IHCTPYKIIA

IJISI METUYHOT' 0 3aCTOCYBAaHHSA JIIKapChKOT0 3aC00y

JIime3oaig KPKA

(Linezolid KRKA)

Cknao:
ditoya pevyosuHa: NMiHE30Mi;

1 M1 po3uuHy MicTuTh 2 Mr aiHe3omniay; 300 M po34yuHy s iHQy3iu y cuctemi MicTuth 600
MT JIiHe30JIiAy;

O0ONOMINCHI PeYOBUHU: HATPil0 NUTPATY OUTIIPAT, KACIOTA IMMOHHA, TTI0OKO3H MOHOTiIpaT,
KHCJIOTa XJIOPHCTOBOIHEBA*, HATPilO TiIPOKCUIY, BOmA [OJIS iH’€KITiM.

* BUKOPUCTOBYIOTLCSA Y BUPOOHUYOMY IIPOIIECi IJIsT BCTaHOBNEHHS PH po3uuHy B MexXax
4,6-5,2.

JlikapcbKa popma. Posuun mis iH}y3ii.

OcHosHi (pi3uko-xiMiuHi 81acmusocmi: Ipo3opuii 6e30apBHUM PO3YKH [0 KOBTOT0 ab0 XKOBTYBaTO-
KOPHUYHEBOTO KOILOPY.

®dapMmakoTepaneBTHYHaA rpyna. AatubakTepianbHi 3ac00H [/Is1 CUCTEMHOTO 3aCTOCYBAHHS.
Iamni anTubakTepianbHi 3acobu. Kog ATX J01X X08.

PapmakonoziuHi e1acmueocmi.
®apmakoduHamika.
Jline3omig — 11e aHTHOAKTEpiaIbHUM IIpemapar.

Bigomo mpo petenbHe gociigxkeHHs iHTepBany QT 3a 4OIIOMOro0 NOPIBHAHHS JIIHE30JIiAY 1
nane0o Mpu 0OJHOPA30BOMY 3aCTOCYBaHHi iHe30iay B 103i 600 Mr misxom 1-romuHHOI
BHYTPIIIHbOBEHHOI iHPY3ii; omHOKpaTHO ¥ 1031 1200 Mr mnsixoMm 1-roguHHOI
BHYTPIITHLOBEHHOI iH]Y3ii, @ TaK0K BBOOUIH IJ1ale00 i OqHOPa30By IEPOPaAIbHY HO3Y
JIIHEe30ITiAy A nopiBHAHHSA. [Ipu BBemeHHi nmiHe3o0miay B go3ax 600 mMr i 1200 mr He BUSBIIEHO
3HAYHOT0 Oro BIIUBY Ha iHTepBan QT nmpu MakcHMalbHiM KOHIEHTPAIlil TiHe30J1ify y Mia3Mi KpoBi
B Oymb-IKWY iHIINY Yac.



dapmakoKiHemuxka.

CepenHi MoKa3HUKM (papMaKOKIHETUKY JIIHE30JIigy ¥ JOPOCIUX MiCIsg OAHOPA30BOro i
6araTopa3oBOro NepopasbHOrO i BHYTPIIIHLOBEHHOI'0 3aCTOCYBaHHS JIIHE30JIily HaBeaeHi B
tabmuii 1.

Tabmuig 1.

CepepHi (cTaHOapTHE BiIXWIEHHS) TOKA3HUKY (hapMaKOKIHETUKHY JTIHE30IIAY Y HOPOCINX

Cmaxr Cminl Tmax' AUCI: t1/2l CL!
[lo3a iHe30Iiny MKr/Ma  [Mrr/Mn  |ron MKT * TOI/MJIron MJI/XB
Ta6netku mo 400 Mr
oIHOpa30Ba [o3a’ 3,10 - 1,52 55,10 5,20 146
(1,83) (1,01) (25,00) (1,50) (67)
KOXKHi 12 roguH 11,00 3,08 1,12 73,40 4,69 110
(4,37) (2,25) (0,47) (33,50) (1,70) (49)
TabmeTku mo 600 mMr
OHOPa30Ba 03a 12,70 - 1,28 91,40 4,26 127
(3,96) (0,66) (39,30) (1,65) (48)
KOXXHi 12 roguu 21,20 6,15 1,03 138,00 5,40 80
(5,78) (2,94) (0,62) (42,10) (2,06) (29)
600 Mr, BHyTPIIIHbOBEHHQ|
in’exIisa’ 12,90 - 0,50 80,20 4,40 138
OIIHOpa30Ba 103a (1,60) (0,10) (33,30) (2,40) (39)
15,10 3,68 0,51 89,70 4,80 123
KOXHi 12 roguH (2,52) (2,36) (0,03) (31,00) (1,70) (40)
600 mr, opanbHa
CyCIIeH3iq 11,00 - 0,97 80,80 4,60 141
OHOPa30Ba 03a (2,76) (0,88) (35,10) (1,71) (45)

'AUC pnsa onHOpa3oBoi mo3u = AUC,,; nis 6aratopa3osoi fo3u = AUC,.

*Ilani, HopmastizoBaHi Ho 031 375 MT.

*Iani, HopManizoBaHi 1o §o3u 625 MT, BHYTPIlIHbOBEHHA [03a BBOAKIACS 3@ JOIOMOTOI0 iH}y3ii

TpuBamnicTio 0,5 roguHu.

C,.x - MAKCHMaJIbHa KOHIIEHTPALlid IIpenapary y mia3mi Kposi; C,,, - MiHiMaibHa KOHLEHTpallid Ipenapary y

nna3Mi Kkposi; T, - 9ac go gocaraenss C,..; AUC - moma mif KpUBOIO «KOHIIEHTpaIlif-dyac»; t,, - nepion

HamiBBuBefeHHS; CL - cuCTeMHUH KITipeHc.

AGcopbiris

JIiHe30J1i1 IHTEHCUBHO BCMOKTYEThCS IIiC/IA 3aCTOCYBaHHSA IepopanbHo. C . y IIj1a3Mi KPOBi

NOCSTalOThCS MPUOIM3HO Yyepe3 1-2 roJuHM Iicisg 3aCTOCYBaHHS, a abCOMI0THA
OiomocTymHICTh IpemapaTy cTaHOoBUTHL Mpubau3Ho 100 %. ToMy nmiHe3omin MoXKHa
3aCTOCOBYBaTH IIepopabHO a00 BHYTPILTHbOBEHHO 0e3 KOPEeKIIii J03H.




JliHe3o71ig MOXKHa 3aCTOCOBYBaTH He3alle’kHO Bifl BX&KUBaHHS iKi. Yac [0 mocsrHeHHS C,
306inbimyeThes 3 1,5 mo 2,2 ropuny, i C,,,, 3SHUKYETHCS MpuGIU3HO HA 17 % mpu 3aCTOCYBaHHI
JIiHE30IiAy 3 1XKelo 3 BUCOKUM BMiCTOM XUpiB. [IpoTe 3arajbHa €KCIO3UIIis, IKa OI[iHIOETLCS 3a
AUC, ¥, nomiOHa B 000X BUIIafiKaX.

Posnmopin

HocnipgxkeHHs papMaKOKiHETUKY IT0OKa3aJjiy, 110 JIiHe30JIif IIBUOKO PO3MNOOIISETECS ¥
TKaHWHax 3 noopoto nepdysiero. [Ipubnusno 31 % niHe3o0miny 3B’93yeThes 3 6iKaMu M1a3Mu
KPOBI, i I1e He 3a/leXUTh Bifl KOHIIEHTpalil nmpemnapaTty. O6’eM po3nofminy aiHe30miay B
PiBHOBa>KHOMY CTaHi y 3[I0POBUX NOPOCTUX HOOPOBOJBIIB CTaHOBUTD y cepemrbomy 40-50 1.

KoHueHTpallil miHe301migy BU3Havanacs B PisHUX PifuHax 3a y4acTio 00MexkeHOoi KilbKOCTi
y4aCHUKIB y mociimxkeHHsax ¢ha3u I micimg 6araTopa3oBoro BBeleHHS JTiHe30iny. BigHomeHHsS
KOHIIeHTpallil JTiHe30JIiy B CIXHI [0 KOHIIeHTpallil y Ija3Mi KpoBi ctaHoBuio 1,2:1, a
BigHOIIEHHS KOHIIEHTpAIlil TiHe30JIiAy B MOTi J0 KOHLeHTpallil y maa3mi Kkposi — 0,55:1.

Mertabomiam

Jline3oJig mepeBaxKHO MeTab0/Mi3y€EThCS MIJITXOM OKMCHEHHS MOP(OIIIHOBOT'O KibIIs 3
YTBOPEHHSIM IBOX HEAKTUBHUX IOXiTHUX KAapOOHOBOI KUCJIOTH 3 PO3IMKHEHUM KiJTbIIeM:
MeTaboJIiTy aMiHOeTOKCioTOBOI KMUCTIOTH (A) i MeTabomiTy rigpokcietunriinuny (B).
[TlepenbadaeThCs, 110 MeTabOIIT A YTBOPIOEThCS (PePMEHTATUBHUM IIISXOM, TOMi SK
yTBOPeHHS MeTaboiTy B onocepenkoByeThCs HedhepMEHTaTUBHUM MeXaHi3MOM, IT10
BKJIIOYAa€ XIMiYHe OKMCHEHHS B YMOBAaX in vitro. [JOCIigXKeHHd in vitro IpogeMOHCTPYBaJly,
1110 JTiHEe3071ig MiHiManbHO MeTab0/mi3yeEThCA 3 MOXKIIMBOIO y4aCTIO y LIbOMY IIPOIIECi CUCTEMU
mutToxpomy moguau P450. ITpote MeTabomiuHi MIISIXy [JI JIiHEe30JTiay [0 KiHIls He BUBYEHi.

BuBeneHusa

HeHUPKOBUM KITipeHC CTaHOBUTH MPUONMM3HO 65 % Bif 3arajabHOrO KJipeHCy JiHe30miay. ¥V
piBHOBaxkHOMY cTaHi mpubnau3Ho 30 % [mo3u mpenapaTy BUSBISETHCS B CeYi y BUTTISAAL
ninesomniny, 40 % — y Burnsami metabonity B i 10 % — y Burnsani metabomity A. CepenHin
HUPKOBUY KJTIipEHC IiHe30JIiay cTaHOBUTH 40 MJI/XB, 1110 BKa3y€ Ha KaHaJbIleBY peaObcopOIIiio.
Jline3oJig y Kasi Maiixke He BU3HAYAEThCS, TOMI IK MTPUONMU3HO 6 % mo3u mpemnapary
BUSIBJISIETHCS B Kaui y BUurnsagi metabomnity B i 3 % — y Burnsami metabosmity A.

