IHCTPYKIIA
AJIS1 MEIUYHOI'0 32CTOCYBAHHS JIIKAPCbKOIo 3ac00y

JIAEH®
(LION®)

Cknao:

oiroua peuosuna: ninesomnif (linezolid);

1 Tabnerka mictuTh niHe30ixy 600 mrT;

OONOMIDICHI peyosuHU. TIEII0TI03a MIKPOKPUCTATIYHA, KPOXMAJIb YaCTKOBO MPEKEIaTUHI30BAHUM,
HATPI0 KPOXMAIBINIKOIAT (TUIl A), TIIPOKCUIIPOMUILENI0N03a, MAarHilo creapar, MOKPUTTS
Opadry 03B58600 61nuii: rinpomeno3a, Tutany giokcup (E 171), momieTuaeHraikomb.

Jlikapcbka gopma. TalneTku, BKpUTI IUTIBKOBOIO 000JOHKOIO.
OcHnogHi ¢hizuxo-ximiuni énacmueocmi: OBalIbHI, TJIaJIEHbK] 3 000X OOKIB JBOOIYKJII TabJIeTKH,
BKPHTI IUTIBKOBOIO 000JIOHKOIO OLTOTO KOJIBOPY.

dapMmakoTepaneBTHYHA rpyna.
AnTHbakTepianbHi 3aco0u A cucteMHoro 3actocyBanHs. Kog ATX JO1X X08.

Dapmakonoiuni enacmueocmi.

Dapmaroounamixa.

3arajbHi XapaKTepUCTUKHU.

JliHe30M1] € CHHTeTMYHHM aHTHOAKTepiaTbHUM 3aco00M, IO HAJIECKHUTHh JI0 HOBOTO KJIAcy
MPOTUMIKPOOHMX TIpemnapaTiB — OKCa30JIiIMHOHIB.

Bin nposiBiisie akTUBHICTB N VILr0 mpoTH aepoOHMX TPaMITO3UTHBHUX OakTepiii Ta aHaepOOHHX
MIKpPOOPraHi3MiB.

JliHe30M11] CENEeKTHBHO TMPUTHIYYE CHHTE3 OUIKIB y OakTepialbHUX KIITHHAX [UITXOM
YHIKQJIBHOTO MEXaH13My Jii. 30KpeMa, BiH 3B’SI3YE€ThCS 3 AUITHKOIO Ha OakTepiaiabHid prudocomi
(23S cybomuuuns i3 50S) Ta mepemkopkae yrBopeHHIO (yHKIioHaapHOTO 70S iHIIIIOIOYOTO
KOMILJIEKCY, IKUW € BaXKJINBUM KOMIIOHEHTOM IIPOIIECY TPAHCIISIIII.

UyTIuBICTD.

[TommupenicTh HA0YTOT PE3UCTEHTHOCTI MOXKE 3MIHIOBATUCS TeorpadiuHo Ta y yaci UIsi OKpEMHX
BHJIB, TOMYy OaXaHO CHOHpAaTHCS Ha MicleBy IiH(OpMaII0 CTOCOBHO PE3UCTEHTHOCTI
MIKpOOpraHi3MiB, OCOOJMBO TpHU JIKyBaHHI TSKKUX iH(EKHid. Y pa3i HEOOXiTHOCTi, KOJHU
piBEHb MOIIMPEHOCTI PE3UCTEHTHOCTI MIKpOOpPraHi3MiB Ha MICIEBOMY pIBHI € TakKuM, IO
KOPHUCTh BiJ 3aCTOCYBaHHs JIKapChbKOTO 3acoOy, MpUHAWMHI CTOCOBHO [0 JESKHX BUJIB
iH(eKI1ii, BUKIIMKAae CyMHIBU, CIT1Jl 3BEpPHYTUCS 32 KOHCYJIBTAIIIEIO 10 eKCIepTa.

UyTnuBi MIKpOOpraHi3Mu.

I'pammosutuBHI aepoOHi Mikpoopranismu: Enterococcus faecalis, Enterococcus faecium*,
Staphylococcus aureus*, koarymaszoneratuBHi cradimokoku, Streptococcus agalactiae*,
Streptococcus pneumoniae*, Streptococcus pyogenes*, Group C streptococci, Group G
streptococci.

I'pamnosutuBHi aHaepoOHi Mikpoopranismu: Clostridium perfringens, Peptostreptococcus
anaerobius, Peptostreptococcus sp.

Pesucrentni Mikpoopranismu: Haemophilus influenzae, Moraxella catarrhalis, Neisseria
species, Enterobacteriaceae, Pseudomonas sp.

*KiiniyHa e¢eKkTHBHICTh Oylla NpPOJEMOHCTpOBaHAa s YYTJIMBUX IITaMiB 3TiTHO 3
3aTBEPPKEHUMH MTOKA3aHHAMU




Xoua JiHE30JI JEMOHCTpYe JesKy akTHBHICTH IN Vitro mporu Legionella, Chlamydia
pneumoniae Ta Mycoplasma pneumoniae, HeIOCTaTHRO MAHWX JUIS MIATBEPKCHHS KIIHIYHOT
e(EKTUBHOCTI Y IINX BUTIAJKAX.

Pe3UCTeHTHICTD.

Llepexpecna pesucmenmuicme.

MexaHi3M 1ii JiHE30IIy BiIPI3HAETHCS BiJ] TAKOTO IHIIUX KJIACIB aHTUOIOTHKIB. J{OCIiKEHHS
KIHIYHUX [MTaMiB  (METHUIIIIHPE3UCTCHTHUX  CTa(UIOKOKIB, BaHKOMIIWHPE3UCTCHTHUX
SHTEPOKOKIB, a TAaKOX TEHIMIIH- Ta EPUTPOMIUMHPE3UCTEHTHUX CTPENTOKOKIB) in Vitro
MMOKAa3yIOTh, IO JIHE30JIi]] 3a3BUYail aKTUBHUH 1010 MIKpOOPraHi3MiB, CTIMKUX O OJHOTO abo
JCKUTHKOX THIIMX KJIaCiB aHTUMIKPOOHHX TIperiaparis.

