYIOTh [JIs1 aHTUOAKTEpiaIbHOl Teparii, BiH He ITPOSBIISIE
aHTUOeInpecuBHUMN epeKT. Y OOCIimKeHHsIX B3aEMO/Iil TiKapChKUX ITpeIaparTiB Ta
OOCITimKeHHsIX 0e3MeKU 3aCTOCYBaHH JIIHE30JIiAy 0yJIo OTpUMaHO OyKe 00MexXeHY
KiNTbKICTh HaHUWX IIPO 3aCTOCYBaHHS TiHE30IiAy OJId JTiKyBaHHS OCHOBHOTO
3aXBOPIOBaHHA Ta/ab0 OOHOYACHOTO JIIKyBaHHS IpellapaTaMU, siKi MOXYTbh HECTHU
IIeBHI pU3UKH, BHACIIOOK npurHidveHHsa MAQO. ToMy 3aCTOCyBaHHA JIIHE30JIiAy 3a
TaKux 00CTaBUH He PEKOMEHIOBaHe, IKII0 HEMOKJIMBO ITPOBOAUTHU MTUJIEHE
CIIOCTEepEeKEeHHs Ta MOHITOPUHT CTaHy IalieHTa (OuB. po3ginu «IIpoTunokasaHHA» Ta
«B3aeMomis 3 iHIIMMH TiKapChbKMMH 3acoO0aMu Ta iHIII BUOU B3AEMOMIN»).

3aCTOCVBaHH5{ Y NO€EOHAHHI 3 HaCUYEeHUMHU TI/IpaMiHOM IIPOOYKTaMH

[NTamienTaMm ciifg peKOMeHOyBaTH YHUKATU CHOXKWBAHHS BEJIMKO1 KiJIbKOCTi ITPOOYKTIB,
30arayeHux TUpaMiHOM (OuB. po3mOin «B3aeMomisa 3 iHIIMMU TiKapChbKUMM 3aco0aMu Ta
iHIITI BUOY B3aEMOIN»).

T'inornikemis

IToBigOMJIEHHS, OTPUMaHi y IicasipeeCcTpaliiHui Iepiof, CBig4yaTh IPO BUIIAAKU
CUMIITOMATHYHOI TiMOoTJIiKkeMil IIpU 3aCTOCYBaHHI JIIHE30JIiAy, HECETIEKTUBHOTO
inridiTopy MAO 3BOpPOTHOI [ii, IalieHTaM 3 IIyKPOBUM OiabeToM, IKi NpuiiMaioTh
iHCyiH abo nmepopanbHi rinornikemiyHi npenapatu. Ilputiom mesikux iHri6iTopie MAO
MOB’sI3aHUM 3 TINOTTIKEMIYHUMHU €Ii30JaMU Y XBOPUX Ha IIYKPOBUM AiabeT, sKi
OTPUMYIOTH iHCYJIiH abo rinornikeMiyHi 3acobu. Xo4ya MPUYUHHUYN 3B’ 130K MiX
JIIHEe30JIigoM i rimormikeMielo He BCTAHOBIEHO, MAIli€EHTIB 3 IYKPOBUM fiabeToM cCiIif
nonepenXaTy Npo IMOTEHIINHY TINorjIiKeMiyHy peakIlito i yac 3aCTOCyBaHHS
JIiHEe30JIiay.

Y pa3si BUHUKHEHHS TinoriikeMil Moxke OyTy IIOTPiOHe 3MeHIIeHHS OO03U iHCYyIiHy abo
IIepoOpPaIbHOrO TiMOTIiKeMiYHOT0 3aco0y ab0 IPUIIMHEHHS 3aCTOCYBaHHSA
IIepopPaIbHOrO TiMOTIiIKeEMIYHOT O 3aco0y, iHCYIiHYy 4H JIiHEe30Tifdy.

l'imoHaTpieMisa Ta/ab0 CHHOPOM HeadeKBAaTHOI CeKpellil aHTHUOIyPEeTUYHOT O TOPMOHY
(CHCAITI)

Y naiieHTis, K1 OTpUMYyBaJIU JIIHE30JIi] ¥ IIOCTMapKEeTUHTOBUN I1epiof,
CIIOCTepiranuch BUIIaAKHU TilloHaTpieMil Ta/abo CHHOpPOMY HeameKBaTHOl CEKpelril
QHTUOIYPETUYHOT O TOPMOHY. Y 3a3HaUYE€HUX BUNIaflKaX O3HaKU Ta CUMIITOMU BKJIIOYaJIU
CILIyTaHICTh CBiJOMOCTi, COHJIMBICTD, 3arajbHy CJIaOKiCTh, a y TIKKHUX BUMagKax
MPU3BOOUIIN [0 OUXaJIbHOI HEJOCTATHOCTI i HaBiTh cMepTi. PEKOMeHOyeThCS
PeryasipHuM KOHTPOJIb PiBHS HATPil0 B CUPOBATIII KPOBI y JIITHIX JIIOOEH, y Malli€HTIB,



