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IHCTPYKUIA
JJIS1 MEAUYHOI0 32CTOCYBAHHS JIKAPCHKOr0 3aC00y

3UBOKC
(ZYVOX®)

Cknao:

oiroua peuosuna: linezolid;

1 MJI pO3YMHY MICTHTB 2 MT JIIHE30JI1Y;

O0ONOMIDICHI pevosunu’. HATPII0 LUTpaTy AWTIApAT, KUCIOTa JUMOHHA O€3BOJHA, TJIIOKO3a,
MOHOTIJIpaT, HATPIIO T1IPOKCHI, KHCIOTa XJIOPUCTOBOIHEBA PO3BEICHA, BOIA IS 1H €KIIIH.

Jlikapcbka ¢opma. Pozuun mis iHY31i.
OchosHi Qi3uKo-XiMiuHi 61aCMUBOCMI.
IIPO30PHH PO3UMH MPAKTHUYHO 0€3 BUIMMHUX YaCTOK Bijl 6€30apBHOrO 10 KOBTOTO KOJIBOPY.

dapmakoTepaneBTHYHA rpyna. AHTHOAKTepiabHI 3acOo0U I CUCTEMHOTO 3aCTOCYBaHHS.
Kox ATX JO1X XO08.

Dapmakonoziuni enacmueocmi.

Dapmaroounamika.

3aranpHi XapaKTepPUCTUKH.

Jline3omilT — CHHTETUYHUN aHTUOAKTEpiaJbHUI MpemnapaT, 10 HaJeKUThb /10 HOBOIO KJacy
AHTHUMIKPOOHHX 3aC00iB - OKCa30iIMHOHIB. BiH BHSBJIs€ aKTHBHICTB iN VItro mpoTu aepoOHHX
IrpaMIIO3UTUBHUX OakTepiil Ta aHaepoOHUX MIKpoopraHi3miB. JliHe3o:mi 1 BUOIPKOBO MPUTHIUYE
cUHTe3 OLIKIB OakTepiil uepe3 yHikadbHMH MexaHi3M Jii. Bin Oe3mocepenHbo 3B’sA3yeThes 13
pubocomamm  Oaktepii (23S 3 50S cyOomuHWIB) Ta TEPEIIKOMKAE  YTBOPEHHIO
(YHKI10HAJIBHOTO 1HII1F0I040r0 KoMIuiekcy 70S (BaXXJTMBOro KOMIIOHEHTA MPOIIECy TPAHCIISLIT).
[Tommpenicte HaOyTOI PE3UCTEHTHOCTI MOXKE 3MIHIOBATHCS reorpadiyHo Ta y yaci Ui OKpPEeMHUX
BU/IB, TOMYy OaXaHO CIHpaTHCS Ha MicleBy I1HQOpMAII0 CTOCOBHO PE3HCTEHTHOCTI
MIKpOOpraHi3MiB, 0COOJIMBO TIpH JIKyBaHHI TSDKKHX 1HQEKIiH. Y pa3i HEoOXiJHOCTI, KOJU PiBEHb
HNOUIMPEHOCTI PE3UCTEHTHOCTI MIKPOOpPTraHi3MiB Ha MICIIEBOMY DiBHI € TaKHUM, IO KOPHUCTh BiX
3aCTOCYBaHHS JIKapChbKOro 3acoly, TpHWHAWMHI TO BIAHOIICHHIO JO NESKUX BUIIB 1H(DEKIIiH,
BUKJINKAE CYMHIBH, CJIiJ{ 3BEpPHYTHCS 38 KOHCYJBTALEI0 10 EKCIEepTa.

YyTnuBi MiKpoOpraHizMu

I'pammosuTrBHI aepoOHi Mikpoopranizmu: Enterococcus faecalis, Enterococcus faecium*,
Staphylococcus aureus®, koarymasoneraTuBHi cradinokoku, Streptococcus agalactiae*,
Streptococcus pneumoniae*, Streptococcus pyogenes*, Group C streptococci, Group G
streptococci.




I'pammosutrBHi aHacpoOHi Mmikpoopranizmu: Clostridium perfringens, Peptostreptococcus
anaerobius, Peptostreptococcus species.

Pesuctentni mikpoopranizmu: Haemophilus influenza, Moraxella catarrhalis, Neisseria species,
Enterobacteriaceae, Pseudomonas species.

* KniniyHa edekTuBHICT, Oyja NPOAEMOHCTPOBAaHA JUIsl UYYyTJIMBUX INTaMiB 3TiIHO 3
3aTBEPKCHUMU TTOKa3aHHSIMH.

Xoua JIHE30JiJ JEMOHCTpYE JesKy akKTHBHICTH IN Vitro mpotu Legionella, Chlamydia
pneumoniae ta Mycoplasma pneumoniae, HeAOCTaTHLO MAHWUX JUIS MiATBEPKCHHS KIIHIYHOT
e(EeKTUBHOCTI B IIUX BUITAIKAX.

[lepexpecHa pe3UCTEHTHICTh

Mexani3M nii JIIHE30J1iTy BIAPI3HIETHCS BiJ TAKOT'O 1HIIMX KJIACiB aHTHO10THKIB. JloCmiKeHHS
KIHIYHUX  [TaMiB  (METHLMIIHPE3UCTCHTHUX  CTA(UIOKOKIB, BaHKOMII[MHPE3HUCTCHTHHX
CHTEPOKOKIB, a TaKOX IMEHIIMIIH- 1 EPUTPOMIIUHPE3UCTCHTHUX CTPENTOKOKIB) iN Vitro
MOKA3YIOTh, 110 JIIHE30JIi]] 3a3BUYaii aKTUBHHI BIJIHOCHO MIKPOOPTaHi3MiB, CTIHKHUX JO OJHOTO
YM JICKIJIbKOX 1HIIMX KJIACiB aHTUMIKPOOHHMX arcHTiB.

CTiliKiCTh 10 JIIHE30JiIy ITOB’s3aHa 3 TOYKOBUMH MyTamisiMu B 23S pPHK.

Dapmakokinemuxa.

[lpenapat 3WBOKC MICTUTH JIiHE30JiA, MmO € OIOJOTIYHO AaKTHBHOK PEYOBHHOIO Ta
MeTaboMMi3y€eThbes 1O HEAKTUBHUX MOX1THUX.

AbcopOrris

Jline3omiJT 1HTEHCHUBHO BCMOKTYETHCS TICHS MEPOPAIBHOIO 3aCTOCYBaHHA. MakcumanbHa
KOHIICHTpALisl y IJIa3Mi KpPOBi AOCITAEThCS MPUOINU3HO Yepe3 1—2 ToAnHY Imicis 3aCTOCYBaHHS, a
abcosoTHa O10JI0CTYNHICTh mpenapary craHoBUTh Onu3bko 100 %. Tomy miHe3omi MOXHa
3aCTOCOBYBATH MEPOPAIBLHO 200 BHYTPIITHHOBEHHO 0€3 KOPEKIIii 03H.

Jline3omiT MOXHa 3aCTOCOBYBAaTHM HE3alleKHO Bif mpuiloMmy ixi. Yac [0 [dOCSITHEHHs
MaKCHMaJbHOI KOHIEHTpalii 30ubiryeThes 3 1,5 10 2,2 ronunu, 1 Cmax 3HHKYETHCSI TPUOIU3HO
Ha 17 % mpu 3acTocyBaHHI JIHE30Mily 3 DKE 3 BUCOKMM BMicTOM XHpiB. IIpoTe 3aranbHa
excro3uiis, ska oiHerbesa 3a AUCo-», Toai0Ha B 000X BHIIAIKaX.

Posnonin

HocmnimkenHs GpapMakoKIHETUKH MOKa3ajy, 1110 JIIHE30JI1]T IIBUAKO PO3MOAUTSETHCS Y TKAaHMHAX
3 no6poro nepdysiero. [Ipubausno 31 % miHe30miay 3B’ sI3y€eThCsl 3 OUIKaMu IJIa3MU KpOBI, 1 1€
HE 3aJIeKUTh B KOHLIEHTpalii npenapatry. O0’eM po3nouty JiHE30J1ily B pPIBHOBAKHOMY CTaH1
y 3J0POBHX JAOPOCIHUX JOOPOBOIIBIIIB CTAHOBUTH B cepenHbomy 40-50 1.

Konuentparnii jgiHe30i1y BU3HAYaIuCs B PI3HUX pPIAMHAX 3a Y4acTIO OOMEXEHO! KUIbKOCTI
YYaCHUKIB y JocCHiJxeHHsIX (a3 1 micns GaraTokpaTHOTrO BBEIEHHS JiHe301iay. BimHomieHHs
KOHIICHTpaIlli JIHE30/ly B CIHHI 10 KOHIIEHTpalii y Tuia3Mi KpoBi craHoBwio 1,2:1, a
BiJTHOIIEHHS KOHLIEHTpAIIil JIIHE30J1i1y B MOT1 JO KOHIEHTpalii y ria3mi kposi — 0,55:1.
Metabou1izm

JliHe30i1 TepeBaKHO METabOoMI3y€eThCsl HUIAXOM OKHUCIEHHS MOP(OIIHOBOIO KB 3
YTBOPEHHSIM JIBOX HEAaKTUBHMX TOXIIHUX KapOOHOBOi KHUCIOTH 3 PO3IMKHEHHM KUIbLIEM:
MeTaboMITy aMiHOETOKCIONTOBOI KHCIOTH (A) 1 MerabomiTy Timpokcietunrminuny (B).
[TepenbauaeThes, 110 MeTabOMIT A YTBOPIOETHCS (PEPMEHTATUBHUM LUISIXOM, TOJ1 SIK YTBOPEHHS
MeTabomity B omocepenkoByeThcss HepepMEHTATHBHUM MEXaHI3MOM, IO BKIIOYAE XiMidHE
OKHCJIEHHS B yMoBax In Vvitro. JlocmimkeHHs in VIitro mpoaeMOHCTpyBadH, IO JIHE30Ji]
MiHIMaIbHO META0O0MI3ye€ThCA 3 MOXIIMBOIO YYaCTIO Y IIbOMY TIPOIECI CHCTEMH LHUTOXPOMY
moauau P450. ITpote MeTabomniyHi HUISXU Ui J1HE30JI11y 1O KiHIISI HE BUBYEHI.

BuBeneHHs
HenupkoBuil kiipeHc CTaHOBUTH HpUOIU3HO 65 % BiA 3arajJbHOrO KIIpEHCY JiHe30iay. Y

piBHOBakHOMY cTaHi npubmuzHo 30 % mo3u mpemapaTy BHUSABISETHCS B CeUl y BUIVISII
ninezoniny, 40 % — y Burmsaai merabonity B 1 10 % — y Burmani merabounity A. Cepeniit
HUPKOBUM KJIIPEHC JIIHE30Jiay CTaHOBUTh 40 MJI/XB, IO CKJIAJa€ YUCTYy KaHAIBIICBY



peabcopOito. JliHe30mi1 B Kajai MPaKTHYHO HE BU3HAYAETHCSA, TOAlL K MpuOIuU3HO 6 % 103HM
npernapaTy BUSBISEThCS B Kalli y BUTTsiAl MeTabonity B 1 3 % — y Burisiai merabomity A.
He3nauna HemHIAHICTD KJIIPEHCY CcrocTepirajiacs NpH MIABUINEHHI JI0O3M JIIHE30Jiay, IO,
OYEBHJIHO, € HACIIIKOM HIKYOrO HHPKOBOTO 1 HEHMPKOBOTO KIIIPEHCY LOTO IpenapaTy MHpu
Horo BUIMX KOHIeHTparisax. [Ipore 15 pizHulg y KiaipeHci Oyia He3HayHa 1 He BIUIMBaja Ha
YSIBHUM NIEpi0o/1 HAITiBBUBEICHHS.