Pe3ucteHTHICTH 70 JiHE30J1y MOB’sA3aHa 3 TOUYKOBUMM MyTamisimu B 23S pPHK. 3umxenHs
YYTJIIMBOCTI JI0 JIIHE30JIIy CHOCTEPIraeThCsl MPU 3aCTOCYBaHHI y MALIEHTIB 3 IHQEKIIIMH, 110
BAXKO MIJIAIOThCA JIIKYBaHHIO, Ta/ab0 TIpH 3aCTOCYBaHHI MPOTITOM TPUBAJIOTO dacy.
[ToBimomIIsiIM TPO PE3UCTEHTHICTH A0 JIHE30JIy €HTEPOKOKIB, 30JIOTUCTOTO CTaduIOKOKa 1
KOaryyia3oHeraTUBHUX cTauUIOKOKIB. Sk mpaBumio, 1e Oyno MOB'A3aHO 3 TPUBAIUMHU Kypcamu
Teparmii Ta HasSBHICTIO MPOTE3HUX MarepianiB abo HeapeHoBaHuX aOcreciB. Komum B JnikapHi
3yCTpIYalOThCS CTIMKI A0 aHTUOIOTHUKIB MIKpOOPraHi3MH, Ba)KJIMBO HAroJIOCUTH Ha MpaBuiax
00poTHOM 3 THGEKITIETO.

Dapmaxokinemuxa.

Jlinesomin, nmiroua pedosmHa mpemapary Jlaen®, € 6iONOTIYHO AKTHBHOIO PEUOBHHOIO, IO
MeTa00JI3y€eThCS 3 YTBOPEHHSIM HEAKTUBHHUX TTOXITHUX.

Abcopbyis.

JliHe30m11 MBUAKO Ta Yy 3HAYHOMY 00’€Mi aOCOpOyeEThCS MICHSI TMEPOPATHHOTO 3aCTOCYBaHHS.
MakcumanbHa KOHIEHTpAIlsl y TJIa3Mi KPOB1 JIOCATAETHCS MPOTIToM 2 TOAWH IICs TMPpUHOMY
npenapary. AOCOII0THA OI0JOCTYIMHICTh JIHE30IAy TP MEepOPATLHOMY MPUHOMI € TTOBHOIO
(maitxe 100 %). Tomy niHE3011 MOXKHA 3aCTOCOBYBATH MEpOpajibHO a0 BHYTPIIIHHOBEHHO 0€3
Kopekmii mo3u. JIiHe30i111 MO’KHAa 3acTOCOBYBAaTH HeE3alekHO Bin mnpuiiomy ki [licms
epopalibHOTO TIpuiiomMy B 1031 600 Mr ABiIYi Ha 100y MaKCUMaJIbHA Ta MIHIMaJIbHa KOHIIEHTpAITii
y PIBHOBOXHOMY CTaHi CTaHOBJATH 21,2 Mr/m Ta 6,15 mr/m BimmoBigHO. PiBHOBakHWMI cTaH
NOCATAETbCSl Ha JAPYruil neHp Ttepamii. Yac 10 AOCATHEHHS MaKCHMajbHOI KOHIEHTpaii
30utbIIyeThes 3 1,5 mo 2,2 rogunu, a Cmax 3HUKY€EThCS Mpubnu3Ho Ha 17 % mpu 3acTocyBaHHI
JIHE30J1iy 3 DKEI0 3 BUCOKMM BMICTOM KHUpIB. [IpoTe 3aragbHa eKCIo3ullis, sSika OIIHIOETHCS 3a
AUCO0-00, moniOHa B 000X BUITaJKaX.

Po3znoodin 6 opeanizmi.

JliHe3o1i MIBUAKO PO3MOIUIAETHCS y TKaHUHAX 3 No0Oporo nepdysieto. CTymiHb 3B’SI3yBaHHS 3
OimkamMu TUIa3MHu KpoBi — mpubauszHo 31 % Ta He 3alexuTh Bif KOHIEHTpalii mpemnapary y
wia3mi KpoBi. O0’eM po3MoALTYy JiHE30JIy B PIBHOBAKHOMY CTaH1 Yy 3J0POBUX JIOPOCIHX
JIOOPOBOJIBIIB CTAaHOBUTH y cepeanbomy 40-50 1, mo npubIuM3HO BIANOBIAA€E 3araibHIil
KUTBKOCTI pIAMHU y TuTl. BigHONIEHHS KOHLEHTpaulii JHE30Ji1y y CIUMHI Ta TOTI [0
KOHIIEHTpallii y mia3mi kpoBi craHoBuTh 1,2:1 ta 0,55:1 BignosinHo. BigHomeHHsT KOHIIEHTpaIIil
y OpOHXO0aNIbBEOJISIPHIN JIaBaXHIN PiMHI Ta B aJIbBEOJIIPHUX KIIITHMHAX JIET€Hb 10 MaKCUMAaJIbHO1
KOHIIEHTpallii y 1i1a3mi KpoBi y piBHOBaxxHOMY cTaHi — 4,5:1 ta 0,15:1 BinnosigHo. BigHomenus
KOHIIEHTpallii y CIMHHOMO3KOBIH piNHI 10 MaKCHMaJbHOT KOHIIEHTpallii y ria3mi KpoBi micis
GararopaszoBoro npuiiomy jinesomniay — 0,7:1.

Memabonizm.

JIiHe30miT MepeBaXXHO MeTaboMI3yeThCs LUIAXOM OKHMCHEHHS MOpPQOIIHOBOTO KUIBIA 3
YTBOPEHHSM JIBOX HEAKTUBHHUX IMOXITHUX KApOOKCHIIBHOI KUCIOTH 3 PO3IMKHEHUM KUIbIIEM:
MeTaboJiTy amiHoeTokcuonToBoi kuciaotu (PNU-142300) Ta MeTabomiTy I'iAPOKCUETHIITIIIIHHY
(PNU-142586). Mertaboair  rigpokcuerwiriminud  (PNU-142586) €  mpenoMiHaHTHUM
MEeTaboJITOM y IIOJIUHU, SIKUHM, SIK BBAXKAIOTh, YTBOPIOETHCS HUIIXOM HEPEpMEHTATUBHOTO




mporecy. Merabouit aminoeTtokcuonroBa kuciota (PNU-142300) Bu3zHayaeTbes y MEHIIIN
KimbKocTi. Takox imeHTH(IKOBaHI IHIII «Mall» HEaKTUBHI MeTabomitu. Bigomo, 1mo iiHe30:ia
MIHIMAJTBHO METa0OMI3ye€ThCA 3 MOXKJIHMBOK YYacTIO Yy IIbOMY TIPOIECI CHCTEMH ITUTOXPOMY
moaunu P450. IIpote MeTabomiuH1 NUIAXH IS JTIHE30i1y MOBHICTIO HE BUBYECHI.