He3HauHa HeiHINHICTh KJIIPEHCY CIoCTepiranacs Ipu MifBUILEeHH] A03U JIiHe301iAy, 1110,
O0YEeBUMHO, € HACITIAKOM HHUKYOTO HUPKOBOTO i HEHUPKOBOTO KJIIPEHCY LbOTO IpemaparTy Ipu
10T0 BUILIMX KOHIIeHTpaMisax. [IpoTe 11 pi3Hullg y KiipeHci 6yna He3Ha4yHa i He BIJIMBala Ha
YSIBHUU I1epiof HalliBBUBENEHHS.

KniniyHi XapaKTepHUCTHKH.
Iloka3aHnHs.

JIikyBaHHS iH(EKILil, CHPUYNHEHNX YyTIUBUMY IITaMaMi BU3HaYEeHUX MiKpPOOPTaHi3MiB, IIPH TaKuX



CTaHax:
- HO30KOMiaslbHa ITHEBMOHIS;
- HerocmiTasjabHa ITHEBMOHIS;

- yCKIagHeHi iH(eKIil mWKipu Ta il CTPYKTyp, 30KpeMa iHdeKIil Ha Tii giabeTu4Hol cTomu 6e3
CYIYTHBOTO OCTEOMI€ENiTY, cipuuuHeHi Staphylococcus aureus (MeTUIUITIHUYTIUBUMU Ta
MEeTHIMTIHPe3UCTeHTHUMHU i30nsiTaMu), Streptococcus pyogenes abo Streptococcus agalactiae
(mime3omin He 6yB BUBUEHUH Y JIiKyBaHHI BUPA3KOBUX IIPOJIEXKHIB);

- HeyCKIafHeHi indexknil mKipu Ta il CTPYKTYp, cupuuyuHeHi Staphylococcus aureus (TinmbKu
MEeTUIMTIHUYTIUBUMU i30/15iTaMu) abo Streptococcus pyogenes;

- PE3UCTEHTHI [0 BAaHKOMILIMHY iH(eKIIi], cnpu4YuHeHi mtaMmaMu Enterococcus faecium, BKIo49auu
iH(exKIIil, o0 CyIPOBOAXKYIOThCS OaKTepiEMIETO.

Ao 30yaHUKY iH(EKII] BKITI0YaloTh TpaMHeraTUBHI MiKpoopraHi3aMu, KJIiHIYHO ITOKa3aHo
npu3HadeHHsI KOMOiHOBaHOI Teparii.

IIpomunoka3aHHs.
Bimoma rimepuyTnuBicTb mo niHe30mimy a6o mo Oymob-SKOTo iHIIIOr0 KOMIIOHEHTA IIpenapary.

Jlikapcokuit 3aci6 Jlinesomig KPKA He ciif 3acToCOBYBaTH NallieHTaM, SKi 3aCTOCOBYIOTh Oy/Ib-SKi
inmi mikapcbki 3acobu, 110 MPUTHIYYIOTH MOHOAMiHOKCHAA3y A Ta B (Hampukiap, GeHensuH,
i3okapOoKkca3up, cenerinid, Mokno0eMin), abo IPOTITroM 2 THUXKHIB IiC/sA IPUIOMY TaKuX JIiIKapChKUX
3aco0iB.

3a BUHATKOM BUIIA[IKIB, KOJIU € MOXKJIUBICTh PETEJIBHOTO CIIOCTEPEKEHHS Ta MOHITOPUHTY
apTepianbHOTO TUCKY, NiKapchkuit 3aci6 Jline3oming KPKA He criig mpu3HadaTy NalieHTaM 3 TaKUMU
CYIYTHIMU KJIiHIYHUMHU CTaHaMu a00 CymyTHIM MpUIOMOM HUXKYe3a3HaUeHUX MpernapariB:

- HEKOHTPOJIbOBaHa apTepiaibHa rinepTeHsis, peoxpoMonuTOMa, KapIiuHOil, TUPEOTOKCHUKO3,
GimonsipHa mempecis, mmu3oapeKTUBHUM pPO371al, TOCTPi eMi30Au 3allaMOpPOYeHHS;

- iHri6iTOPM 3BOPOTHOTO 3aXOIJIEHHS CEPOTOHIHY, TPUIMKIIIUHI aHTHOEeNpecanTu, aroHdictu 5-HT,
PEeLenTopiB CEPOTOHIHY (TPUNITAHM), IPSIMi Ta HENIPSIMi CUMIIaTOMIMETHKY (BKIIIOYal0YX afpeHepriyHi
OpOHXOOUIIAaTATOPH, IICeBHoedeaprH, GeHiNmponaHoaaMin), Ba3onpecopu (emiHedpuH,
HopeniHepuH), fomaMiHepriyHi CIIONyKH (gomaMiH, foOyTaMiH), MenepuguH abo OyCIipoH.

Crip IpUNUHUTY TOAYBaHHS IPYAI0 IPOTArOM 3aCTOCYBaHHS Ipenapary (AuB. PO3Tin
«3acTocyBaHHS y 1epiof] BariTHOCTI abo TOmyBaHHS TPYAOIO»).

B3aemodia 3 iHwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemodili.

IuribiTopu MoHOaMiHOKCcHOa3u (MAQ)

Jline3orig € HeceneKTUBHUM iHTiOiTopoM MAO 3BOpOTHOI fii. ¥ mOCTigKeHHSX B3aEMOil TiKapChKUX
3aco0iB Ta mocuimkeHHsAX Oe3neku niHe30iny 0yI0 oTpuMaHo AyxKe 00MeKeHY KibKiCTh JaHUX PO



3aCTOCYBaHHS JIIHE30JIiy AJ1s JTIKyBaHHA IAIi€HTIB, IKi OTPUMYIOTh CYIIyTHIO Tepallilo JIiKapCbKUMHI
3aco6amu, 110 CTBOPIOIOTH MEBHI pU3KKYU BHACTINOK npurHiuenHs MAO. ToMy 3acTocyBaHHS
niHe307Iiy 3a TaKuX 00CTaBUH HE PEKOMEH0BaHe, SKII0 HEMOXKJIMBO IIPOBOJUTH PETEIbHE
CIIOCTEPEeXkKEHHST Ta MOHITOPUHT CTaHy malieHTa (IuB. po3ninu «IIpoTunokasaHHs» Ta «OcoOIUBOCTI
3aCTOCYBaHHS»).

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

Y 3mopoBux MOGPOBOJIBINB 3 HOPMaIbHUM apTepiaTbHUM THCKOM JIiHE30Ti 30i/IbIye migBUIeHHS
apTepianbHOTO TUCKY, CIpUYNHEHEe NceBRoepeIprHOM Ta (PeHiIIponaHoiaMiHy TiApPOXJIOPHUIOM.
KombinoBaHe BBe[leHHS JIiHE30JIiAy Ta rnceBgoedenpury abo ¢eHinmponanonaMiny TigpoxIopuny
IIPU3BOOUTH 0 3POCTAHHSA CHUCTOJIIYHOI'0 apTepiasbHOr0 TUCKY B cepenHboMy Ha 30-40 MM. pT. CT.
IOPIBHAHO 31 3pocTaHHgaM Ha 11-15 MM. pT. CT. mif BIJIMBOM BUKJIIOYHO JIiHe3071iAy, Ha 14-18 MM. pr.
CT. TIiJ BIIMBOM BUKJIIOYHO IiceBroedenpuHy abo ¢heHinmnponanonaminy, Ta Ha 8-11 MM. pT. CT. Ipu
3aCTOCyBaHHI mare60. AHAIOTiYHUX [OCTIIXKEeHb 3a YYacTIO allieHTiB 3 apTepiasbHOI0
rimepTeH3i€0 He TPOBOOUIIM. PEKOMEHIOBAHO PETEIbHO MigOupaTy 03U Mperaparis, SKi BUSBISIOThH
Ba30IIPECOPHUY BIIJIUB, BKJI0Ya0uy fodaMiHepriyHi npemaparTy, mob oTpuMaT 6axKaHUN pe3yibTaT
Ipy KOMOiHOBaHOMY 3aCTOCYBaHHI JIiHE30JIily 3 IIUMU IIpernapaTaMu.

[ToTeHIIiHI cepoTOHIHEPTiYHi B3aeMofii

[ToteH1iini B3aemogil miKapchKux 3ac06iB BUBYAJIHU Y JOCIiIKEHHi 3a y4acTio 300POBUX
noOpOBOIBLIIB. YYaCHUKM OTPUMYBaJK feKcTpoMeTopdaH (mBi go3u mo 20 Mr 3 iHTepBanoM y 4
roguHu) y KoMmbiHamii 3 miHe3omimoM abo 6e3 HbOTo. Y 3mM0poBUX JOOPOBOJIBINB, SIKi OTPUMYBAIH
JIiHE30JIiM Ta HeKCTpoMeTopdaH, He CIIOCTepiraau NposiBiB CEPOTOHIHOBOTO CHHOPOMY (CILTyTaHICTh
CBiIOMOCTI, Map€eHHS$, 3aHETIOKOEHH S, TPEMOD, IaTOJIOTIYHUN PyM dHellb, IOCUJIeHe TI0TOBUIIEHHS,
rinepipekcis).

IocBif MOCTMapPKETHHTOBOTO 3aCTOCYBaHHS: OYI0 OTPUMAaHO OJHE MOBiAOMITEHHS 1I0[I0 BUHUKHEHHS
IIPOSIBiB, TTOMIOHUX IO MPOSIBiB CEPOTOHIHOBOTO CHHOPOMY, V NallieHTa, SKUi IIpUiiMaB JIiHe30JIi Ta
nekcTpoMeTopdaH; I1i TPOsBY 3HUKIIY ITic/Is BimMiHu 000X Ipemaparis.