SIKi MpUUMaIOTh AiypeTUKHU, Ta B iHIINUX MAIli€HTIB i3 pU3UKOM TinoHaTpiemii Ta/abo
CHCAIT mim wac 3acTocyBaHHS JliKapCchbKOro 3aco0y JliHe3omiguH. AKI0 3 IBIIIOTHCSI
O3HAKM Ta CUMNOTOMH rinoHaTpiemii Ta/abo CHCAJII', HeoOXimHO MPUNUHUTY ITPUNOM
JIIKapChKOTO 3ac00y i BXKUTH BIiATIOBIAHUX MiATPUMYBaJIbHUX 3aXOiB.

CynepindexIiis

BnnuB niHe3omnigy Ha HOpMaJibHY MiKpodJIopy He BUBYABCS IIif Yac KITiHiYHUX
BUNIIPOOyBaHb.

3acTocyBaHHS aHTUOIOTHKIB iHOAI MOXKe IMPU3BOAUTU 0 HAMiPHOTO POCTY
HeuYyTIUBUX opraHidamiB. Hanpukmnang, nmpubnusxo y 3 % mallieHTiB, AKi oTpuMyBaIu
JIIHEe30J1i[] Y pEKOMEeHJ0OBaHUX [03aX, IIPOTATOM KJIIHIYHUX OOCIIIKEeHb CIIOCTepiraiu
BHHUKHEHHS KaHOUOO03Yy, II0B'sI3aHOT0 i3 3aCTOCYBaHHSIM IIpenapaTa. Y pasi
BHHUKHEHHS CylepiH(peKIil Iif 4ac JIiIKyBaHHSA CJIif BXKHWBATH BiAIIOBITHMX 3aXO[iB.

Oco6uBi rpynu malieHTiB

3acToCOByBaTHU JIIHE3O0JIiA OIS JIIKyBaHHS IALllEHTIB 3 TAXKKOI HUPKOBOIO
HEeIOOCTaTHICTIO Cilif 3 00epeXHICTIO Ta JIUIIE y CUTYalligX, KOJIU O4YiKyBaHa KOPUCTH €
OiNbIIIOI0 3a TEOPETUYHUM PU3UK (OUB. pPo3min «Criocid 3aCTOCyBaHHS Ta JO3U»).

3aCcTOCOBYBaTH JIiHE30JIi O JIIKYBaHHS IIAlli€HTIiB 3 TAXKKOI [I€YiHKOBOIO
HeIOCTaTHICTIO PEKOMEHYETHLC JIUIIE Y CUTyalliX, KOJIM O4iKyBaHa KOPUCTS €
OiNBIIIOI0 32 TEOPETUYHUM PU3UK (OUB. Po3min «Criocib 3aCTOCyBaHHS Ta OO3U»).

Hemae HeoOXimHOCTI B KOpPEKIIil mo3u IIpenapaTy 3ajIe’XKHOo Bif cTaTi mallieHTa.

IMTopyuieHHES dhepTubHOl GYHKIT

JliHe3o7ig 3HUKYBaB (QEePTUJILHICTD Ta CIIPUYUHSAB BiXUIE€HHS MOP(OIOTidyHmX
IIOKA3HUKIB IKOCTi CIEpMH Y 3OPOBUX OOPOCINX CaMIIiB IIIyPiB IIPU PiBHAX
€KCIT03U1lil, TPUOIU3HO TaKUX, III0 OYiKyIOThCA Yy mogei. Lli 3MiHu Manu 060pOTHUM
xapakTep. MoxkuBul BIJIMB JIIHE30JIily Ha PENPOAYKTUBHY (DYHKIIIIO YOJIOBIKIB
HEBIIOMUMN.

Kniniuxi BunpoOyBaHHSA

Be3neka Ta epeKTUBHICTH JIiHE30JIiAy IPY 3aCTOCYBaHHI UOT0 IPOTATroM Oinblie 28
IOHIB HEe BCTAHOBJIEHI.

Y KOHTPOJILOBaHUX KJIIHIYHUX BUIIPOOYBaHHAX He Opaju y4acTh IMalliEHTH 3
ITPOJIEXKHSIMU a00 illeMiYHUMU ypaXKeHHSIMU, TIXKKUMHU OIliKaMU Y1 TaHT'PEHOIO0.
BigmoBigHO, OCBiA 3aCTOCYBaHHS JIIHE30JIiAy OJId JIIKyBaHHS TaKUX CTaHIiB
oOMeKeHUH.