Buseoenns.

VY mamieHTiB i3 HOPMaJIbHOIO (YHKII€I0 HUPOK a00 3 HE3HAYHOIO YHM IOMIPHO BHPAKECHOIO
HUPKOBOO HEJIOCTATHICTIO JIIHE30JIi]] Y PIBHOBAXHOMY CTaHI MEPEBAKHO EKCKPETYETHCS 3 CEUCIO
y Burisiai PNU-142586 meta6ouity (40 %), y Heaminenomy Burisiai (30 %) Ta y Burisai PNU-
142300 wetabomity (10 %). Ilpemapar y He3MiHEHOMY BHIIAAI B Kalli MPAaKTUYHO HE
BUSABIIIETHCS, TOII K YaCTKa KOXKHOIO 3 OCHOBHUX Meraboiitie, PNU-142586 ta PNU-142300,
craHoBUTh 6 % Ta 3 % BignoBigHo. Ilepion HamiBBUBENEHHS JHE30JIAYy B CEpPEIHBOMY
CTAaHOBUTH 5—7 TOJMH.

HenupxoBuil kiipeHC CTaHOBUTH MNpHOIM3HO 65 % BiA 3aranbHOrO KIIIPEHCY JIIHE30JIAY.
He3nayna cTymniHb HETIHIMHOCTI KIIPEHCY CIOCTEPIraeThCs MpHU MIABUIICHHI 103U JIIHE30JIIdY.
OueBHIHO, 11€ € HACTIJIKOM OUIbII HU3bKOTO HUPKOBOTO Ta HEHUPKOBOTO KJIIPEHCY IMPU BHUIIUX
KOHIICHTpaIliAxX JiHe301ay. [IpoTe 1151 pi3HULA B KIIPEHC] € HE3HAYHOIO Ta HE BIUIMBAE HA SIBHUM
Tepio/1 HAIMIBBUBEICHHS.

DapmaxkoxkiHemuka 8 OKpeMux 2pynax nayicHmis.

[NarieHTH 3 HUPKOBOIO HEIOCTATHICTIO.

[Ticnst pazoBoro BBeAeHHs B 1031 600 Mr cnocrepiranocst 7—8-kpaTHe MiABHINEHHS CUCTEMHOI
€KCIO3MIIi TBOX OCHOBHUX METa0OJITIB JIHE30Miqy y IUIa3Mi KpOBl y MAIIEHTIB 13 TSKKOIO
HUPKOBOIO HEJOCTATHICTIO (KiipeHc kpeaTuHIHY < 30 mi/xB). IIpoTe 3HaueHHs ekcro3ullii 3a
MOKA3HUKOM IUIONIl I KpuBOKW «KoHIeHTparis/9acy (AUC) mis moyaTkoBOi CHOJIYKH
JUIIAN0CS HE3MIHEHUM. X04a TIeBHA KUTBKICTh OCHOBHUX METAOOJITIB JIIHE30J1iTy BUBOIUTHCS 3
OpraHi3My ITiJl Yac MPOBEJACHHS TeMOliani3y, piBeHb METa0O0MITIB y MJIa3Mi KPOBI MICIISI Pa30BOTO
BBeZICHHS y 4031 600 Mr Bce Ie JIMIIABCS BUINUM ITICAS TPOLEIYpU TeMOmializy, HDK Y
MaIi€HTIB 3 HOPMaJIbHOIO (YHKIIEI0O HUPOK YW 3 HE3HAYHOK ab0 MOMIPHO BHPAXKEHOIO
HUPKOBOIO HEIOCTATHICTIO.

[NamieHTH 3 NEYIHKOBOIO HEAOCTATHICTIO.

OOmexeH1 JaHl BKa3ylTh Ha Te, mo ¢apmakokiHeTuka JiHe3omiay, PNU-142300 ta PNU-
142586 He MOpYyMIYIOTHCSA Yy MAIIEHTIB 13 HE3HAYHOI a00 MOMIPHO BHUPAXKEHOIO IMEUIHKOBOKO
HenocTaTHiCTIO (kimac A uyun B 3a mkamoro Yaitnma—I1'10). dapmakoKiHETHYHI TapaMeTpu
JIHE30JIIly Y MAIllEHTIB 13 TSKKOIO MEeYiHKOBOIO HemocTaTHICTIO (kiac C 3a mikamoro Yanmma—
IT’r0) ne BuBvanu. [IpoTe, OCKUIBKHM JIIHE30J11]] METa0O0II3yEThCS NUITXOM He(hepMEHTATUBHOTO
MpolLecy, HeAOCTaTHICTh (PYHKIIIT MEYIHKU CYTTEBO HE BILTMHE HA HOTO META0OII3M.

Jitu Bikowm Bix 12 10 17 pokis.

dapMakoKiHeTHKa JIiHe30J11y Oyia moaidHa A0 Takoi y AOPOCIUX MPHU 3aCTOCYBaHHI Mpenapary
y 1031 600 mr.

[Ipu3navuenns npenapaty y m031 600 Mr xokHi 12 roguH moAeHHO 3a0e3reuye Taky K camy
€KCIIO3UIIII0 TIpernapary, sk 1 B J0POCIUX 0ci0, sIKi OTPUMYBAaTUMYTh IIpenapar y T camiid 1031
[NaIrieHTH TITHHOTO BIKY.

dapmakoKiHETHKa JIIHE30J1i1y B 0Ci0 BIKOM BiJl 65 POKIB CYTTEBO HE 3MIHIOETHCS.

Kinku.

