IHCTPYKIIA

IJISI METUYHOT' 0 3aCTOCYBAaHHSA JIIKapChKOT0 3aC00y

JITHEJIIN

(LINELID®)

Cknao:
0itoua pevyosuHa: JMiHe30Iim;
1 M1 po34uHy MicTUTE 2 MT NiHe30:miny (y nepepaxyHky Ha 100 % pedoBuny);

donomidicHi pevosuHu: HATPil0 LKUTPAT, KACIIOTa TUMOHHA 0€3BOMIHA, TJII0K03a MOHOTIAPAT,
HaTPilo TigpoKcug*, KUCI0Ta XJIOPUCTOBOAHEBa*, Bofa A iH'€KIIii.

* kopereHTu pH.

JIikapcbka ¢opma. Po3uun s indys3ii.

OcHo8HI (hi3uko-xiMiuHi 81acmusocmi: mpo3opa 6e3bapBHa abo 3/1eTKa JKOBTYBATOr'0 KOJILOPY
pimuHa.

dapMakoTepaneBTHYHA rpyna. AHTHOaKTepianbHi 3ac00U 11 CHCTEMHOTO 3aCTOCYBaHHS.

Kox ATX JO1X X08.

dPapmako.102iuHi 8 1acmueocmi.
dapmakoOuHamika.
3arasnbHi BIaCTUBOCTI

Jline3oJin - cuHTeTUYHUHM aHTUOAKTEepialbHUM ITpenaparT, 10 HaJleXKUTh [0 HOBOT'O KJacy
aHTUMIKPOOHUX 3ac06iB - OKCA30JigMHOHIB. BiH BUSB/ISi€ aKTUBHICTB in Vitro npoTu aepoOHUX
IrPaMIO3UTHUBHUX OaKTepil Ta aHaepoOHUX MiKpoopraHi3mis. JIline30ig BUGipKOBO MPUTHIUYE CUHTES
6inkiB OakTepilt uepe3 yHikanbHUI MexaHi3M [ii. Bin 6e3nocepenHbo 3B’I3y€ThCA i3 pubocoMamu
6akTepiit (23S 3 50S cybomuHMIb) Ta IEPEIIKOIXKAE YTBOPEHHIO (DYHKIIIOHAIBHOTO iHillil0I1090T0
koMIiekcy 70S (BaXKIMBOro KOMIIOHEHTA MPOIeCy TPaHCIALII).

[TourmpeHicTh HaOyTOI Pe3UCTEHTHOCTI MOXKe 3MiHIOBATUCS reorpadidyHo Ta y 49aci 4jisi OKpeMux
BUJIiB, TOMYy 6axkaHO CIIMPATHUCS Ha MiclleBY iH(opMalliio moa0 pe3uCTEHTHOCTI MiKpOOpraHi3MiB,



0CO0ONIMBO Y JIIKyBaHHI TAXKKMNX iH(peKiN. 3a HeoOXiTHOCTI, KON PiBEHb MOIMIMPEHOCTI
PE3UCTEHTHOCTI MIKPOOPTaHi3MiB Ha MiCLIeBOMY PiBHI € TaKUM, 1110 KOPUCTH Bifl 3aCTOCYBaHHS
JiKapChKOro 3acoby, MpUHAWMHI 110 BiHOIIEHHIO 00 AesIKUX BUMIIB iH(DeKIIil, BUKJIUKAE CYMHIBH, CIIif
3BEPHYTUCA 3a KOHCYJIbTALI€0 0O eKCIepTa.

YyTnusi MiKpOOpraHiamMu

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

['pamno3uTHBHI aHaepoOHi Mikpoopraniamu: Clostridium perfringens, Peptostreptococcus
anaerobius, Peptostreptococcus species.

PesucrtenTHi Mmikpooprasnismu: Haemophilus influenza, Moraxella catarrhalis, Neisseria species,
Enterobacteriaceae, Pseudomonas species.

* KniniyHa eekTuBHICTh Oy/ia IPOIEMOHCTPOBaHA AJIS YYTIMBUX IITAMiB 3TiHO i3 3aTBEPIKEHUMU
IOKa3aHHSIMU.

Xoua /iHE3011i IEMOHCTPYE OesIKy aKTUBHICTE in vitro IPpOTU Legionella, Chlamydia pneumonia Ta
Mycoplasma pneumoniae, HeIOCTaTHbO HAHUX AJIS MiATBEPOKEHHS KIIiHIYHOI e(pEKTUBHOCTI B
IIUX BUMIAAKaX.

ITepexpecHa pe3UCTEHTHICTh

MexaHi3M fil niHE30mMigy Bigpi3HAETHCS Bifi TAKOTO iHIINX K1aciB aHTUO10THKIB. [JOCTiIXKEeHHS
KJTIHIYHUX IITaMiB (METHLUJIHPE3UCTEHTHUX CTa(iIOKOKIB, BAHKOMIIIMHPE3UCTEHTHUX €HTEPOKOKIB,
a TaKOX TEeHIIUIIiH- i epUTPOMILIMHPE3UCTEHTHUX CTPEIITOKOKIB) in vitro MOKa3ylTh, 110 JIiHEe30Iif
3a3BUYal aKTUBHUM BiTHOCHO MiKPOOPraHi3MiB, CTIMKKX A0 OJHOTO YU [OEKiTbKOX iHIINX
KJIaCiB aHTUMIKPOOHUX areHTiB.

CTi¥KiCTh [0 JIiHe30J1igy NO0B’'sI3aHa 3 TOYKoBUMHU MyTaliamu B 23S pPHK.
dapmaxkoKiHemuxka.

[Tpemapart JIiHemin MicTUTE TiHE30if, 1110 € 6i0I0TiYHO aKTUBHOI0 PEYOBUHOI0 Ta META00ITi3YETLCS 10
HEaKTUBHUX IIOXITHUX.

AGcop6irist

JIiHe3071ig IHTEHCUBHO BCMOKTYEThCS MICIIS IEPOpPaIbHOr0 3aCTOCYBaHHA. MaKCcuMabHa
KOHIIEHTPAIlis y IJ1a3Mi KPOoBi JocsraeThCs MPUOIU3HO Yepe3 1-2 TOAUHM IIiC/s 3aCTOCYBaHHS, a
abcomoTHa 6i0mOCTYIHICTE IpenapaTy cTaHOBUTH 0mu3bK0 100 %. ToMy niHe305ig MOXKHa
3aCTOCOBYBaTH ITepopasbHO ab0 BHYTPIIIHEOBEHHO 03 KOPEKIIil 103H.

JliHe3o0mi MoXkKHa 3aCTOCOBYBaTH He3aJlekKHO Bif mpuiioMy 1xi. Yac J0 JOCATHEHHS MaKCHMalbHOl
KOHIIeHTpallil 36inmbmryetbesd 3 1,5 go 2,2 roguny, i C,,, 3HUXKYy€eThCS npuban3Ho Ha 17 % npu
3aCTOCYBaHHI JTIHE30Iiy 3 12Kel0 3 BUCOKUM BMiCTOM KUPiB. [IpoTe 3aranbHa €KCIO3UIIis, TKa
omiHeThCs 3a AUC,, TomiOHa B 000X BUIIQ[KaX.

Po3nopin



HocnipxeHHS (papMaKOKiHEeTUKY T0Ka3aiy, 10 JIIHe30JIi MBUAKO PO3NOTIIAETLCA Y TKAHUHAX 3
moOporo nepdysiero. [Tpubmusno 31 % niHe30migy 3B’s13yeThCs 3 GiTKaMu I71a3MU KPOBI, i 11e He
3aJIeKUTh Bifl KOHIEHTpallil mpenapaTy. O6’eM po3Moniny aiHe30 iy B piBHOBaXXHOMY CTaHi y
3[O0POBUX [OPOCIIUX MOOPOBOJIBIIIB CTAHOBUTH B cepemubomy 40-50 1.

KoHueHTpauii 1iHe30iy BU3HavYaauCcs B pi3HUX PiguHax 3a y4acTio 00MeXeHOl KiJTbKOCTi y4aCHUKIB
y mocnimxeHHSX $ha3u 1 micnst 6araToKpaTHOTO BBefleHH JTiHe30iny. BinHoIIeHHS KOHIIeHTpaIlil
JIiHE30JIily B CIMHI 0 KOHIIEHTPAIlil ¥ Ija3Mi KpoBi ctaHoBuO 1,2:1, a BigHOIIEHHST KOHIIEHTpPallii
JIiHEe30JIify B IOTi OO0 KOHIIeHTpatil y mia3Mmi Kposi — 0,55:1.

Mertaboism

Jline3omiy mepeBaxHO MeTab0Ii3yETHCS MIJITXOM OKUCIEHHS MOP(QOJIiHOBOTO KiJIbId 3 YTBOPEHHSIM
IBOX HEaKTHBHUX MOXigHUX KapOOHOBOI KHUCJIOTH 3 PO3iMKHEHUM KiNlblieM: MeTabomiTy
amMiHOeTOKCionToBOI KucnoTu (A) i MmeTabomnity rinpokcietunrminuny (B). [Tepen6adaeThcsi, 110
MeTaboIiT A YTBOPIOETHCS (GePMEHTATUBHUM IIISIXOM, TOMi SIK YTBOPEeHHsT MeTaboity B
OTI0CEPENKOBYETHCS HehepMEHTAaTUBHUM MeXaHi3MOM, III0 BKJTIIOYA€ XiMidYHe OKHCIIEHHS B YMOBax in
vitro. [locnmigKeHHs in vitro mMpogeMOHCTPYBAJIH, IO JIiHe30Ii MiHiMaIbHO MeTaboTi3yeThCs 3
MOXKJIMBOIO Y4acCTIO0 V IIbOMY IIpolieci cucteMu nutoxpomy mopuau P450. [IpoTe MeTabomiuHi mnsaxu
[J1s JIIHe30JIiAy [0 KiHIA He BUBYEHI.

BuBeneHHsa

HeHupKOBUY KITipeHC CTAHOBUTH MPUOIN3HO 65 % Bif 3aranbHOTrO KilipeHcy niHe3omigy. Y
piBHOBaxkHOMY cTaHi mpubnau3no 30 % 03U npenapaTy BUSBISETHCS B Cedi ¥ BUTTIAMIL JIiHE30IiNy,

40 % - y surnani metabomnity B i 10 % - y Burnsagi metabomnity A. CepefHiii HUPKOBUM KJTipeHC
nine3osiny ctaHoBUTH 40 MJI/XB, IO CKJIafja€ YMCTY KaHableBy peabcopbiito. Jline3omin y Kati
IIPaKTUYHO He BU3HAYAETHCS, TOMI K TPUOIN3HO 6 % [MO3U IperapaTty BUSBISETHCS B Kali y BUTTIAMI
MeTtabomity B i 3 % - y Burnsami metabority A.

He3HauyHa HeMNiHINHICTD KIIIPEHCY CIIOCTepiranacs Ipu MigBUILEHH] 03U JiHE30IiAy, 1110, 0Y4eBUIHO, €
HaCJIiIKOM HUXXYO0I'0 HUPKOBOI'O 1 HEHUPKOBOT'O KJIipEHCY LbOTr0 IIpenapaTy IpYU M0T0 BUIIUX
KOHIIeHTpaliax. [IpoTe 1 pi3HuUIld y KiipeHci 6yia He3HayHa i He BIIMBalla Ha ySIBHUH IIepiof
HaIliBBUBEMEHHS.