JTOomOMiKHiI pe4OBHUHU

1 M po3uuny mictuthb 50,24 Mr (TodTo 15,072 r/300 mn) riooko3u. Lle crmin
BPaxOBYBAaTH IIPHU JIiKyBaHHI MMallieHTiB i3 IyKpoBUM fiabeToMm abo iHIIMMU CTaHaMH,
MIOB'SI3aHUMHU 3 HEIIEPEHOCUMICTIO TTIOKO3U. 1 MJI pO3UYKMHY TaKOXK MiCTUTH 1,64 Mr
(492 mr/300 M) HaTpito. BMicT HaTpito CiIig BpaxoByBaTH IalliEHTaM, SKi
OOTPUMYIOTHCS Oi€THU 3i 3HMKEHUM CII0KHMBaAHHSIM HaTpilo.

3acmocysaHHA y nepiod sazimHocmi abo 200y8aHHA 2py0010.

3acTocyBaHHs V Iepiog BariTHOCTi. Hemae agekBaTHUX JaHUX 1100 3aCTOCYBaHHS

npenapaty JIiHe30JIigWH BariTHUM XKiHKaM. Pe3ynbTaTu OOCIIiAXKEHb Ha TBapuHax
ITPOAEMOHCTPYBAIU HAasABHICTh PENPOAYKTUBHOI TOKCUYHOCTI. ICHy€ mOTEHIINHUMA
PU3UK [OJIs MIOOWHU. JIIHEe30JIiauH He CIIif 3aCTOCOBYBAaTH Y IIepiof BariTHOCTL, OKpiM
BUIIA[KiB, KOJIKU OYiKyBaHa KOPUCTH IE€PEBUIIYE TOTEHIIIWHUNU PU3UK.

3acTocyBaHHS V IePioa rogyBaHHsA rpynmaio. Pe3ynbTaTy OOCITimXKeHb Ha TBapUHaX

ITOKa3asu, 1110 JIiHe30Ii[1 Ta oro MeTaboIiTH MOXKYTh ITPOHUKATH yV TPYOHE MOJIOKO.
OTXKe, CIIifg IPUIIMHUTUA TOOYBAaHHS I'PYAOI0 IPOTATOM JIiKyBaHHS IpelapaToM.

30amHicmb 8nausamu Ha weuodKicmb peakuii npu kepye8aHHi asmompaHcnopmom abo
[HWUMU MexXaHi3mMamu.

Heo0OxigHo momepea»kaTy HaIliEHTIB PO MOXKJIMBICTh PO3BUTKY 3allaMOPOYeHHsT abo
CUMIITOMIB IIOPYIIIeHHS 30PY (OuB. po3min «OcobnuBi 3axonu 6e3mneku» Ta «I1obiuHi
peaxkiiil») mifg yac NpUKUOoMY JIIHE30JIily Ta peKOMeHOyBaTH IM He KepyBaTH
aBTOMOOiIEM Ta He MpalloBaTH 3 IHIIUMU MeXaHi3MaMU y pa3i BUHUKHEHHS
3a3Ha4Ye€HUX CUMIITOMIB.

Cnoci0 3acTrocyBaHHsS Ta J03H

TpuBasicTh MiKyBaHHS 3a/JI€KUTh Bif 30yQHMKA, JIOKasi3allil Ta TSXKKOCTI iHpeKIil, a
TaKOXK BiJl KJIIiHIi9YHOTO e(eKTy.

PexkoMeHpai1iil 11040 TpUBaIOCTi Teparii, Ki HaBeOeHo HUXK4e, OyJIi 3aCTOCOBaHi y
KIiHIYHUX JocaigKeHHaX. 115 messKux BUOIB iHGeKIi Moxke OyTH JopedyHa KOPOTIIa
TPUBAJIICTh JIIKyBaHHS, aje 11e He OyJI0 OLliHEeHO y KIiHiYHUX JOCTiIKeHHIX.

MakcuMarnibHa TPUBAJIICTh IiKyBaHHSA - 28 OHIB. be3neka Ta epeKTUBHICTh
3aCTOCYBaHHS JIiHE30JIily MOBIIle HixK 28 nHiB He OyIu BUBYEHI.

He noTpiOHe migBUIllleHHS peKOMeHAOBaHUX 103 a00 TPUBAJIOCTI JIIKyBaHHS y
BUIlagKaxX iHQEKIIiH, IKi CYyIIPOBOAXKYIOThCSA OaKTepieMi€ro.



[TamieHTH, MiKyBaHHS SKUX OYJI0 PO3T0OYaTo 3 IpU3HadYeHHs JliHe30miauny ans
BHYTPIIIHbOBEHHUX iH(PY3ili, MOXKYTh OyTH IIepeBefieHi Ha JIikyBaHHS JliHe30/IiguHOM
IJIsI TIePOPaJIbHOT0 3aCTOCYBaHHs. Y TaKOMY pa3i minbip mo3u He moTpibeH, OCKibKY

0iogOCTYIIHICTh JTIHE30JIiAY IPU IPUMOMi BHYTPIlIHBEO CTaHOBUTH Matizke 100 %.