Tayienmu 3 Hupkosorw nedocmamuicmioo. dapMakoKiHETHKa JIHE30JIy HE 3MIHIOEThCA Y
NAIi€HTIB 3 OyAb-KMM CTYIIEHEM HHUPKOBOI HEJIOCTATHOCTI; MPOTE JBa OCHOBHI METa0ONITH
JIHE30JIITy KyMYJIOIOTBCS Y TIAllI€EHTIB 3 HUPKOBOK HEIOCTATHICTIO 31 30UIBIMIEHHAM IX
HAKONMUYCHHS Yy TAIi€HTIB 3 OUIBIIMM CTYIEHEM BaXXKOCTI HHUPKOBOI JIUCHYHKIII.
®dapmMaKOKiHETHKA JIIHE30JIITy Ta IBOX HOTO METa0OJIITIB TaKoK Oyiia AOCTiHKeHa y TaIll€HTIB 3
TepMiHANBHOIO cTajiero HUpKoBoi HepocTatHocTi (TCHH), siki 3HaxoAsaThCs HaA TeMomiamisi. Y
nociipkeni TCHH 14 mamientiB orpumyBanu 600 Mr J1iHe30J1i1y KOKHI 12 TOIUH TPOTATOM
14,5 nast. OCKUTBKM HE3aJIeKHO BiJ (YHKIIT HUPOK JOCSATAIUCS OJIHAKOBI KOHIICHTpAIil
JiHE30Jily y TIUIa3Mi  KpOBi, TOMYy [UIsl TAIl€HTIB 3 HUPKOBOI HEJOCTAaTHICTIO HE
PEKOMEHAYEThCS MPOBOJUTH KOPEKIito 103H. [IpoTe, BpaxoByroun BiCYTHICTH iHpoOpMaii mpo
KIIHIYHY 3HAUyIIiCTh HAKOMWYEHHS OCHOBHMX METaOOM]ITIB, CHiJl 3BaXXWUTU JOIIbHICTH
3aCTOCYBAHHSI JIIHE30JiIy TAI[iEeHTaM IMPU HAsBHOCTI HUPKOBOI HEIOCTATHOCTI 1 TOTEHIIIHHUX
PU3HKIB HAKONMMYCHHS TakuX MerabouitiB. I JiHe3o0iim, 1 JBa MeTaOOJIITH BUBOAATHCSA 3a
JOTIOMOTOr0 ~ remofiamidy. [adopmamis Tpo BIUIMB NEPUTOHCATLHOTO  Jiallizy  Ha
(bapMaKOKIHETHKY JIIHE30JI1Ty BiACYTHSI.

THayieumu 3 neuinkogorw Hedocmamuicmio. DapMaKOKIHETUKA JIHE30JIy HE 3MiHIOBAJacs y
7 mami€eHTiB 13 mopymeHHsAM (YHKIITi ME4iHKH BiJ JIETKOTO J0 CEPEeIHBOTO CTYMEHs TIKKOCTI
(xmac A abo b 3a mkamoro Yaiinma — [1'r0). Ha migcraBi HasBHMX NaHUX JJIS TAIIEHTIB 13
ypaxxeHHSAM (DyHKIIIT TIE€UiHKH BiJ] JETKOTO J0 CePEeIHbOT0 CTYMEHs TSHKKOCTI KOPUTYBAHHSA 103U
HE pekoMeHJoBaHe. PapMaKOKIHETHKA Yy MAIIEHTIB 13 ypaXXeHHSIM (QYHKIT MEUIHKH TIKKOTO
CTYIICHS HE OLIIHIOBaJIacs.

Kuiniuni XapakTepucTUKH.

Ilokazannus.

JlikyBaHHs 1H(EKIIH, CIPUYUHEHNX YyTJIMBUMH LITaMaMH BM3HAYEHHMX MIKPOOpPraHi3MiB, MpH
TaKUX CTaHaXx:

- HO30KOMiaJIbHa THEBMOHIS;

- HErocIiTajabHa ITHEBMOHIS;

- YCKJIaJ{HeH]1 1HQeKIiT mKipu Ta ii CTpyKTyp, 30kpema iH¢exuii Ha GoHi AiabeTnyHoi cTonu 6e3
CYNYTHBOTO OCTEOMi€lNiTy, crnpuurHeHi Staphylococcus aureus (METHIMIIHUYTIMBUMH Ta
METHIIIIHPE3UCTEHTHUMH 13051sTamMu), Streptococcus pyogenes abo Streptococcus agalactiae.
3UBOKC He OYB BUBUEHHUH Yy JIKyBaHHI BUPA3KOBUX MPOJICKHIB.

- HeycKIamHeHi iHpekmii mkipu Ta 1 cTpykTyp, cnpuuuHeHi Staphylococcus aureus (Timbku
METHIMITIHYY TIMBUMHU 130J1aTaMu ) abo Streptococcus pyogenes;

- Ppe3HMCTeHTHI JI0 BaHKoMilmMHY iH(pekuii, crnpuuuHeHi wmramu Enterococcus faecium,
BKJIIOUYAIOYH 1H(EKIIT, 0 CYITPOBOKYIOThCS OaKTEpiEMIELO.

3MBOKC HE TIOKa3aHWM JJIs  JIKyBaHHS iH(EKUid, CHPUYMHEHHX TpaMHEraTUBHUMHU
MIKpoOOpraHi3MamMu. Y pa3i Mmio3pud abo BUSBIEHHS TpaMHEraTMBHOrO 30yJIHUKAa MOTPIOHO
HEeraiHo po3noyaTu cruenrdiyHy rpaMHEraTuBHY TEpariio.

IIpomunokaszanna.

Binoma rinepuyTiauBicTh 10 JiHE30J11y a00 Oy/1b-KOT0 1HIIOr0 KOMIIOHEHTA Mpernapary.
3MBOKC HE CJiJl 3aCTOCOBYBATHU MaIli€HTaM, SIKI MPUIMalOTh Oy/b-sKi MEAMYHI IpenapaTH, 1o
MPUTHIYYIOTh MOHOAMiHOKcHa3y A Ta B (Hampukiman, dbeHensuH, 130kapOOKCa3ua, CEeNeriiH,
MokJ100eMijT), a0 IPOTIroM ABOX THUXKHIB MICIs MPUHOMY TaKHX Ipenaparis.



3a BHHATKOM BHIIAJIKiB, KOJIM € MOXIJIHBICTh PETEIHFHOTO CIIOCTEPSIKEHHSI Ta MOHITOPHHTY
apTepiaJbHOTO THUCKY, 3UBOKC HE CIiJl MPU3HAYATH Malli€eHTaM 3 TAKUMH CYMYTHIMH KITIHIYHUMHA
CTaHaM¥ a00 OJIHOYACHO 3 PUHOMOM HW)KUYE3a3HAUYCHUX MPEIapaTiB:

- HEKOHTPOJIbOBAaHA apTepiajibHa TinepTeH3is, (HEeoXpOMOIUTOMA, KapLUUHOIN, THPEOTOKCHKO3,
OinmosisipHa fenpecis, mu30adeKTUBHUN PO3JIaJl, TOCTPI €301 3alIaMOPOUYEHHS.

- 1Hri06ITOpU 3BOPOTHOTO 3aXOIUICHHS CEPOTOHIHY, TPULUKIIUHI aHTUICTIPECAHTH, arOHICTH 5-
HT1 penentopiB cepoTOHIHY (TpUNTaHHU), IPsAMI Ta HEOPSAMi CHMIATOMIMETHKH (BKIIOYAIOYH
aJpeHepriydi  OpoHXoMIaTaTopu, mceproedenpuH, (eHUIPonaHoIaMiH), Ba3OMPECOpU
(eminedpuH, HOpeniHeppuH), AOMAMIHEPTiYHI CHOJYKH (AOmMamiH, T0OyTaMiH), METUIUH a0o0
OycIipoH.

Cnig UpUIIMHUTH ~ TOMYBAaHHSA TPY/UII0O MPOTSATOM 3acTOCYBaHHS Ipemapary (IuB. p.
«3acTocyBaHHs y TIEpio]1 BariTHOCTI 200 TrOAyBaHHS TPYIIO.»).

B3aemooia 3 inmumu nikapcoKumu 3acovamu ma iHwii 6u0u 63a€Mooiil.

IHriGiTOpU MOHOAMIHOKCH/Ia3H

Jline3oyiT € HECENeKTUBHUM iHTiIOITOpoM MoHOaMiHOKcuaazu (MAQO) 3BopotHoi mii. Y
JOCTIPKEHHSX B3a€MOJIIT JIIKApPCHKUX TperapaTiB Ta JOCTIDKEHHAX Oe3MeKH JiHe30Iiay Oyiio
OTPUMAHO JIy’)K€ OOMEXEeHY KUIbKICTh JaHUX NP0 3aCTOCYBAaHHS JIIHE3OJIAy IJIS JIIKYyBaHHS
NAIE€HTIB, SIKi OTPUMYIOTH CYIYTHIO TEpAIilo MpernapaTamMy, IO CTBOPIOIOTH MEBHI PU3HKU
BHacnigok mnpurHiveHHss MAQO. Tomy 3acTrocyBaHHs JIIHE30JiAy 3a TakuX OOCTaBUH HE
PEKOMEHI0BaHe, SIKIIO0 HEMOMJIMBO MPOBOJIUTH PETEIIbHE CIIOCTEPEKECHHS Ta MOHITOPUHT CTaHy
namiedTa (quB. po3aiau «IIpotunokazanus» Ta «OCOOIMBOCTI 3aCTOCYBAHHSD).

[ToTeHuiiiHI B3a€EMOJI1, 1110 MPU3BOIATH JI0 MiJIBULIICHHS apTEPiaTbHOTO TUCKY

Y 3p0poBuX O00pPOBOJBIIB 3 HOPMAajdbHUM apTepiaibHUM TUCKOM JIIHE30JiA 30UIbIIye
MiJBUIICHHS apTepiaibHOTO TUCKY, CIpHUYMHEHE IceBaoedenpuHoM Ta (eHUINpOonaHoIaMiHy
rizpoxsopuaoM. OnHouacHe  3acTOCYBaHHS — JIIHE30JiQy Ta  mceroedenpuny  abo
(beHimponanosaMiny TiAPOXJIOPUAY HPU3BOAMTH J0 3POCTaHHS CHUCTOJIYHOTO apTepialbHOrO
TUCKY B cepeaboMy Ha 30—40 MM. pT. cT. TOPIBHIHO 31 3pocTaHHAM Ha 11-15 MM. pT. CT. mix
BIUTMBOM BHKJIFOYHO JTiHE30i Ty, Ha 14—18 MM. pT. CT. i1 BIUTMBOM BUKITIOYHO TICeBI0e(heapUHY
abo ¢eHuIIpomanogamMiny, Ta Ha 8—11 MM. pT. CT. TIpU 3aCTOCYBaHHI Iane0o0. AHaJIOTIYHUX
JIOCJIIJDKEHD 3a Y4YacTIO TAIlI€HTIB 3 apTepiaJIbHOIO TIMEPTEH31€0 HE MPOBOIMWIH. PexomeHjoBaHO
peTenbHO miAOMpaTH 103U MpernapariB, SIKI BHUSBISIOTH BAa30INPECOPHUN BILIUB, BKIIOYAIOUH
nodamiHepriuHi npemnapaTd, o0 oTpuMaTH OaxaHW pe3yibTaT MpU KOMOIHOBaHOMY
3aCTOCYBaHHI JIHE301/ly 3 LIUMH MpernapaTaMu.