JUist JKIHOK XapaKTepHMH OUThII HU3BKUH 00’€M PO3MOJLTY JIIHE30JiLy, HDK /IS YOJOBIKIB, a
cepenHiii KiipeHC (CKOpPUTOBaHW 3a Macol Tina) 3HIKeHWH mpubmuzno Ha 20 %.
KoHuenTparis niHe30i1y y miaa3Mi KpoBi BUIIA y JKIHOK, III0 YACTKOBO MOYKE TMOSICHIOBATUCS
pi3HHUIEI0 y Maci Tita. IIpore, OCKUTbKM cepelHeE 3HAUYEHHS IMEpiojly HAMiBBUBEICHHS Y
YOJIOBIKIB Ta )KIHOK CYTTEBO HE BIJPI3HAETHCS, HE OUIKYETHCS, 1110 KOHIEHTpAIlis y M1a3Mi KpoBi
KIHOK CYTTEBO MEPEBUIIYBATHME TY, 10 T00pe MEPEHOCUTHCS, OTXKE, KOPEKIIIO JO3H JIHE30IITy
MIPOBOJIUTH HE MOTPIOHO.




Kainiuni xapakTepucTuKu.

Ilokazanna.

JlikyBanHs iH(EKLiH, CIPUYNHEHUX YYTIUBUMH IITaMaMU BH3HAYEHUX MIKPOOPraHi3MiB, MpU
TaKUX CTaHaX:

- HO30KOMIiajJbHa ITHEBMOHIS;

- HErocIiTajbHa THEBMOHIS;

- yckiagHeHi iHdekuii mkipu Ta i CTpyKTyp, 30KpeMa iHdekIii Ha Tl 1iabeTHIHOo1 cTonu 63
CYIIyTHBOTO OCTEOMI€NiTy, cnpuunHeni Staphylococcus aureus (METHIWIIHYYTIMBHMHU Ta
METHIIMIIHPE3UCTEHTHUMHE 130J1sTamMu), Streptococcus pyogenes abo Streptococcus agalactiae;
Jline3zouig He OyB BUBUEHUH Yy JIIKyBaHH1 BUPA3KOBUX MPOJIEKHIB;

- HeycknaaHeHi iHdekuii mKipu Ta i cTpykTyp, cipudunHeHi Staphylococcus aureus (Timbku
METUIIMTIHIYTJIMBUMHU 130J1aTaMu) abo Streptococcus pyogenes;

- PE3UCTEeHTHI J0 BaHKOMInWHY iH(dekmii, cnpuuuHeni Enterococcus faecium, BkmouHO 3
1H(EKIIIMHU, 10 CYITPOBOIKYIOTHCS OAKTEPIEMIEIO.

JliHe3oyi; He TOKa3aHWUW s JIIKyBaHHS 1HQEKIIHd, CIPUYMHEHHX TIpPaMHETaTUBHUMU
MIKpOOpranisMamMu. Y pasi migo3pu abo BUSBIEHHS TI'PAMHETATUBHOTO 30yIHUKA MOTPIOHO
HeraifHoO po3noyvary crnenu(iuHy rpaMHETaTUBHY TEpaIlito.

Ilpomunokazanns.

Binoma rinepuyTiauBicTh A0 JiHE30J1Ay a0 10 Oyb-SKOTo IHIIOr0 KOMIOHEHTA Mpernapary.
OpHoyacHU npuiioM Oyab-SIKUX JIIKapChKUX 3ac00iB, sIKI MPUTHIYYIOTh MOHOAMIHOKCHIa3y A
Ta B (Takux sk deHen3uH, i30kapOOKca3u/I, CeNeriiiH, MOKI00eMi), abo MPOTATOM ABOX THXKHIB
TiCTIsl MPUHOMY TaKUX MpEnaparis.

3a BHUHATKOM BHUMAJKIB, KOJM € MOXIIUBICTh PETEIIbHOTO CIIOCTEPEXKEHHS Ta MOHITOPHHTY
apTepianpHOTO THCKY, Jlaen® He clTix NpU3HAYATH MAIliEHTAM i3 TAKUMHU CYIYTHIMU KTiHIYHUMH
CTaHaMU a0o0 CYMyTHIM MPUMOMOM HMIKYE3a3HAYCHUX TPeraparis:

- HEKOHTPOJIbOBAaHA apTepiajibHa TimepTeH3is, (eoXpoOMOIIMTOMA, KapIHUHOI, THPEOTOKCUKO3,
OimoJisipHa Aenpecis, mu30apeKTUBHUHN pO3Jiajl, TOCTPi eMi30/11 3aIaMOPOUYCHHS;

- CeNeKTHBHI 1Hri0iTopu 3BOpoTHOTrO 3axoruieHHs cepoToHiHy (CI33C), TpuIMKIivHI
aHTUAenpecanT, aroHictu S5-HT: pernenTopiB cepoToHIHY (TpUINTAHU), MPsSMI Ta HEMPIMIi
CUMITATOMIMETHUKH (BKJIIOYHO 3 aJpeHEPriYHUMHU OpPOHXOAMJIATATOpaMH, TceBIOe(eapruHOM,
(dbeHiIIpOomanoiaMiHOM), Bazomnpecopu (eniHedpuH, HOpPEemiHePPHUH), JOTIAMIHEPTIdHI CIOIYKH
(momamin, 1oOyTamiH), NeTHAUH a00 OYCIIPOH.

Cnig TpUNMHUTA TOAYBaHHS TPYAAI0 MPOTATOM 3aCTOCYBaHHS mpemnapary (AMB. PO3ILT
«3acTtocyBaHHs y IepioJ] BarirHOCTi a00 TOyBaHHS TPYAIIO»).

B3aemooia 3 inwumu nikapcoKumu 3acooamu ma iHuii 6uou 83acmooiil.

IHri6iTOpN MOHOAMIHOKCHIA3H.