PexkoMeHpaitiil o0 mo3yBaHHS BiATIOBIAHO OO ITOKa3aHb HaBeJEeHO B TaOIUIll HUXKYE.

Ilo3a Ta cmocib 3acToCcyBaHHS

BaHKOMIIIMHY, 30KpeMa
iHdeKIIil, IKi CympoBoO-
OXKYIOTbCS
OakTepieMiero

abo HepopaHLHojlc
KOXKHi 8 rooux

abo Hepopam;Hole
KOXKHIi 12 rogux

PekxomeHpmoBaHa
. TPUBAJIICTh
[TokazaHHsa [TamieHTH OUTSAYOTrO . (i
. . i i JIiKyBaHHS (mOi
Bikyt (Bim IHopocri Ta oiti y ' I
ADOIIKE 011 IIOCIib)

HapOAKEHHA i BikKOM Bifg 12 pokiB

POKiB)
Ho3zokoMmianbHa
IIHEBMOHIs
HerocnitanpHa 10 mr/xr 600

_ ; MT
IIHEBMOHIA (30K-peMa BHyTplmHBOBeHIio .
BHYTPIILIHEOBEHHO
hopMH, 110 abo mepopaabHO ) A 10-14
i abo mepopanbHO
CYIIPOBOMKYIOTh-CSI KOXKHI 8 rOfInH ,
o KOXKHi 12 rogun

OakTepiemiero)
YcknagHeHi iHQeKITil
MIKipu Ta 11 CTPYKTYP
[Hdek1il, cmpuYnHEeHi
Enterococcus faecium, |10 mr/kT 600 MT
PE3UCTEHTHUMH [10 BHYTPIIITHBOBEHHO |BHYTpPiIlIHbOBeHHO |14-28




IIiTH BiKOM MeEHIIIE

Hopocmi: 400 mr

S poxis: 10 mr/kr nepopaﬂbHo* KOXKHI

HepopaﬂbHojIE KOXKHi

8 roguH. 12 roguH.
HeycknagHeHi iHdeKIIil
i . . . . . 10-14
IWKipH Ta ii CTPYKTYP IitTy BikoM IliTy BiKOM Bif
5-11 pokiB: 12 pokiB: 600 mMr
10 Mr/Kr HepopaHbHO:l: KOXKHI

Hepopam:HojIE KOXHi (12 rogun
12 rogun

tHoBOoHapoOXeHi BIKOM <7 OHIB. BifIbIIiCTE HEMOHOIIIEHUX HOBOHAPOAXKEHUX Y Billl <
7 oHiB (< 34 THUXKHIB recTailil) MalOTh HUXKYi TOKA3HUKU CUCTEMHOTO KIIipeHCY
JliHe3oJtigy Ta Bullli mokasHuKu AUC, HixK OilbIIiCTh JOHOIIIEHUX HOBOHAPOIXKEHUX i
OiTeU cTaplLIoro BiKy. JIiKkyBaHHSA TaKWX HOBOHAPOIXKEHUX CJIiA rmoynHaTu 3 go3u 10
MI/KT KOXHIi 12 roguH. 1719 HOBOHaPOAXKEHUX 3 HEIOCTAaTHbOIO KJIIHIYHOIO BiAIIOBIOOI0
Ha IIpelapaT MOXKHa PO3TJITHYTH MOXKJIUBICTh 3aCTOCyBaHHSA 03U 10 MI/KT KOXHi 8
rogvH. Yci nanieHTy BiKOM 00 7 OHIB IOBUHHI oTpuMyBaTu 003y 10 MI/KTr KOXHi 8
TOOUH.

¥ 3aCcTOCOBYIOTH IIpenapar B iHIIIN TiKapChKil (pOopMi 3 MOKIIUBICTIO BiIIIOBIAHOTO
OO3yBaHHA

BkasiBku 11040 3aCTOCYyBaHHs. He BUKOPUCTOBYBATU YIIaKOBKHU, V IKUX IIOPYIlEeHa

IIiJIICHICTB.
BryTpimmHboBeHHa iHPY3isa 3miicHioeThCA poTaroMm 30-120 XBUIHUH.

[Tpu ogpHOYacHOMY BBeOeHHI IpenapatTy JIiHe30JiouH Oj11 BHYTPIIIIHEOBEHHUX 1H €K1
3 iHIIMM JTiKapChbKUM 3aCO000M KOXKEeH IpeIrapaT CJIii BBOOUTH OKPEMO, BilTIOBIIHO OO
PEKOMEHI0BaHO1 103U i ctoco0y 3aCTOCYBaHHS KOKHOI'O JIiIKApChKOTr'0 3aco0y.