[ToTeHI1i#HI CepOTOHIHEPriYHi B3aEMOIT

[Torenmuiiini B3aeMonii MiX JIIHE30J10M Ta JEKCTPOMETOp(hAaHOM BHUBYAIM Yy JOCITIJDKEHHI 3a
YYacCTIO 3J0POBUX TOOPOBOJIBIIIB. YUYaCHUKH OTPUMYBAIH JeKcTpomeTopdan (nBi q03u mo 20 mMr
3 1HTepBaJIOM Yy 4 TOAWHM) y KOMOIHamii 3 JiHe30diaoM abo 0e3 Hporo. Y 3I0pOBHX
NOOpPOBOJIBIIB, SIKI OTPUMYBAIM JIIHE30JiA Ta JeKCTpoMmeTopdaH, He CIOCTepiranu MposBiB
CEpPOTOHIHOBOTO CHHAPOMY (CIUIyTaHICTh CBIJIOMOCTI, MAapeHHS, 3aHENOKOEHHS, TPEMOD,
HaTOJIOTIYHUHA pyM’sIHELb, TIOCUJICHE TOTOBHUIIJICHHS, TIEPIipeKcis).

JocBin micaspeecTpaliftHOr0o BUKOPUCTAHHS: OyJI0O OTPUMAaHO OJHE TOBIJOMJICHHS IIIOJO0
BUHUKHEHHS MPOSABIB, MOMIOHMX J0 MPOSIBIB CEPOTOHIHOBOTO CHHIPOMY, Yy MAaIli€HTa, SKHH
npuiiMaB JIIHE301]1 Ta IeKCTpoMeTopdaH; 111 MPOSIBU 3HUKIIM MICIs BIAMIHM 000X Mpenaparis.
[IpoTsirom KJIIHIYHOTO 3aCTOCYBAaHHS JIHE30Jdily Ta CEPOTOHIHEPriYHUX Ipenaparis,
BKJIIOUAIOYM AHTUJACNpPECAaHTH (Takl $AK CEeJEeKTHBHI 1HTIOITOPH 3BOPOTHOTO 3aXOIIEHHS
ceporoHiny (CI33C)), moBimoMisiIocss PO BUIAIKKM PO3BUTKY CEPOTOHIHOBOTO CHHAPOMY.
Takum urnHOM, X04ua KOMOIHOBAaHE 3aCTOCYBAHHS IIUX TpemapariB MPOTUIIOKa3aHe (JIMB. PO3ALT
«[IpoTunokazanHs»), JIKyBaHHS TMAalll€HTIB, AN SKUX JIKYyBaHHS SK JIHE30TiIOM, TaK 1
CEpPOTOHIHEPTIYHMMH TIpermaparaMd Ma€ BUpIIIAIbHE 3HAYEHHS, OIMKWCAHO Yy PO3AuT
«Oco0aMBOCTI 3aCTOCYBAaHHS.

3acTocyBaHHA y NOEJHAHHI 3 HACHYEHUMU THPAMIHOM POAYKTaMHU




VYV mnamieHTiB, SKi OTPUMYBAJIM JIIHE30JII Ta TUpaMiH y KulbkocTi MeHm HiK 100 mr, He
CIOCTepirajay 3Ha4HOTO Ba30NpecopHOro edekxry. Lle cBiAunTh mpo HeoOXiHICTh YHUKATH JIHIIIE
HAJTMIIKOBOTO CIIOKMBAHHSI MPOJIYKTIiB Ta HAMOIB 3 BEJIMKMM BMICTOM TUPaMiHY (a came, 3plUIux
CHUPIB, JIPIKIKOBHX EKCTPAKTIB, HEIUCTHIHLOBAHMX AJIKOTOJBHUX HAIMOIB Ta (PEPMEHTOBAHHX
MIPOJIYKTIB 13 COEBUX 0001B, TAKUX SIK COEBUI COYC).

[IpenapaTy, ski MeTab0JIi3YIOThCS 3a JOMMOMOT 010 IIuToxXpomy P450

Jlinezomin He 3a3Hae MeTaOOMIYHHMX MEPETBOPEHb MiJ BIUIMBOM (EPMEHTATUBHOI CHCTEMU
utoxpomiB P450 ta He npurHiuye GyHKIIT )KOJHOTO 3 KIIHIYHO 3HAUYIIUX 130()OpM IIUTOXPOMY
P450 mooguam (1A2, 2C9, 2C19, 2D6, 2E1, 3A4). AHamori4yHO, JIHE30Ji] HE CIPHYUHSE
iHaykuii i3oepmentiB uroxpomiB P450 y mypiB. Tomy He ouikyeTbesl BIUTUBY JTIHE30d1y Ha
(dhapMaKOKIHETUKY 1HITUX JIIKApChKUX 3ac00iB, siki MeTadomi3yoTbest CYP450.

Pugpamniyun. Brimue pudamminuay Ha (HapMaKOKIHETUKY JTIHE30Jily BUBYAIN y IIICTHAIISTH
3I0POBHUX JOPOCITHX JOOPOBOJIBIIB YOJIOBIYOI CTaTi, IKUM BBOAMIM JTiHe30m1a (600 Mr nBivi Ha
JIeHb MPOTATOM 2,5 HIB), y KoMOiHawii 3 pudamminuaom (600 Mr oauH pa3 Ha JEHb MPOTATOM 8
nHiB) Ta 6e3. Pudammninun 3umxyBaB nokaznuku Cmax ta AUC niHe30/di1y B cepeHbOMY Ha
21 % (90 % I 15, 27) Ta 'y cepenubomy Ha 32 % (90 % /11 27, 37) BiamoBigHo. MexaHi3M Takoi
B3aeMoii Ta 11 KIiHIYHE 3Ha4YeHHs HEB1IOMI.

Bapgapun. npu nogaBanHi BaphapuHy 10 Kypcy JiKyBaHHS JIHE30III0OM Y PIBHOB)XHOMY CTaHi
cnocrepiranu 10 % 3HmkeHHs cepennboro Mmakcumanbnoro MHC npu ogHovacHomy
3acrocyBanHi, ipu bomy AUC MHC 3umxkyBanace Ha 5 %. [laHuX TIpo MAaIfi€HTiB, sKi
OJIHOYACHO OTPUMYBAIH Bap(apHH Ta JIHE30J1i], HEIOCTATHBO IS OI[IHKH KJIiHIYHOTO
3HAUEHHSI, SIKIIO BOHO €, IUX PE3YJIbTATIB.

AHTUOI0THKH

Astpeonam. PapMakoKiHETHKA JIiHE30i Ly a00 a3TpeoHaMy HE 3MIHIOETHCS MPH OJTHOYACHOMY
3aCTOCYBaHHI IIUX MpernapaTiB.

I'earaminuy. @apmMakoKiHETHKA JIIHE30JI1y a00 T€HTaMIIIMHY HE 3MIHIOETHCS TIPH OJTHOYACHOMY
3aCTOCYBaHHI IIUX IpenapaTis.

JocmimkenHs in VItro mpoJeMOHCTPYBaIH aJUTUBHICTh a00 1HAU(EPEHTHICTh MIX JITHE30JIiI0M
Ta BaHKOMIIIMHOM, TEHTAMIIIMHOM, pHQPaAMIIIHOM, IMillEHEM-IIUJIACTATHHOM, a3TPEOHaMOM,
aMIIIUIIHOM, CTPENTOMIIIMHOM.

AHTHOKCUJIAHTH

[Ipu onHouacHOMY 3acTocyBaHHI mnpemnapary 3 BiTamiHoM C abo BitamiHoM E mnpoBoautu
KOPEKIIiI0 JO3H JIHE30ily He PEKOMEHY€ThCA.

Ocoonueocmi 3acmocyganns.

Mienocynpecis

[ToBimomIIsIIOCS PO BUHUKHEHHS MI€JIOCyTIpecii (30KpemMa aHeMII0, JICHKOMNEH1t0, TaHIIUTOIEHI0
Ta TPOMOOIIMTONEHII0) y MALI€HTIB, MiJl Yac 3aCTOCYBAHHS JIIHE30iy. Y TaKUX BHUIAKaX IMiCIs
BIIMIHM JIIHE30Jily TMOPYIIEHI TIe€MAaToJIOT1YHI TMOKAa3HUKW TOBEPTAIUCA JO pIBHA, SKUN
CrIocTepiraBcs 10 MOYATKy JTiKyBaHHS. HIMOBIpHO, 110 PU3HK PO3BUTKY IMX e(eKTiB OB’ A3aHMil
3 TPUBAJICTIO JIKyBaHHS. Y TMAIlEHTIB JITHBOTO BIKY 3aCTOCYBaHHS JIIHE30JIIy MOXKeE
CYIIPOBOJI)KYBAaTUCH OLIbIII BUCOKMM PHU3UKOM BUHUKHEHHS MAaTOJOTIYHUX 3MiH KPOB1 OPIBHSIHO
3 OUTHIIT MOJIOJMMHU TAIIEHTaMH. Y TMAIIEHTIB 3 TSHKKOK HUPKOBOKO HEOCTATHICTIO (HE3aJIEKHO
BiJl TOTO, YM MPOXOASATH BOHM MPOILEIypH Jiali3y) MOXKIUBE IiJBUIIEHHS YaCTOTH PO3BUTKY
TpoMOouuToneHii. TakuM YMHOM, peTeabHUIl MOHITOPUHT (GOPMYIIM KPOBI HEOOX1THUN Y TaKUX
MAIlI€HTIB: MAlliEHTH 3 YXe ICHYIOUOI0 aHEMI€l0, TPaHyJIOLUTONEHIEI0 a00 TPOMOOIMTONEHIEIO;
NAaIieHTH, $AKI OTPUMYIOTh CYIyTHI [penapard, 34aTHI 3HUXKYBAaTH pIBHI T'eMOIVIOOIHY,
3MEHIIYBaTH KUIBKICTh (POPMEHUX €JIEeMEHTIB KpoBi a00 HEraTWBHO BIUIMBATH Ha KUIBKICTh YH
(GYHKIIOHANIbHY ~ aKTHUBHICTH TPOMOOLIMTIB; TMAaLlI€EHTH 3 TOKKOIO (OpPMOIO  HHUPKOBOT
HE/IOCTAaTHOCTI; MAaIli€HTH, Kypc JIIKyBaHHS SKUX TpuBae Ounbil Hixk 10-14 nHiB. 3acrocoByBatu
JHE30JI1 T I7Is1 JIIKyBaHHS TaKWX MAIIEHTIB OaKaHO JIMIE Y TIOETHAHHI 3 PETEIIbHUM KOHTPOJIEM
piBHS remMorno0iHy, 3arajJbHOr0 aHaji3y KpoBi Ta, 33 MOXKJIMBOCTI, KiJIbKOCTI TPOMOOLIUTIB.