ITauieHmu 3 HUPKOBOIO HEAoCMAamHicmio

dapMmakoKiHeTHKA JIiHe30JIily He 3MiHIOEThCS Y TMALliEHTIB 3 OyOb-IKUM CTYIIeHEM HUPKOBOI
HEJOCTAaTHOCTI; ITPOTe ABa OCHOBHI MeTaboIiTH JTiHe30JTioy KyMy/TI0I0ThCS V TalliEHTiB 3 HUPKOBOIO
HEe[OCTaTHICTIO 3i 30ibIIeHHAM IX HAKONUYEHHS Yy Nalli€HTiB 3 OLIBLUINM CTyIIeHeM BaXKKOCTi
HUPKOBOI nucdyHkuii. DapMaKoKiHeTHKa JTiHE30TiAYy Ta ABOX HOTr0o MeTaboiTiB TakoXK Oyia
OOCIifi?KeHa y MallieHTiB 3 TepMiHaIbHOIO CTafieo HupKoBol HegocTaTHOCTI (TCHH), ki 3HAX0OAThCS
Ha remopianisi. Y gocnigxeni TCHH 14 nanienTiB orpumyBanu 600 Mr niHe30iay KoxHi 12 rogun
npotsirom 14,5 nusi. OCKiNbKY He3aseXKHOo Bif GyHKIIii HUPOK OOCSATalNuCs ONHAKOBI KOHIIEHTpallii
JIIHEe30JIigy Y IU1a3Mi KPOBi, TOMY [JId MTALi€HTIB 3 HUPKOBOIO HEOCTATHICTIO HE PEKOMEHYEThCA
IIPOBOAMTH KOpEKIIifo mo3u. [IpoTe, BpaxoBylouu BiACyTHICTE iH(MopMallil Ipo KIiHIYHY 3HaYYIIiCTh
HAKOIIMYEHHST OCHOBHUX MeTa0O0JIiTiB, CIIifl 3BaXKUTH OOIJIBHICTh 3aCTOCYBaHHS JTIHE30ITioy
malfieHTaM IIpU HasiBHOCTI HUPKOBOI HEJOCTATHOCTI i OTEHIIINHUAX PU3UKIB HaKOMMYEeHHS TaKUX
MeTabomiTiB. I miHe3osin, i gBa MeTaboiTH BUBOOATHCS 3a AOMIOMOTO0I0 reMofianisy. Indopmartiis mpo
BIIJIUB II€PUTOHEAIbHOTO Aiasi3y Ha (hapMaKOKiHETUKY JIiHe30J1iqy BiICYTHS.

ITauieHmu 3 ne4iHK080H HedocmamHicmioo



dapMakoOKiHeTHKa JIiHe30JTily He 3MiHIOBanacs y 7 MallieHTiB i3 mopyuieHHAM (QyHKIIi1
IIeYiHKY Bif] JIETKOT0 IO CEPeNHbOr0 CTYIeHs TSAXKKOCTI (kKmac A abo b 3a mkanoio Yannga —
[T't0). Ha migcTaBi HassBHUX JaHUX [JId NAIli€HTIB i3 ypaXXeHHAM (YHKIII1 I€YiHKH Bifi JIETKOTO
[0 CEpPeNHbOI0 CTYIIEHS TAXKOCTI KOPUT'YBaHHS NO3U He peKoMeHnoBaHe. PapMaKOKiHETHKA
y MaLieHTIB i3 ypaXXeHHSAM (QYHKIII IeYiHKY TSIXKKOT0 CTyIeHS He OIiHIBaIacs.

Kniniuni xapakKTepuCTHKH.
Iloka3zaHHA.

JlikyBaHHS iH(eKLil, CHPUYNHEHNX YyTIUBAMY IITaMaMU BU3HaYE€HUX MiKpPOOPTaHi3MiB, IIPX TaKuX
CTaHax:

— HO30KOMiaJIbHa ITHEeBMOHIS;
— HerocIiTajJbHa ITHEeBMOHIS;

— ycknapHeHi iHdekuil mKipu Ta ii cTPYKTYp, 30KpeMa iHdeKIii Ha T/ miabeTuyHOi cTonu Ge3
CYIIYTHBOTO OCTEOMIi€eNiTy, cipuuuHeHi Staphylococcus aureus (MeTUIUTTIHUYTIUBUMH Ta
MEeTHIMTIHPe3UCTeHTHUMHU i30nsiTamMu), Streptococcus pyogenes abo Streptococcus agalactiae.
Jlinenig He OyB BUBYEHUH Y JiKyBaHHI BUPa3KOBUX IIPOJIEKHIB;

— HeyCKJIafgHeHi iHQeKIil WKipu Ta il CTPYKTyp, cipuunHeHi Staphylococcus aureus (TinbKu
MEeTUIMTIHUYTIUBUMH i30/15iTaMu) abo Streptococcus pyogenes;

— Pe3UCTeHTHi 40 BaHKOMILMHY iH(eKIIil, cipudynHeHi mrTamMmaMu Enterococcus faecium,
BK/TIO4al04H iH(deKii, 1110 CympoBOAXKYIOThCS OaKTepieMiero.

Jlinenig He MOKa3aHUU 714 TiKyBaHHS iH(EKLiY, CHPUUYNHEHUX TPaMHETraTUBHUMU
MikpoopraHizmamu. Y pasi migo3pu abo BUSBIEHHS I'PaMHETraTHBHOI0 30yqHUKa TOTPiOHO HeraiHo
po3noyartu crenupiyHy rpaMHETraTUBHY Tepalriio.

IIpoTunoka3aHHs.
Bimoma rimepuyTnuBicTh [0 JIiHE30mimy ab0 Oyab-SKOT0 iHIIIOT0 KOMIIOHEHTA IIpenapary.

JliHemim He CJIif 3aCTOCOBYBATHU TMallieHTaM, SIKi MpuUKUMaloTh Oyb-sIKi MeOUYHi IIpemapary, 110
MIPUTHIUYIOTh MOHOAMiHOKCHOA3y A Ta B (Hampukiapn, peHen3rH, i30KapOoKca3u, CeNeriiH,
Mok06emin), abo MPOTATOM OBOX THUXKHIB IiCJIA MPUUOMY TaKUX IIpelaparisb.

3a BUHSAATKOM BUIIa[IKiB, KOJIU € MOXKJ/IUBICTh PETEIBHOTO CIIOCTEPEKEHHS Ta MOHITOPUHTY
apTepianpHOro TUCKY, JIiHenin He Ciif IpU3HavYaTy MaljieHTaM 3 TAKUMU CYNyTHIMU KIIHIYHUMU
cTaHamu ab0 OJHOYACHO 3 MPHUIOMOM HUXK4Ye3a3HaYeHHUX IIperapariB:

— HEKOHTPOJIbOBaHA apTepialibHa rinepTeH3is, GeoxpoMoIUTOMa, KapIUHOi, TUPEOTOKCUKO3,
bimonspHa memnpecis, mm3oadeKTUBHUN PO3jIaf, TOCTPI eMi30a1 3a1aMOPOYEHHS;

— iHTiGiTOpPH 3BOPOTHOTI'O 3aXOIJIEHHS CEPOTOHIHY, TPULMKITIYHI aHTUIeIIPECAaHTH, arOHICTH



5-HT, peuenTtopiB CepoTOHIHY (TPUINITAHU), IPSIMi Ta HEIIPSIMi CUMIIaTOMIMETUKY (BK/II0Yal4u
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»).

B3aemodisn 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemoditi.

Iari6iTOPY MOHOAMIHOKCUIA3K

Jline3orig € HeceneKTUBHUM iHTi6iTOpoM MoHOaMiHOKcHuga3u (MAQ) 3BOpOTHOI fil. Y mocmimkeHHSIX
B3a€EMO[il TiIKapChKUX IIpenapaTiB Ta JOCTigKeHHIX 6e3neKH JIiHe30imy OyI0 OTpruMaHO JyXkKe
0o0MeXeHy KiNTbKiCTh OaHUX IIPO 3aCTOCYBaHHS JIiHE30JIiAy OIS JIiIKyBaHHS NAIi€HTIB, SKi OTPUMYIOTh
CYIIyTHIO Tepallilo IpefapaTaMy, 110 CTBOPIOIOTE MEBHI PU3UKYU BHACTIAOK NpurHideHHs MAO. Tomy
3aCTOCYBaHHS JIiHE30JIily 3a TaKUX 00CTaBUH He PEKOMEHIOBaHe, SKII0 HEMOXKJIMBO IIPOBOAUTHI
peTemnbHEe CIIOCTEPEeKEeHHS Ta MOHITOPUHT CTaHYy MallieHTa (OuB. po3ainu «IIpoTunoka3aHHs» Ta
«Oc0o0IMBOCTI 3aCTOCYBaHHS»).

[ToTeHMilHI B3a€MOIl, 1110 IPU3BOOAThH OO0 HiABUINEHHS apTePiaJlbHOT0 TUCKY

Y 3mopoBux mOGPOBOIIBINB 3 HOPMAIbHUM apTepiaTbHUM THCKOM JIiHE30Ti 301/IbIye MigBUIeHHS
apTepianbHOTO TUCKY, CIpUYNHEHEe IceBRoedeqpruHOM Ta (PeHiIIponaHoiaMiHy TiApPOXJIOPHUOOM.
OpHoYacHe 3aCTOCYyBaHHS JIiHE30ily Ta ceBmoedenpuny abo GeHinmponanonaMiny rigpoxIopumy
IIPU3BOOUTH 10 3POCTAHHSA CUCTOJIIYHOT0 apTepiaibHOrO TUCKY B cepegHboMy Ha 30-40 MM pT. CT.
IIOPIBHAHO 31 3pocTaHHAM Ha 11-15 MM pT. CT. Iif BIJIMBOM BUKJIFOYHO JIIHE30J1iy, Ha

14-18 MM pT. CT. Iif BIUIMBOM BUKJIIOUHO IceBmoedenpuny abo eHinmpomnaHonaminy, Ta Ha

8-11 MM PT. CT. IpH 3aCTOCyBaHHi Iyane6o. AHaIOTIYHUX [OCIIXKEHb 3a Y4acTIO Malli€HTiB 3
apTepiasbHOIO TimepTeH3icl0 He MPOBOAUIN. PeKOMEHI0BAHO PEeTENIbHO Mig0upaTy NO3K IperaparTis,
sIKi BUSIBIISIIOTH BA30IIPECOPHUY BIIUB, BKITIOYalouu JodaMiHepriyHi mpenaparty, 1106 OTpuMaTH
OazkaHWM pe3yabTaT IpKU KOMOIHOBAaHOMY 3aCTOCYBaHHI JIIHE30IiMy 3 IMMU IIpernapaTaMu.