[Tpu BUKOpPHCTaHHi OOHi€l BHYTPIIIHOBEHHOI CUCTEMHU AJIS TTOCIiMOBHOTO BBEIEHHS
OEeKIJIbKOX IIpeliapaTiB 1[I0 CUCTEMY [0 1 ITIiCJIs BBeOeHH IIpenapary JIiHe30/iavH ajisa
BHYTPIIIHbOBEHHUX 1HPY3iH CiIig IpoMUTH iHQY3iMHUM PO3UYUHOM, CYMICHUM 3
JIiHe30/IiOUHOM Ta 3 IHIIMM IIpenapaToM, SKUU BBOOUTHCS 4Yepe3 L[I0 CUCTEMY.

CywMicHi po3uunu mis iHQy3ii: 0,9 % po34mH HATPilO XJIOPUAY A4 iH €KIIin, 5 %
PO3YHH OeKCTPO3HU AJId iH €KIIiM, po34mH PiHrepa nakTaTHUM OJI4 iH' €KITIN.

OCHOBHI BUIIQJK1 HECYMiCHOCTI.




Bunukana ¢izuyHa HECYMIiCHICTh, KOJIM JIIHE30JIi[ OJI1 BHYTPIITHBOBEHHUX iH €Ki
BBOOUIIY Yepe3 Y-TMomiOHuM 3’€eqHyBau CITiIbHO 3 TAKUMHU MIperapaTaMu: aMPOTEePUITUH
B, xmopripomMa3uHy TigpoXJIOpHUA, Aia3enaM, IIeHTaMigUuHy 130TiOHAT, EPUTPOMILTUHY
nakToOioHaAT, (eHiITOIH HaTpilo i TpUuMeTONnpPUM-CyJibhaMeToKca30Jji. Kpim Toro,
JIIHe30JTif A1 BHYTPIIIHbOBEHHUX iH €KIIiil OyB XiMi4HO HECyMiCHUH 3 1le(TPiaKCOHOM
HaTpimo.

3acTocyBaHHS NalliEHTaM JIiITHBOTO BiKy. Hemae nmotpeOu B KOpEKIIil JO3H.

3acToCyBaHHS HalliEHTaM 3 HUPKOBOIO HEJOCTATHICTIO (30KpeMa 3 KJIipeHCOM

KpeatuHiny < 30 mi/xB). Hemae nmotpebu B Kopekiil mo3u. Ockinbku npubnausxao 30 %

N03U BUBOOUTHLCS IIPOTATrOM 3-TOOUHHOTO CeaHCy reMofianildy po3mo4aToro uyepes

3 TOOWHU TiCNisI BBEIeHHS IIpenapary, MalliEHTaM, IKi OTpUMYyBaJjiu IogioHe
JIIKyBaHHS, JIIHE30JIiM CIIif MpU3HadaTH IIicJid reMogianisy. (OuB. p. «PapmMaKko102iuHi
gs1acmusocmi. PapmMakoKiHemuKka»).

3acTocyBaHHS MalliEHTaM i3 IeYiHKOBOIO HegoCTaTHiCcTI0. HemMae moTpebu B KOpeKIlil

mo3u. (ouB. po3min «Papmako102iuHi eracmusocmi. PapMakokKiHemukKa»).
Himu.
3acToCOByBaTHU 3 NEPIIUX OHIB JKUTTS.

Y Oimet sikom 8i0 1 muoicHA 0o 12 pokie Ipu3HadyeHHS npemnapary y mgo3i 10 Mr/kr
KOXHi 8 rouH 1moaeHHO 3abe3nedye eKCII03UIlil0, SsKa HaOIuKaeThC 00 TAKOi, IO
OOCSITAETHCS Y MOPOCIUX MPHU ITPU3HAUYEHHI npemnapaty B mo3i 600 Mr aBidi Ha mo0Oy.

Y HosoHapoOsceHux 8ikom 00 1 mudHA CUCTEMHUU KIIipeHC JIiHe30iay (i3
po3paxyHKy Ha 1 KIr Macu Tija) IMIBUAKO 3POCTA€E IPOTIATOM IIEPIIOrO TUXKHS KUTTS.
TakuM 4MHOM, Yy HOBOHAPOOXKEHUX, K1 OTPUMYIOTH IIpernapart y go3i 10 Mr/Kr KoxHi 8
TOOWH II0H000BO, CIIOCTEPIraeThCs OiNbII BUCOKA CUCTEMHA €KCIIO3UIlis IIpenaparTy y
NepIInU OeHb IIiciasa HapoaXKeHHd. [IpoTe He 049iKy€eThCs HaAMIpHOL KyMYyJIIIil
pernapaTy B OpraHi3Mi IpU TaKOMY [03YBaHHI IIPOTATOM IEPILIOTO TUXKHSA XKUTTA
HEeMOBJIATHU (BHACJIIAOK LIBUOKO 3POCTA0YO0r0 KIIipeHCy IpenapaTy IPOTATOM IIePIInX
7 oHiB XKuUTTA) (OuB. po3ain «Cmocib 3acTOCyBaHHS Ta OO3U»).