Jline3zouig € HeceleKTUBHUM iHTiOiTopoM MoHOoamiHokcuaasn (MAQ) obGopoTHoi aii. IcHYIOTH
IOy)xe oOMeXeHi JaHl PO 3aCTOCYBAHHS JIHE301ly JUld JIIKyBaHHS MAIl€HTIB, SKI OTPUMYIOTh
CYIYTHIO Tepartito mpenapaTam, 110 CTBOPIOIOTH ME€BHI PU3UKU BHACTIIOK npurHiueHHss MAO.
Tomy 3acTrocyBaHHS JIHE30Jiy 3a TaKMX OOCTaBUH HE PEKOMEHIOBAHE, SKIIO HEMOXJIHBO
IPOBOJIUTH pETEIbHE CIOCTEPEKEHHS Ta MOHITOPUHI CTaHy THalieHTa (IMB. pPO3JUTH
«IIpotunokaszanns» ta «OcoOINBOCTI 3aCTOCYBAHHSY).

IToTeH1iiH1 B3aeMOil, 1110 IPU3BOJATH JI0 MiIBUIIICHHS apTEPIaIbHOTO THUCKY.

Y 310poBUX J0OPOBOJIBLIB 13 HOPMaJbHUM apTepiaibHUM THUCKOM JIHE30M]IJl IOCHIIIOE
MIIBUIIIEHHS apTepiaIbHOTO THCKY, CHPUYMHEHE MceBaoepeqpuHOM Ta (EHUINPONAHOIAMIHY
rigpoxiopunomM. OngHOuyacHe  3acTOCYyBaHHSA — JIHE30Jily Ta  mceBioedeapuHy  abo
(beHImponaHoIaMiHy TiIpOXJIOPUAY MPU3BOAUTH 0 3POCTaHHS CUCTOJIYHOTO apTepiaibHOTO




TUCKY B cepenaboMy Ha 30—40 MM pT. cT. MOPIBHSIHO 31 3pocTaHHsSM Ha 11-15 MM pr. cT. min
BILJITMBOM BHHSTKOBO JIiHE30J1i11y, Ha 14—18 MM pT. CT. mi BIJIMBOM BHHATKOBO IICEBIOCPEaPUHY
abo ¢denimmponaHonaminy, Ta Ha 8—11 MM pT. CcT. TIpHU 3acTOCyBaHHI MIaNEeb0. AHAIOTIYHUX
JOCTI/DKEHb 3 Y4YacTIO MAIl€HTIB 13 TiEpPTEH31€l0 HE MPOBOJMIN. PEeKOMEHIOBAHO peTeNbHO
niIOMpaTH JO3M IpernapartiB, SKi MalOTh Ba30MPECOPHUN BILTUB, BKIIOYHO 3 A0(paMiHEepriYHUMU
npenaparamu, Imo0 oTpuMatd OakaHW pe3ysnbTaT MpH KOMOIHOBAaHOMY 3aCTOCYBaHHI
JHE30JIi1y 3 HIUMU TpenapaTaMu.

[MoTeHIiliHI CEPOTOHIHEPT1YHI B3aEMOIII.

€ naHi Ipo BICYTHICTH NPOSIBIB CEPOTOHIHOBOTO CHUHAPOMY (CIUTYTaHICTh CBiZIOMOCTI, MapeHHS,
3aHENOKOEHHS, TPEMOP, MATOJOTTYHUIA PyM’sTHEIlb, TIOCHJICHE MMOTOBUAUICHHS, TIEPIIpeKcis) y
3I0pOBUX JI0OPOBOJIBIIB, SIKI OTPUMYBaJIU AeKkcTpoMeTopdan (B1 103U 10 20 MT 3 IHTEpBAJIOM y
4 ronuHn) y kom0OiHauii 3 JiHe30Jig0M abo 0e3 Hporo. OJHaK y NOCTMAPKETUHIOBOMY HEPioAl
Oy710 OTpUMaHO OJHE TMOBIJOMJICHHS IIOJO BWHUKHEHHS TIPOSABIB, MOJIOHUX O TMPOSBIB
CEepOTOHIHOBOTO CHHIPOMY, y TAIll€eHTa, KWW NpuUiiMaB JIHE30JiA Ta JAeKcTpoMmeTropdal; Il
MIPOSIBU 3HUKJIM MICJIA BIIMIHK 000X IpenapaTis.

[IpoTarom KIIHIYHOTO 3aCTOCYBaHHS JIHE30JIIAY Ta CEPOTOHIHEPTIYHUX IPEnapariB, BKIIOUHO 3
aHTHJENpecaHTaMu (Taki SK CeJIEKTUBHI IHT10ITOpU 3BOPOTHOTO 3aXOIJICHHS CEPOTOHIHY
(CI33C)), Oynu omucaHi BUMAJAKA PO3BUTKY CEPOTOHIHOBOTO CHHAPOMY. TakuM YHHOM, XO4a
KOMOIHOBaHE 3aCTOCYBaHHS IMX MpenapariB NpoTUNoka3zaHe (AuB. po3aul «IIpoTunokaszaHHs»),
JIKYBaHHS NAIIEHTIB, IS SIKUX JIIKYBaHHSA $K JIIHE30J1I0M, TaK 1 CEpOTOHIHEPTTYHUMH
npernapaTamMy Mae BUpillaibHe 3HAY€HHS, ONHUCaHo y po3ui «OcoOIUBOCTI 3aCTOCYBAaHHS.
3acToCcyBaHHS Y MO€AHAHHI 3 HACHYCHUMH THPAMIHOM IPOIYKTaMHU.

VY mamieHTiB, SKi OTPUMYBAJIW JIHE30JiA Ta THpaMiH y KiTbkocTi meHm Hibk 100 mMr, He
CIOCTEpIraii 3HaYHOTO BazonpecopHoro edekty. Lle cBimunTh npo HEOOXIAHICTh YHUKATH JIHIIIE
HaJUTHIIIKOBOTO CIIO’KMBAHHS MPOJIYKTIB Ta HAMOIB 13 BEIMKMM BMICTOM THpaMiHy (a caMme 3puInx
CUPIB, APDKIHKOBUX EKCTPAKTIB, HEAUCTHIIHOBAHUX AJKOTOJIBHUX HAIoOiB Ta (epMEHTOBAHUX
MPOAYKTIB 13 COEBUX 0001B, TAKUX SIK COEBUN COYC).

IIpenapaty, siki MeTa00JI3YIOThCS 38 JONIOMOT 00 iutoxpomy P450.