[oTeHIIilHI cepoTOHiIHEPTiYHI B3aeMofii

[ToTeHtiini B3aemogil MixK JTiHe30/IiIoM Ta JeKCcTpoMeTopdaHOM BHBYAIH ¥ HOCTiAKeHHi 3a y4acTio
3[0POBUX NOOPOBOJIBLIIB. YYaCHUKU OTPUMYBaju AeKcTpoMeTopdaH (IBi go3u 1mo 20 MT 3 iHTEpBasioM
y 4 rogunu) y KoMOiHarlil 3 miHe3osigoM abo 6e3 HbOT0. Y 3M0pOoBUX HOOPOBOJILIIB, SIKi OTPUMYBAIK
JIiHE30JIiM Ta HeKCTpoMeTopdaH, He CIIOCTepiraau NposiBiB CEPOTOHIHOBOTO CHHAPOMY (CILTyTaHICTh
CBiIOMOCTI, Map€eHHS$, 3aHETIOKOEHH S, TPEMOD, IIaTOJIOTIYHUN PyM dHEellb, TI0CUJIeHe TI0TOBUIIEHHS,
rinepipekcis).

IocBin micnsipeecTpaliiHOro BUKOPUCTAHHS: 0YJI0 OTPHMAaHO OfIHE IOBiIOMJIEHHS 000 BUHUKHEHHS
IIPOSIBiB, TTOMIOHUX IO MPOSIBIB CEPOTOHIHOBOTO CHHOPOMY, V IAlliEHTa, SKUM IIpUitMaB JIiHe30JIi Ta
nekcTpoMeTopdaH; I1i TPOsSIBY 3HUKIIY ITic/Is BimMiHu 000X Ipemaparis.

[IpoTsrom KJIiHIYHOTO 3aCTOCYBaHHSA JIIHE30JIiy Ta CEPOTOHIHEPTiYHUX IIpelapaTiB, BKIIYa04Yn
aHTHUJeNPeCcaHTH [TakKi K CeIeKTUBHI iHTi0iTOpHu 3BOPOTHOTO 3axorieHHs cepoToHiny (CI33C) Ta
omioigu], MOBIMOMIISINIM PO BUIIAKKA PO3BUTKY CEPOTOHIHOBOT'O CUHOPOMY. TaKUM YMHOM, X04a
KoMOiHOBaHe 3aCTOCYBaHHS IMX IIPelapaTiB MPOTUIIOKa3aHe (OuB. Po3min «[IpoTumoKa3aHHs»),
JIIKyBaHHS MAIl€HTIB, OJId SKUX JIIKYBaHHS SK JIIHE30JIi0M, TaK i CEpOTOHIHEPriYHUMU IIpernapaTaMu
Mae BUpilIanbHe 3HaUeHHs, ONMKUCAHO V¥ Po3xini «Oco0IMBOCTi 3aCTOCYBaHHSI».



3aCTOCyBaHHH y MOENHAHHI 3 HACHYEHUMU TI/IQaMiHOM IIPOOYVKTAMK

Y namieHTiB, sKi OTpUMYyBaJIM JIiHE30JIi[ Ta TUPaMiH y KiflbKOCTi MeHII Hixk 100 Mr, He criocTepiranu
3HAYHOT'0 Ba30MIPEeCOPHOro edekTy. Lle cBiguuTh IPO HEOOXiAHICTh YHUKATH JIHIIE HaAJIUIIKOBOTO
CIIOKVBaHHA IIPOAYKTIB Ta HAIOIB 3 BEJIMKMUM BMiCTOM THpaMiHy (a came, 3pinuX CUPIiB, OPiKAKOBUAX
€KCTPAaKTiB, 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). AHarnoriuHo, 1iHe30/i He CIPUYNHAE iHAYKIIi
i3opepmenTiB uToxpoMiB P450 y mypiB. ToMy He 04iKyeThCs BIJIUBY JIIHE30JIiy Ha
(dapMaKOKiHETUKY iHIIKX JTiIKapChKUX 3aco0iB, sfKi MeTabomidyoTbcs CYP450.

PugpamniyuH

BnnuB pudamninuHy Ha papMaKOKiHETHUKY JIiIHEe30J1iy BUBUAJIHU y IIICTHAALUSATHA 3T0POBUX JOPOCIUX
noOpPOBOJIBLIIB YOJI0BiUOl CTaTi, IKMM BBOAUIH JiiHe30J1i (600 Mr oBiui Ha JeHb MPOTATOM 2,5 [IHIB), ¥
KoMOiHarlil 3 pudamminuaom (600 Mr oguH pa3 Ha [eHb NPOTIroM 8 mHiB) Ta 0e3. Pudamminux
3HMKYyBaB noka3HuKKA Cmax ta AUC miHe3ominy B cepenaboMy Ha 2 % (90 % I 15, 27) tay
cepeguboMy Ha 32 % (90 % M1 27, 37) BignoBigHO. MexaHi3M Takol B3a€MOZIl Ta 11 KJTiHiuHe
3HaYeHHS HeBimoMi.

BapgpapuH

[Tpu momaBaHHI BapdapuHy 00 KypCy NTiKyBaHHS JTiHE30/IiI0M Y PiBHOBAXXKHOMY CTaHi CIIOCTepiraiu
10 % 38MXKeHHS cepegHbOro MakcuManbHOro MHC nipu omgHO4YaCcHOMY 3aCcTOCyBaHHI, pu npomy AUC
MHC 3nuxXyBanace Ha 5 %. [JaHuX PO Mali€HTiB, SKi OMHOYACHO OTPHMYyBalIu BaphapuH Ta
JIIHEe30J1i, HeJOCTaTHLO [JI OLIHKY KJIIHIYHOTO 3Ha4eHH, AKII0 BOHO €, [IUX Pe3y/bTaTiB.

AnTubioTUKH
AsmpeoHam

dapmakokiHeTHKa JiHe30iy abo a3TpeoHaMy He 3MiHIOETHCS IIPU OJHOYACHOMY 3aCTOCYBaHHI X
npenaparis.

I'enmamiyuHx

dapmakoKiHeTHKa JIiHe30ify ab0 reHTaMilMHy He 3MIiHIOETbCS IIPU OJHOYACHOMY 3aCTOCYBaHHI X
IIpernaparis.

TocnimkeHHs in vitro IPOOEeMOHCTPYBaIU afUTUBHICTL a00 iHAU(pEPEHTHICTL MiXK JTiHE30/IimoM
Ta BAHKOMIIIMHOM, TeHTaMilIuHOM, pu(daMIIiHOM, iMiTeHeM-IUIaCTaTUHOM, a3TPEOHaMOM,
aMITIIUITIHOM, CTPEIITOMIIIMHOM.

AHTHOKCUOAHTHU

[Tpu omHOYaCHOMY 3aCTOCYBaHHi npenaparty 3 BitaminoM C abo BiTaminoM E nmpoBoguTy KOpPEKIIito
[03U JIiHEe30J1i1y He PeKOMEeHIYEThCS.



Ocob.1ueocmi 3acmocye8aHHs1.
Mienocynpecia

[ToBimoMIsinoCsl PO BUHUKHEHHS Mi€loCyIpecii (30KpeMa aHeMilo, JIEMKOIIeHilo,
TIAHIUTOIIEHII0 Ta TPOMOOLIMTOIEHII0) Y MAIliEHTIB IIif Yac 3aCTOCYBaHHS JIiHE30Miy. Y Takux
BUIIaAKaX ITiCJIS BIAMIHY JIIHE30JIiAy OPYILIEH] reMaTOJIOTiYHi TIOKa3HUKY II0BEPTAJIUCS H0
PiBHS, IKUU CIIOCTEPIraBCs [0 IM0YaTKY JIIKyBaHHS. VIMOBipHO, 10 pU3nK PO3BUTKY LIUX
e(eKTiB NOB’sI3aHUY 3 TPUBAJIICTIO JIIKyBaHHS. Y MALli€HTIB JIITHHOTO BiKy 3aCTOCYBaHHS
JIiHe30JTigy MOXKe CYIPOBOMAXKYBATUCH OiNTbIII BUCOKUM PU3UKOM BUHUKHEHHS MaTOJIOTiYHUX
3MiH KPOBi ITOPiBHSHO 3 OiNTbIII MOJIOOMMM TallieHTaMu. Y MallieHTiB 3 TSIKKO0I0 HUPKOBOIO
He[OCTaTHICTIO (He3aJIeXHO Bifj TOro, Y¥ MPOXOOATh BOHU NIPOLIEAYPHU [iasli3y) Ta y Nalli€eHTiB
3 IIOMIPHUM Y¥ TSKKHAM TOPYIIEHHSIM (QYHKIIil TeYiHKYA MOXKIIMBE IiIBUIIEHHS YaCTOTH
PO3BUTKY TPOMOOIUTONEHII. TaKUM YMHOM, PETEIbHUM MOHITOPUHT (GOPMYIIH KPOBi
HeoOXiTHMM y TaKUX IMallieHTiB: TallieHTH 3 yX&Ke iCHYI04Y010 aHEMi€l0, TPaHYIOLUTOIEHi€0
a00 TPOMOOIIMTOIIEHI€I0; MAIIEHTH, SIKi OTPUMYIOTh CYIYTHI IpenapaTy, 3naTHI 3HUKYBaTU
piBHi reMor100iHY, 3MEHIITYBaTH KiNTbKiCTh (OPMEHUX €JIeMEHTIB KPOBi a00 HEraTUBHO
BIIJIUBATH Ha KiNbKiCTh Yu QPYHKITIOHANIBHY aKTUBHICTh TPOMOOIIUTIB; MAIiEHTH 3 TSXKKOIO
($hopMOI0 HUPKOBOI HEAOCTATHOCTI @00 3 MOMipHUM YU TSIXKKUM MOPYIIEHHAM QYHKITII
TeYiHKY; MalliEHTH, KypC JiKyBaHHS SKUX TpuBae OinbIn Hik 10-14 mHiB. 3aCTOCOBYBaTH
TMiHEe30Mi o JTiKyBaHHS TaKUX MallieHTiB 0axkaHo JUIle V MOENHAHHI 3 PETEIbHUM
KOHTPOJIeM PiBHS reMorjiobiHy, 3araabHOTO aHalli3y KpoBi Ta, 3a MOXKJIUBOCTI, KiJTbKOCTI
TPOMOOITUTIB.

Ax1mo mif 4yac JiKyBaHHA JIIHE30J1iI0M PO3BUBAETHCS 3HaYHA MIEJIOCYIIPeCis, JTiKyBaHH
HeoOXigHO 3YMUHUTH. BUHSITKOM € BUIIAKHU, KOJIM IIPOIOBXKEHHS JTiKyBaHHS BU3HAHE
a0CoIIOTHO HeOOXimHMM. Y TaKUX CUTyalisix HeoOXiIHO MPOBOAUTY PETEIbHUM MOHITOPUHT
TTOKA3HUKIB 3arajlbHOTO aHaJjli3y KPOBi Ta BIIPOBa[XKyBaTH BifIMIOBiHI CcTpaTeril TiKyBaHHS.