[IpoTsrom KJIiHIYHOTO 3aCTOCYBaHHS JIIHE30JIiy Ta CEPOTOHIHEPTiYHUX IIpelapaTiB, BKIIYaun
aHTHUJeNnpecaHTH (Taki K CelleKTUBHi iHTibiTOpU 3BOPOTHOTO 3axomieHHs cepoToHiny (CI33C)),
omioigy Oynu onucaHi BUMTaAKKX PO3BUTKY CEPOTOHIHOBOTO CHHAPOMY. TaKUM YMHOM, X04a
KoMOiHOBaHe 3aCTOCYBaHHS IMX IPelapaTiB MPOTUIIOKa3aHe (OuB. Po3min «[IpoTuIoKa3aHHs»),
JIIKyBaHHS MALl€HTIB, OJId SKUX JIIKYBaHHS SK JIIHE30JIi0M, TaK i CEpOTOHIHEPriYHUMU IIpelapaTaMu
Mae BUpilIasbHe 3HaueHHs, ONMKUCAHO V¥ Po3aini «Oco0IMBOCTi 3aCTOCYBaHHSI .

3aCTOCYBaHHA V IOE€OHAHHI 3 HACUYEHVMU TUPaMiHOM OPOOYKTaMHU

Y nanieHTiB, SKi OTpUMYyBaIM JIiHE30JIi Ta TUPaMiH y KiflbKOCTi MeHIlle Hixk 100 Mr, He criocTepiranu
3HAYHOT'0 Ba30MIPecopHoro edpekTy. Ille cBimuuTh IPO HEOOXiMHICTh YHUKATH JINIE HAJIUIIKOBOTO
CIIOXKMBaHHS IIPOAYKTIB Ta HAIOIB 3 BEJIMKUM BMiCTOM THpaMiHy (a came, 3piliux CUPIiB, APiKIKOBUX
€KCTPaKTiB, HEIUCTUIHOBAaHUX aJIKOTOJIbHUX HaIoiB Ta (epMEeHTOBaHUX IIPOAYKTIB i3 coeBux 6006iB,
TaKuX K COEBUU COYC).

[IpemapaTy, 9Ki MeTabomi3yIOTECS 3a OJOIIOMOT0I0 HUToXpoMy P450

Jline3somnix He € iHgykTopoM nutoxpomy P450 (CYP450). Kpim Toro, niHe3omin He iHTiOye aKTUBHICTh
KJTiHiYHO 3Hauymux izodopm CYP (mampuknag, 1A2, 2C9, 2C19, 2D6, 2E1, 3A4) y nmioguHwu.
AHarnoriuHo, JTiHe30Ii[l He CIPUYHUHSIE iHAYKIII i30pepmenTiB uToxpomy P450 y mypis. Tomy He
OUiKy€EThCS BILIUBY JIiHE30/iAYy HA (hapMaKOKiHETUKY iHIIMX JIiKapChKUX 3aco0iB, SKi



MeTab0Ti3yI0ThCSA UMM OCHOBHUMU (hEePMEHTaAMH.

OpHOYaCHe 3aCTOCYBaHHS JIIHE30JIily CYyTTEBO He BIIJIUBa€ Ha (papMaKOKiHETHUYHI XapaKTePUCTUKHU
(S)-Bapdapuny, sKuil akTUBHO MeTabomi3yeThcs 3a momomoroo CYP2C9. Taki mikapchKi 3acobu, K
BapdapuH i GeHiToiH, gKi € cydcTpaTamu CYP2C9, MoKHa 3aCTOCOBYBAaTH pPa3oM i3 niHe3omigom 6e3
3MiHU pPeXUMY OO3YBaHHS.

[HotyxHi iHgykTopu CYP 3A4

Pudamnin. OgHo4yacHe 3aCTOCyBaHHS pudaMIiHy i TiHe30/Iigy Ipu3BoguIo 0o 3HuXKeHH C,
nine3oniny Ha 21 % i 3uuxkeHHSI AUC, ,, niHe3omniny Ha 32 %. KniniuHe 3Ha4eHHS ITi€l B3aeMofil He
BCTAHOBJIEHO. MexaHi3M I1i€l B3aeMOfii MOBHICTIO He BUBYEHUH i MoxKe OYTH OB SI3aHUM 3 iHOYKIIEIO
neviHKOBUX (hepMeHTiB. [HII CUIIbHI IHOYKTOPH MeYiHKOBUX (hepMeHTIB (HampuKiaz, Kapbamaseris,
dbeniToiH, heHobOapbiTanm) MOXKYTH CHPUYUHUTHU NTOAIOHe a00 MeHIlle 3HUKEHHS eKCII03UIIii
JIIHEe30JIigy.

AuTUGIOTUKHI

Aztpeonam. PapMaKoKiHeTHKA JTiHE301igy abo a3TpeoHaMy He 3MiHIOETHCS IIPU OOHOYACHOMY
3aCTOCYBaHHI I[UX IIpernaparis.

Fentaminuu. ®apMakoKiHeTHKa JIiHe30J1iy a00 reHTaMiluHy He 3MIiHIOETHCS ITPU OIHOYACHOMY
3aCTOCYBaHHI I[UX IIpernaparis.

AHTHUOKCUIOAHTHU

[Tpu omHOYACHOMY 3aCTOCYBaHHi npenaparty 3 BitamiHoM C a6o BiTamiHoM E mpoBoguTH KOpEKIIito
[03Y JIIHE30JIiny He PEKOMEHOYEThCS.

Oco6.1ueocmi 3acmocyeaHHsi.

Mienocynpecis

[ToBimoMmgI0CS PO BUHUKHEHHS Mi€IOCYNIpecil (BKIYayu aHeMil0, IEUKOTIEHI0,
IaHIIMTOIIEHII0 Ta TPOMOOIMTOIEHI0) y TAlliEHTIB, AKi mpuiiMany iaiHe3o7in. [Ticag BigMiHu
JIIHE30JIi1y MOKa3HUKU 3MiHEHUX ITapaMeTpiB KPOBi IOBEPTAIUCh OO 3HAUEHD, SKIi
CIIOCTepirasucs Jo Io4aTKy JiKyBaHHS. ¥IMOBIpHO, 110 PU3KK PO3BUTKY IUX e(eKTiB
IIOB’sI3aHUM 13 TPUBAJIICTIO JIIKyBaHHS. Y MAIli€HTIB JITHHOTO BiKy 3aCTOCYBaHHS JIIHE30JIiqy
MOXKe CYIIPOBOOKYBATUCS OiNbIIMM PU3UKOM BUHUKHEHHS ITAaTOJOTiYHUX 3MiH KPOBi
IIOPIBHSAHO 3 MOJIOOIIMMY MTallicHTaMU. Y MALi€HTIB 3 TIXKKOK HUPKOBOK HENOCTaTHICTIO
(He3anexkKHO Biff TOTO, YU IPOXOASATH BOHU IPOLEAYPH Hianidy) Ta MallieHTiB i3 TOMIPHOIO
IIeYiHKOBOIO HEOCTATHICTh MOXKJIMBE ITiIBUIIEHHS YaCTOTU PO3BUTKY TPOMOOIUTOIIEHI].
TakuM 4MHOM, PETEIHHUN MOHITOPUHT (HOPMYIN KPOBi HEOOXiMHMM y TaKUX IMalli€HTiB:
TAIliEHTH 3 yKe iCHYyI0490I0 aHeMi€l0, TPaHYJIOUTOEeHi€0 abo TPOMOOIIUTOIEHIEIO; MAIliEHTH,
SIKi OTPUMYIOTh CYITyTHI ITpenapaTH, 3MaTHi 3HUXKYBaTH PiBEHb reMOoTI00iHy, 3MEHIITyBaTH
KiNbKiCTb OPMEHUX eJIEMEHTIB KpOBi a00 HeTaTUBHO BIIJIUBATH Ha KilbKiCTh Un
(GyHKITIOHaTbHY aKTHBHICTb TPOMOOLIUTIB; MAI[iEHTH 3 TAKKOIO (POPMOI0 HUPKOBOI
HeJIOCTATHOCTI abo IaIlieHTiB 3i CepeIHbOI0 Ta TAKKO0I0 (HOPMOIO IIeUiHKOBOI HEIOCTAaTHOCTI;
NallieHTH, KypC NiKyBaHHS SAKUX TpuBae€ Oinbie 10-14 guiB. 3acTOCOBYBaTH MiHE30Ii AT



JiKyBaHHS TaKUX IMAIliEHTiB 6aXKaHO JHIIE Y MOETHaHHI 3 peTeIbHUM KOHTPOJIEM PiBHS
reMorjio6iHy, 3arajbHOTO aHalli3y KPOBi Ta, 3a MOXKJIUBOCTI, KiTbKOCTi TPOMOOITUTIB.

fAKuro mim yac nmikyBaHHS JiHE30J1iqoM PO3BUBAETLCS 3HAUYHA Mi€NOCYIIpecis, MiKyBaHHS He00XigHO
IPUHUTH. BUKITIOYEHHSIM € BUTIAOKU, KOJIU IIPOMOBXKEHHS JIIKyBaHHS BBaXKa€EThCS abCOIIIOTHO
HeoOXimgHUM. Y TaKUX CUTYyalisX MOTPiOHO MPOBOAUTU PETEIbHUYM MOHITOPUHT ITOKa3HUKIB
3arajpHOTO aHasli3y KPOBi Ta BUKOPUCTOBYBATHU BIiATIOBIHI CTpaTeril JTiKyBaHHS.

Kpim TOro, peKOMeH0BaHO LIOTHUXKHS IPOBOAUTHA MOHITOPHHT ITIOKA3HUKIB 3arajlbHOTO aHasli3y KpPOoBi
(BKJTIOYAIOUM BU3HAUYEHHS PiBHS reMorjio0iHy, KinmbKOCTi TPOMOOIIUTIB, 3arajibHOI KiTbKOCTi
JIEUKOIUTIB Ta PO3TOPHYTOI IeHKOUKUTapHOI GOPMYJIH) V MAlLli€eHTiB, SKi IPOXOOSATH JIiIKyBaHHS
JIIHEe30JIi0M, He3aJIeXXHO Bifj BUXIHUX [TI0Ka3HUKIB aHaIi3y KpOBi.

Y rpyni naui€eHTiB, SKi OTpEMyBasH JIiHE30iM MpoTAroM b6inbie 28 AHIB (MaKcUMabHa
peKoMeHJ0BaHa TPUBAJIICTh JIIKyBaHHS), CIIOCTEPIraay MigBUIIEHHS YaCTOTH BUHUKHEHHS CepU03HOI
aHeMmil. Taki mamieHTH 4acrTime moTpedyBau nepenrBalHHs KpoBi. [Ipo Bumagku aHeMii 3 moTpedoi y
IepesiMBaHHI KPOBi TaKOXK MOBIAOMJIANIY Y TIOCTMAapKETUHTOBUY 1epion. Taka aHeMid 4acTime
BHMHUKAJIa ¥ Malli€eHTiB, SKi OTPUMYyBaI# JIiHe30JIif mpoTsaromM Oinbiie 28 mHiB.