Jlinezoniag He € iHAykropoMm mutoxpomy P450 (CYP450). Kpim Ttoro, miHe3omiax He iHTiOye
aKTUBHICTH KJIHIYHO 3Hauymux i30dopm CYP (manpuxman 1A2, 2C9, 2C19, 2D6, 2E1, 3A4) y
monuHA. ToMy HE OYIKYeThbCsS BIUIMBY JIIHE30Jiy Ha (PapMaKOKIHETHKY IHIIHX JIKaApPChKUX
3aco0iB, K1 METa0OJI3yIOThHCS IIMMHA OCHOBHUMHU (DEpMEHTaMH.

Pudamminun.

Brume pudamminuay Ha ¢dapMakOKIHETHKY JIIHE30J1Iy BHUBYAIM y 16 310pOBUX JOPOCIHX
JTOOPOBOJIBIIIB YOJOBIUOT CTaTi, SKUM BBOAWIM JiHe30mdia (600 mr nBiui Ha n00y MPOTArOM
2,5 nobwu), y xombinanii 3 pudamminuaom (600 mr 1 pa3 Ha noOy mpotsaroMm 8 AHIB) Ta 0e3.
Pudamminuu 3HmwkyBaB nmokasHukn Cmax Ta AUC nine3onigay B cepenabomy Ha 21 % (90 % I
15, 27) ta 'y cepenabomy Ha 32 % (90 % JII 27, 37) BianmosigHo. MexaHi3M Takoi B3aeMo1ii Ta 1i
KJIHIYHE 3HAYEHHS HEBIIOMI.

BapdapuH.

IIpu nomaBanHi BapdapuHy 0 KypCcy JIIKYBaHHS JIHE30JiIOM Yy pIBHOBa)XHOMY CTaHl
CIOCTEepIraii 3HWKEHHS CepeJHbOI0 MAaKCHMAaJbHOTO MDKHAPOJHOIO HOPMalli30BaHOTO
BigHomeHnHs (MHB) npu oanodacHomy 3acrocyBanHi Ha 10 %, mpu msomy AUC MHB
3HWXKYBanack Ha 5 %. JlaHMX Mpo MAali€eHTIB, SKi OJHOYACHO OTPUMYBAJIM Bap(apuH Ta
JIIHE30JI1/1, HEAOCTAaTHLO IS OLIHKH KIIIHIYHOIO 3HAYEHHS.

AHTHOIOTHKH.

Asmpeonam. ®apmMakoKiHeTHKa JIIHE30J1i1y a00 a3TpeoHamMy He 3MIHIOETHCS MPU OJHOYACHOMY
3aCTOCYBaHHI IIUX Mpenaparis.

T'enmamiyun. DapMakoOKiHETHKA JIiHE30Jily a00 TeHTaMIlMHY HE 3MIHIOEThCS TpU
OJIHOYaCHOMY 3aCTOCYBaHHI IIUX IIpenaparis.




JlocnipkenHs in Vitro mpoJJeMOHCTPYBaJIM aUTUBHICTh 200 1HAMPEPSHTHICTh MK JIHE30JI1I0M
Ta BaHKOMIIIUHOM, TEHTaMIIIMHOM, pUGMAMITIIITHOM, IMITEHEMOM/IIUIACTATHHOM, a3TPEOHAMOM,
aAMIIIIIIHOM, CTPEITOMIITUHOM.

AHTHOKCH/IAHTH.

[Tpu ogHOYAaCHOMY 3acTOCyBaHHI mpemnapary 3 BitaminoMm C abo BitaminoMm E kopuryBanss 1031
JIHE30JIITy HE PEKOMEHTy€EThCSI.

Ocobnueocmi 3acmocyans.

Mienocynpecis.

[loBimomsisiii  TPO BUHUKHEHHS Mienocymnpecii (BKIIOYHO 3 aHEMI€lo, JICHKOMEHIETO,
MAHIUTOIIECHIEIO Ta TPOMOOIIMTOIIEHIEI0) Y MAIIIEHTIB, SIKI MpUMatoTh JiHe30diA. [licns BiaAMIHU
JIHE30J1ily TOKAa3HUKU 3MIHEHUX [lapaMeTpiB KpOBlI [OBEpTalIMCAd O 3HaueHb, Kl
criocTepiraiucs 10 MoYaTKy JIKyBaHHS. IMOBIPHO, pU3HK PO3BUTKY LIUX €(EKTIB MOB’S3aHUN 13
TPUBAJICTIO JIIKYBaHHS. Y TAIlIEHTIB JIITHROTO BIKY 3aCTOCYBaHHS JIIHE30JIIy MOXeE
CYIIPOBOJIKYBATUCS OUTbIII BUCOKMM PU3MKOM BUHUKHEHHS MATOJIOTTYHUX 3MIH KPOB1 MOPIBHSHO
3 TAKUM Y MOJIOJIIITNX TMAIIEHTIB. Y TAII€HTIB 13 TSYKKOI HUPKOBOIO HEIOCTATHICTIO (HE3aJIEKHO
BiJl TOTO, YM MPOXOJAATH BOHU MPOIENYypH Alali3y) MOKJIHMBE MIIBULICHHS YaCTOTH PO3BUTKY
TpoMOo1mToneHii. TakuM YnHOM, peTeIbHUI MOHITOPUHT (GOPMYIH KPOB1 HEOOXITHUHN Y TaKUX
rpynax TMali€HTIB: TAallleHTH 3 YKe ICHYIOYOI0 aHEeMI€lo, TIpaHyJIOLUTOIEeHIEl0 abo
TPOMOOIMTONIEHI€I0; TAIIEHTH, K1 OTPUMYIOTh CYMYTHI IperapaTH, 3[aTH1 3HI)KYBaTH DIBHI
reMorjio0iHy, 3MEHIIYBaTU KUIbKICTh (DOPMEHUX €JIEMEHTIB KpoBi a00 HEraTMBHO BIUIMBATH Ha
KUTBKICTh 4M (DYHKIIOHAJIbHY aKTUBHICTh TPOMOOIMTIB; MAIIEHTH 3 TSHKKOIO (GOPMOIO HUPKOBOT
HEJIOCTAaTHOCTI; TAIliEHTH, Kypc JiKyBaHHs skux TpuBae Oinbmie 10-14 nHiB. 3actocoByBaTh
JIHE30JI1] IS JIIKYBaHHS TaKUX TAIli€EHTIB 0akaHO JIMIIE Y MOEAHAHH] 3 PETEIbHUM KOHTPOJIEM
PIBHSI TeMOTJIO0IHY, 3arajbHOTO aHaJII3y KPOBI Ta, SIKIO MOYKJIUBO, KUTBKOCTI TPOMOOITUTIB.
SAxmo mixg yac JIIKyBaHHsS JIIHE30J1JIOM DPO3BUBAETHCA 3HAYHA MIEJIOCYIPECis, JIIKYBaHHS
HEOOXIIHO MPUNUHUTH. BUHATKOM € BHNAgKW, KOJM MPOJOBKEHHS JIKyBaHHS BH3HAHE
a0COJIIOTHO HEOOXIMHUM. Y TaKWX CHUTYaIisIX MOTPIOHO TMPOBOJIUTH PETEIHHUN MOHITOPUHT
MMOKA3HUKIB 3arajlbHOTO aHaIi3y KpPOBI Ta BIPOBA/PKYBATH BIMOBIIHI CTPATETii JTIKYBaHHS.