Kpim Toro, peKOMEHI0BaHO IIOTHXKHS ITPOBOAUTY MOHITOPUHT ITOKA3HUKIB 3arajIbHOT'0 aHali3y KPOoBi
(BKTIOYAIOUM BH3HAYEHHS PiBHIB reMorio06iHy, KiTbKOCTi TPOMOOITUTIB, 3arajibHOI KiTbKOCTi
JIEMKOLIUTIB Ta PO3TOPHYTOI JIeMKOLIUTAPHOI (GOPMYIH) y MAIliEHTIB, SKi MPOXOAATH TiKyBaHHS
JIIHEe30J1i0M, He3aJIeXXHO Bifj BUXiJHUX [TI0Ka3HUKIB aHali3y KpOoBi.

Y mocnimKeHHSX i3 3aCTOCYBaHHSIM HE3apPEeECTPOBAHOTO JIiKapChKOTr0 3aco0y 10 r'yMaHiTapHin
nporpami (compassionate use) B I'PYIIi Nalli€HTIiB, SKi OTpUMYBaJIH JTiHE30JIi[ MPOTIATOM OiJTbII
HiXK 28 OHiB (MaKCHMMa/lbHa PeKOMEHI0BaHa TPUBAJIICTD JIIKyBaHHS), CIIOCTePiranu
MiOBUIIEHHS YaCTOTU BUHUKHEHHS TSXKKOI aHeMil. Taki maifieHTu 4acriiie notpedyBanu
nepenuBaHHS KpoBi. [Ipo BUnagku aHeMil 3 moTpeboio y epenuBaHHi KPOBi TAK0OXK
MIOBIIOMIISAJIM Y micasipeecTpaliiuomy nepiofi. Taka aHeMis 4acTillle BUHUKasa y Malli€HTIB,
SKi OTPUMYBa/IM JIiHe30JIif IPOTATroM OinbIl HiXK 28 mHiB.

[ToBimoMIIsiOoCst ITPO BUIAJKHU CUIep0o0IacTHOI aHeMil y micimsapeecTpanifinomy nepiomi. Cepeqn
BUIIAOKIB, [JIs SKUX OyB BioMuM 4ac BUHUKHEHHS aHeMil, OifbIIiCTh MalliEHTiB OTpUMYyBaJja
niHe30i mpoTAroM Ginbin HiXK 28 gHiB. [Ticns npunuHEHHS 3aCTOCYBaHHS JIiHE30/IiIy
OiNpIIiCTh MAIli€EHTIB MOBHICTIO a00 YaCTKOBO OOyXKYyBaJld BHACIIIOK ITPOBENEHHS JTIKyBaHHS
aHeMii abo HaBiTh 0€3 JTiKyBaHHS.



[lucbanaHc noka3Hukie cmepmHocmi y KAiHiUHOMY 00CAiOHCeHHI 3a y4acmio nauieHmis 3
IHeKuiaAMU Kpo8OMOKY, No8’ A3aHUMU 3 BUKOPUCMAHHAM Kamemepis ma CnpuduHeHuUMUu
2pamno3umusHuMu 36y0HUKamu

Y xopi BigKPUTOr0 JOCIIAXKEHHS 3@ YYacCTIO NAallieHTiB i3 CEpUO3HUMU
BHYTPIITHbOCYAUHHUMY iHPEKIiAMU, CIPUYNHEHNMU BUKOPUCTAHHSAM KaTeTepiB,
CIIOCTEepiranay 3pOCTaHHSI CMEPTHOCTI Y IPYIIi Ialll€HTiB, SKAUM 3aCTOCOBYBAJIU JIIHE30JIif,
IIOPiBHAHO 3 IPyIlaMu JIiIKyBaHHS BAHKOMIITMHOM/IUKJIOKCALXTIHOM/OKcanuiIiaoM [78 3 363
(21,5 %) mpotu 58 3 363 (16,0 %)]. OcHOBHUM (paKTOPOM BIIJIUBY Ha MMOKa3HUK CMEPTHOCTI
Oyna HasgBHICTh TPaMIIO3UTUBHOI iH(DEKIIi] Ha BUXiZTHOMY PiBHi.

[Toka3HUKU CMEPTHOCTI y TAIli€HTIB 3 iHPEKIiIMU, CHPUYNHEHUMU BUKITIOYHO
rpaMIO3UTUBHUMU OpraHiaMaMu, Oynu cX0xXi (mepeBaxHe criBBigHOmeHHS 0,96; 95 %
noBipuuii inTepBan 0,58-1,59), ane y rpyIi niKyBaHHS JTiHE30JIiIOM 4aCTOTa JIEeTaIbHUX
BUMaKiB Oyna 3HauHo Buiow (p=0,0162) y nauieHTiB 3 OyOb-IKUM JOAaTKOBUM 30y THUKOM
abo BifcyTHiCcTIO 30yOHUKIB Ha BUXiTHOMY PiBHi (IepeBaxHe criBBigHOuIeHHS 2,48; 95 %
noBipuuii inTepBain: 1,38-4,46). Haibinbmuit mrucbanaHc criocTepiraBcs Iif Yac JiKyBaHHS
Ta [IPOTATOM 7/ OHIB 3 MOMEHTY BIIMIHU JOCJIIAXKYBaHOI0 IIperapaTy. bUIbIIiCcTe Iali€HTIB y
TPYII NTiKyBaHHA IiHE3051im0M, HaOy/u rpaMHeraTUBHI iH(DeKIIil TPoTSATroM OOCTiIXKEeHHS Ta
TIOMEPJIX Bif iH(EKIIiN, CIPUYNHEHUX TPaMHeraTUBHUMY 30yIHUKAMHU, Ta Bifl MOJTiMiKpOOHMX
iHdekii. TakuM YUHOM, IIPU YCKIagHEHUX iHPEKIiIX MKIpU Ta M IKUX TKaHWH Yy MallieHTiB
3i BCTaHOBJIEHO0 ab0 IMig03pI0BAHOI0 CYIyTHLOIO iH(DEKITi€I0, CIPUUYNHEHOIO
rpaMHeTraTHBHUMHU 30yIHUKAaMHU, JIIHE30JIif] C/TiJl 3aCTOCOBYBATH JIUIIE 3a BiCYTHOCTI iHIIMX
BapiaHTiB NiKyBaHHA (OuB. po3gin «Iloka3aHHS»). 3a TaKuX 00CTaBUH HEOOXiIHO
PO3MOYMHATY Tapajie/ibHe JTiKyBaHHS TPaMHEraTuBHOI iHpeKIil.

Iiapes ma koaim, nog’sa3axi i3 3acmocysaHHAM aHmubiomukia

[Tpu 3acToCcyBaHHI MaliXKe BCiX aHTUOIOTHKIB, BK/II0YalO4M JIiHE30JIiM, OBiTOMIISIIOCS IPO
BUHUKHEHHS Jiapel Ta KOJITY, ITOB’I3aHUX i3 3aCTOCYBAHHSM aHTUOIOTHKIB, BK/IIOUAI0YU
niceBmoMeMOpaHO3HUM KOJIiT, Ta mMoB’g3any 3 Clostridium difficile miapeio (CDAD), TSXKicTb
IIPOSIBIB SKMX MOXKe BapiloBaTH Bifi TOMipHOI giapei 4o KOMITY 3 JIeTalbHUM HaCIiIKOM.
TakuM 4YMHOM, BaXKJIMBO BPaXOBYBaTU MOXKJIUBICTh LIbOT'0 AiarHO3Y V MAl[i€HTIB, V AKUX i
yac abo micns 3acToCyBaHHS JTiHE30JTioy PO3BUBAETHCS Hiapesi. Y pa3i HasBHOCTI Iimo3pu Ha
Iiapero 4u KOJIiT, 10 TIOB’sI3aHi i3 3aCTOCYBaHHSAM aHTUOI0THKIB, a0 MigTBEepAKEHHS I[LOTO
IiarHo3y, HeoOXigHO MPUNUHUTY IIOTOYHE JIiKyBaHHS aHTUOAKTepialbHUMU IIpernapaTaMu
(BK/II0YAK4H IiHEe30JIiq) Ta HeravHo PO3I0YaTy BiATIOBIAHI TepaleBTUUYHI 3aX0Ou. Y TaKuX
CUTyallifX IPOTUIIOKa3aHe 3aCTOCYBaHH IIpelapariB, AKi IPUTHIYYIOTh II€PUCTaIbTUKY.

Jlakmoauudo3

[ToBimoMIIAIOCS PO PO3BUTOK JIAKTOALMI03Y IIPU 3aCTOCYBaHHI JliHe3oiay. [lamienTy, y
SIKUX TIiJl YaC 3aCTOCYBaHH JIiHE30J1iy BUHUKAIOTh CUMIITOMU Ta MPOSBU MeTabO0Ii4HOT0
anuIo3y, BKIIIOYAOYM PEIUOUBYI0OYY HYOOTY abo O/1t0BaHHS, Oinb y XKUBOTI, HU3bKUM PiBEHb
6ikapOoHaTiB ab0 rinepBeHTUNIALI0, TOBUHHI HETaHO 3BEPHYTHUCS 3a METUYHOIO
IOIIOMOTr010. Y pa3i po3BUTKY MOJIOUHOKHUCIIOTO alligo3y He0OXigHO 3BaKUTU KOPUCTh
IIOAAJIBILIOrO JIIKYBaHHS JIIHE30J1iI0M Ta MOTEHIINHI PU3UKHU.

Huceynkuia mimoxoHOpiu



JliHe3oJ1ig IpUTHiYyEe MiTOXOHAPiaTbHUM CUHTE3 OiNKiB. Y pe3ysnbTaTi I[bOTO MPUTHIYEHHS
MOXKYTb PO3BUBATUCH TaKi MOOIUHI peakiiii, SK JTaKTOalKUI03, aHEMis Ta HeMpoIaTis
(mepudepuyHa Ta 30p0oBOT0 HepBa). Lli sBuia GisbIn MOMKUPEHi IPKU 3aCTOCYBaHHI
IpenapaTy MpoTIroM OinblI HixK 28 OHIB.

ITomeHu,itiHi 83aeM00ii, WO CNPUYUHIOIOMb NIOBUW,EHHA APMepiaabHO20 MUCKY

3a BUHSITKOM BUIIQ[IKiB, KOJIM MOXKJIMBE CIIOCTEPEKEHHS 3a MalliEHTaMU CTOCOBHO MOXKJIUBOT'O
NiABUIIIeHHS apTepiaJbHOr0 TUCKY, JIIHE30JIiA He CIIif NpU3HavyaTy NallieHTaM 3 HEeKOHTPOJIbOBaHO0
apTepianbHOIO TiepTeH3i€n, (eoXpoOMOLKUTOMOI, TUPEOTOKCUKO30M Ta/abo CymyTHIM mIpuioMoM
TAKMX THUITB JTiKaPChKUX 3ac00iB, SK: IPSIMOI Ta HEMIPSIMOI Iil CHMIIAaTOMIMETHKHY (HallpUKJIIaf
nceBnoedenpuH), Ba3onpecopu (Hanpukiag enineppus, HopeniHeppuH), modhaMinepriuni 3acobu
(Hampukiag modaMiH, moOyTamin).