Taxkox 3adikcoBaHO BUNaAKu cunepobnacTHOl aHeMii. Cepeq BUIAAKiB, g IKUX OyB BimoMuii yac
TIOYaTKY JIiKyBaHHS, OiNbIIiCTh MAI[iEHTIB OTPUMYBaIH JIiHe30JIif mpoTsarom Oinbire 28 muis. ITicns
BiMiHM 3aCcTOCyBaHHS JIiHE30Iiy OiNbIIiCTh MAI[iEHTIB MOBHICTIO a00 YaCTKOBO OyKyBaIu
BHACJIIZIOK JIiKyBaHHS aHeMil abo HaBiTh 6e3 NMiKyBaHHS.

JleTanbHICTE V HMAIIEHTIB 3 iHMEKITiIMI KPOBOTOKY, IOB’I3aHNMU 3 BUKOPUCTAHHSIM KaTeTepiB Ta
COPUYMHEHNX IPaMIIO3UTHBHUME 30YIHUKaMHI

[TncbanaHCc MOKA3HUKIB CMEPTHOCTI Y KITiHIYHOMY HOCIiIXKeHHi 3a Y4acCTIO MallieHTiB 3 iHbeKIigMu
KDPOBOTOKY, IIOB’sI3aHMMU 3 BUKOPUCTAHHAM KaTeTepiB Ta CIPUYMHEHVMHU I'PaMIO3UTUBHUMU
30yIHUKaMu

Y xopi BIIKpUATOTO JOCTIIXXKEHHS 3a y4aCTIO Nalli€HTiB i3 CEpYO3HUMU BHYTPIIHBOCYIUHHUMU
iHdeKITiaMYU, CIPUYNHEHVMY BUKOPUCTAHHSIM KaTeTEPiB, CIIOCTEPIraau 3pOCTaHHsSI CMEPTHOCTI y
rpymi naui€eHTiB, SKUM 3aCTOCOBYBAJIU JIIHE30J1if1, IOPIBHSHO 3 IPyllaMu JIiIKyBaHHS
BaHKOMIIIMHOM/IUKIOKcanuminoM/okcanuninoM (78 3 363 (21,5 %) nmpotu 58 3 363 (16,0 %)).
OcHOBHUM (paKTOPOM BIIJIMBY Ha ITOKA3HHUK CMEPTHOCTI Oyja HasBHICTh I'PaMITO3UTHBHOI iHGEKIIil Ha
[I0YaTKOBOMY DiBHI.

[Toka3HUKYM CMEPTHOCTI y MalLli€HTiB 3 iHPEeKLiIMU, COHPUYUHEHUMH BUKJIIOYHO TPaMIIO3UTUBHUMU
oprani3mamu, Oynu cxoxXi (mepeBaxkHe criBBigHomeHHs 0,96; 95% noipuuii inTepsan 0,58-1,59),
aJie y Tpymi niKyBaHHS JIiHE30JiIOM YaCTOTa JIeTalIbHUX BUIAMKiB Oyna 3HayHO BUioio (p=0,0162) y
nalieHTiB 3 OyOb-KUM [IOIaTKOBUM 30yOTHUKOM abo0 BiCyTHiCTIO 30yIHUKIB Ha BUXiTHOMY PiBHI
(mepeBaxHe criBBigHOIEHHS 2,48; 95% moBipuutt inTepsan: 1,38-4,46). Hanbinpmuit qucOamaHc
CIIOCTepiraBcd IIif Yac JIiKyBaHHA Ta IPOTATOM 7 OHIB 3 MOMEHTY BifMiHU OOCIIIIXKYBaHOT O
npernapary. BinbImicTh MallieHTiB y TPy NiKyBaHHS JiHE30/1igoM, Ha0yu rpaMHeraTHBHI iH(eKIil
IIPOTSATOM [IOCTiIXKEHHS Ta ITIOMEePIH Bif iHGeKIi#, CIpUUYNHEHNX 'PaMHeraTUBHUMY 30yIHUKAMU, Ta
Bifl moniMikpoOHUX iHdeKii. TakuM YMHOM, IPU YCKIagHEHUX iHPEKINAX MKIipU Ta M IKUX TKaHUH Y
TIALiEHTIB 31 BCTAHOBJIEHOIO a00 Mig03pI0BaHOI0 CYIYTHHOIO iH(DEKIIi€l0, CIPUYNHEHOIO
rpaMHeraTHBHUMU 30yIHUKAMHU, JTiHE30Ti]] CJIifl 3aCTOCOBYBATH JIMIIIE 3@ BiICYTHOCTI iHIIUX BapiaHTiB
nmikyBaHHS (OUB. po3min «[Ioka3aHHS»). 3a Takux 00CTaBUH HEOOXiMHO PO3MOYMHATHU ITapasiefibHe
JIiKyBaHHS rpaMHEeraTUuBHOI iH(eKIIil.



[Tiapesi Ta KOJMIT, IOB’sI3aHi i3 3aCTOCYBaHHIM aHTUOIOTHKIB

[Tpu 3acTocyBaHHI MaliKe BCiX aHTHOIOTHKIB, BKJTI0YA04H JIIHE30JTif], TIOBIOMIISAIOCS TIPO
BUHUKHEHHS Miapel Ta KOJMiTY, OB’ sI3aHUX i3 3aCTOCYBaHHSIM aHTUOIOTHKIB, BKITIOUAIOUH
niceBgoMeMOpaHO3HMI KOJIIT, Ta oB’g3any 3 Clostridium difficile miapeto (CDAD), TSXKiCTb IPOSIBiB
SIKUX MOKe BapiloBaTH Bifl MOMipHOI giapel A0 KOMITY 3 JIeTaJlbHUM HaCTigKOM. TaKUM YUHOM,
BaxKJIMBO BPaXOBYBaTU MOXKJIMBICTD I[bOTO [IiarHO3Y V MAalli€HTiB, y SKUX Mif 4ac abo micmus
3aCTOCYBaHHS JIIHE30JIily PO3BUBAETHCA fiapes. 3a HASBHOCTI MiO3pHY Ha Aiapero Yu KOJIiT,
II0B’sI3aHUY i3 3aCTOCYyBaHHSIM aHTHOIOTHKIB, ab0 MigTBEePAXKEHHS I[LOTO AiarHO3y, He0O0XigHO
IPUIMHUTHY JTIKyBaHHS aHTHOAKTepiaJTbHUMHU MTpenapaTaMu (BK/II0YA0YHY JIiIHEe30JIi/) Ta HeranHo
pO310YaTH BiATIOBIAHI TepalleBTUYHI 3aX00U. Y TaKUX CATyalliX IPOTUIIOKa3aHe 3aCTOCYBaHHS
IIpernapariB, SKi IPUTHIYYIOTh IEPUCTAIbTUKY.

[ToTeHMiMHI B3aEMOI1, 110 COPUYNHIOIOTH HiABUIIEHHS apTePialbHOT0 TUCKY

3a BUHSTKOM BHUIA[KIB, KOJIX MOXKJIMBE CIIOCTEPEkKEHHS 3a MalliEHTaMu 1010 MOXKJIUBOTO
MiJBUIIEHHS apTepiaJbHOI0 TUCKY, JIIHE30JIi He CIIi[ MpHU3HadyaTH MallieHTaM i3 HEKOHTPOIbOBaHOI0
apTepianbHOIO TimepTeH3ic, GeoXpoMOITUTOMOI0, TUPEOTOKCHKO30M Ta/a00 OMHOYACHO 3 TAKUMHU
JiKapChKUMH 3aco0aMu SIK: MIPSIMi Ta HEMPSIMi CUMITaTOMIMeTUKY (HalpPUKIaf, mceBgoedenpuH),
Ba3oIpecopu (HalpuKiag, eminedpuH, HopeninedpuH), nodhaminepriuHi 3acobu (HanpukiIiazm,
nodamin, mobyTamin).

JIaKTOaInmo3

[Ipu 3acToCyBaHHI JIiHE30JIiAy ITOBITOMIIAIM IIPO PO3BUTOK JIaKToaUuno3y. [lallienTy, y SKUX IIif Jyac
3aCTOCYBaHHS JIiHE30Iily BUHUKAIOTh CUMIITOMU Ta IIPOSIBU MeTa0O0JIivHOT0 aliufio3y, BKII0Yalun
peLuauByouy HyooTy abo 6mtoBaHHS, 6k ¥ )KUBOTI, HU3bKUY piBeHb OikapOoHaTiB ab0o
rilepBeHTUIALI0, IOBUHHI HEralHO 3BEePHYTUCS 3a MEeIUUYHOK JOIIOMOTrOH. Y pa3i pO3BUTKY
MOJIOYHOKHUCIIOTO allifio3y HeoOXiHO 3BaXKUTH KOPUCTH IIOHAJIBIIOTO JTiIKyBaHHS JTiHE30J1iI0M Ta
MIOTEHIIIHI PU3UKH.

UCchVHKIIST MiTOXOHOPIN

JliHe3omipg mpurHivye MiTOXOHAPianbHUM CHHTE3 GiNKiB. Y pe3ynbTaTi [bOTO IPUTHIYEHHS MOXKYTh
PO3BHUBATHCH TaKi MOOiYHiI peakirii, IK JTaKTOalKUI03, aHEMis Ta Helponaris (mepudepudHa Ta
30poBoro Hepsa). Lli sBuIia 6inbIn MOMKMPEHi TPX 3aCTOCYBaHHI IpenapaTy mIpoTsAroM GinbIie 28
IOHIB.