Sxmo mig yac JKyBaHHS JIHE30JIIOM PO3BUBAETHCS 3HAYHA MIEJIOCYNPECisl, JIKyBaHHS
HEOOXIZTHO 3yNUHUTH. BUKIIOUEHHSM € BUMNAJIKH, KOJIHM IPOJOBXKECHHS JIKYBaHHS BH3HAHE
abCOMOTHO HEOOXiMHUM. Y TaKMX CHUTyalisiX HEOOXiIHO MPOBOJMTU PETEIbHUNA MOHITOPUHT
MOKa3HMKIB 3arajlbHOTO aHaNi3y KPOBIi Ta BIPOBAPKYBATH BiIOBIIHI CTpATerii JTiKyBaHHS.

Kpim Toro, pekoMeH10BaHO HIOTHXKHS MPOBOJUTH MOHITOPHHI MMOKA3HUKIB 3arajbHOTO aHANI3Y
KpOBi (BKJIIOYAIOUM BU3HAYEHHS PIBHIB Te€MOMIO0iIHY, KUIBKOCTI TpPOMOOLHMTIB, 3arajbHOI
KUJTBKOCTI JIGHKOLMTIB Ta PO3TOPHYTOI JielikonuTapHoi (opMyin) y MAIi€HTIB, SKi MPOXOAATH
JIKYBaHHS JIIHE30JI110M, HE3aJICKHO BiJl BUX1THUX MTOKa3HUKIB aHAII3y KPOBI.

VY mochimKeHHSIX 13 3aCTOCYBaHHSAM HE3apeeCTPOBAHOTO JIIKAPCHKOTO 3aco0y MO T'yMaHITapHii
nporpami (Compassionate USe) B rpyIi MAI[i€HTIB, SKi OTPUMYBAIH JIIHE30JIi[ MPOTATOM OiIbIII
HDK 28 nHIB (MaKkCHUMallbHa PEKOMEH0BaHA TPUBATICTh JIIKYBaHHS), CIIOCTEPITaJId 1 IBUIICHHS
YaCTOTH BHHMKHEHHS TsDKKOI aHeMii. Taki marieHTu yactiiie nmorpedyBaiy nepeauBaHHs KPOBi.
I[Ipo Bumankum aHemii 3 TMOTpPeOOO y TEpeMBaHHI KPOBI TaKOX TOBIIOMIISUIH Y
nicispeectpaniiHoMy mepiogi. Taka aHeMis yacTille BHHMKaJa y TMAI€HTIB, SKi OTPUMYBAIH
JHE30JT1]T IPOTATOM OUTBIN HiXK 28 JTHIB.

[ToBimoMIIsUTOCS TIPO BUMAAKH CHIASPOOJIACTHOI aHeMil y micisipeectpariitnomy mepioni. Cepen
BUIAJIKIB, I SKUX OyB BIJOMHI Yac BUHUKHEHHS aHEMii, OUIBIIICTh IMAIi€HTIB OTPUMYBaJa
JiHe30ia npotsroMm Oinbine 28 nauiB. Ilicns mpunuHEHHS 3aCTOCYBaHHS JIIHE30MiTy OLIBIIICT
NAIiEHTIB TMOBHICTIO a00 YaCTKOBO OJYXXYBaJIHM BHACIIJOK MPOBEACHHS JIiKyBaHHS aHeMii abo
HaBITh O€3 JIIKYBaHHS.

Hucbananc noxasumuxie cmepmuocmi y KIIHIYHOMY OOCHIOJNCEHHI 3a y4acmio NayieHmis 3
iHghexyiamu KpOBOMOKY, NOG A3AHUMU 3 BUKOPUCMAHHAM Kamemepie ma CRPUYUHEHUMU
2pamno3umueHuUMU 30YOHUKAMU

VY xomdi BIAKPUTOTO JOCIIIKEHHS 33 Y4acTIO MAali€HTIB 13 CEpHO3HUMH BHYTPIIIHHOCYIMHHUMU
1H(DEeKIIsIMH, COPUYNHEHUMH BUKOPUCTAaHHSIM KaTeTepiB, CIIOCTEPIraiu 3pOCTaHHS CMEPTHOCTI Y
rpyni Malli€HTiB, SKUM 3aCTOCOBYBAIM JIIHE30J1Jl, MOPIBHAHO 3 TIpyHamMH JIKyBaHHs
BaHKOMIIIMHOM/JUKIIOKcaIiTiHoM/okcamitinoM (78 3 363 (21,5 %) mpotu 58 3 363 (16,0 %)).
OcHoBHMM (DaKTOpPOM BIIMBY Ha IOKa3HUK CMEPTHOCTI Oyjla HasBHICTb I'PaMIO3UTHBHOI
1H(eKIIi1 Ha BUX1AHOMY pIBHI.

[Toka3HMKM  CMEPTHOCTI y TAlI€HTIB 3  1HQEKUIAMHM, CHOPUYUHEHUMH  BHUKJIIOYHO
IPaMIO3UTUBHUMHU OpraHi3MaMu, Oynu cxoxi (rmepeBaxHe criBBigHomeHHs 0,96; 95% nosipunit
iaTepBan 0,58-1,59), ane y rpymi JiKyBaHHS JIIHE30JI0M 4YacTOTa JIETAILHUX BUMIAJKIB Oyia
3HauHO BHMIO0 (P=0,0162) y marieHTiB 3 Oyab-sIKMM T0JaTKOBUM 30YHUKOM a00 BiJCYTHICTIO
30yHMKIB Ha BUXIJHOMY piBHI (IlepeBakHEe CIiBBIAHOMIEHHS 2,48; 95% noBipuuii iHTEpBaI:
1,38-4,46). Haiibinpiumii aucbaganc CrocTepiraBcs ImiJ 4yac JKyBaHHS Ta MPOTATOM 7 JHIB 3
MOMEHTY BIAMIHM JIOCHIJ)KYBAaHOIO IIpernapary. bulblIicTh NAI€HTIB Yy Tpymi JIKyBaHHS
JiHEe30/i10M, HAOyNnW TpaMHEraTWBHI 1H(MEKIIT MPOTATOM JOCHIUKEHHS Ta TOMEpId Bij
iH(peKi, COpUYMHEHUX TpaMHETaTUBHUMHU 30yJHUKaMH, Ta BiJ MOJIMIKPOOHMX I1H(EKIIH.
TakuM YHHOM, TpPU YCKIAJHEHUX IHQEKIIAX IIKIpH Ta M SIKUX TKaHUH Y TMaLi€HTIB 3i
BCTAaHOBJIEHOIO a00 IMiJJO3PIOBAHOI0 CYMYTHHOIO 1H(EKIIEI, CIPUUNHEHOI0 I'pPaMHETaTUBHUMU
30yTHUKaMH, JIIHE30JIi1 CJIiJl 3aCTOCOBYBATH JIMIIE 32 BIACYTHOCTI 1HIIMX BapiaHTIB JIIKyBaHHS
(muB. poznin «llokazanHs»). 3a Takux oOCTaBUH HEOOXIHO PpO3MOYMHATH TapajeiibHe
JIKyBaHHS TPaMHETaTUBHOI 1H(EeKIi.

liapes ma konim, nos’a3ani i3 3acmMocy8aHHAM AHMUOIOMUKIB

[Ipu 3actocyBaHHI Maike yciX aHTHOIOTHKIB, BKJIIOYAIOYM JIIHE30JI1J, MOBIIOMIISIOCA MPO
BUHUKHEHHs Jiapei Ta KOJITy, NOB’S3aHUX 3 3aCTOCYBAaHHSAM aHTHUOIOTHKIB, BKJIIOYAIOYU
nceBIoMeMOpaHo3HMid KoJIiT, Ta moB’si3any 3 Clostridium difficile miapeto (CDAD), TspkkicTh
IPOSIBIB SIKUX MOXeE BapiloBaTH BijJ MOMIpHOI Jiapei 10 KOMITYy 3 JIeTaIbHUM HacligkoM. Takum
YUHOM, Ba)KJIMBO BPAaXOBYBATH MOXKJIHUBICTH I[bOTO JIIarHO3y y MAIli€HTIB, y AKUX Mia 4ac abo
icCJIsl 3aCTOCYBAHHS JIIHE30JIiy PO3BUBAETHCSA JAiapesd. Y pas3i HasgsBHOCTI MiJ03pH Ha Jiapero 4u
KOJIT, IO TIOB’s3aHI 3 3aCTOCYBAaHHSM AaHTHUOIOTHKIB, a00 MiATBEPKEHHS I[LOTO AiarHO3Y,
HEOOXIJTHO MPHUIMMHUTH TOTOYHE JIIKYBaHHS aHTHOAKTEpiaTbHUMH MperapaTaMu (BKIIOUYAIOUN



JIHE30J1i7]) Ta HEraHO pPO3MOYaTH BIATMOBIAHI TEpameBTUYHI 3aX0ad. Y TaKUX CHUTYaIlisax
NPOTHUIIOKA3aHE 3aCTOCYBAHHSI MIPETAPaTiB, SKi IPUTHIYYIOTh NEPUCTATBTHKY.

Jlakmoayuoos

[ToBimOMIISIIOCS TIPO PO3BHUTOK JAKTOANM 03y MPH 3aCTOCyBaHHI JiiHe3omiay. [lamienTu, y skux
i Yac 3aCTOCYBaHHS JIIHE30JIily BUHUKAIOTh CUMITOMH Ta MPOSBU META0OJIYHOTO aIuIo03y,
BKIIIOYAIOYN PEIUANBYIOUY HYAOTYy a0o ONoBaHHsS, OUIb y JKUBOTI, HU3BKUU pIBEHb
OikapOoHaTiB ab0 TiMEpPBEHTWIALII0, TOBUHHI HETAifHO 3BEPHYTHUCS 32 MEIUYHOIO JOTIOMOTOIO.
Y pa3i pO3BUTKY MOJOYHOKHCIIOTO aluio3y HEOOXiTHO 3BAXKUTHU KOPHUCTHh IOAAIBIIOTO
JIKYBaHHS JIIHE30JI1I0M Ta OTCHIIIHI PU3UKH.

Jluchynkyis mimoxonopiti

Jline3omiq mMpUTHIYYE MITOXOHJpialbHUN CHHTE3 OUIKIB. Y pe3yiabTaTi I[bOTO MPHUTHIYCHHS
MOXXYTh PO3BHBAaTHUCh TaKi IMOOIYHI peakiii, SK JAaKTOAaIuA03, aHeMis Ta HeWpomaris
(mepudepuuna ta 30poBoro Hepra). Lli sBuIa OUIBII MOMUPEH] NMPU 3aCTOCYBaHHI Ipemnapary
IPOTSIrOM OLTBII HiX 28 JHIB.

Tlomenyitini 63aemo0ii, Wo cCNpUYUUHIOIOMb RIOBUULEHHS APMEPIATbHO20 MUCKY

3a BUHATKOM BHIMAJIKiB, KOJM MOXIIUBE CIIOCTEPEKEHHS 32 MAlllEeHTaMHU CTOCOBHO MOYJIMBOTO
HiABUINEHHS apTepialbHOTO THCKY, JIHE30JiJ He CIiJ [pHU3HA4YaTh TMalieHTaM 3
HEKOHTPOJIbOBAHOIO apTepialbHOI TiMepTeH3i€l0, (PEOXPOMOLUTOMOI, THPEOTOKCUKO30M
Ta/ab0 CymyTHIM NPUHOMOM TaKUX THINB JIKAapChKUX 3ac00iB, SK: MPsAMOi Ta HempsMoi il
CUMITaTOMIMETHKH (HampuKiIaa TiceBroedeapuH), Ba3ompecopd (Hampukiaa eniHepuH,
HopemiHeprH), Todaminepriuni 3aco0u (HanpukiIan fopamid, 100yTamiH).