CepomoHiHoB8ul CUHOPOM

Hapxogunu crioHTaHHI TOBIAOMJIEHHS IIPO PO3BUTOK CEPOTOHIHOBOI'O CUHAPOMY, II0B’I3aHOTO
3 OHOYACHUM 3aCTOCYBaHHSAM JIIHEe30JIily Ta CEPOTOHIHEPriYHUX IIpelapaTiB, BKIIOYa4YU
antupenpecanTu (CI33C) Ta omioigu. ToMy, omHOYAaCHe 3aCTOCYBaHHS JIiHE30JIigy Ta
CEepOTOHIHEPIiYHUX IIpelapaTiB npoTunoka3aHne (ouB. «[IpoTunokasaHHA»), 38 BUHATKOM
BUTA[IKIB, KOJIX 3aCTOCYBaHHA K JIIHE30J1iy, TaK 1 opHOYacHe 3 HUM 3aCTOCYBaHHSA
CEepPOTOHIHEPTiYHUX IpelapaTiB Ma€ BUpIlIaibHE 3HAUEHHA. Y TaKUX BUITaJKaX ITALlleHT
[IOBAHEH 3HaXOOUTUCH IiJl MUILHUM HATrJIAO0M 3 METO BUABJIEHHS CUMIITOMIB
CEPOTOHIHOBOTO CUHAPOMY, TAKUX SIK MOPYIIeHHS KOTHITUBHOI QYHKII1, TilepHmipekcis,
rimeppedrekcisa Ta MopyueHHs KOOPAWHALII pyXiB. Y pa3i BUHUKHEHHS TaKUX CUMIITOMIB
JIiKap IOBAHEH PO3TJIAHYTH MOXKJIUBICTh BiIMIHU TOT'O YU iHIIOrO npemnaparty. [licis BigMinu
CEepOTOHIHEePriYHOro IpenapaTy MOXKJINBe BUHUKHEHHS CUMIITOMATUKY BiIMIiHU.

ITepugpepuyHa He8ponamis ma He8ponamis 30pP0B8020 Heps8d

[ToBimoMIsIM PO PO3BUTOK NEepU(PEPUUHOl HEBPOTATil, a TaKOXK HEBPOIIaTil 30POBOT0
HepBa, Ta HEBPUT 30POBOr0 HEPBA, SIKi IHOML IPOrpecyBajly [0 BTpaTy 30py, Y HALl€HTIB, 9Kl
OTPUMYBAJIU JIiIKyBaHHA IpenapaToM JliHenin. Taki MOBIAOMIIEHHS V IIEPIIy Yepry CTOCYBaJIUCh
TIallieHTIB, SIKi OTPUMYyBaJU JIiKyBaHHS IPOTSAroM Oinbine 28 oHiB (MaKcMMaibHa peKOMEHI0BaHa
TPUBAJICTH JIIKyBaHHS).

YciMm marieHTaM He0OXiTHO PEKOMEHAYBaTH MOBIJOMIISATH IIPO BUHUKHEHHS CUMIITOMIB
IIOPYIIEHHS 30PY, TaKi 9K 3MiHU I'OCTPOTHU 30pPY, 3MiHM KOJILOPOBOTO CIPUUHSATTS, HEYITKICTh
30py ab0 BUIQMiHHS YACTUHU I10JIS 30PY. Y HMomiOHUX BUIIAJKaX PEKOMEHI0BAaHO TEPMiHOBO
IIPOBECTH OTJISIT 3 HAITPABIEHHSIM 10 0TaIbMOJIOTa, SIKII0 HeoOXimHo. AKIIOo naIiesT
npuiiMae JliHemin mpoTsarom Oinbil HiXK peKOMeH[I0BaHi 28 [HiB, HE0OXiTHO PeryaspHO
nepesBipATH 3ip.

Y pasi po3BuUTKYy nepudepudHoi HeBpomaTili abo HeBpoIaTili 30pOBOro HepBa HEOOXiMHO
3BaXXUTU KOPUCTH MMOJAJIBIIOTO JIiKyBaHHS JIiHEeIiqoM Ta IOTeHLiHI PU3UKMU.

MoxknuBe MifABUILIEHHS PU3UKY PO3BUTKY HEBPOIIATiM IIPU 3aCTOCYBaHHI JIIHE30JIiAy o1
TMiKyBaHHS MAIiEHTIB, AKi OTPUMYIOTh ab0 HEIIOAaBHO OTPUMYBAJIX TEePaIIilo
aHTubOaKTepiaIbHUMU IIpenapaTaMy AJis JiKyBaHHS TyOepKyIbo3y.



Cyodomu

[ToBimoMIIAIOCS PO BUNIAAKY CYZOM Y MAIl€HTIB, AKi OTPUMYBaJIUA Tepallito IpernapaToM
Jlinemnix. ¥ 6inbuIocTi BUMMaAKiB IOBIMOMIISITIM PO TakKui (GakKTOp PU3UKY, K CYOOMH B
aHaMmHe3i. [TarieHTaM HeoOXiTHO MOBIMOMIATH NTiKapiB, SIKIIO Y HUX paHillle BUHUKAJU
Cy[OMH.

IHeibimopu MoHoaMiHoKcuOasu

Jline3orig € HeceneKTUBHUM iHTiOiTOpoM MoHOaMiHOKcHa3u (MAQO) 3BopoTHOI fil. ITpoTe B go3ax,
SIKi 3aCTOCOBYIOTbH IJ1s1 aHTUOAKTEpianbHOI Teparii, BiH He ITPOSBIISE€ aHTUOETPECUBHUN ePeKT. Y
IOCITiIXXKEeHHSIX B3a€EMOil JlikapChbKUX IIpemnapariB Ta JOCIiaKeHHsIX 6e31eKu 3aCTOCyBaHHS
niHe30mimy 6yJ0 oTprMaHO Jyxke 00MeXeHY KilbKiCTh JJaHUX IIPO 3aCTOCYBAHHS JIIHE30JIiAy At
JIiKyBaHHS OCHOBHOTO 3aXBOPIOBAHHS Ta/ab0 OMHOYACHOTO JTiKyBaHHS IIpernapaTaMy, SKi MOXKYThb
HeCTH [1eBHI PU3UKU BHACHINOK npurdivenHs MAO. ToMy 3aCcTOCyBaHHS J1iHE30IiNy 3a TAKUX
o0CTaBMH He peKOMEeHI0BaHe, SKI0 HEMOXK/INBO IPOBOJUTH peTeJIbHE CIIOCTEPEKEHHS Ta
MOHITOPHUHT CTaHy Nalli€HTa (OuB. po3minu «IIpoTUnoKa3aHHI» Ta «B3aeMopmis 3 iHIIMMU
JiKapChKUMH 3ac00aMu Ta iHIIi BUOKW B3aEMOIiN»).

3acmocyBaHHA Yy NOEOHAHHI 3 HACUYEHUMU MUPAMIHOM NPOOyKmMamu

[TamieHTaMm Ciif peKOMeHOyBaTh YHUKATH CIIOXKMBaHHS BEIMKOI KiJTbKOCTI IIPOAYKTIB,
30arayeHux THpaMiHOM (OuB. po3min «B3aemomist 3 iHIMMY JTiKapChKUMH 3acobaMu Ta iHIImi
BUIU B3a€EMOIN»).

I'inoenikemis

[ToBimoMIIEHHS, OTPHMMaHI y IiCIgpeecTpaliiHui Iepiof, CBigYaTh IPO BUIIaAKU CUMITOMATUYHOL
rinorsikeMii Tpu 3acTOCYBaHHi JTiHe30JIify, HeceneKTUBHOTO iuribiTopy MAO 3BOpOTHOI fil,
nalieHTaM 3 IyKpoBUM fiabeToM, sKi IpuiiMaTh iHCYIiH a00 epopasbHi rinoriikeMidHi
npenapatu. [Ipuiiom pesxux inribiropis MAO moB’si3aHUM 3 TIMOTTIKEMIYHUME €I1i30[jaMU y XBOPUX
Ha LyKPOBUH miabeT, sKi OTPUMYIOTh iHCYIiH a0o rimoriikeMiyHi 3aco0u. Xo4ya MPUYUHHHUHN 3B’ I30K
MiX J1iHe30J1iIoM i rimorikeMi€io He BCTAHOBJIEHO, TALliEHTIB 3 LIyKPOBUM Aia0eTOM CIIif
IoInepenXkaTy Mpo MOTEHIIMHY TiNOoTTiKeMidyHy peakIliio IIiff Yac 3aCTOCYyBaHHS JIiHE30Iiay.

Y pa3si BUHUKHEHHS TinmoriikeMii Moxe OyTu MoTpiOHEe 3MEHILIEHHS J03U iHCYIiHYy a0
IIePOPaIbHOTO TinoriTiKeMigyHOro 3acoby abo MPUIKHHEHHS 3aCTOCYBaHHS IIEPOPAIbHOTO
rimornikeMigyHOro 3aco0y, iHCylIiHy M TiHE30iay.

I'inoHampiemis ma/abo cuHOpomM HeadekeamHoi cekpeuii ahmudiypemuuHozo 2opmoHy (CHCAITI)

Y nanieHTiB, Ki OTPUMYyBaJIH JIiHE30JIi Y TOCTMAapKEeTUHT OBUY TIEPiOf, CIIOCTePiraauch BUIAOKU
rinonatpieMii Ta/abo CHHOPOMY HeafleKBaTHOI CEKpellii aHTUAIypeTUYHOTO TOPMOHY. Y 3a3HaYeHUX
BUITQIKaX O3HAKM Ta CHMIITOMH BKJIIOYAJH CINTyTaHICTh CBiTOMOCTi, COHJIUBICTh, 3arabHy CIa0KiCTh,
a y TSIXKKHUX BUAMMagKax MPU3BOAMIN N0 OAUAXaJIbHOI HEIOCTAaTHOCTI i HaBiTh cMepTi. PeKOMeHAy€eThCS
PeryIsapHUL KOHTPOIb PiBHS HATPil0 B CUPOBATLI KPOBI y NITHIX JI0OAEH, V MAlli€HTIB, SKi IpUIMaiTh
MiypeTHUKH, Ta B iHIIKX Mali€HTiB i3 pu3uKoM rimoHatpiemii Ta/abo CHCAJIT min yac 3acTOCyBaHHS
nikapchKoro 3acoby Jlinemin. AKIo 3'ABNSIOTHCS 03HAKU Ta CUMIITOMHU TirnmoHaTpiemil Ta/a6o
CHCAIT', HeoOXimHO IPUIIMHUTH IPUHOM JTiIKaPChKOTO 3aC00Y i BXKUTHU BilMOBiIHUX
MigTPUMYyBaJIbHUX 3aXO0MiB.

CynepiHpeKuis



Brinus niHe3o051igy Ha HOpMaibHY MiKpo(hJIopy He BUBYABCS IIifl YacC KJIiHiYHUX BAMPOOYBaHb.