CepoTOHIHOBUY CUHIPOM

Hapxomuny crioHTaHHI ITOBIOMJIEHHS IIPO PO3BUTOK CEPOTOHIHOBOI'O CHHAPOMY, I10B'A3aHOTO 3
OIHOYACHUM 3aCTOCYBaHHAM JIIHE30JIiLy Ta CEPOTOHIHEPriYHUX IIpenaparis, BKII0OYayu
a"TupenpecanTy (Taki ik CI33C) Ta omioimu (guB. po3min «B3aeMopmis 3 iHIIMME JTiKapChbKUMU
3acobaMu Ta iHII BUAY B3a€MOfii»). TaKMM YMHOM, OOHOYACHE 3aCTOCYBaHHS JIIHE30Iiay Ta
CEepOTOHIHEPriYHUX IIPenapaTiB MPOTUNIOKa3aHe (AUB. Po3fin «IIpoTUIOKa3aHHSI»), 3@ BUHATKOM
BUTIA[IKIiB, KOJIM 3aCTOCYBaHHS fK JIIHE30JIiy, TaK i OgHOYaCHe 3 [IUM 3aCTOCYyBaHHS
CEepPOTOHIHEPriYyHMUX NpelapaTiB Ma€ BUpilllajbHe 3HAUYEHHS. Y TaKMX BUITaKaX Halli€HT IOBUHEH
3HAXOOUTUCS I MUTBHUM CIIOCTEPEKEHHSIM 3 METOI0 BUSBIIEHHSI CHUMIITOMIB CEPOTOHIHOBOTO
CHHIIPOMY, TAKUX SIK IMOPYIIEHHS KOTHITHBHOI QyHKIIil, rimepmipekcis, rineppednekcis ta
MIOPYIIEHHS KOOPAUHALI pyXiB. Y pa3i BUHUKHEHHSI TaKUX CUMIITOMIB JTiKap ITOBUHEH PO3TISHYTH
MOZKJIMBICTb BIAMIHM TOTO YM IHILIOIO IIpemnapary. I1icisa BigMiHU CepOTOHIHEPTiYHOrO Ipenapary
MOZKJIMBE BUHUKHEHHS CUMIITOMATHKH BigMiHMU.



linonaTpieMia Ta CHHAPOM HeafleKBaTHOI CceKpellii auTupiypetudHoro ropmony (CHAIT)

linonatpiemisa Ta/abo CHAIIT criocTepiranucs y HesKUX MaI[i€HTIiB, SKi MpuiiMasy JiHe30/if.
PexoMeHOyeThCS peryasspHUY KOHTPOJIb PiBHS HATPi0 B CUPOBATLi KPOBI ¥ MAIll€HTIB i3 pU3UKOM
rinoHaTpieMii, HampUKJIaf, MOOSM JIITHLOTO BiKy a00 iHIIKMM mallieHTaM, sSKi mpuiMany aiKapchki
3aco0u, 110 MOXKYTh 3HU3UTH PiBeHb HATPiI0 B KPOBi (HAMPUKIIAM, Tia3ugHI OiypeTUKHY TakKi K
TigpoxJopoTia3um).

[TepudepruyHa HEUPOIATISI Ta HEMPOIATid 30P0OBOr0 HEPBA

Y narnienTiB, sIKi 3aCTOCOBYBaJIX JIiHE30JIifl, CIIOCTEPIraBCs PO3BUTOK IepudepuyHol Helporarii, a
TaKOXK HeUpOoIaTil Ta HEBPUT 30POBOT0 HEPBA, SIKa iHOfi MporpecyBana A0 BTpaTu 30py. BinmbIIicTh
TaKWX IMAI[iEHTIB OTPUMYBaJIM JIiKyBaHHS MPOTATOM OirnbIiiie 28 gHIB (MakKCHManlbHa peKOMEH0BaHa
TPUBAJIICTh JIIKyBaHHS).

Ycim nanieHTaM HeoOXiTHO PeKOMEeHAYBaTH IOBIIOMIISITH IIPO CHMIITOMH ITOPYIIEHHS 30pY, TaKi K
3MiHa rOCTPOTH 30DPY, 3MiHa KOJIOPOBOTO CIIPUMHATTS, HEUITKICTh 30py a00 BUMIaiHHS YaCTUHU
oJIst 30py. Y MomiOHUX BUIafKaX PEKOMEHIOBAaHO TePMiHOBO ITPOBECTH OTJISM IalliEHTa B
odTampMoIIora, SKI0 HeoOXigHO. AKIIO MallieHT IPUAMaE JTiHe30JTig TPOTIroM OibIie
PeKOMeH0BaHUX 28 mHiB, HE0OXiTHO PeryiaspHO MepeBipsATH 3ip.

Y pazi po3BuTKy nepuhepudHoi HelpomnaTii abo HelpomaTii 30poBOro HepBa HEOOXiMHO 3BAXKUTH
KOPUCTh IIOAAJIBIIOrO JIiKyBaHHS JIIHE30J1iI0M Ta MOTEHIIMHI PU3UKH.

MoxmnuBe 3pOCTaHHS PU3UKIB PO3BUTKY HEMPOIaTil IPH 3aCTOCYBaHHI JIiHE30IiAy A7 JTiKyBaHHS
TAIiEeHTIB, SIKi TPOX0oOsATh a60 HEIL0JaBHO OTPUMYBA/IHU Tepariio aHTuOaKTepiaTbHUMU ITIpernapaTaMu
7 JTiKyBaHHS TyOepKy/Ibo3y.

Cynomu

[ToBimoMIISIIOCS TIPO BUITQKK CYMIOM Y IAIi€HTIB, SKi 3aCTOCOBYBasIH JIiHe30/ia. Y GinbIocTi
BUIIQIKiB MTOBiIOMJISIM IIPO TaKui paKTOp PU3UKY, IK CyOOMU B aHaMHe3i. [TanieHTaM HeoOXimHO
IIOBITOMJIATH JIiKapiB, AKILIO Y HUX PaHillle BUHUKAJIA Cy[IOMHU.

Iaribitopu MAQO

Jline3omix € HecenmeKTUBHUM iHTi6iTopoM MAQO 3BopoTHOI fil. ITpoTe B 03ax, SIKi 3aCTOCOBYIOTHCS
niist anTuOaKTepiambHOI Teparii, BiH He Ma€ MPUTHIYyBaJbHOTO BIIJIUBY. Y HOCTiOXKEeHHSIX B3a€MOZil
JiKapchbKUX 3aco0iB Ta HocigxKeHb 6e3meku niHe30igy 0y/10 oTpuMaHo OyKe 00MeXkeHY KilbKiCTb
MaHUX PO 3aCTOCYBaHHS JIiHE30/Tigy MallieHTaM 3 OCHOBHUMHU 3aXBOPIOBaHHSIMH Ta/ab0 CyIyTHIM
JIiKyBaHHSIM IIpellapaTaMy, IPU SIKUX BUHUKAIOTh II€BHI pU3KWKU BHACIMIAOK npurHidveHds MAO. Towmy,
SIKII[0O HEMOZKJIMBO IIPOBOAUTY MUJIbHE CIIOCTEPEkKEHHS 3a MallilEHTOM, 3aCTOCYBaHHS JIiHEe30/Iiy He
pekoMeHnoBaHe (IuB. po3minu «[IpoTuUoKa3aHHI» Ta «B3aeMomis 3 iHITUMY JTiKapChbKUMK 3aC00aMu
Ta iHIT BUOU B3aEMOMIN»).

3aCTOCYBaHHA V IOEIHAHHI 3 HACUYEHVMU TUPaMiHOM OPOOYKTaMHU

[MarienTaM il peKOMeHyBaTH YHUKATH CIIOKUBAHHS BEJIMKOI KiTbKOCTi IPOAYKTiB, 6araTtux Ha
THpPaMiH (OuB. po3misn «B3aeMopmist 3 iHIMMMY JTiKAapChKUMHU 3ac00aMy Ta iHIIi BUIHW B3aEMOTIN»).

CynepiHdexkiiisg

BrnuB niHe3ominy Ha HopManbHy MiKpodI0py He BUBYABCS IIifl Yac KITiHIYHUX BUIPOOYBaHb.



3acTocyBaHHS aHTUOIOTHKIB iHOMI MOXKe MPU3BOAUTY N0 HAAMIPHOT'O POCTY HEUYTIMBUX OPraHi3MiB.
Hanpuknapm, npubnu3ao y 3 % MallieHTiB, SKi OTpUMYyBasIX JIiHEe30J i Y PEKOMEeHIOBaHUX N03aX,
IIPOTATOM KITiHIYHUX JOCTIiIXK€eHb CIOCTepirajy BUHUKHEHHS KaHAUO03y, II0B’13aHOr0 i3
3aCTOCYBaHHSIM IIpenapary. Y pa3i BUHUKHEHHS CylnepiHdeKIil mig yac JiKyBaHHS CIIiJ BXKUBaTH
BiiIIOBigHI 3axomu.

Oco06nuBi Tpyny NallieHTiB

3aCcTOCOBYBATH JIIHE30JIi 14 JIIKyBaHHS MALlEHTIB i3 TAKKO0I0 HUPKOBOK HEJOCTATHICTIO CIIif 3
00epexkHiCTIO Ta JIMIe V BUMA[KaX, KOJIU 04YiKyBaHa KOPUCTH IIEPEBUILYE TTOTEHITIMHNN PU3UK (OUB.
po3min «PapMakokiHeTnKa» Ta «CIoci0 3acToCyBaHHS Ta JO3U»).

3aCTOCOBYBATH JIIHE30JIi [JId JIIKyBaHHS MALl€HTIB i3 TAKKOI 1€4iHKOBOX HENOCTATHICTIO
PEKOMEHI0BaHO JIKIIIe V BUMTaAKaxX, KOJIU O4YiKyBaHa KOPUCTh IIePEBUILY€E ITOTEHIIINHNY PU3UK (IUB.
po3min «®apMakoKiHeTuKa» Ta «Crocid 3acTOCyBaHHS Ta AO3U»).

HeMmae HeoOXimHOCTI B KOpeKIIii ;03u IIperaparty 3ajleXkHOo Bifl CTaTi mallieHTa.

[TopyieHHs GepTUIbHOI HKITil

Jline3ormig 3HUKYBaB (GEePTUILHICTh Ta CIPUYUHSB BigXuIeHHS MOPGOIOTiYHUX ITOKA3HUKIB SKOCTi
CIIepMHM V 3[MOPOBUX JAOPOCIIUX CAMIIiB IITyPiB IPHU PiBHSAX €KCIIO3UIIii, MPUOIN3HO TAaKHUX, 10
O4iKyI0ThCS y momedt. 11i 3Minu Manmu 060poTHUY XapaKTep. [Ipo MOXKIIMBICTh BIUIMBY JIiHE30/IiIy Ha
PenpOAyKTUBHY (QYHKIIIO YOJIOBiKiB HEBIOMO.

OCIIiIKEeHHS
Besneka Ta eeKTUBHICTD JIiHE30JIiMY IpU 3aCTOCYBaHHI MpoTsAroM Oinbie 28 OHIB He BCTAHOBIIEHI.

IocBif 3acTOCyBaHHS IiHE30JIiAY AJIg JTiKyBaHHS MAIli€eHTIiB 3 AiaOeTUYHUMU YPaXKeHHSIMU CTOII,
IIPOJIEXKHSIMU a00 ileMiYHUMY ypaXKeHHSIMU, TSIXKKUMU OMiKaM{ YU TaHTPEeHOI0 00MeKeHUH.