Cepomoninosuii cunopom

Haaxonunu crioHTaHHI MOBIJOMIIEHHS PO PO3BUTOK CEPOTOHIHOBOI'O CHHIPOMY, TIOB’S3aHOTO 3
OJIHOYACHUM 3aCTOCYBaHHSM JIIHE30Mily Ta CEPOTOHIHEPriYHMX NpenapariB, BKIIOYAIOUU
AQHTHUICTIPECAHTH (TaKi K CEJICKTHUBHI iHTiOITOpH 3BOPOTHOTO 3axormieHHs cepotoriny (CI33C)).
ToMmy, ofHOYacHE 3aCTOCYBAHHS JIIHE30JIIy Ta CEPOTOHIHEPTiUHUX MpenapaTiB MPOTUIIOKAa3aHe
(muB. «IpoTunokasaHHs»), 32 BUHATKOM BMIIAJIKIB, KOJU 3aCTOCYBaHHS SIK JIIHE30JAY, TaK 1
OJIHOYACHE 3 HUM 3aCTOCYBaHHSI CEPOTOHIHEPIiUHMX MpenapariB Ma€ BUpIIIAJIbHE 3HAUEHHS. Y
TaKWX BUMNAJKAX TMAI[i€HT TIOBUHEH 3HAXOAWTUCH IIiJ] MWIBHUM CIIOCTEPEKECHHSM 3 METOIO
BUSIBJIEHHSI CUMIITOMIB CEPOTOHIHOBOT'O CUHAPOMY, TaKHX SIK MOPYLIEHHS KOTHITUBHOI (QYHKIII,
rinepmipekcis, rineppediuekcis Ta MOpyLIEHHS KOOpAWHAIII pyxXiB. Y pa3l BUHUKHEHHS TaKUX
CUMIITOMIB JIIKap TOBUHEH PO3IJISHYTH MOKJIMBICTh BIIMIHU TOTO YM 1HIIOTO npenaparty. Ilicis
BIJIMIHM CEPOTOHIHEPT1YHOIO IpenapaTy MOKJIMBE BUHUKHEHHS CUMIITOMATUKU BIMIHH.
Ilepugepuuna netiponamis ma Hetiponamis 30p08020 Hepaa

[ToBitomsiocst Mpo PO3BUTOK MepU(epudHOi HelpomaTii, a TakoXk Heipornartii 30poBOro HepBa,
Ta HEBPHT 30POBOTO HEpBA, AK1 1HOM1 MporpecyBami 10 BTPATH 30Dy, y NAII€HTIB, SKI
OTpUMYBIH J'IleBaHH}I npenaparom 3uBokc. Taki MOBIIOMIIEHHS y TepIIy Yepry CTOCYBAITUCH
NAlli€HTIB, SKI OTPUMYBaJIM JIIKyBaHHS MpoTAroM Ouipiie 28 qHIB  (MakcHMaibHa
PEKOMEHI0BaHa TPUBAJIICTH JIIKYBaHHS).

VYciM marieHTaM HeoOXiAHO pPEKOMEHIYBAaTH MOBILAOMIISTH IPO BUHUKHEHHS CHMIITOMIB
MOPYIIEHHS 30py, TakKi SIK 3MIHU TOCTPOTH 30Dy, 3MIHH KOJHOPOBOI'O CHPUNHATTS, HEUITKICTh
30py a00 BHUIAIIHHS YAaCTUHH TOJS 30py. Y MOAIOHWX BHUITAJKaX PEKOMEHJIOBAHO TEPMIHOBO
MIPOBECTH OTJISAJ 3 HAIIPABJICHHSIM JI0 0(TaIbMOJIOra, K0 HEOOXiTHO. KO MaIieHT mpuiiMae
3UBOKC MPOTSITOM OUTHIIT HK PpEKOMEHI0BaH1 28 THIB, HEOOX1THO PETYJISIPHO TIEPEBIPSITH 31p.

¥V pasi po3Butky nepudepudHoi HeliponaTii a0o Helpomnarii 30poOBOro HepBa HEOOXITHO 3BAKUTH
KOPHUCTbH MOAATBIIOTO JIKYBaHHS 3UBOKCOM Ta MOTEHIIIHI pU3UKH.

MoknvBe MiJIBUIIEHHS PH3HKY  PO3BHTKY HelporaTiii mpu 3acTOCYBaHHI JIHE30MiAy JUIs
JIKyBaHHS  TALI€HTIB, SAKi  OTPUMYIOTh  a00  HEN[OJaBHO  OTPUMYBAJIM  TEparlio
aHTHOaKTepiaTbHUMU MpenapaTaMu JUIs JiKyBaHHS TyOepKyIbo3y.

Cyoomu

[ToBimomMisITOCS TPO BHUIAIKH CYJIOM Yy TMAIIE€HTIB, SKI OTPUMYBAIM TEPAIii0 MpernapaToM
3uBOKC. Y OUIBIIOCTI BUITAIKIB MOBIIOMJISUTH TPO TaKUi (PaKTOP PU3HKY, SIK CYyZOMH B aHAMHE31.
[TartieHTamM HEOOX1THO TTOBIJOMJISITH JIIKApPiB, SKIIO Y HUX PAHIIIe BUHUKAIU CyIOMHU.



Ineibimopu monoaminokcuoaszu

JliHe30i1 € HecelneKTUBHUM iHTiOiTOpoM MoHoamiHokcuaazu (MAO) 3BopotHoi aii. [Ipote B
7103aX, SIK1 3aCTOCOBYIOTh Ul aHTHOAKTEpiaJbHOI Teparii, BIH HE MPOSBIISE€ aHTHACIPECUBHUMI
epexT. Y JOCHiKEHHSIX B3a€EMOIl JKAapChbKUX TMpemnapaTiB Ta JOCHDKEHHSIX Oe3neku
3aCTOCYBaHHS JIiHE30J1iy OyJI0 OTpUMaHO JyXe 0OMEXeHY KITbKICTh JJaHUX PO 3aCTOCYBaHHS
JTIHE30JiAy JUIs JKYyBaHHS OCHOBHOTO 3aXBOPIOBaHHS Ta/a00 OJIHOYACHOTO JIIKyBaHHS
npenapatamMi, fKi MOXYTb HECTH I€BHI pPHU3MKHM, BHAcHiok npurHideHHs MAO. Tomy
3aCTOCYBaHHSA JIIHE30JIiAy 32 TAKUX 00CTaBUH HE PEKOMEH]IOBAHE, SKIIO0 HEMOXKJIMBO MTPOBOIUTH
[WIBHE CIOCTEPEKEHHS Ta MOHITOPUHI CTaHy HauieHTa (IuB. po3aumn «lIpoTunokazanusy Ta
«B3aeMoist 3 IHIIUMU JTIKAPCHKUMHE 32aC00aMHU Ta 1HIIT BUAH B3AEMOIIN).

3acmocysanusn y no€OHanHI 3 HACUYEHUMU MUPAMIHOM NPOOYKMAMU

[TamienTam cii pEKOMEHIyBaTH YHUKATH CIIOKMBAaHHS BENUKOI KUIBKOCTI MPOAYKTIB,
30aradeHuX THPaMiHOM (IUB. po3ail «B3aemonis 3 IHIIMMH JIIKAPCHKUMHU 3acO0aMH Ta 1HIII
BUJIM B3aEMOIIN).

L'inoanixkemisn

[ToBimoMieHHs, OTpUMaHi Yy MicHsApeecTpaliiiHuii mepioA, cBiAYaTh MOPO  BUIAIKU
CHUMIITOMAaTUYHOI TIIOTIIiKeMil IpH 3aCTOCYBaHHI JIIHE30JIi Ty, HECENIEKTUBHOTO iHTi0iTopy MAO
3BOPOTHOI Jii, Mali€eHTaM 3 IYKPOBUM JAia0eToM, fKi NpuiiMaroTh 1HCYNiH ab0 mepopaibHi
rinornikeMiyai npenapatu. [puiiom neskux iHriGiTopie MAO 1OB’si3aHU 3 TIMOTITIKEMIYHUMH
emizofaMH y XBOPUX Ha IyKPOBUU Aia0eT, sIKl OTPUMYIOTh 1HCYIiH ab0 TiMOTiKeMiuHl 3aco0u.
Xoua MPUYMHHHUKA 3B’A30K MIXK JIHE30Ji0M 1 TIMOTJIIKEMi€l0 HE BCTAaHOBJECHO, MAIIEHTIB 3
IyKPOBUM [1a0€TOM CHiJ MOMepeKaTH MpO MOTEHIIHHY TiIMOTIIKeMIYHY peaklilo Mia 4ac
3aCTOCYBaHHS JIHE30i1y.

Y pasi BUHHMKHEHHs TrinoriikeMii Moxke OyTH MOTpiOHE 3MEHIIeHHsS JO03M 1HCYIiHY abo
HEPOPAIILHOTO TiMOTJIIKEMIYHOro 3aco0y a00 NPUIMHEHHS 3acTOCYBaHHS IEpOPAIbHOrO
TMOrIiKeMIYHOT0 3ac00y, IHCYJIIHY UM JIHE301 Y.

l'inonampiemia  ma/abo cuHOpom Heaoek8amuoi cekpeyii aHmuoiypemuyHo2o 20pMOHY
(CHCALT)

VYV namieHTiB, SKI OTPUMYBAJIM JIIHE30J1] y IOCTMAPKETUHIOBUH IMEpioJ, CIOCTEPIraiauch
BUITAJIKU TIMOHATpieEMIT Ta/ab0 CHHIPOMY HEaJeKBaTHOI CEKpEIlii aHTU IIyPETUYHOTO TOPMOHY. Y
3a3HAYEHUX BUMAJKaX O3HAKM Ta CUMITOMHU BKIIIOYAIM CITYTaHICTh CBIJOMOCTI, COHJIUBICTD,
3arajibHy ClaOKICTh, a Y TSHKKUX BUMAJKAX MPHU3BOIWIM JI0 JUXAIBHOI HEIOCTATHOCTI 1 HaBITh
cMmepTi. PekoMeHayeThCsl PEryJsipHUIl KOHTPOJb PIBHS HATPII0 B CHUPOBATII KPOBI Yy JITHIX
Jro/IeH, y Malli€HTIB, SKi NIPUIMal0oTh A1lypeTUKH, Ta B IHIINX MAI{IEHTIB 13 PU3UKOM TiOHATpieMil
ta/abo CHCA/II" mij yac 3acTocyBaHHs JIIKapChKOro 3aco0y 3UBOKC. SIKIO 3’ IBIAIOTHCS O3HAKH
Ta cuMnToMu rinoHarpiemii Ta/abo CHCAJII', HeoOXiHO MPUIUHUTH HPUHOM JIKapChKOTO
3ac00y 1 BHUTH BIJMOBIJHUX MiITPUMYBAJIbHHUX 3aXO0/IiB.

Cynepingexuyis

Brmu nine3omiay Ha HopMalbHY MiKpo(dIopy He BUBYABCS IMiJ] Yac KJIIHIYHUX BUIIPOOYBaHb.
3acTocyBaHHsS AHTHOIOTHKIB 1HOJAI MOK€ MPHU3BOAUTH IO HAJMIPHOTO POCTY HEUYTJIMBHUX
opranizMmiB. Hanpuxian, npubmuzno y 3 % mnaiieHTtiB, $AKi OTPUMYBalIM JIHE30JIJ Y
PEKOMEHJIOBAaHUX J103aX, MPOTITOM KJIIHIYHHUX JIOCHIJKEHb CIIOCTEpIraii BUHUKHEHHS
KaHJUA03Yy, OB’ S3aHOTO 13 3aCTOCYBaHHAM Ipenaparta. ¥ pas3l BUHUKHEHHS cynepiH(eKii mix
4ac JIIKyBaHHS CJI1]] BXXUBATH BIAMOBIIHUX 3aXO0/IiB.