Kpim TOro, peKOMEHI0BaHO HIOTHXKHS MPOBOJUTH MOHITOPUHI MOKA3HUKIB 3arajbHOTO aHalli3y
KpoBi (BKJIFOYHO 3 BH3HAYCHHSIM PIBHIB TeMOIIIOOIHY, KUIBKOCTI TPOMOOIMTIB, 3arajibHOi
KUTBKOCT1 JIEHKOIMTIB Ta PO3TOPHYTOI JEHKOIMTAPHOI (GOPMYIIH) Yy MAIIEHTIB, SKI MPOXOAThH
JIIKYBaHHS JIIHE30JT1I0M, HE3aJICXKHO BiJI MOYATKOBHUX MTOKAa3HUKIB aHAII3Y KPOBI.

Y rpymi mamieHTiB, SKi OTPUMYBAIM JIHE30Jia TpOTAromM Oinbine 28 naHiB (MakcHMalbHA
pEKOMEH/I0BaHA TPUBAJICTh JIIKYBaHHS), CHOCTEpIrajgd MiABUIICHHS YaCTOTH BUHHUKHEHHS
cepiio3Hoi aHemii. Taki marieHTH 4acrime moTpeOyBaau mepeauBaHHS KpoBi. IIpo Bumamku
aHeMii 3 moTpeOoI0 y TepeMBaHHI KPOBi TAaKOXK MOBIAOMIISIIA Y TTOCTMApPKETHHTOBOMY ITEPIOJi.
Taka aHeMmis yacTille BHHHMKaJa y MAIlIEHTIB, SKI OTPUMYBAIM JIIHE30JiJ MPOTATOM OlIbIe
28 nuiB.

Tako)X MOBIIOMJISAIM TPO BUNAAKK cuaepoOsiacTHoi aHemii. Cepen BHMAAKiB, JJs SKHX OYB
BIZIOMHUH Yac MOYaTKy JIIKyBaHHs, OUTbIIICTh NAlliEHTIB OTPUMYBaJa JIIHE30J1i/] IPOTArOM OulbIie
28 nuiB. Ilicns mpUNMHEHHS 3aCTOCYBAaHHS JIIHE30Jily OUIBLIICTh MAalli€HTIB MOBHICTIO abo
YaCTKOBO O/y’KYBaJIl BHACIIIOK MPOBEIEHHs JIIKyBaHHS aHeMii a00 HaBiTh 0e3 JiKyBaHHS.
JucbanaHc MOKa3HUKIB JETATBLHOCTI Y KIIHIYHOMY JIOCJII/DKEHHI 3 YYacTIO MAIliEHTIB i3 KaTeTep-
acolifoBaHUMHU _ iHGEKIIIMH _ CHCTEMHU  KPOBOOOITY, CHOPUYMHEHHUMHU TPAMIIO3UTUBHUMU
30yIHUKAMH:

y X0l BIJKPUTOTO JOCTIDKEHHS 3 YYacTIO MaIllEHTIB i3 CEpHO3HMMHU BHYTPIIIHbOCYAMHHUMU
IHQEKIISIMA, CIPUYMHEHUMH BUKOPUCTAHHSAM KaTeTepiB, CIIOCTEPIrajy 3pOCTaHHS JIETATIbHOCTI
y TpyIi NAali€HTiB, SKUM 3aCTOCOBYBAJIM JIHE30JiJ, TMOPIBHAHO 3 TpynamMH JIiKyBaHHS
BaHKOMIMHOM/ TUKJIOKcalmniHoM/okcariiiHoM (78 3 363 (21,5 %) npotu 58 3 363 (16,0 %)).




OcHoBHUM (aKTOPOM BIUIUBY HA TOKA3HUK JIETAJbHOCTI OyJa HAsSBHICTh T'PAMIIO3UTUBHOT
iH(eKIIii Ha TOYaTKOBOMY PiBHI.