[TonOMiXKHi peYOBUHU

300 mn po3unny Mictuth 13,7 T r0K034. Lle Ciif BpaxoByBaTH IIpH JIiKyBaHHI IAIi€HTIB i3
IIYKPOBUM [iaGeToM.

300 M1 po3unHy TakoXK MicTuTh 114 Mr HaTpito (5 MMob). BMiCT HaTpito Ciif BpaxoByBaTU
nali€eHTaM, gKi JOTPUMYIOThCS Oi€TU 3i 3HUKEHUM CII0KUBAaHHSM HaTpilo.

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py0010.

BaritHicTs. HeMae mocTaTHIX JaHUX 100 3aCTOCYBaHHS JIIHE30JIiy BariTHUM XiHKaM. Pe3ynbratu
IOCTiAKeHb Ha TBapuHaXx MPOIeMOHCTPYBa/Ii HasgBHICTh PETIPOAYKTUBHOI TOKCUYHOCTI. ICHYyE
MOTEHLIMHUN PU3UK OIS MIOOUHY. JIiIHe30Ii He CITi 3aCTOCOBYBATH y IIePiof BariTHOCTi, OKpiM
BUIAKIB, KOJIX O4YiKyBaHa KOPUCTH [IE€PEBUIIY€E IOTEHLUINHUN PU3UK.

[lepion ronyBanHs rpyanio. Pe3ynbTaTil JOCTIAXKEHD Ha TBapUHAX II0Ka3aJly, 110 JIiHe30JIif Ta
110r0 MeTaboIiTh MOXKYTh IPOHUKATH Y IPygHEe MOI0KO0. OTXKe, CNif IPUIUHUTYA TONYBaHHS
TPYLI0 IPOTATOM JIIKYBaHHS JIIHE30JIi0M.



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

Heo06xigHo monepeauTy NalieHTiB IPO MOXKJIIUBICTh PO3BUTKY 3allaMOPOYeHHS ab0 CHMIITOMIB
TIOpYLIeHHS 30PY (OuB. po3ninu «OcobnuBOCTi 3acTocyBaHHsA» Ta «Ilo6iuHi peakii») mig yac
npuiioMy JIiHE30JliAy Ta pEKOMeHyBaTH iM 00MeXKUTH KepyBaHHSA aBTOMO6ineM Ta po0oTy 3 iHmuMu
MeXaHi3MaMu y pa3i BUHUKHEeHHS NaHUX CUMIITOMIB.

Cnoci6 3acmocyeaHHss ma do3u.
[lepen 3acToCyBaHHSAM IIpenapaTy CIif 3po0uTH IIKipHY po0y Ha YyTIUBICTb OO JTIHE30MiAy.

[MamienTy, nikyBaHHS AKUX Oy7I10 po3moyaTo 3 Ipu3HavyeHHs npenapary Jlinesomnig KPKA y Burnspgi
BHYTPIIIHbOBEHHUX iHQY3ill, MOXKYTh OyTU IepeBefieHi Ha NiKyBaHHS npenapaTtoM Jline3omig KPKA
[IJIs1 TepopajibHOTO 3aCTOCYyBaHHS. Y TaKoMy pa3i mifbip mo3u He MOTPiOHMM, OCKiIbKH
6i0OCTYIHICTE NTiIHE30JIiAy IPU IPUoMi BHYTPIIHEO cTaHOBUTE Matizke 100 %.

TpuBanicTh NiKyBaHHS 3a/1eXKUTh Bif 30yAHMKA, JIOKaIi3allil Ta TAKKOCTI iH(peKIIi], a TaKoXK
BiT KITiHIYHOTO e(eKTy Teparril.

PexkoMeHallil OO TPUBAJIOCTI JIiKyBaHHS, IKi HaBe[leHO HUXK4Ye, OyIu 3aCTOCOBaHi y
KITIHIYHUX JocimKeHHsX. 115 meskux BUIIB iHQeKIIi Moxke OyTH mopedyHa KOPOTIIa
TPUBAJICTD JIiKyBaHHS, aje 1ie He 0yJI0 OIiHEeHO y KJTiHIYHUX OOCHiXKeHHSX.

MakcuManbHa TPUBAIICTh JTiKyBaHHS - 28 [HiB. be3neka Ta e(eKTUBHICTh 3aCTOCYBaHHS
JiHe307Tigy JOBIIe HiX 28 [HIB He Oy/Ii BUBUYEH.

He noTpiOHO migBUIIIEHHS PEKOMEHO0BaHUX 003 ab0 TPUBAJIOCTI NMiKyBaHHS Y pa3i iHekKIriii,
SKi CYIIPOBOXKYIOThCS OaKTepieMi€ro.

PeKOMeHJIaLIﬁ IDOO0 MO3YBAHHSA BiITIOBITHO [0 IIOKa3aHb HaBEOEHO B Ta6J'II/H_Ii HHUXK4Ye.

Tabnuns 2
[Toka3aHHS [To3a Ta cnocib 3aCTOCyBaHHS PekoMeH0OBaHa
[TallieHTH OUTSYOTrO [lopocni Ta mitTu TPUBAIICTD JIIKYBAHHS
BiKy (BiI HapomXeHHs |(BikoM Big 12 pokis)  |(mi6 mocmize)
0o 11 pokiB)
['ocniTanbHa 10 Mr/kT 600 mMr 10-14
[MHEBMOHIA BHYTPIIIHLOBEHHO BHYTPIIIHLOBEHHO
HerocnitanbHa
MMHEBMOHis (30KpeMa
dbopmu, 110
CYIIPOBOLXKYIOTHCS
OakTepieMicro)
YcknagHeHi iHbexkil
MKipy Ta 11 CTPYKTYP




[Hbeknil, cnpuyrHeHi |10 Mr/kr 600 Mr 14-28
[Enterococcus faecium, [BHyTPIITHbOBEHHO BHYTPIIIHEOBEHHO
PE3UCTEHTHUMHU [0
BaHKOMILIMHY, 30KpeMa
indexkirii, sxi

CYIIPOBOAXKYIOTHCS
OaKkTepieMi€cro

HeycknagHeHi < 5 pokiB: 10 mMr/kr Ilopocii: 400 mr 10-14
indexuii mkipu Tail  |mepopambHO” KOXKHI 8 |[mepopanbHO  KOXKHI
CTPYKTYD TOOVH. 12 ropus.

5-11 pokiB: 10 mr/kr  |ditu: 600 mMr
MepopanbHO KOXHI  [mepopanbHO  KOXKHI 12
12 roguu TOMMH

"HoBoHaponxeHi < 7 nHiB. BinbIIicTs He[OHOLUIEHNX HOBOHAPOIXKEHHX BiKOM < 7 OHIB (< 34 THXHIB
recTarlil) MalOTh HUXYi TOKa3HUKY CUCTEMHOTO KJIipEeHCY JIiHe30iay Ta Bullli noka3Huku AUC, HixX
OiNBIICTE MOHOIIEHNX HOBOHAPOAXKEHUX 1 IiTel cTapinoro BiKy. JIiKyBaHHS TaKuX HOBOHAPOIXKEHUX
crig mouynHaTy 3 0o3u 10 Mr/kr KoxHi 12 rogus. [1715 HOBOHAPOAXKEHUX i3 HEJOCTAaTHLOIO KITiHIYHOIO
BiIIOBiAMI0 Ha IpelapaT MOXKHa PO3TJISHYTUA MOXKJIMBICTh 3aCTOCYBaHHS 003U 10 MI/Kr KOXHi 8
TOAMH. YCi mallieHTy BiKOM [0 7 OHIB MOBUHHI OTpuMyBaT# 03y 10 MI/Kr KOXKHi 8 roguH.

“3acTocoByBaTH Ipenapar B iHIIii JTiKapceKii Gopmi.

ITayieHmu AiMHbO20 BIKYy
Hemae noTpebu B KOPEKIIii fo3M.
IlauieHmu 3 Hupkxosow HedocmamHicmio (30KpeMa 3 KJTipeHCOM KpeaTuHiHy < 30 MJI/XB)

dapMakoOKiHeTHKa JIiHe30JIily He 3MIiHIOEThCS Y MAIli€HTIB 3 Oy[b-IKAM CTyIIEHEeM HUPKOBOI
HEJOCTaTHOCTI; IIPOTe IBa OCHOBHI MeTa0OoJIiTH JIiHEe30/Iily aKyMyJII0OI0ThCS y TAI[iEHTIB 3
HHUPKOBOIO HEMOCTATHICTIO 31 30ibIIIEHUM 1X HAKOMUYEHHSIM Y MAIliEHTIB 3 OiTbITUM
CTyIeHEM TSIXKKOCTI HUPKOBOI gucdyHKIil. He3amekHo Bifg GyHKIII HUPOK JOCATAUCS
OHAKOBi KOHILIEHTPaLllil TIHe30JIigy Y MIa3Mi KPOBi, TOMY [AJIS AIiEHTIB 3 HUPKOBOIO
He[OCTaTHICTIO He PEKOMEHYIOTh IPOBOOUTHU KOPEKIIito fo3u. [IpoTe, BpaxoBywuu
BiICyTHICTb iH(pOpMallil PO KITiHIYHY 3HAUYYIIiCTh HAKOMUYEHHS OCHOBHUX MeTalOoJIiTiB, CIif
3BaXKUTHU 3aCTOCYBaHH JIIHE30JIiAy HallileHTaM 3 HUPKOBOI HEJOCTATHICTIO 1 TOTEHI[INHI
PU3UKYU HAaKOMMYEHHS TaKuX MeTabomiTiB, ane KOHLeHTpaIlil 11ux MeTaboIiTiB Bce 11e 3HaYHO
BUILI ITiCJIg Aiai3y, HiXK Ti, 10 CIIOCTEPIraloThCs y MAIllEHTIB 3 HOPMaJIbHOI (QYHKIIIE0
HUPOK abo j1erkoio abo moMipHOI0 HUPKOBOI HeOoCcTaTHICTIO. | miHe3ostin i mBa #oro
MeTaboIiTH BUBOASTLCS 3a HOMOMOTO0I0 TeMofiiani3y. Iudopmallis Ipo BB
IIePUTOHEalIbHOr 0 fiasildy Ha ()apMaKOKiHETHKY JIiHe3051igy BigcyTHs. OCKiNbKH yepes 3
TOOUHY TIiCIig BBefleHHs npenapaTy nmpudnu3uo 30 % no3u BUBOOUTHCS IPOTSATOM 3-
TONMHHOI'O CeaHCy reMofiani3dy, TiHe30i CIIif Ipru3HadaTy IIiClIa reMofiaiay.