Ocobausi epynu nayicHmis

3acTOCOBYBATH JIHE301/1 ISl JTIKYBaHHS MAIIEHTIB 3 TSHKKOIO HUPKOBOIO HEJOCTATHICTIO CIIJ 3
00epeXHICTIO Ta JIUILIE Y CUTYyallisX, KOJM O4iKyBaHa KOPUCTH € OUIBIIOI0 32 TEOPETUUHUHN PU3UK
(muB. po3nin «Crocib 3acTocyBaHHS Ta JI03UY).

3acTOCOBYBATH JIIHE30MIJ Ui JIIKYBaHHS MAI[lEHTIB 3 TSKKOK MEYIHKOBOIO HEJOCTaTHICTIO
PEKOMEH/IYEThCS JIMIIEC Y CHUTYyalisX, KOJIM OYiKyBaHa KOPHUCTb € OUIBIIOI 32 TEOPETUYHHM
pu3uK (auB. po3aii «Croci6 3acToCyBaHHSI Ta I03U»).

Hemae HeoOXiTHOCTI B KOPEKIIii 103H MpernapaTy 3aJIe:KHO BiJl CTaTi MaIll€HTa.

THopywenns ¢hepmunvroi pynxyii



Jline3zomin 3HMWKYBaB (DEPTHUIIBHICTh Ta CHPUYMHSAB BIAXWUICHHS MOPQOJIOTIYHHX TMOKA3HUKIB
SKOCT1 CIIEpMH y 3[JOPOBUX JOPOCIIUX CAMIIIB IIypiB MPHU PIBHIX €KCIIO3UIIil, TPUOIU3HO TAKHX,
IO OYiKYIOThCs y sronei. i 3Minu mManu 06opoTHHi XapakTtep. MOMKIMBUAN BIUIMB JTIHE30 Ty
Ha PENPOTYKTHBHY (PYHKIIIIO YOIOBIKiB HEBIIOMUIA.

Kniniyni eunpo6ysanns

Besneka Ta eeKkTHBHICTH JIHE30Jiy MPH 3aCTOCYBaHHI HOro mpotsroM Oinbie 28 AHIB He
BCTaHOBJICHI.

VY KOHTPOJBHOBAaHUX KIIHIYHUX BHIPOOYBAHHSIX HE Opalid ydyacTh MAIli€HTH 3 MPOJICKHIMH 200
IMIEMIYHUMHU ~ YPAKCHHSIMH, TSOHKKUMH ONIKaMH 4YH TaHTPEHOK. BiAmoBimHO, OCBiA
3aCTOCYBaHHS JIIHE30JI1Ty JIJIs JTIKYBaHHS TAKUX CTaHIB OOMEKECHHUM.

Jlonomidcni pewouru

1 Mn pozumny mictuthk 45,7 Mr (to6to 13,7 r/300 mur) rmroko3u. lle cimig BpaxoByBaTH TIpH
JIKyBaHHI TIAIlIEHTIB 13 IYKPOBUM Jia0eroM a0o0 I1HIIMMH CTaHaMH, IIOB’SI3aHUMHU 3
HENEPEHOCUMICTIO TIIoKO3H. 1 M po3uuHy Takox Mictuth 0,38 mr (114 mr/300 M) Hatpito.
Bmict Hatpito cni BpaxoByBaTH TNallieHTaM, SKi JOTPUMYIOTbCS MIETH 31 3HIKEHUM
CIIO’KUBaHHSM HaTPIfO.

3acmocyeanns y nepioo eazimmocmi abo 200y8anus pyooio.

3acrocyBaHHs mif yac BariTHOCTi. [laHi mono 3acrocyBaHHs mpernapary 3UBOKC BariTHUM
KIHKaM oOMexeHi. Pe3ynbTaTei JOCTIDKEHH Ha TBapHHAX IPOJEMOHCTPYBAIU HASBHICTh
PENpPOAYKTUBHOI TOKCUYHOCTI. ICHYye NOTEHUIWHWUN pU3MK JUIsS JIOAMHU. 3UBOKC HE CHij
3aCTOCOBYBAaTH y TIE€piOJ] BAriTHOCTI, OKPIM BHUIAJKiB, KOJM OYIKyBaHa KOPUCTH MNEPEBUIILYE
NOTCHI[IHHUN PU3HK.

3acTocyBaHHS MiJl Yac TOAyBaHHs rpyaao. Pe3ynpraTé JA0CHiIKeHb Ha TBapUHAX MOKAa3al, 0
JiHE3011 Ta Horo MeTaboiTH MOXYTh MPOHUKATH B TpyJHE MOJIOKO. OTXKe, CliJl MPUIUHUTH
TOJIyBaHHS TPYJIO IPOTSATOM 3aCTOCYBaHHS MpETapary.

30amuicmov enausamu Ha WEUOKICMb pearkyii npu KepysaHHi asmompancnopmom abo pooomi 3
IHUWUMU MEXAHIZMAMU.

Heo0xiqHo momnepepkaTH MalieHTiB PO MOKJIMBICTh PO3BUTKY 3allaMOpPOUYEHHS a00 CHMITOMIB
nopymeHHs: 30py (auB. po3ain «OcoOauBoCTI 3acTocyBaHHs» Ta «[lobivHi peakmii») mim gac
NpuioMy JIIHE30Jily Ta PEKOMEHIyBaTH iM He KepyBaTH aBTOMOOLIEM Ta HE MpalLioBaTH 3
IHIIMMU MEXaHI3MaMH y pa3i BUHUKHEHHS [IUX CUMITOMIB.

Cnoci6 3acmocysannsa ma 0o3u.

TpuBamicTh JNIKyBaHHS 3aJ€XKUTh Bl 30y/IHUKA, JJOKaTI3allii Ta TSKKOCTI 1H(GEKIT, a TAKOX BiJ
KIIIHIYHOTO e(eKTy.

Pexomenparii 1mo/10 TpUBAIOCTI Teparlii, K1 HaBEJEHO HUX4Ye, Oyl 3aCTOCOBaHI y KITHIYHUX
nociipkeHHsax. Jns geskux BUAIB 1H(EKUid Moxe OyTH JopedHa KOpOTIIa TPUBAJIICTb
JTKyBaHHS, aJie 11e He OYJI0 OIIHEHO Y KIIHIYHUX JOCIITKEHHSIX.

MakcumanbHa TPUBATICTh JiKyBaHHS — 28 nHiB. be3meka Ta e(eKTUBHICTH 3aCTOCYBaHHS
JHE30J11y oBIIe HiXk 28 AHIB HE OyJIM BUBYEHI.

He noTpi6He miBHUILIEHHS PEKOMEHI0BAaHHX /103 200 TPUBAJIOCTI JIIKYBAaHHS y BUIAKaX
1H(eKIIIH, K1 CyPOBOIKYIOTECS OAKTEPIEMIEIO.

[TamienTH, JiKyBaHHS SKUX OYyJI0 pO3MOYaTo 3 MPU3HAUYEHHS 3UBOKCY JJIsl BHYTPIIIHbOBEHHHUX
1H(DY31i, MOXKYTh OyTH NepeBeIeH! Ha JIIKYBaHHS 3UBOKCOM JIsl [IEPOPAIbHOTO 3aCTOCYBaHHS. Y
TaKoOMy pa3i miAlip 03U He MOTPiOeH, OCKIIbKU 01010CTYIHICTD JIIHE30JIiy Tpu IpuiioMi
BHYTPIIIHBO CTAaHOBUTH Maiike 100 %.



Pexomenpaariii mo/10 103yBaHHsI BiANOBIIHO 10 TTOKa3aHbh HABEACHO B TAOJIHUIl HUXKYE.

[Toka3zanHs Jlo3a Ta crocib 3acTocyBaHHS PexomeHnnoBana
[MarieHTH TUTSIOTO Hopoci Ta nitu TPUBATICTH
Biky' (Big (BikoM Bija 12 pokiB) JikyBaHHS (1110
HapOKEHHS 10 MOCIILITb)
11 pokiB)
["ocniTaibHA THEBMOHIS 10 mr/kr 600 mr 10-14
HerocmitanbHa ITHEBMOHIS | BHYTPIIIHBOBEHHO BHYTPIITHLOBEHHO
(3okpema  Qopmu, 1o | abo NepopaIbHO* 260 HepopaIbHO*
CYIIPOBOKYIOTHCS KOXH1 8 TOUH KOXH1 12 ronuH
OaKTepieMi€r0)
Ycknagueni iHGEKIiT mKipu
Ta ii CTPYKTYp
IHdekmnii, CIIPUYHMHECHI1 10 mr/kr 600 mr 14-28
Enterococcus faecium, | BHYTPIIIHBOBEHHO | BHYTPIIIHbOBEHHO
PE3UCTEHTHUM n0 | abo mepopambHO* a60 mepopaIbHO*
BaHKOMIIIMHY, 30Kpema KOXKHI 8 TOJIMH KOHI 12 rogun
iHpexii, K1
CYIIPOBOJIKYIOTHCS
OakTepieMi€ero
Heycknanneni iadekmii | JliTk BikoM MeHIIIe Hopocmi: 400 mr 10-14
HIKIpH Ta ii CTPYKTYp 5 pokiB: 10 mr/kr TIepopaIbHO’ KOXKHI
IIepopaNbHO? KOXKHI 12 roaus.
8 roauH. JliTh BIKOM BiJ
JITHA BIKOM 12 pokis: 600 mr
5-11 pokis: TepopanbHO* KOKHI
10 mr/kr 12 roqun
TepopaIbHO* KOXKHI
12 roqun

THOBOHﬂpOIDKEHi <7 nuiB. bBITBIIICTF HETOHOUIEHWX HOBOHAPOKEHHX Yy Bimi < 7 IHIB
(< 34 TmxHIB TecTallii) MalOTh HWKYi MMOKA3HHKH CHCTEMHOTO KIIPEHCY JIIHE30Jiy Ta BHII
noka3Huku AUC, HIX OUTBIIICTh TOHOUIEHUX HOBOHAPOXKEHUX Ta AiTel 10 1 poky. JlikyBaHHs
TaKUX HOBOHAPOJKEHUX CJ1J1 HOYMHATH 3 103U 10 Mr/kr koxHi 12 roauH. /111 HOBOHApOKEHUX
3 HEJOCTaTHHOIO KIIIHIYHOIO BIJNOBIII0 Ha IMpernapaT MOXKHA PO3IVISIHYTH MOXJIMBICTh
3acTocyBaHHs 103U 10 Mr/Kr KokHI 8 rOauH. YcCi TaIl€eHTH BIKOM J0 7 JIHIB TOBHHHI
oTpuMyBaTH 7103y 10 MI/KT KOXHI § TOJIUH.

$3acTOCOBYIOTH TIpEMapar B iHIIiH JTiKapChKil (OPMi 3 MOMKIIHBICTIO BiATIOBIAHOTO J03yBaHHS.

BxkasiBku mo0 3aCTOCyBaHHS.