3acTocyBaHHS aHTUOIOTHKIB iHOMI MOXkKe MPU3BOAUTY N0 HAAMiPHOTO POCTY HEUYTIUBUX
oprani3MiB. Hanpuknap, npu6bnu3no y 3 % MallieHTiB, AKi OTpUMYyBalIu JIiHe30Ji] Y
PEKOMEeHI0BaHUX N03aX, IPOTArOM KIIIHIYHUX [OCIIiIXKeHb CIIOCTepiraay BUHUKHEHHS
KaHXO03Yy, IT0B’I3aHOT0 i3 3aCTOCYBaHHSM IIpenapary. Y pa3i BAHUKHEHHS CylepiHQeKIin
IIiJ Yac JIIKyBaHHSA CJIi[ BXXMBATY BIATIOBIIHUX 3aXO0MiB.

Ocobuei epynu nayieHmia

3aCTOCOBYBATH JIIHE30JIiM OJId JIIKyBaHHS MALi€HTIB 3 TSIXKKOK HUPKOBOK HEJOCTATHICTIO
cyif 3 00epexXHICTIO Ta NUIIe Y CUTYalligX, KOJIM 04YiKyBaHa KOPUCTH € Oi/bIIOI0 3a
TEOPETUYHUM pU3uK (AuB. po3ain «Crocid 3aCTOCyBaHHS Ta J03U»).

3acTOCOBYBATH JIIHE30JIif A1 JIIKyBaHHA IALiEHTIB 3 TAXKKOI0 [1I€YiHKOBOI HEe0CTaTHICTIO
PEKOMEHMYEThCS JIUIIE Y CUTYAIlisTX, KOJIM 04YiKyBaHa KOPUCTH € Oi/IbIIIOI0 32 TEOPETUYHUM
pU3UK (OuB. po3ain «Crmocib 3aCTOCYyBaHHS Ta [03U»).

HeMmae HeoOXimHOCTI B KOpeKIIii f03u ITperaparty 3ajieXkHO Bifl CTaTi MalieHTa.
ITopyweHHsA pepmuavHOI pyHKUIT

Jline3omig 3HWKYBaB (PEPTUNILHICTL Ta CIPUYMHSB BiIXUIeHHSI MOP(OJIOTiYHIX MOKa3HUKIB
STKOCTi CIIepMHU V 3[I0POBUX [IOPOCIIUX CaMIIiB IIyPiB IIPU PiBHSAX €KCIO3uUllii, TpuOIu3HO
TaKMX, 110 OUiKyIOTbCS y miomel. Lli 3MiHu Manu 000pOoTHUM XapaKTep. MOXKIUBUH BIIJIUB
JIiHe30J1ioy Ha PENPONYKTUBHY (DYHKIIII0 YOJIOBIKIB HEBIIOMUI.

KiHiyHi 8unpobys8aHHs

Besneka Ta eeKTUBHICTD JTiHE30IiQy MTPX 3aCTOCYBaHHI #0ro MpoTsAroM Oinbine 28 OHIB He
BCTAQHOBJIEHI.

Y KOHTPOIbOBAHUX KIiHIYHUX BUNIPOOYyBaHHSX He Opasy y4acTh NallieHTH 3 CHHAPOMOM
nia0eTUYHOI CTOIH, IIPOJIEKHAMY abo0 ileMiYHUMYU YpaKeHHSAMU, TIKKUMU OIliKaMU YK
raHrpeHo0. BianoBigHo, OCBIA 3aCTOCYBaHHA JIiHE30JIiNy [JIS JIIKyBaHHS TaKUX CTAHIB
00MeXeHHUN.

LlonomiodcHI pevosuHu

1 M7 po3uuny MicTuThb 45,7 Mr (To6To 13,7 1/300 M) rimoko3u. Lle cifg BpaxoByBaTH MpHU JIiKyBaHHi
TIAllieHTIB i3 HyKpoBUM Aia0eToM abo iHIMMMU CTaHaMH, IT0B’I3aHUMU 3 HEIIEPEHOCUMICTIO TJII0KO3H.
1 M1 po3unHy Takox MictuTs 0,45 mr (135 mr/300 mi1) HaTpito. BMicT HaTpio CIif BpaxoByBaTH
malieHTaM, SIKi JOTPUMYIOThCS OI€ETH 31 3HUKEHUM CIIOKUBAHHSIM HaTPIiko.

3acmocyeaHHs y nepiod sazimHocmi abo 200y8aHHs 2pyd01o.

3aCcTOCyBaHH4 I Yac BariTHOCTI

Iani mopmo 3acTocyBaHHS Ipemnapary JliHemi BariTHUM XKiHKaM oOMexkeHi. Pe3ynbTaTi OOCTigKeHb



Ha TBapMHaX IPOAEeMOHCTPYBaIM HAasIBHICTh PEIPONYKTHBHOI TOKCUYHOCTI. [CHY€E TOTEHIIMHNYN PU3UK
OJ1s ofvHu. JIiHesin He CIif 3aCTOCOBYBATH y Iepiof BariTHOCTI, OKPIM BUMAKIB, KOJIU OYiKyBaHa
KOPUCThH IIePEBUIIY€E TOTEHLINHNUN PU3UK.

3aCTOCyBaHH$[ IIig 9ac TOOYBAHHA T'PYOMIIO

Pe3ynbTaTé HOCTiAKEHb Ha TBApPUHAX [TOKa3asy, 10 JiHe30Ii Ta #oro MeTabosliTh MOXKYTh
IIPOHUKATHU B TPyOHE MOJIOKO. OTXKe, CHIif IPUMUHUTH TOAYBAHHS TPYAIIO0 TPOTSITOM
3aCTOCYBaHHS JIIKapCHKOT0 3ac00y.

30amuicmb eniueamu Ha weudKicmb peakuyii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexaHi3mamu.

Heo0OxigHo nomnepenxkaTy MalliEHTiB TPO MOXKIUBICTh PO3BUTKY 3allaMOPOYEHHS ab0 CUMIITOMIB
IOpYIIeHHs 30py (muB. po3min «OcoOnmuBoCTi 3acTocyBaHHA» Ta «[106iuHi peakIrii») mig yac mpuiiomy
JiHE30Iily Ta peKOMEHOYBaTH IM He KepyBaTu aBTOMOOiIeM Ta He IIpallloBaTH 3 iHIIUMHU
MexaHi3MaMU y pa3i BUHUKHEHHS UX CUMIITOMIB.

Cnoci6 3acmocyeaHHss ma 0o3u.

TpuBanicThs MiKyBaHHS 3ale€XKUTh Bifl 30yIHMKA, TOKaIi3alil Ta TIXKKOCTI iHpeKIii, a TaKOXK Bif
KJTiHIYHOTO e(eKTy.

PexomeHpanii ogo TpUBaIoCTi Tepartlii, IKi HaBefleHO HHUXK4e, OyIu 3aCTOCOBaHI y KITiHIYHUX
nochimKeHHsAX. 71 mesiKuX BUAiB iHGeKIi! Moxke OyTH mopeyHa KOpPOTIIa TPUBAJICTh JTiKyBaHHS,
arne 1e He Oy710 OI[iIHEHO YV KITiHIYHUX HOCITiIKEHHSX.

MakcrMasbHa TPUBAJICTh NTiKyBaHHA - 28 gHiB. be3neka Ta e(peKTUBHICTb 3aCTOCYBaHHS TiHE30iAY
moBIne Hixk 28 mHiB He OyIM BUBYEH.

He notpibHe migBuIlleHHS peKOMEHI0BaHUX 103 ab0 TPUBAIOCTI TiKyBaHHS y BUMlafikax iHGeKIiN, ki
CYTIPOBOMXKYIOThCS OaKTepieMiero.

[TarmieHTH, nikyBaHHS gKUX OyJI0 PO3NOYATO 3 IPU3HAYEHHS JIIHE30JIiy IJI1 BHYTPIIIHbOBEHHUX
iHdys3iit, MoKyTb OyTH TIepeBeeHi Ha JTiKyBaHHS JIIHE30JIiIOM AJId I1epOopajibHOT0 3aCTOCYBaHHS.
Y Takomy paai nigbip mo3u He mMoTpibeH, oCcKinbKu 6i0MOCTYIHICTD NTiHEe30 iy IPH ITpUuioMi
BHYTPIIIHBO CTaHOBUTH Manxke 100 %.

PekomeHpatiii 100 4O3yBaHHS BigIOBIIHO [0 IIOKa3aHb HaBeOEeHO B TAOIUIl HUKYeE.

[1o3a Ta crocib 3aCTOCyBaHHS PexoMeHoOBaHa
[TalieHTH QUTSAYO0TO [lopocri Ta gitu TPUBAJIICTh
BiKyT (Bim HapomxeHHs |(BikoM Bif 12 pokiB) JTiIKyBaHHS

mo 11 pokiB) (mi6 mocring)

[loka3aHHA




['ocniiTasibHa THEBMOHIA |10 Mr/KT 600 mr 10-14
HerocmiTaabHa BHYTPIIIHEOBEHHO BHYTPIIIHEOBEHHO
MMHEBMOHiS (30KpeMa
dbopmu, 1110
CYyNIPOBOIXKYIOTHCS
OakTepieMicro)
YcknagHeHi iHbeKil
MKipyU Ta 11 CTPYKTYP
[Hdeki], cnpuunHeHi |10 Mr/kr 600 mr 14-28
Fnterococcus faecium, [BHYTPillTHbOBEHHO BHYTPIIIHEOBEHHO
PE3UCTEHTHUMHU [0
BaHKOMIIIMHY, 30KpeMa
indexkiril, sKi

CYTIPOBOMIKYIOThCS
OaKTepieMi€el0
HeycknapHeHi iHgekmil ([{iTh BikoM MeHIIIe [Topocmi: 400 mMr 10-14
MIKipu Ta 11 CTPYKTYP 5 pokiB: 10 Mr/Kr [IepopalbHO’ KOXKHi
[epopajbHO’ KOXKHI 12 ropuH.
8 TomuH. TliT BiKOM Bif
[liTu BikoMm 5-11 pokis: |12 pokis: 600 mMr
10 mr/kr [IepopasbHO’ KOXKHI
MepopasbHO' KOXKHI 12 rogun
12 rogun

"HoBonapopxeHi < 7 gHiB. BinbIIicTs HeJOHOUIEHNX HOBOHAPOIXKEH)X V Billi < 7 IHIB

(< 34 TMXKHIB recraiiil) MalOTh HUKYi IIOKa3HUKHU CUCTEMHOI0 KJIipeHCY JTiHE30J iy Ta BULII
noka3Hukyu AUC, HiX OinblIicTh JOHOIIEHNX HOBOHAPOKEHUX Ta fiTel 10 1 poky. JIiKyBaHHS TaKUX
HOBOHAPOMXKEHUX CIIif moyrHaTH 3 0o3u 10 Mr/Kr KoxHi 12 rogus. [1719 HOBOHAPOOXKEHUX 3
He[0CTaTHHOIO KITIHIYHOO BiAMOBIAI0 Ha MpenapaT MOXHa PO3T/ISIHYTH MOXKJIUBICTh 3aCTOCYBaHHS
no3u 10 Mr/kr KoxHi 8 roguH. Yci marieHT BiKOM [0 7 OHIB TOBUHHI OTpUMyBaTH 03y 10 Mr/Kr
KOXHi 8 roguH.

*3acToCOBYIOTH ITperapar B iHmIi# TiKapchKii GopMi 3 MOKIIUBICTIO BilIIOBITHOTO MO3yBaHHS.