ITauieHmu 3 neyiHK080K HeAoCMamHicmio

KniniuHi gani 3 1boro nutaHHs 06MexeHi, TOMy peKOMEHAYEThCS TPU3HAYaTH JIIHE30JIif JIUIIE TOMi,
KOJIM OYiKyBaHa KOPUCTh II€PEBUIIYE IIOTEHLINHUN PU3UK.



Bkasieku u,000 3acmocysaHH. [I71s 0MHOPa30BOr0 BUKOPUCTaHHS. be3mnocepenHbo mnepeq
BUKOPUCTAHHSM BUOAIUTH 3aXUCHY YIIAaKOBKY i3 (POJIbIY i MPOBECTHU BidyaIbHY MEPEBIPKY
JiKapChKOT0 3aCc00y Ha HAsIBHICTh MEXaHIYHUX JOMIIIOK; MPOTSATOM IPUONIU3HO 1 XBUTUHU
CTHCKYBATH ITaKeT, 11100 BIEBHUTUCS B MOT0 IiTiCHOCTI. fKIIO MakeT MpoTiKae, PO3YUH He
BHKOPUCTOBYIOTh, OCKiJIbKM MOKe OyTH IopyllieHa W0Tr0 CTePUIbHICTh. 3aIUIIKN HEBUKOPHUCTAHOTO
PO34UHY CJIif YTUIi3yBaTHU 3TigHO 3 Ail0YMMU BUMOramMu. He BUKOPUCTOBYBATU YIIaKOBKHU, Y SKUX
IOpyIleHa LiTiCHICTs.

PexomeHpoBaHe [103yBaHHS JTiHE30JIiAy - 2 pa3u Ha o0y BHYTPIIIHHOBEHHO.
BryTpimHboBeHHa iHDYy3ia 3aiicHI0eThCS poTsarom 30-120 xBunuH.
He MoxkHa 3’egHyBaTH iHGYIiiHI HaKeTH HOCIiTOBHO!

[Tpu ogHOYACHOMY BBEeMEHHI JIiHE30Iiy, PO34YUHY [/ iHQY3ii, 3 iHIIMM TiKapChKUM 3aC0060M KOXKeH
JiKapChbKUM 3acib i BBOOUTH OKPEMO, BiflTIOBIIHO 10 PEKOMEHI0BaHOl N03H i Cr1ocoby
3aCTOCyBaHHS KOXKHOTO JTiIKapChKOT0 3aco0y.

[Tpu BUKOpHCTaHHI OfiHi€l BHYTPIIIHLOBEHHOI CHCTEMHU MJIS TTOCIiIOBHOTO BBeIeHHS IEKiTbKOX
IIpernapariB 10 CHCTEMY [0 i Micis BBeleHHS JTiHe30J1iny, po3unHy s iHdy3il, ciig mpoMuTu
iHQy3iiHIM PO3YKMHOM, CyMiCcHUM i3 npemnapaToM JliHe3omig KPKA Ta 3 iHIMMM npenapaToM, SIKAW
BBOAUTHCS Uepes3 L0 CUCTEMY.

CywmicHi po3unnu nns indyaii: 0,9 % po34yuH HATPiO XJIOpUAY A iH €Ki, 5 % Po34yuH
OEeKCTPO3M O iH €KIIi¥, po34uH PiHrepa nakTaTHUM O iH €Kil (po3uynH XapTMaHa Oy
iH'€exIin).

OCHOBHI BUITaJK¥ HECYMICHOCTI

Bunukana pisuuHa HeCyMiCHICTh, KONU JIiHE30JIifl, pO34uH A1 iHDy3il, BBOOUIU Yyepe3 Y-OomiOHMN
3’€e0HyBa4 CIIBHO 3 IIpenapaTaMu: aMpOTepulnH B, xiopnpoMa3uHy TigpoxIopup, Aia3enam,
eHTaMiguHY i30TiOHAT, epUTPOMIIIMHY J1akToOioHAT, eHiTOIH HaTpilo i
cynbdameTokcason/TpuMeTonpuM. Kpim Toro, npemnapat XiMiYHO HECYMiCHUY i3 e TpiaKCOHOM
HaTpito.

Himu.
3aCTOCOBYIOTH 13 MEPIINX OHIB XKUTTH.

Y 0imet sikom 8i0 1 muoicHA 0o 12 pokie pu3HadeHHS IpenapaTy B f03i 10 Mr/Kr KoxHi 8 rogun
momo060Bo 3a0e3edye eKCIO3UIlilo, IKa HaOMMKaeTHCSA 0 TaKol, 10 OOCATAETHCS ¥ HOPOCIIUX IIPU
npu3HadeHHi mpenaparty B fo3i 600 Mr 2 pa3u Ha 100y .

Y HosoHapoOdceHux 8ikom 00 1 muoHA CUCTEMHUM KIIipeHC NiHe30iay (i3 po3paxyHKy Ha 1 Kr Macu
Tijla) MBUOKO 3POCTA€ MPOTATOM IIEePIIOro TUXKHS KUTTSA. TaKUM YMHOM, Y HOBOHAPOIXKEHUX, IKi
OTPUMYIOTh IIpenapart y go3i 10 Mr/Kr kKoxkHi 8 rogus 100000B0, CIIOCTEPITa€THCS BUIIAa CUCTEMHA
€KCIIO3UIIisl TpemnapaTy B MEPIINY OeHb IiCIsg HapoaXKeHHs. [IpoTe He 04iKyeTbCS HagMipHOL
aKyMYyJIlil IpefapaTy B OpraHi3Mi Ipyd TaKOMY OO3yBaHHI IPOTSATOM IIEPIIOro TUXKHS KUTTS
HEMOBJISITY (BHACIIOK IIBUAKO 3pOCTAI0YOr0 KIIipeHCY IpenapaTy IPOTIroM INepliux 7 JHIB KUTTS)
(ouB. po3min «Crmocib 3acTocyBaHHS Ta HO3U»).



Y dimeti gikom 8i0 12 do 17 pokie papMaKoKiHeTHKA JIiHe30IiAy mogibHa A0 TaKol Y AOPOCIIUX IIPU
3acTocyBaHHi npemnapaty B 7031 600 mr. Takum 4YMHOM, y TiAJIITKIB, SKi OTPUMYOTh IIpenapaT y go3i
600 Mr KoxHi 12 roguH ongeHHo, Oyme crocTepiraTucs Taka XK caMa eKCIIO3HIlis, K i y JOpocIux
IallieHTiB IpU IPUUOMI IIpenaparty B Ti caMiu go3i.

Ilepedo3yeanHsi.
CroernudiuyHuil aHTUIOT HEBIIOMMUIA.
He 0y710 3apeecTpoBaHO BUIIAKiB IIepeno3yBaHHS.

Y pasi nepeno3yBaHHS II0Ka3aHe CUMIITOMaTAYHeE JIIKyBaHHS 3 IPOBEIEHHSAM 3aX0[iB LIOA0
MiATPUMKHU PiBHSA Kny00ukoBoi dinmbrparii. [Tpubnusno 30 % mpuiHSTOI [03U IIperapaTy BUBOTUTHCS
IPOTATOM 3 TOAMH reMofiani3y, aje HeMa€ JaHUX 1040 BUBEIEHH JIIHe30JIiy i Yac Ipouenyp
IIePUTOHEaTbHOTO Hiani3y a0o remomepdyaii. [IBa mepBUHHUX METAOO0IITH JTIHE30JTioy TaK0XK
BUBOMSITHCS LIJIIXOM IeMOfiai3y.

ITo6iuni peakuii.

YV Tabmnulli HuXK4Ye HaBe[eHO Mepertik Mob6iuHuX peakilifi i3 3a3HaYeHHSAM 4aCTOTH, 1110
OTpHUMaHI y Ipo1leci KITiHIYHUX OOoCHiaXKeHb 3 ydyacTio 6000 qopocnux mali€eHTiB, SKi
OTpPUMYyBaJid peKOMeHAo0BaHi f03u npemnapaty Jline3omig KPKA npotsarom nepiogy mo 28
IOHIB..

Haiiuacriire mosigomsiocs npo giapeto (8,9 %), uymoty (6,9 %), 6moBauus (4,0 %) Ta
ronoBHUH 0k (6,5 %). HaivacTimmumy moO6ivHEMY pPeakIisiMy, SKi MPU3BOMYIN OO0 BiIMiHU
npemnapary, Oynu ronoBHu O0inb, miapesi, HymoTa Ta 6moBaHHS. [Ipubau3Ho 3 % malieHTiB
IPUIMHUIIY JTIKYBaHHS 4epe3 PO3BUTOK 00yMOBJIEHUX ITPeapaToM MOGiYHUX peakiri.

[ToOiyHi peakilii, Ipo SIKi MOBIMOMIISANIOCS IiC/IS BUXOAY IIpernapaTy Ha PUHOK, BK/IIOYEHi 10
Iepeiky HuXK4Ye i3 3a3Ha4eHHSIM YaCTOTHA BUHUKHEHHS K «4acToTa HeBijoMa», OCKIJIbKU
YaCTOTy BUHUKHEHHS He MOXKHA BCTaHOBUTH 3a HasBHUMU JaHUMU.

YacTroTa nmobiyHMUX peaklliit BU3HaYeHa TaKUM YMHOM: [yKe yacTo (> 1/10), wacto (> 1/100,
< 1/10), Heyacto (> 1/1 000, < 1/100), pigko (> 1/10 000, < 1/1 000), myxe pigko (<
1/10 000), yacToTa HeBimoMa (He MOXXHA BCTAHOBUTH Ha IIiACTaBi HAIBHUX JaHUX).