3UBOKC JJIs1 BHYTPIIIHBOBEHHUX 1H €KII BHIYCKA€THCS B OJHOPA30BHX, T'OTOBHUX [0
BUKOPHUCTAHHS 1HQY31HHUX TakeTax. besnocepenHpo nepes; BUKOPUCTAHHSM BUIATHTH 3aXUCHY
YIaKoBKY 13 (oJbrM 1 NMPOBECTH Bi3yalbHY IEPEBIPKY JIKApChKOro 3aco0y Ha HasBHICTb
MEXaHIYHUX JOMIIIOK; MPOTSITroM NMPUOJU3HO | XBWIMHU CTUCKATH MAaKeT, 1100 BIIEBHUTHUCS B
foro 1misicHOCTI. SIKIIO MakeT MpOTiKae, pO3YMH HE BUKOPUCTOBYIOTH OCKUJIBKM MOXe OyTH
MopyIlIeHa HOro CTePHIIbHICTh. 3aIUIIKU HEBUKOPUCTAHOTO PO3UMHY CIIiJI YTHII3yBaTH 3T1AHO 3
JII0YMMH BUMOTaMH.

BryTtpimHboBeHHa iHOY3is 3xailicHIOEThCs TpoTsirom 30—120 xpunmuH. He MOXHA MigKIrOYaTH
iH(y3iiiHi nakeTy nocaigoBHo! He cii qogaBaTH iHIN IpemapaTH 10 bOTO PO3UUHY.

[Ipu ogHOUYacHOMY BBeJEHHI IpenapaTy 3UBOKC AJii BHYTPIIIHBOBEHHHUX 1H €KLINA 3 1HIIUMU
3aco0aMM KOKEH TMpemnapaTr CiliJi BBOJUTH OKPEMO, BIAMOBIAHO 10 PEKOMEHIOBAHOI MO3U 1
croco0y 3acTOCYBaHHS KOYKHOTO JIIKapChKOTO 3ac00y.
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[Ipu BuKOpuUCTaHHI OJIHI€T BHYTPIITHLOBEHHOT CUCTEMH JIJIsl TIOCIITOBHOTO BBEJICHHS JIEKIIBKOX
npenapaTiB Il0 CUCTEMY 10 1 Micis BBEACHHS Mpenapary 3WBOKC s BHYTPIIIHBOBEHHUX
1H’ €K CITiJ TPOMUTH 1H(Y3IHHUM PO3YMHOM, CYMICHHM 3 IpernapaToM 3WBOKC Ta 3 IHIIUM
MpernapaToM, SKUii BBOJUTHCS 4epe3 L0 CUCTEMY.

CywmicHi pozunnu g iHDy3ik: 0,9 % pozunn HaTpito Xymopuay i iH’ekimik, 5 % po3uuH
JEKCTPO3H TSl 1H €Ki, po3uuH PiHTepa NakTaTHU JJIs iH €KITiH.

OCHOBHI BUIQJIKK HECYMICHOCTI

Bunukana ¢izudyHa HECyMiCHICTh, KONW 3HWBOKC JUIS BHYTPIIIHbOBEHHUX 1H €Ki BBOJMIH
yepe3 Y-noAiOHMIA 3’ €IHYyBa4 pa3oM 3 TaKMMH MpernaparaMu: amporepulra B, xnopnpomasuny
TiAPOXJIOpHU A, Jia3enam, NeHTaMiHHY 130TiOHAT, EPUTPOMIIIMHY JaKTOO10HAT, PEHITOTH HATPIIO
i Tpumeronpum/cynbpamerokcazon. Kpim toro, 3MBOKC s BHYTPIIIHBOBEHHUX iH’€KIIili OyB
XIMIYHO HECYMICHHH 3 HeTPiaKCOHOM HATPIIO.

3acmocysanusa nayicumam nimuvo2o 6iky. Hemae notpedu B Kopekiii 103u.

3acmocysanusa nayicumam 3 Hupkosoio nedocmamuicmro. Hemae morpeOu B KOpekmii 103u.
Ockinpku mpubian3Ho 30 % m03u BUBOAUTHCS MPOTATOM 3-TOJUHHOTO CEaHCy TeMojializy
po3mnovaroro yepe3 3 roJWHH MICI BBEACHHS IMpemapary, NamienTam, sSiki OTpUMYBaJi MMO1i0He
JIKyBaHHS, JIHE30MTi[ CIiJ Tpu3HAYaTd Micias remonianizy. (auB. p. «Dapmakxonoiyni
enacmusocmi. DapmakoKiHemukay).

3acmocyeanusa nayienmam i3 neuinkogor Hedocmamuicmio. Hemae morpebu B KOpeKIii 103u.
(muB. p. «@apmaronoziuni enacmusocmi. PapmMakoKiHemMuKa).

Jimu.

3aCTOCOBYIOTh 3 HEPIIUX JTHIB )KUTTSL.

YV oOimeii sikom 6i0 1 muodicna oo 12 pokie Tipu3HaueHHsS mTpemnapary y m03i 10 Mr/kr koxHi
8 rogMH LIOJIEHHO 3a0e3Neuye eKCIO3UII0, sIKa HAOIMKAETbCA 10 TaKOl, IO JOCATAETHCS Y
JOPOCIIHX TIPH MPU3HAYSHHI mpernapary B 1031 600 mr nBivi Ha 100y .

YV noeonapooowcenux gixom 0o I mudwcns CUICTEMHUI KiipeHC JiHe30M1ay (13 po3paxyHKy Ha 1 kr
MacH Tija) MIBHAKO 3pOCTa€ TMPOTATOM TNEpPHIOr0 TIDKHS OKUTTA. TakuM YUHOM, Y
HOBOHApOJ/UKEHUX, SKI OTPUMYIOTh mpenapaT B A031 10 MI/kr koxHi 8 roaMH m107000BO,
croctepiraeTbcsi OLIBII BHCOKAa CHCTEMHA EKCIO3MIS IpernapaTy y Hepuil JeHb Micis
Hapo keHHA. [IpoTe He ouiKyeTbCsl HaAMIpHOI KyMyJIALii Mpernapary B OpraHi3Mi MpH TaKoMy
JI03YBaHHI TPOTATOM TIEPIIOTO THIKHS JKUTTS HEMOBIATH (BHACHIAOK MIBHIKO 3POCTAH0OUOTO
KJIPEHCY Mpenapary OpoTsIroM MHepIiux 7 JHIB KUTTA)(AUB. po3ail «Crocid 3acTocyBaHHS Ta
031 ).

YV oimeii sikom 6i0 12 0o 17 pokie GapMaKOKiHETHKa JIIHE30iy MOi0HA O TaKOi Y AOPOCIUX
IpU 3acTOCyBaHHI mnpemnapary y A031 600 mr. TakuM 4YuMHOM, Yy MIAJITKIB, SIKI OTPUMYIOTh
npermapatr 'y 1031 600 Mr koxkHi 12 roauH mioneHHO, OyAe crocTepiraTHCs Taka X cama
€KCITO3UIIIA, K 1y TOPOCIUX MAalli€HTIB IPH MPUioMI Tpernapary B Tiil camiii 1031.

Ilepeoosysanns.

CrneundiuHOro aHTUOTY HEMAE.

He Oy1o 3apeecTpoBaHO BUTIA/IKIB MT€pPEI03yBaHHS.

VY pa3i nepeno3yBaHHs MOKa3aHE CUMIITOMATUYHE JIIKYBaHHS pPa3oM 13 MPOBEJIEHHSIM 3aXO[IiB
1010 MIATPUMKH PiBHS KIyO6oukoBoi (inpTpartii. [Tpubnuzno 30 % npuitHATOI 103U Ipenapaty
BHUBOJIUTHCS TIPOTSTOM 3 TOJWH reMojiani3y, ajle HeMae JTIaHUX 00 BUBEICHHS JIHE30IITy i/
Yyac Npolenyp NepUTOHeaTbHOro mianizy abo remomnep¢ysii. J[Ba OCHOBHHX METaOOITH
JHE30J11Ty TaKOK BUBOJAATHCS IIJITXOM TeMOJ1ami3y.

Iloo6iuni peakuii.

3a3HayeHa iH(opMaIlisl IPYHTYEThCS Ha JaHUX, OTPUMAHUX B XOJi KIIHIYHUX JOCITIIKEHb, Mif
yac skux Outbme Hixk 2000 mopociux MarieHTiB OTPUMYBAIH PEKOMEHAOBaHI 03U IMpenapary
3MBOKC MPOTATOM Tiepiony 10 28 HiB.
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Haiivacrime nosigomiisiiocst mipo aiapero (8,4 %), ronosuuit 6i1b (6,5 %), nynory (6,3 %) Ta
omoBanHs (4,0 %). Haiiuyactimmmu NOOGIYHUMHU peaKIlisiMH, SKi TPU3BOAMIN 0 BiIMIHU
npenapary, Oyiu TolOBHUN Oinb, miapes, Hynota Ta OmtoBaHHs. [Ipubnuzno 3 % mnaiieHTiB
NPUTTIHIIIY JIIKYBaHHS Yepe3 PO3BUTOK OOYMOBIICHHX MPEMapaToM MOOIYHUX peaKIliil.

[To6iuni peakiii, Mpo sKi MOBIIOMJISIIOCS TIC/IS BUXOMAY IpenapaTry Ha PHHOK, BKJIFOYEHI 0
MEepeNiky HIDKYE 13 3a3HAUYEHHSM YaCcTOTH BUHUKHEHHS SK «4acTOTa HEBIJOMay», OCKUIBKU
YacTOTYy BUHMKHEHHS] HE MO>KHA BCTAHOBUTH 32 HASIBHUMH JIAaHUMHU.

[ToGiuni peakxiii, mpo sAKi MOBITOMIISUIOCS HPOTSATOM JIIKYBaHHsS, HaBEICHO HMKYE 32 TaKOIO
kiaacudikamiero gacroru: ayxe 4dacto (> 1/10); gacro (Bixm > 1/100 mo < 1/10); meuacro (Bix
>1/1000 no < 1/100); pinko (Bixm > 1/10000 mo < 1/1000); myxke piako (< 1/10000); wactoTa
HEBIJJOMa — HE MO>KHA BCTAHOBUTH YacCTOTY 3a HASIBHUMH JIaHUMHU.

Ingpexyii ma ineaszii: 4acTo — KAHIUI03, OPATHHHUNA KaHIUI03, BariHAILHUN KaHIUA03, TPUOKOBI
iHdekmii; HeYacTo — BariHIT, PIAKO — aHTUOIOTHKACOIIHOBAaHI KOJITH, BKIIOYAIOYH
MICEBIOMEMOPAHO3HUN KOIT™.

Posznaou 3 6oxy cucmemu xposi ma nimpamuunoi cucmemu: 4acto — a”emis*t; HewacTto —
JCHKOTICHIST*, HEUTPOIIEHIsI, TPOMOOIUTOTICHIS*, €03MHOQLIIS; PIAKO — MAHIIMTONCHISA®; YacToTa
HEBIJIOMa — Mi€JIocynpecis™, cuuepodiacTHa aHeMis ™.

Posznaou 3 6oky imynnoi cucmemu: 9actota HeBijoMa — aHadiakcis.

Posznaou 3 6oxy memabonizmy ma xapyysanHsa: HEYaCcTO — TIMOHATPIEMIS; YACTOTa HEBiIOMA —
JaKTOALMUI03™.

Po3znaou 3 60oky ncuxixu: 9actTo — 6€3COHHSI.