Bkasisku w000 3acmocy8aHHA

JliHenin gyid BHYTPIITHbOBEHHUX iH' €K1l BUIIYCKAETHCSI B OGHOPA30BUX, TOTOBUX 10 BUKOPUCTaHHSA
ingysiiinnx naketax. besnocepenHb0 epes BUKOPUCTAHHSIM BUAIUTH 3aXUCHY YIIAKOBKY i3 QOJIEIU
i mpoBecTH Bi3yasbHY MepeBipKy JIikapchKOro 3aco0y Ha HAsIBHICTh MEXaHIYHUX JOMIIIOK; IPOTSATOM
npubau3Ho 1 XBUIMHU CTUCKATHU MaKeT, 11100 BIEBHUTUCS B MOTO LiiCHOCTI. fAKIO MakeT MpoTiKae,
PO34MH HE BUKOPUCTOBYIOTh, OCKiJIbKYM MOXKe OyTH IOPYIIeHa WOro CTEePUIbHICTh. 3aIUIIKU
HEBUKOPUCTAHOI'0 PO3YUHY CJIifi YTUII3yBaTH 3TiNHO 3 AiI0YUMU BUMOTaMHU.

BryTpimHaboBeHHa iHDy3ia 3giicHI0eThCS TpoTaroM 30-120 xBunuH. He MOoXHa DigKa04YaTH
in¢dy3irHi nakeTn mocaigoBHo! He ciif mogaBaTu iHINL penapaTy A0 LBOT0 PO3YUHY.

[Ipu omHOYacHOMY BBe[eHHI npenaparty JIiHesin ojid BHYTPIIIHEOBEHHUX iH €KLY 3 IHIIUMU
3acobaMu KOXKeH IperaparT CJIiJ] BBOOUTH OKPEMO, BiITIOBIAHO 70 peKOMEHI0BaHO1 03K i crtoco0y
3aCTOCyBaHHS KOXKHOTO JTiIKapChKOT0 3aco0y.

[Tpu BUKOpHCTaHHI OfIHi€l BHYTPIIIHLOBEHHOI CHCTEMH MJIS TTOCIiIOBHOTO BBeIeHHS IEeKiTbKOX
IpernapariB L}0 CUCTeMY [0 1 Iicig BBeieHHS npenapaty JliHemin gjis BHYTPIITHbOBEHHUX iH' €Kil



CHi TPOMUTH iHGY3iMHUM PO3YNHOM, CYMiCHUM 3 IIpenapartoM JliHesnif Ta 3 iHIIMM IpernapaToM,
SIKU BBOIUTHCS YEPE3 II0 CUCTEMY.

CywmicHi po3unnu nns indyaii: 0,9 % po34uH HATPiO XJIOpUAY A1 iH €Ki, 5 % Po34yuH
OEeKCTPO3M OJIs iH €KIIiM, pO3UYMH PiHrepa makTaTHUM O iH'€KIIIH.

OCHOBHI BUTIaJKX HECYMiCHOCTI

Bunukana izuyHa HeCyMicHICTb, Konu JliHenin o BHYTPIIIHbOBEHHUX iH €K1Y BBOAUIN Yepe3 Y-
nofiOHMY 3’€AHYyBa4 Pa30M 3 TaKUMU IIpenapaTtaMu: aMm(poTepuld B, X10pnpoMa3uHy TigpoXIOpU,
Mia3enaM, MeHTaMifUHY i30TiOHAT, EPUTPOMIIIMHY TaKToOioHAT, GeHiTOIH HaTpio i
TpuUMeTOoImpuM/cynbdameTokcasosn. Kpim toro, JliHemin misi BHYTPIIIHOBEHHUX iH €KIIiH OyB XiMigHO
HEeCYMiCHHUY 3 eTpiaKCOHOM HaTpiio.

3acmocy8aHHA nauieHmam AimHb020 BiKy
Hemae moTpe6u B KOPEKITii 103H.
3acmocysaHHA nayieHmam 3 HUPKOB0I HeO0CMamHicmio

Hemae notpe6u B Kopekirii no3u. Ockinbku npubnu3no 30 % 0o3u BUBOOUTHCS IIPOTSITOM
3-TOOMHHOT0 CeaHCy reMofiai3y, po3no4yaToro yepe3 3 rOOAUHYU MIiCIs BBEIEHHS IIpemnapary,
nalieHTaM, gKi OTpUMYBalIK NOAi0He JiKyBaHHS, JIiHE30JIif CJTif IpU3HavaTH Iic/is reMopianisy (ous.
po3min «®apmakosoriuyfi BmacTuBocTi. PapMakOKiHETHKA»).

3acmocysaHHA nauieHmMam i3 nevyiHko8ow HedoCmamHicmio

Hewmae noTpebu B Kopekiiii o3u (quB. po3nin «®apmakosoriyni BnactuBocTi. PapMakoKiHETHKa»).

Himu.
3aCTOCOBYIOTH 3 IEPIIUX JHIB XKUTTSH.

Y dimeti gikom 8i0 1 mudicHs 00 12 pokKie npu3HadeHHs mpemnapary y mo3i 10 Mr/Kr KoxkHi
8 ropuH 1oeHHO 3abe3meyye eKCIo3ulliio, iKa HabIHuKa€eThCS N0 TaKol, 110 IOCATAETHCS Y
IOPOCIUX TIPU IPU3HadeHHi npemnapaTy B f03i 600 Mr aBidi Ha K00y .

Y HosoHapodiceHux 8ikoM 00 1 mudCHA CUCTEMHUY KIIipEHC JIiHe30iay (13 po3paxyHKy Ha
1 kr Macu Tina) MBUAKO 3POCTAE IPOTATOM MEPIIOTO TUXKHSA KUTTSA. TaKUM YUHOM, Y
HOBOHAPOMAXKEHUX, IKi OTPUMYIOTh IIpenapaT B f03i 10 Mr/Kr KoxHi 8 roguH momo00Bo,
CIlocTepiraethcs GiNbIl BUCOKA CUCTEMHAa eKCITO3HIIis ITpenaparTy y epiiui feHb Mmicis
HaponXeHHd. [IpoTe He 04iKyeThCA HaAMipHOL KyMyJIdIlil IpemnapaTy B OpraHi3mi mpu
TaKOMY J03yBaHHI IPOTATOM IEPIIOr0 TUXKHS XKUTTS HEMOBJIATU (BHACIIAOK WIBUAKO
3POCTAaYOro KIIipeHCy IpenapaTy MPOoTIroM Iepiux 7 OHiB XKUTTS) (IuB. po3min «Crocid
3aCTOCYBaHHS Ta JO3U»).

Y 0imeti sixom 8i0 12 0o 17 pokie hapMaKOKiHETHKA JIiHe30iay mogioHa mo Takol y
OOPOCIIHKX IIPYU 3aCTOCYyBaHHI mpemnapary y go3i 600 Mr. TakuM 4YMHOM, y MifAJITKIB, AKi
OTPUMYIOTH IIpemnapaT y 7o3i 600 Mr KoxHi 12 roguH mogeHHo, Oy[e CIocTepiraTucs Taka X
caMa eKCIO3HLis, K 1 y AOPOC/IKX MMalli€HTIB IIPU IPUKOMI IIpernapaTy B Till caMiu JO03i.



ITepedo3yeanHus.

CroenuiyHOr0o aHTUAOTY HEMAE.

He 0Oyno 3apeecTpoBaHO BUNAKIB ITepe03yBaHHS.

Y pasi nnepeno3yBaHHSA [I0Ka3aHe CUMIITOMaTAYHE JIIKYBaHHS pPa30M i3 IIPOBEeHHAM 3aXO0[iB 11010
HNiATPUMKHU PiBHSA Kny004KoBOi ¢inmbrpanii. [Tpubnusno 30 % mpuiHSATOI J03U IpelapaTy BUBOTUTHCS
IIPOTATrOM 3 TOOMH IeMofiali3y, aje HeMa€ JaHuX 100 BUBEAEHHS JTiHe30Iiay Mif 4ac Ipoienyp

TIepUTOHEaTbHOTO fiani3y abo remomnepdyaii. [IBa OCHOBHUX MeTa0OIiTH JIiHEe30Iiy TaK0XK
BUBOMSATHCS LIJIIXOM I'eMofiai3y.

ITob6iyHi peakuii.

3a3HaveHa iH(popMallis I'PYHTYETLCI Ha JaHUX, OTPUMaHUX y XOfi KITiHIYHUX OOCHiAXKEeHb, i 9ac
sakux 6inmbine Hixk 2000 mopocaux MmallieHTiB OTpUMYyBaii peKOMEHI0BaHi J03u npenapaty JliHemin
IIPOTATOM Iepiony Ao 28 OHiB.

Haituacrime moBigomnsnocs npo giapeto (8,4 %), ronosuuit 6inb (6,5 %), HymoTy (6,3 %) Ta
omoBanHA (4,0 %). HaituacTimmmy no0iYHUMHY peakIlisiMu, SIKi TPU3BOAUIIK OO BiIMiHU IIpemapary,

Oymnu ronoBHUM 6inb, miapes, HygoTa Ta OmtoBaHHS. [Ipubnu3Ho 3 % MallieHTiB MPUIUHUIN JTiIKyBaHHS
yepes3 PO3BUTOK 00YMOBJIEHUX IIperapaToM MobiyHUX peakiiiil.

[ToOiyHi peakilil, Ipo SKi MOBIJOMIISANIOCS IiC/IS BUXOAY IIpernapaTy Ha PUHOK, BKIIOYEHi 10
Iepesiiky HuK4Ye i3 3a3Ha4eHHSAM YaCTOTYA BUHUKHEHHS K «4acTOTa HEBijoOMa», OCKIJIbKU
YaCTOTy BUHMKHEHHS He MOXKHAa BCTaHOBUTH 3a HasBHUMU JaHUMHU.

[ToGiyHi peaxiiii, mpo SIKi IOBiMOMIISITIOCS IPOTATOM JIiKyBaHHS, HaBe[IeHO HUXK4Ye 3a TaKoio
Kiacudikalieo 4acToTu: ayxe dacto (= 1/10); gacto (Big = 1/100 go < 1/10); HewacTo (Big = 1/1000
o < 1/100); pigko (Big = 1/10000 mo < 1/1000); my=xe pigko (< 1/10000); yacTtoTa HeBimoOMa - He
MO2KHa BCTAHOBUTY YaCTOTY 3a HassBHUMU NaHUMHU.

Ingexuii ma ineasii

YacTo: KaHAUI03, OpajlbHUM KaHOWI03, BariHalbHUM KaHOUI03, 'PpuOKOBi iH(EKIIii.

HeuacTo: anTrbioTHKACOIiMOBaHi KOMiTH, BKITIOYAIOYX IICeBIOMEeMOPaHO3HUH KOJIiTY, BaTiHiT.

3 6oky cucmemu kposi ma aimgpamuyHoi cucmemu

YacTo: TPOMGOLMTONEHisS*, aHeMis* .

HeuacTo: maHUUTONEHIST*, TIENKONEeHIA*, HEUTPOIEHis, €03UHOMITiA.