Y Oimeti sikom 8i0 12 0o 17 pokie papMaKoKiHeTHKa JIiHe30/iay mogidHa oo Takol y
OOPOCIIUX IIPU 3aCTOCYyBaHHI nIpenaparty y go3i 600 mr. TakuM 4vHOM, y AOiTeH, SKi
OTPUMYIOTH ITpemnapaT y no3i 600 Mr KoxkHi 12 roguH mongeHHo, Oyme criocTepiraTucs
TaKa 2K CcaMa eKCIIO3Hllis, K i y JOPOCIUX NalliEHTiB IIPpU NPUKMOMI IIpenapaTy B Tiid
caMmil mo3i.

Ilepemo3yBaHHs



Crnenu@igyHOTO aHTUOOTY HEMAE.
He 6yno 3apeecTpoBaHO BUIIaJKiB IIepeqo3yBaHHS.

Y pa3si nepeno3yBaHHS [I0Ka3aHe CUMIITOMaTUYHeE JIIKyBaHHS 3 IPOBEIEHHSIM 3aXO[iB
IIIOA0 MiATPUMKHU PiBHSA KJIy004KOBOI1 GinbTpartiii. I[Tpubnuzno 30 % npuiHATOI H03U
npenapaTy BUBOOUTHCS IIPOTATrOM 3 TOOUH reMofiasi3y, ajie HeMa€e OaHUX L1080
BUBEOEHHS JIIHe30JIily i yac mpoliieayp IIepuToHeaaIbHOro gianidy abo remonepdysii.
[IBa mepBUHHUX MeTabOoJIiTH TiHe30/Iiy TaK0XK BUBOASATHCS LIISIXOM reMofiaisy.

ITo6iuHi epexkTHn

YactoTa noOiYHUX peakllii BU3HaUYeHa TaKUM YMHOM: OyzKe 4dacTi (> 1/10), gacTi (>
1/100, < 1/10), HeuacTi (> 1/1 000, < 1/100), moomuuoki (> 1/10 000, < 1/1 000),
piokicHi (< 1/10 000) i yacToTa HeBimoMa (He MOXKHA BCTAHOBUTHU Ha MifCTaBi HasBHUX
OAHUX).

IHgeKuii ma iHeasii: YacTi - KaHAUO03, OpabHUY KaHOUO03, BariHaIbHUM KaHOUI03,
rpubKoBi iH(deKIlil; HeyacTi - BariHiT; pigKicHI - aHTHOiOTHKACOIIili0BaHi KOJIiTH,
BKJIIOUAIO4YH IICeBOOMEMOPaHO3HUU KOJIIiT*.

Po3nadu 3 60Ky cucmemu Kposi ma AiMpamuyHoi cucmemu: 4acTi - aHeMis*T;
HeYacTi -JIeMKOIeHisT*, HeUTpoIreHisa, TpoMOoLuTOoIEeHiS*, eo3uHODinist; pigKicHi -
MMaHIUTOIEHiT*; YacToTa HeBimoMa - MieJlocymnpecis*, cumepobacTHa aHeMis*.

Po3aadu 3 60Ky iMyHHOI cucmeMu: 4acTOTa HeBioMa - aHadinakcis.

Po3saadu 3 60Ky memaboaizmy ma xap4yB8aHHs: HeYacCTi - TimoHaTpieMis; yacTtoTa
HeBigoOMa - JJaKToauugo3*.

Po3nadu 3 60Ky ncuxiku: 4acTi - 6e3COHHS.

Heepooz2iuHi po3aadu: 4acTi - TOJIOBHUM 0inlb, IiepBepcii cMaky (MeTamigyHUM
IpHCcMaK), 3allaMOpPOYEHHSs; HeYacCTi - CyooMu*, TirecTesis, mapecTe3is; 4acToTa
HeBimoMa - CEpOTOHIHOBUM CUHAPOM**, mepudepuyHa HeHpomaTisa*.

Po3siadu 3 60Ky opaaHie 30py: HeYaCTi - 3aTyMaHeHUuM 3ip*; pigkicHi - medekT mons
30py*; 4yacToTa HEBiOMa - 30pOBa HeUpoIarTisa*, HeBpUT 30pOBOro HepBa*, BTpaTa
30py*, 3MiHa 30POBOT0 BigUyTTS*, 3MiHa COPUUHATTS KOJIbOPY*.

Po3nadu 3 60Ky op2aHie cayxy ma pieHoB8dz2u: HeYacTi - I3BiH y ByXax.

Po3saadu 3 60Ky cepusi: He4YacCTi - apuTMis (Taxikapmis).



Po3nadu 3 60Ky cyOuH: 4acCTi - apTepianbHa rinepTeHsist; HeyacTi - TpaH3UTOPHA
imemiyHa ataka, ¢puebit, TpomOodebiT.