Cucrema opraHiB HacTo HeuacTo Pinko HacToTa HeBigoMa
(> 1/100, (> 1/1000, (>1/10000, (He MOXXHa BCTAHOBUTH
< 1/10) < 1/100) < 1/1000) Ha ITifgcTaBi HASBHUX

MAHNX)

[Hdexkwil Ta iHBa3il  |[KaHOWI03, OpanbHUN AHTHOI0THKOACOIiOBaHUN
|KaHOuOo3, BariHAIbHUN KOJIiT, BKJTI0Yal0yK
KaHOWI03, TPUOKOBI TceBIOMeMOPaHO3HUH
inpexii KOJTiT', BaTiHIT

3 GoKy cucTeMu anemisa"!, TpombonMTONEH I [HaHIUTONE IS, cupepoGracTHa Imienocympecisa’,

KpOBOOGiry Ta e03MHODITis, ameMmis’

miMpaTUyHOI cucTEMHU TefiKoneHis,

HEWTPOIIEHIs,




3 60Ky iMyHHOI
CHCTEMU

aHadinakcis

3 60Ky MeTabomizmy
Ta Xap4yyBaHHS

rimoHATPiEMiS

makToanumo3’

[lcuxiuHi po3nagu

0€3COHHSI

Hespomnoriuni
[po3Manu

roJIoBHUY 0iNlb, epBepcil
CMaKy (MeTaneBUl
[IpuCMaK), 3allaMOPOYEeHHS

cymoMu', mepudepudHa
HeﬁponaTiﬂl, , TimecTe3is,
mapecTesis

CEePOTOHIHOBUH
curmpoM’,

3 60Ky Oprasis 30py

30poBa HefpomnaTis',
3aTyMaHEeHHS 30Dy’

medexT mosns 30py’

HEBPUT 30POBOTO
HepBa', BTpaTa 30Dy,
3MiHa 30pPOBOTO
BimuyTTa', 3MiHa
CIPUAHATTS KOMBOPY'

3 OOKy OprasiB CIIyXy
Ta 1abipuHTY

N3BiH y ByXax

3 60Ky cepis

apUTMis
(Taxikapmist)

3 00Ky CyOuH

apTepianbHa TinepTeHsisa

TPaH3UTOpPHA ileMidHa
aTaka, pmebit,
TpoMOodhnediT

3 60Ky IITYHKOBO-
KHIITKOBOTO TPAKTY

miapesi, HygoTa, OTIOBAHHS,
ToKaIbHUH 200 3arajJbHuR
6inb y KUBOTi, 3amop,
mucnerncis

CYXiCTB ¥ POTi, TaCTpHUT,
TAHKPEATHT, TJIOCHT,
ToCIa0IeHHS
BUITOPOXKHEHDb, CTOMATHT,
po3nanu abo 3MiHa
[KoIBOpY S13UKa, 3MYTTS
DKUBOTA

3HeOapBIIEHHS
MOBEPXHi 3y0iB

3 60Ky
remaTobimiapHol
cuCTeMHU

BimXUJIEHHS Bif HOPM
[TOKa3HUKIB
byHKIIOHATBHUX
MeYiHKOBUX P00,
30iTBIIEHHS PiBHS
anmaHiHaMiHOTpaHcdepasy,
acrapTaTaMiHOTpaHChepasn
60 myxHOI hocdaTasu

TiBUIIIEHHS 3aTa/IbBHOTO
Ginmipy6iny

3 60Ky IIKipu Ta
migmIkipHOl
KTiTKOBUHU

cBepOiXK, BUCHITAHHS

@HTiomeMa, KpOIUB'THKa,
mepMaTuT, HagMipHe
TOTOBUMIIEHHS, OYIBO3HI
ypazkeHHs IIKipu

TOKCUYHUMN
eTTimepMaabHUN
HEKpPOJIi3, CUHOPOM
CtiBeHCa-]I;KOHCOHA,
rilepYyTINBICTS,
BaCKYJIT

aJomneris

3 60Ky HUPOK i

MiBUIIEHHS a30Ty

OJIiypist, MiABUIIEHHS

CeY0BUMLTEHO] CEYOBUHHU KPOBi KpeaTHHiHY, HUPKOBa
cucTeMu HEeOCTaTHICTh

3 6oKy BYTbBOBaTiHAIbHI
PENPONyKTUBHOI TOpYIIEHHS

CUCTEMH Ta

MOJIOYHHUX 3aJI03

3aranbHi po3nagy Ta
MOpYIIeHHS y MicIi
BBEIEHHS

raps4yKa, JT0Kali30BaHUH
6ib

rapsiyka, BToMa, 6ib y
icui iH'exii,
Il\l'lqi)IBI/II.L[eHHH cIparu




TlocmimKeHHs bioximis ibioximis

igBUILIEHHS TiIBUIIIEHHS PiBHSA HATPilo
TaKTaTOETiIporeHasy, @00 KaJIbIIilo, 3HUXKEHHS
KpeaTUHIHKIHA3Y, JTinma3y, [piBHA ryioko3u (6e3
aMina3u abo rioKo3u (6e3  [roomyBaHHS),
TOJIOMYBAHHS), 3HUKEHHSA  [TigBHIIEHHS ab0
3arajibHOTO PiBHS OinKa, BHUKEHHS DIBHS XJIOPUAIB
anmpOyMiHy, HaTpito Ta "emamosnoeis

KaJIblliio, MiIBHUIeHHSI a00 |[limBHIIEHHS KiITbKOCTi
SHUKEHHS PiBHS KaJlilo ab0 [peTUKYIIOUHUTIB,
OikapOoHaTy BHUKEHHS KiTbKOCTi
"emamosnoeis HelTpodiniB

[linBUIIEHHS BMICTY
HeHTpOodimiB abo
€03uHOGINIB, 3HUKEHHS
piBHS reMoryo0iny,
reMaTOKPUTY ab0 KiTbKOCTi
E€PUTPOLUTIB, MifBUIIEHHST
200 3HMXKEHHS KiTbKOCTi
TPOMOOITHTIB a60
TeHIKOITUTIB

1 . .
[uB. po3ainn «Oco6IUBOCTI 3aCTOCYBaHHS».

‘TTus. po3minu «IIpoTumnoka3aHHs» Ta «B3aemofis 3 iHIIMMY JTiIKapChbKUMY 3aco0aMu Ta iHIT BUOU
B32EMOMIN».

*JacToTa n0o6GiYHKX peakxliiil oLiHeThCs 3 BuKopucTtanHaM "The Rule of 3".

*Tlig yac KOHTPONILOBAHUX KITiHIYHUX [OCIIXKEeHb, B IKUX JIIHE30JIif 3aCTOCOBYBaIHX y Iepiof mo 28
OHiB, v 2,0 % mawi€eHTiB Bif3Haydanacsa aHeMis. Y pasi 3aCTOCyBaHHS HE3ape€eCTPOBAHOI0 JIIKapChKOT O
3aco0y 3a r'ymMaHiTapHOIO ITporpamolio (compassionate use) 3a y4acTio IallieHTiB 3 iHPeKIisiMHU, 1110
3arpoXKyIOTh KUTTIO, Ta CYIyTHIMU 3aXBOPIOBAHHSAMY, BiICOTOK MALI€HTIB, y AKUX BUHUKJIA aHEMIA
IiCJIs IPUMOMY JIIHe30J1ify IpoTAroM < 28 nHiB, cTaHOBUB 2,5 % (33 3 1326) mopiBHsaHO 3 12,3 % (53
3 430), ski mikyBanmucs > 28 gHiB. CriBBigHOIIEHHS 3a¢hiKCOBaHUX BUIA[IKIB TSXKKOI aHeMil,
CIIPUYKMHEHOI 3aCTOCYBAHHSM JIIKapChKOI0 3aco0y, 110 moTpebyBasio mepenuBaHHI KPOBi, CTAHOBUIIO
9 % (3 3 33) y mai€eHTiB, SKi JTiKyBanucs npotsaroM < 28 pHiB, Ta 15 % (8 3 53) y namieHTiB, ki
JIIKYBaJIUCS IPOTATOM > 28 [IHIB.

38imysaHHs npo nido3prosaHi nobiyHi peakuii.

[ToBimoMnenHs npo nmobiuHi peakiiil micyis peecTpariii 1ikapchKoro 3aco0y Ma€e BaXK/IMBe 3HAYEHHS.
Lle nae 3MOry IpOBOAUTYU MOHITOPUHT CHIBBiIHOIIEHHS KOPUCThH/PU3UK IIPU 3aCTOCYBaHHI IIbOTO
JiKapchbKOro 3aco0y. MeguyHuM Ta ¢apMalleBTUUHUM IIpalliBHUKAM, a TaK0oX IallieHTaMm abo ix
3aKOHHUM IIpefCTaBHUKAM CJIi[] IIOBiIOMJISITH TIPO YCi BUNIaAKM IiI03pI0BaHUX MOOIYHUX peakllii Ta
BiICYTHOCTi e(peKTHUBHOCTI TiKapChKOT0 3aco0y Yyepe3 ABTOMAaTH30BaHy CUCTeMy (hapMaKOHATISAY 3a
nocunaHusaM: https://aisf.dec.gov.ua.

Tepmin npudamHocmi. 2 POKH.

[Ticnsa BigKpUTTSA: PO3UMH XiMiuHO Ta Hi3u4HO CTaOiMbHUN MPOTATOM 24 TOOUH MIPU
KiMHATHi{ TeMIlepaTypi B IepBUHHOMY IIaKyBaHHi ITicIIs BUaJeHHS BTOPUHHO]I YIIaKOBKHU. 3
MiKp06i070TigYHOI TOYKY 30py, PO3YUH CJIifl BAKOPUCTATU HETalHo. fAKINO PO3YUH He



BAKOPHUCTaHUY Biipa3dy, TEPMiHU BUKOPUCTAHHS Ta YMOBU 30epiraHHs € BigIIOBiganbHICTIO
KOpHUCTyBavya.

YmMmoBH 30epiranHnsi. 30epiraty B OpuriHaabHiN (IEPBHUHHIM Ta BTOPUHHIN) YIIAKOBIIi {711 3aXUCTY Bif
nii ceiTnna mpu Temnepatypi He Buire 30 °C. 30epiraTé y HeOCTYIIHOMY [JIs HiTeH MicIii.

YnakoBka.

[To 300 M1 y cucTeMi A1l BHYTPILIHBOBEHHOTO BBeIeHH; 110 1 cucTeMi [y BHYTPIIIHEOBEHHOT' O
BBe[IeHHS B akeTi 3 mamiHoBaHol pombry; mo 1 abo 10 makeTiB y Kopooii.

Kareropis Bigmycky. 3a perenTom.

Bupoo6nuk. KPKA, m.1., HoBo mecto, CroBerisi/KRKA, d.d., Novo mesto, Slovenia.

Micue3HaxoaKeHHsI BHPOOHHKA Ta afipeca Micls MpoBaIXkKeHHS HOT0 Tis/TbHOCTI.

[MImap’emka necta 6, 8501 Hoso mecto, CrnoBenisi/Smarjeska cesta 6, 8501 Novo mesto, Slovenia.