Hesponociuni poznadu: 4acTto — TOJNOBHHU Oinb, mepBepcii cMaky (METamiuHui IMPHCMAaK),
3allaMOPOYEHHS; HEYacTo — CYAOMHU™, TilecTe3id, TMapecTesis; vacToTa HeBigomMa —
CEpOTOHIHOBUH CHHAPOM™*, mepudeprudna HeponaTis™.

Posznaou 3 60oky opeanieé 30py: HEUaCTO — 3aTyMaHEHUU 3ip*; piako — aedexT moys 30py™;
4acTOTa HEBiJIOMa — 30pOBa HeWpomaris™, HEBPUT 30pOBOrO HEpBa*, BTpaTa 30py*, 3MiHA
30pOBOTO BITUYTTS™, 3MiHA CIPUHHSATTS KOJIBOPY™.

Po3znaou 3 6oky opeanie ciyxy ma pienosaeu: He4acToO — I3BIH y ByXax.

Posnaou 3 60Ky cepys: HE4aCTO — apuUTMIs (Taxikapais).

Po3znaou 3 60ky cyoun: yacto — aprepialibHa TIMEPTEH31s; HEYaCTO — TPAH3UTOpPHA IIIEMIYHA
ataka, Que6iT, TpoMO0dIeOiT.

Posnaou 3 60Ky wiyHKo80-KUUWKOB8020 MPAKMY: 9acTO — JAiapes, Hy/10Ta, OJIOBaHHS, JIOKAIbHUHI
abo reHepani3oBaHui Ok y KUBOTI, 32110, TUCIEIICIS; HEYAaCTO — MAHKPEATUT, TaCTPUT, 3AYTTA
JKUBOTA, CyXICTb Y pOTI, I'JIOCUT, 4acTl pPiJKI BUIOPOKHEHHS, CTOMATUT, po3iaau abo 3MiHa
KOJIbOPY fA3MKa; PiAKO — 3HeOAPBIIEHHS MOBEPXHI 3y0iB.

Poznaou 3 6oxy eenamobiniapnoi cucmemu: 4YacTO — BIIXWICHHS BiJI HOPM ITOKa3HUKIB
(GyHKLIOHATBHUX TNe4YiHKOBUX NpoO, 30utbmienHs piBHiB AJIT, ACT abo myxHoi ¢docdarasu;
HEYaCTO — MIJABUIIIEHHS 3arajJbHOTO OLTIpYOiHY.

Posznaou 3 6oky wxipu ma niowKipHoi KIimKO8UHU: YAaCTO — CBEpOIkK, BUCHI; HEYACTO —
KpONMB'AHKA, NE€PMATUT, HaJMIpHE MOTOBUIUICHHS; YacTOTa HEBiZioMa — OyJIbO3HI Yypa)KeHHS
mKipu, Taki gk cuHapoMm CriBeHca — J)KOHCOHA Ta TOKCHYHMU emiJiepMallbHUIl HEKpOIi3,
aHrioeneMa, ajaoIlelis.

Posnaou 3 60Ky Hupok i ceu08udinbroi cucmemu. 4acTo — MiIBULICHHS a30Ty CEYOBUHH KpOBI;
HEYacTO — HUPKOBA HEJJOCTATHICTh, M1IBULLIEHHS KPEaTHHIHY, MOM1ypisl.

Posnaou 3 60ky penpodykmuenoi cucmemu ma MOJOYHUX 3A103. HEYACTO — BYJIbBOBAriHAJIbHI
MOPYIICHHS.

3acanvui poznaou ma nopyuienHs 6 Micyi 66e0eHHs. 4acTO — rapsiuka, JIOKalli30BaHWH Oiib;
HEYacTo — 03HOO, BTOMa, O1JIb Y MICIIl 1H €KIIii, cripara.

Hocniooicenns. bioximis: 4acTo — MiABUIICHHS JIAKTATJET1IpOreHa3u, KpeaTHHIHKIHA3H, JiNa3Hy,
amizazn ab0 TOCTHpaHIiadbHOTO (HE HATIINE) PIBHS TJIOKO3W, 3HM)KCHHS 3arajibHOro OiJika,
abOyMiHy, HAaTPIiIO Ta KaJbIil0, MiIBUIIICHHS a00 3HWKEHHS Kajilo abo OikapOoHATY; HEYacTO —
MIJBUINECHHS HATPi0 a00 KajibIlll0, 3HUKEHHS TIIOKO3M O€3 TOJIOAYBaHHS, MiABUIICHHS a00
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3HIDKCHHS XJIOPHIB. [eMarosiorisa: Yacto - MABUIICHHS KUIBKOCTI HeHTpodumB ado
€03MHOQITIB, 3HIKEHHS TeMOTJI00iHY, reMaTOKpUTy ab0 KUIBKOCTI €pPUTPOIMTIB, IMiIBUIICHHS
a00 3HIKEHHsSI KUIBKOCTI TPOMOOLMTIB a0 JICHKOLMWTIB; HEYACTO — MIABUIIEHHS KITBKOCTI
PETUKYJIOIMTIB, 3HWKEHHS KUTBKOCTI HEUTPOQ1IiB.

* Jlus. po3ain «OcoOIMBOCTI 3aCTOCYBAHHS.

** Jlus. posaimm «lIpotunokazanns» ta «B3aeMois 3 1HIIUMU JTIKQPCHKAUMH 3ac00aMu Ta 1HIII
BUJIU B3a€MOJIIN».

1 Ilig yac KOHTPOJIHLOBAHUX KIIIHIYHUX JOCHTIKEHB, B SIKUX JIIHE30JIi]] 3aCTOCOBYBAIH y MEPiOJT
no 28 ouiB, y 2,0 % mamieHTiB BiA3Havasacsa aHemis. Y TIporpami 13 3aCTOCYBaHHSIM
HE3apeeECTPOBAHOTO JIKApChKOTO 3aco0y MO rymaHiTapHid mporpami (Compassionate use) 3a
YYacTIO MAIi€HTIB 3 1HPEKIISAMHU, 10 3arpoXKyIOTh JKUTTIO, Ta CYMyTHIMH 3aXBOPIOBAaHHSIMH,
BIJICOTOK TAIi€HTIB, y SIKUX BHHUKJIA aHEMis MIiCIs MpuioMy JiHe30Ji1y npotaroM < 28 nHiB,
cranoBuB 2,5 % (33 3 1326) y mopiBusani 3 12,3 % (53 3 430), sxi mikyBanucs > 28 AHiB.
CriBBinHOmEHHS 3a()iKCOBAaHMX BHITAJKIB TSDKKOI aHEMii, BHKJIMKAHOI 3aCTOCYBaHHSAM
JKapChKOTo 3aco0y, 110 MOTpeOyBaio mepearBanHs KpoBi ctaHoBmiIo 9 % (3 3 33) y narieHTis,
110 JiKyBanucs npotsiroM < 28 nHiB, ta 15 % (8 3 53) y Tux, XT0 JiKyBaBCs MPOTAroM > 28 NHIB.
[ToGiuHi peaxiiii, MOB’s3aH1 13 3aCTOCYBaHHAM JIIHE30JIiTy, SIKI OyJIM OLlIHEH1 B PIAKUX BUIAAKaX
SK peakmii TSHKKOTO CTYIEHS: JOKaJIi30BaHWN abJOMiHAIBHUHN OiNTb, TPAH3UTOPHUH IMIEMIYHHNA
Haraj Ta apTepiajgbHa TiIepTeH3Is.

Y moCTMapKETHHTOBUI TIEPio] MOBIJOMIISIM PO BHITAJKA CUMITOMATHYHOI TIMOTIIIKEMIT Tipr
3aCTOCYBaHHI JIIHE30Jiqy, HeceleKTUBHOro iHridiropy MAQO 3BopoTHOi [ii, maimieHTaMm 3
IYKpOBUM Jia0eToM, sfKi MpUWMAIOTh 1HCYJIH a00 TepopayibHI TIMOTIIKEMIUHI MpenapaTH.
[Tpuitom gesikux iHri6iTOopiB MAO 1OB’A3aHMI 3 TIMOTNIIKEeMIYHUMHU €Mi30JaMHU Yy XBOPHX Ha
IYKpOBHIA Aia0eT, SIKi OTPUMYIOTh 1HCYJIiH a00 TinoriikeMidHi 3aco0u.

Y nmnaiieHTiB, fKi OTPUMYBAIM JIHE30JiJl y MOCTMAPKETHHTOBHUH MEpPiOf, CIOCTEPIraluch
BUITAJIKU TIMOHATpieEMIT Ta/ab0 CUHAPOMY HEaJeKBATHOI CEKPEIlli aHTUIIYPETUUHOTO TOPMOHY. Y
3a3HAUYEHUX BUMAJKaX O3HAKU Ta CUMITOMH BKIIOYAIH CIUTYTaHICTh CBIJOMOCTI, COHJIMBICTD,
3arajibHy ClaOKICTh, a Y TSHKKUX BUMAJKAX MPHU3BOIWIHN J0 TUXAIBHOI HEIOCTATHOCTI 1 HaBITh
CMEpTI.

3simysanus npo nioo3prosani nooiuHi peaxyii

3BiTyBaHHs MpO MiJ03pIOBaHI MOOIUHI peakuii Micis peecTpalii JIKapCchKOro 3acody Mae
BayuIMBe 3HaueHHs. lle mae 3mory 3nilicHIoBaTH Oe3nepepBHUN MOHITOPHHI CIIBB1JIHOILIEHHS
PHU3UK/KOPUCTB sl JIIKapcbkoro 3aco0y. KpamiikoBaHuX mpaliBHUKIB Yy cdepi OXOpOHU
310pOB’Sl MPOCSTHh 3BITYBaTH Mpo Oynab-iKl MiJ03proBaHi HeOakaHl peakiii BIAMOBIIHO 0
JIOKAJIbHOT CHCTEMH 3BITHOCTI.

Tepmin npuoamnocmi. 3 poxu.

YmoBu 30epiranns. 36epiratu B OpuUriHalbHIM ymakoBli mpu TemnepaTtypi He Buie 25 °C y
HEIOCTYMHOMY Ui jAiTedl micui. BMicT makera HEOOXiHO BHMKOpPHCTaTH OJpa3y XK IMICHA
BIJIKPUTTSL.

HecymichicTsb. J[uB. po3ain «Crnoci0 3acTOCYBaHHS Ta 103U.

Ynakoska. [To 100 mi B cuctemi Aj1si BHYTPIIIHBOBEHHOT'O BBEACHHS; IO 1 cUCTEMI B yIaKOBII1
3 JJaMiHOBaHO1 (hOJIbIM 3 MapKyBaHHSIM YKpaiHCHKOIO MOBOIO ab0o MoOBOIO KpaiH-uieHiB €C i3
CTUKEPOM YKPaiHCbKOIO MOBOIO;

no 300 Mn1 B cucTeMi A BHYTPIIIHbOBEHHOTO BBEAEHHS; MO 1 cucremi B ymakoBi 3
JaMiHOBaHO1 ()OJIbIH 3 MAPKYBaHHSAM YKPaiHCHKOIO MOBOIO.

Kareropis Binmycky. 3a penenrom.
Bupoonuk.

Dpeseniyc Kadi Hopre AC / Fresenius Kabi Norge AS.
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Micue3Haxo/:KeHHsI BAPOOHUKA Ta ajJpeca Micls MPOBAIKEeHHSA TiAJIbHOCTI.
Cginecancsein 80, NO-1788 Xannen, Hopgeris / Svinesundsveien 80, NO-1788 Halden,
Norway.

JlaTa 0CTAHHBOIO NEeperJsay.
02.09.2022
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