Po3siadu 3 60Ky wWAyHKOBO-KUWKOB020 MPAKMYy: 4acTi - giapesi, HymoTa, OJII0BaHHSI,
JIOKanbHUM ab0 reHepasizoBaHuM 0iNlb y XKMBOTI, 3aIl0p, AUCIENCis; HeYacTi -
IaHKpPeaTUT, TaCTPUT, 30yTTS XKUBOTA, CyXICTh Yy POTi, TJIOCUT, YacCTl pigki
BHUIIOPOXXHEHHS, CTOMATHUT, Po3/1aau abo 3MiHa KOJIbOPY SI3UKa; PigKicHi -
3He0apBIEeHHS MOBEPXHi 3y0iB.

Po3nadu 3 60Ky 2enamobiniapHoi cucmemu: 4acTi - BiOXUJIeHHS Bil HOPM ITOKA3HUKIB
dbyHKITiOHaTPHUX TTeYiHKOBUX P00, 30inbimenHs piBHiIB AJIT, ACT a6o nyKHO1
docdaTtasu; HeyacTi - migBUIIeHHS 3arajibHOTO OinmipyOiHy.

Po3sadu 3 60Ky wKipu ma niOwkipHoi KAimKoB8UHU: 4acCTi - cBep0ixK, BUCUI; HEYACTi -
KPOIIMB THKA, JePMaTUT, HaAMipHe ITOTOBUAIIEHHS; YaCTOTa HeBimoMa - Oy/IbO3Hi
ypaxKeHHS LIKipH, Taki 9K cuHApoM CTiBeHCa-[[?)KOHCOHa Ta TOKCUYHUU
emnigepMarbHUU HEKPOJIi3, aHrioegeMa, ajoIelis.

Po3sadu 3 60Ky HUPOK i ceuosudi/sbHOI cucmemu: 9acTi - MiABUIIEHHST a30Ty
CE4YOBUHU KPOBI; HEUaCTi- HUPKOBA HENOCTATHICTD, IiABUILEHHA KPEaTUHIHY,
IOJIiypif.

Po3nadu 3 60Ky penpo0yKmugHoi cucmemu ma MO/A04YHUX 3d/103: HedacTi -
ByJIbBOBariHa/llbHiI IOPYIIEHHS.

3azanvHi po3sadu ma nopyweHHA 8 Miclyi 88e0eHHA: 4acCTi - Tapsa4Ka, JIOKajli30BaHUU
0inb; HeyacTi - 03H00, BTOMa, Oifb y MicIli iH’€eKIlil, cipara.

ITocaidoceHHs. BioxiMisi: 4acTi - MigBUINIEHHS JIaKTaTOerigporeHasu,
KpeaTHHiHKiHA3W, JIilma3u, amMina3u abo MoCcTIpaHaiaabHOTO (He HaTIe) PiBHSA
TJIIOKO3Y, 3HUKEHHS 3arajabHoro 0inka, anb0yMiHy, HaTpilo Ta KaJibllilo, NigBUILIEHHS
abo 3HMXKEeHHS KaJlito abo OikapOoHaTy; HedacTi - MigBUIlleHHS HaTPito abo Kabliilo,
3HUKEHHS TJII0K03U 0e3 rojiogyBaHHs, MiABUIIIeHHS a00 3HUXKEHHS XJIOPUIiB.
'eMaToOIOTisA: YaCTi - MigBUIIIeHHS KiTbKOCTiI HeUTPodiniB abo eo3nHO}iniB, 3HUKEHHS

reMorjyio0iHy, reMaTOKPUTY ab0 KiJTbKOCTi epUTPOLIUTIB, IMiABUIIIEHHS a00 3HUKEHHS
KinTbKOCTi TPOMOOIIMTIB a00 JTeMKOIIMTIB; HeYacCTi - MigBUIIIEeHHS KiTbKOCTI
PETUKYJIOLNTIB, 3HUKEHHS KiJTbKOCTI HEUTPOQiiB.

* Tus. po3mgin «OcoBGIUBOCTiI 3aCTOCYBaHHS».