Pigko: cunepobacTHa aHeMis*.

YacTtoTa HeBiToOMa: Mienocynpecis*.

3 boky imyHHOI cucmemu



Pigko: anadinmakcis.

3 boxy memaboaiamy ma xapuy8aHHs

HeuacTo: rinoHaTpiemis.

Pinko: maktoanumos*.

3 60Ky ncuxiku

YacTto: 0€3COHHS.

3 60Ky Hepsosoi cucmemu

YacTo: ronoBHuU 6inb, mepBepcii cMaky (MeTaniyHui IPUCMaK), 3allaMOPOYEHHS.
Heuacro: cynomu*, nepudepnyHa HeBponaTia*, rimecTesis, mapecTesis.
YacToTa HEBijOMa: CEPOTOHIHOBUM CUHOPOM**,

3 6oky opaaHis 30py

HeuacTo: 30poBa HeBpomaTia*, 3aTyMaHeHUN 3ip*.

Pigko: medexT nons 3opy*.

YacToTa HeBijOMa: HEBPUT 30POBOT0 HEpBa*, BTpaTa 30py*, 3MiHa 30pOBOTr0 BiI4yTTd*, 3MiHa
CIIPUMHATTS KOJIbOPY™.

3 60Ky op2aHia8 cayxy ma pigHosaz2u

HeuacTo: n3BiH y Byxax.

3 boky cepus

Heuacto: aputm™misa (Taxikapmis).

3 6oky cyouH

YacTo: apTepianbHa rimepreHsis.

HeuacTo: TpaH3uTOPHA imeMiyHa aTtaka, Gpredit, TpomOodiediT.
3 60Ky WAYHKOBO-KUWKOB020 MPpaKmy

YacTo: miapest, HynmoTa, O/TIF0BaHHS, JTOKalIbHUE a00 reHepasizoBaHuil 0ilb y KHUBOTI, 3a110p,
OUCIIEICis.

HeuacTo: maHKpeaTuT, raCTPUT, 30YTTS KUBOTA, CyXiCTh V POTi, TJIOCUT, YaCTi PiOKi BUTIOPOXKHEHHS,
CTOMAaTHT, po3niagu abo 3MiHa KOIbOPY SA3UKa.

Pigko: 3He6apBrieHHs TOBePXHi 3y0iB.

3 6oky eenamobiniapHoi cucmemu



YacTo: BiTXuIeHHS Bil HOPM IIOKa3HUKIB PYHKITIOHAIBHUX IEYiHKOBUX P00, 30i/TbINeHHS PiBHIB
AJIT, ACT abo nyxHoi ¢hocdaTasmu.

HeuacTo: mipBuIieHHs 3aranabHoro 6imipyoiny.
3 6oky wkipu ma nidwkKipHoi KAimKosuHu
YacTo: cBepOixk, BUCHII.

HeuacTo: aHrioegema, Kponus'ssHKa, O0y/Ib03Hi ypaxKeHHS WMIKipH, IepMaTUT, HagMipHe
IIOTOBUMITIEHHS.

Pimko: TOKCUYHUI emigepManbHui HeKPoi3, cuaapoM CTiBeHca - [[?)KOHCOHA, TilepCceHCUTUBHUN
BaCKYJIiT.

YacToTa HeBigoMa: ajomnelris.

3 6oky HUPOK ma cevyosudinbHOi cucmemu

YacTo: nigBUIlleHHSA a30Ty CEYOBUHU KPOBI.

HeuacTo: HUPKOBa HEOCTATHICTS, MiABUIIEHHS KpeaTUHiHY, IOJiypid.
3 60Ky penpodykmueHoi cucmemu ma MOAOYHUX 3d/103
HeuacTo: BysbBOBarinaibHi IOPYIIEHH.

3azanvHi po3aadu ma peakuyii y micui ee0eHHA
YacTo: rapsiuka, J10KanizoBaHuM Oifnb.

Heuacro: 03H00, BTOMa, 0inb y MicIii iH’exk1ii, crpara.
HocaioxcenHs

bioximis

YacTo: migBUIEHHS JTAKTATAeTifporeHasu, KpeaTuHiHKIHA3Y, JTilla3y, aMinasu abo
IIOCTIIPaHiaTbHOTO (He HaTIle) PiBHS TII0K03H, 3HUKEHHS 3arajibHoro 6ifka, anb0yMiHy, HaTpilo Ta
KaJIbIliio, MiBUIleHHS ab0 3HMKEeHH Kasiio abo 6ikapOoHaTYy.

Heuacro: mifBuilleHHST HaTPilo a00 Kasbllilo, 3HUKEHHS TJII0K03U 0e3 roJIoAyBaHHs, MigBUIIeHHS abo
3HUXKEHHS XJIOPUIiB.

['emaroJoris

YacTo: migBUIleHHS KinbKOCTi HeHTpodisniB abo eo3uHO(DisiB, 3HUKEHHS IreMOorno0iHy, TeMaTOKPUTY
a00 KiJIbKOCTi epUTPOITUTIB, MABUINIEHHS a00 3HUKEHHS KiJTbKOCTi TPOMOOITUTIB a00 JTeHKOIUTIB.

HewacTo: mifBuIeHHS KiTbKOCTI PETUKYJIOIUTIB, 3HUKEHHS KiJIbKOCTI HEUTPOQiIiB.
* [TuB. po3nin «OcobIuBOCTi 3aCTOCYBaHHS».

**k [TuB. po3minu «[IpoTunokasanHs» Ta «B3aemMofis 3 iHIMKMMY JTiKapChKUMM 3aco0aMu Ta iHII BHOK



B3aEMOJIiM».

" Tlig gac KOHTPOJIbOBAHUX KIIIHIYHUX [OCIII?KEHb, B SKUX JIIHE30JIif] 3aCTOCOBYBaIX V IIepiof [0

28 mHiB, y 2,0 % narieHTiB Bif3Ha4daaacsl aHeMid. Y IporpaMi i3 3aCTOCyBaHHAM He3apeeCTPOBaHOI 0
nmiKapchKOTo 3acoby Mo ryMaHiTapHil mporpaMi (compassionate use) 3a y4acTiO ITAlli€HTIB 3
iH(peKLisiMH, 10 3arPOXKYIOTh XXKUTTIO, Ta CYIIYTHIMU 3aXBOPIOBAaHHSIMH, BiICOTOK MAIli€HTIB, Y
SKWX BUHUKJIa aHEMiS MiC/Is IPUUOMY JIIHE30/IiAy IPoTAroM < 28 mHiB, cTaHOBUB 2,5 % (33 3
1326) y nopisusaHHi 3 12,3 % (53 3 430), axki nikyBanucsa > 28 nHiB. CHiBBiIHOLIEHHS
3adikcoBaHUX BUITAAKIB TSAKKOI aHeMii, BUKJIMKaHOI 3aCTOCYBaHHSIM JIiKapChKOIo 3acoby, 1110
noTpeOyBajo mepenuBaHHs KpPoBi ctaHoBuiIo 9 % (3 3 33) y mallieHTiB, 110 JaiKyBaaucs
npoTaroM < 28 nHis, Ta 15 % (8 3 53) y TUX, XTO JIiKyBaBCS NPOTATOM > 28 fHiB.

[To6iuHi peaxiiii, oB’s3aHi i3 3acTOCyBaHHSAM JIiHE301iAy, SIKi Oy/K OlLiHEH B PiIKUX BUNagKaX SIK
peaxtii TSKKOTo CTyIeHs: JIoKali3oBaHuM abmoMiHanbHUM Ginb, TPAH3UTOPHUY ilIeMiYHKY Hamay Ta
apTepiasnbHa TinepTeHsis.

Y nmocTMapKeTHHTOBUY MEPiOf IMOBIIOMIISIIM IIPO BUIIAAKN CUMIITOMATHUYHOI TilOTIiKeMil Ipu
3aCTOCyBaHHI JIiHe30JIiy, HeceneKTUBHOTO iHribiTopy MAO 3BOpOTHOI Ail, mallieHTaM 3 IyKPOBUM
niabeTtoM, sIKi IpUIMalOTh iHCYJIiH a00 MepopasibHi rinornikeMiuHi npenapaTu. [IpuiioM gesiKux
inri6iTopie MAO noB’sg3aHu# 3 TiMOTTiKEMIYHUMU emi3ogaMu Y XBOPUX Ha LyKpoBUii giabeT, siki
OTPUMYIOTH iHCYiH abo rimormikemiuni 3acobu.

Y nanieHTiB, Ki OTpUMYyBaJIH JIiHE30JIi Y IOCTMAapKEeTUHT OBUY IIePiof, CIIOCTepiraauch BUIAOKU
rinonatpieMii Ta/abo CHHOPOMY HeafleKBaTHOI CEKpellil aHTUAIypeTUYHOTO TOPMOHY. Y 3a3HaYeHUX
BUITQ[IKaX O3HAKM Ta CHMIITOMH BKJIIOYAJX CINTyTaHICTh CBiTOMOCTi, COHIUBICTb, 3aTrabHy CIa0KiCTh,
a y TSXKKHUX BUIAAKaX IIPU3BOOUIIYN [0 AUXAJTbHOI HEJOCTATHOCTI i HaBiTh CMEPTi.

[ToBimoMIIEHHS PO Iim03pIoBaHi m06ivHi peakirii

[ToBimomeHHs PO Migo3pioBaHi MOGiYHI peakii micyisg peecTpariil 1iKapChbKOro 3aco0y € BaxKIUBOIO
npouenyporo. Lle mae 3Mory nNpogoBKyBaTA MOHITOPUHT CIIiBBIHOIIEHHS KOPUCTL/PU3UK HJIS
BiAITIOBigHOTO TiKapchKoro 3aco0y. Megu4yHUM IpalliBHUKaM He0OXiIHO MOBiqOMIISATH PO Oyab-sIKi
nimo3pioBaHi MoOiuHi peakilil Yepe3 HalliOHAIbHY CUCTEMY (papMaKOHarAay.

Tepmin npudamHuocmi. 2 POKH.

YMoBH 30epiranss.
36epiratu nmpu TeMmepatypi He Buite 30 °C. He 3aMOpOXKyBaTH.

30epiraTu y HEOOCTYIIHOMY A7 [iTel MicIii. BinkpuBaTu BTOPUHHY BaKyyMHY YIIaKOBKY
6e3nocepegHbO Mnepe BUKOPUCTAHHSIM.

HecymicHicmo.

Hus. po3gin «Cmoci6 3acTocyBaHHS Ta JO3U».



YnakosBka.

ITo 300 mn1 y KOHTelHEDI IOJIIMEPHOMY y BaKyyMHIl IIOJIIMEPHIU ynakoBLi; o 1 momxiMepHOMY
KOHTEeWHepY Y BaKyyMHi IOJIIMEPHIY YIIaKOBLI y IIay4lli 3 KAPTOHY.

Karteropist Bimmycky. 3a pelenToM.

BupoOHHUK.

TOB «HOpisi-Oapm».

Micue3Haxo/KeHHsI BHPOOHHMKA Ta aJgpeca MicCIllsi MPOBaXKeHHsS HOro His/IbHOCTI.
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