** [Tus. po3minu «IIpoTunokal3aHHsI» Ta «B3aeMomist 3 iHIMIUMU JTiKapChKUMHU 3acobaMu
Ta IHIIII BUOU B3a€EMOMIN».



T Ilig 9yac KOHTPOJIbOBaHUX KITIHIYHUX OOCIIAXKEHb, B SKUX JIIHE30JIi[] 3aCTOCOBYBaJlA Y
nepion go 28 gHiB, y 2,0 % maliieHTiB Bif3Hayanacs aHeMid. Y nporpami i3
3aCTOCYBaHHSIM He3apeeCTPOBAHOT 0 JTiKapChKOro 3aco0y Mo rymMaHiTapHi# mporpami
(compassionate use) 3a y4acTio NaLi€HTIB 3 iHPEKLiAMH, 1110 3arPOXKYIOTh XKHUTTIO, Ta
CyNIyTHIMM 3aXBOPIOBAHHSAMMY, BiICOTOK IIALIEHTIB, Y AKUX BUHUKJIA aHEMIs MIiCJIA
IPUUOMY JIIHe30J1igy nOpoTaroM < 28 nHiB, cTaHOBUB 2,5 % (33 3 1326) y nOopiBHAHHI 3
12,3 % (53 3 430), sKi mikyBanucsa > 28 gHiB. CriBBigHOIIEeHHSI 3aiKCOBaHUX
BUIIQAKIiB TSI2KKOI aHEeMil, BUKJIMKAHOl 3aCTOCYyBaHHSIM JIiIKapChKOT'0o 3aco0y, II10
nmorpebyBajio rmepenuBaHHs KpPoBi ctaHOBUIO 9 % (3 3 33) y mali€eHTiB, 110 JTiKyBaaucs
npotsarom < 28 gHiB, Ta 15 % (8 3 53) y TuX, XTO JIiKyBaBCA OPOTATOM > 28 OHIB.

[ToGiuHi peaxiil, IOB’sI3aHi i3 3aCTOCYBaHHAM JIiHE30J1iay, sKi OyJIx OLiHEHi B PigKux
BUTIaJIKaX SIK peakxilil TI2KKOTro CTyIIeHs: JTIoKali30BaHUM abgoMiHambHUM Oinb,
TPAH3UTOPHUN illIeMiYHUY Hallaf Ta apTepiajbHa rinepTeH3is.

Y nmocTMapKeTUHTOBUY MEPiOn IMOBIHOMIISAIM ITPO BUNAAKHU CUMITOMATHYHOL
rirmornikeMii mpu 3aCTOCyBaHHi JTiHE30JIiAy, HeceleKTUBHOTO iHri6iTopy MAO
3BOPOTHOI Ail, maIfieHTaM 3 IyKpoBUM fiabeToM, sIKi IpuiiMaioTh iHCYJIiH abo
repopa’bHi rinoriikemiuni npemnapatu. [Tpuiiom gesikux iHri6iTopis MAO noB’si3aHUM
3 TinornikeMiYHUMU eIli3ojaMy y XBOPUX Ha LYKPOBUM miabeT, siKi OTPUMYIOTH iHCYJIiH
abo rinoruikeMiuHi 3acob6u.

Y narieHTis, AK1 OTpUMYyBaJIU JIIHE30JIi] Y IIOCTMapKEeTUHTOBUN I1epiof,
CIIOCTepiranuch BUIIagKH TilmoHaTpPieMil Ta/abo CHHOpPOMY HeadeKBaTHOl CEKpelril
QHTUOIYPETUYHOTO TOPMOHY. Y 3a3HaueHUX BUIIaJKaX O3HAKU Ta CUMIITOMU BKJIIOYAIIU
CIIJIyTaHICTb CBiIOMOCTI, COHJIUBICTD, 3arajbHy ClabKiCThb, a y TSIKKUX BUIIagKax
IPU3BOOUIIU OO0 OUXaJIbHOI HEJOCTATHOCTI 1 HaBiTh CMEPTI.

3s8imysaHHs npo nido3prosaHi NnobiuHI peakuyii

3BiTyBaHHS IIPO ITigo3pioBaHi M0oOiUHi peakilil micyis peecTpailiil JIikapcbKOro 3aco0y
Ma€ BaXK/IUBe 3HaueHHs. Lle mae 3Mory 3milicHIOBaTH 0e3IepepPBHUN MOHITOPUHT
CIIiBBigHOIIEHHS PU3UK/KOPUCTH [AJIA JIiKapCchbKoro 3aco0y. KBamiikoBaHUX
MIpaliBHUKIB y chepi 0XOpoHU 3TOPOB’S IPOCATH 3BiTYyBaTU PO OyAb-siKi Mimo3proBaHi
HeOaxkaHi peaxiiii BigImOBiTHO MO JIOKA/JIbHOI CUCTEMH 3BiTHOCTI.

TepMiH npHIaTHOCTI
3 POKH.

VYMoBH 30epiranus



36epiratu nipu TeMIiepaTtypi He Buie 25 °C B OpuUTiHaJbHIN yIIaKOBIIi DO
BUKOpucTaHHs. He 30epiratu y XoJmoOguIbHUKY Ta He 3aMOpPOXKyBaTu. 30epiratu y
HEeOOCTYIIHOMY [JIA OiTeu MicIi.

YnakoBka

ITo 300 mn y miiAmIng, 1o OOHIN IJIALIN y IayvIli.
KaTeropis Bignycky

3a penemnTomM.

BupooHHK

ITAT «T"amuudapm».

Micue3HaxoaKeHHsI BHPOOHHKA Ta MOro ajJpeca MiCIisi IpoBaaKeHHsI
IisIIHLHOCTI.

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