[Toka3HUKK  JIETANBHOCTI y  MAI[iEHTIB 3  IHQEKIiIMH, COPUYMHEHUMH  BHHSATKOBO
IPaMIIO3UTUBHUMHU OpraHisMamu, Oynu cxoxi (mepeBakne cmiBBimHOmIeHHs 0,96; 95 %
nopipumii iHTepBan: 0,58—1,59), anme y rpymi JIIKYBaHHS JIIHE30JIIOM 4YacTOTa JIETAaTbHHUX
BUMAAKIB Oyna 3HayHo Bumoio (p=0,0162) y mamieHTiB i3 Oyab-IKUM OJATKOBHM 30YTHHKOM
a00 BiACYTHICTIO 30y/HUKIB Ha IMOYaTKOBOMY piBHI (mepeBakHe criBBimHOmEHHS 2,48; 95 %
noBipuuii iHTepBan: 1,38-4,46). HaiiOinpmmii qucOanaHc criocTepiraBes IiJ 4ac JiKyBaHHS Ta
OpOTATOM 7 JHIB i3 MOMEHTY BIIMIHU JTOCIIIDKYBAaHOTO Ipernapary. Y OUIBIIOCTI MaIi€HTiB y
Tpymi JIKyBaHHS JIIHE30JIJJOM BHUSBWIM I'paMHETaTHBHI 1H(EKUil MpOTIroM MOCITIHKEHHS, I
MAalEHTH TOMEpNIX BiJ I1H(QEKUIH, CIPUYMHEHUX TIpamMHEraTUBHUMHU 30yJHUKaMHU, Ta BiJ
MOJIMIKpOOHUX 1H(eKiH. TakuM YMHOM, MPU YCKIaJAHEHUX IHPEKIIAX MWKIPH Ta M SIKUX TKaHUH
y TAIIE€HTIB 31 BCTAHOBJIEHOIO a00 TMIJO3PIOBAHOI0 CYMYTHBOK I1H(EKIIIEI, CIPUIYUHEHOIO
IrpaMHEraTUBHUMHM 30yJHUKAMU, JTIHE30JI1]] CJI1JI 3aCTOCOBYBATH JIMIIE Y pa3i BIACYTHOCTI IHIIUX
BapiaHTIB JIIKyBaHHA (quB. po3all «I[lokazanHs»). 3a Takux 00CTaBUH HEOOX1THO PO3MOYMHATH
napasnenbHe JIKyBaHHs TpaMHEraTUBHOT 1H(DeKIii.

liapes ma konim, nog’a3aui i3 3acMoCy8aHHAM AHMUOIOMUKIE.

[Ipu 3acrocyBaHHI Maiie BCIX aHTHOIOTHKIB, BKIIOYHO 3 JIIHE30JIJIOM, TIOBIOMIISUTH IIPO
BUHHUKHEHHsSI Jiapei Ta KOJITy, IOB’S3aHMX 13 3aCTOCYBaHHSM aHTHOIOTHKIB, BKJIIOYHO 3
nceBIoMeMOpaHo3HUM Kojitom Ta moB’si3anoro 3 Clostridium difficile nmiapeero (CDAD),
TSKKICTh TPOSIBIB SIKMX MOXKE BapllOBaTH BiJ MOMIPHOI Jiapei A0 KOJITY 3 JeTaJbHUM
HaciigkoM. TakuM YMHOM, Ba)KJIMBO BPAXOBYBAaTH MOXJIMBICTh L[BOTO JIarHo3y y MaIli€HTIB, y
SIKUX 1] 9ac abo Imicist 3aCTOCYBAaHHS JIHE30I1Iy pO3BHBAEThCS miapest. [Ipyn HassBHOCTI mimo3pu
Ha Jiapero 4u KOJIT, MOB’SI3aHMM 13 3aCTOCYBAaHHSM aHTHOIOTHKIB, a00 MATBEPHKCHHS I[HOTO
JiarHo3y HEOOXIIHO NPHUIMHUTH TOTOYHE JIKYBaHHS aHTHOAKTEpIaIbHUMH TperaparaMmu
(BKJIFOYHO 3 JIIHE30JI1I0M) Ta HEralfHO pO3MOYaTH BIAMOBIIHI TEpaNeBTHYHI 3aX0U. Y TaKUX
CUTYaIIISIX MPOTUIIOKA3aHE 3aCTOCYBAHHSI MPETAPATIB, AKI IPUTHIYYIOTh IEPUCTAIBTHKY.
Jlakmoauuoos.

[Ipu 3acTocyBaHH1 JiHE30JIITy MOBIIOMIISIIN PO PO3BHUTOK JIAKTOAM103Yy. IlamienTn, y SsKux min
Yyac 3aCTOCYBAaHHS JIIHE30JIIly BHHHKAIOTh CHUMITOMHU Ta MPOSIBU META0OJIYHOTO anuio3y,
BKJIFOYHO 3 PEIHMIMBYIOUOI HYIOTOH abo OroBaHHAM, OUTh Yy JKMBOTI, HU3BKUH PIBEHB
OikapOoHaTiB a00 TIMEePBEHTUJIALIIO, TOBUHHI HETAHHO 3BEPHYTHUCS 3a MEIUYHOIO JIOTIOMOTOIO.
Y pa3i pO3BUTKY JAKTOAIMA03y HEOOXITHO 3BAXKUTH KOPUCTh MOJAJBIIOTO JIKYBaHHS
JIIHE30J1I/I0OM Ta MOTEHIIIHHI PU3HKH.

Jlucgynxyis mimoxouopii.

JliHe30/11 MPUTHIYYE MITOXOHApPIAIbHUK CHHTE3 OUIKiB. Y pe3ynbTaTi IbOT0 MPUTHIYCHHS
MOXYTh PO3BUBAaTHUCS TakKi IOOIUHI peakIii sSK JaKToanuao3, aHeMis Ta HeWpomaTis
(mepudepruna Ta 30poBoro Hepsa). L{i sBuIIa OUIBII MOMKUPEHI IPH 3aCTOCYBaHHI Mpernapary
MpOTATOM OuIbIle 28 JTHIB.

Cepomoninosuti CUHOPOM.

Hanxoaunm cnoHTaHHI MOBIAOMIIEHHS PO PO3BUTOK CEPOTOHIHOBOTO CHHAPOMY, IOB’SI3aHOTO 3
OJIHOYaCHHUM 3aCTOCYBaHHSIM JIIHE30JIiAy Ta CEpPOTOHIHEPriYHMX NpenapaTiB, BKIOYHO 3
antugenpecantamu (takumu sk CI33C). Tomy oJHOuacHe 3acTOCyBaHHS JIIHE30Jily Ta
CEepOTOHIHEPrIYHUX Mpenaparis NpoTurokasate (quB. po3aul «IIpoTunokaszaHHs»), 32 BAHATKOM
BUIAJKIB, KOJM 3aCTOCYBaHHS SK JIIHE30JIiAy, TaK 1 OJHOYacHE 3 HHUM 3aCTOCYBaHHS
CEpOTOHIHEPriYHUX TMIpernapariB Ma€ BHpIlIadbHEe 3HAYEHHA. Y TaKUX BHIAJKaX IMalli€eHT
MOBHHEH TIepe0yBaTH IiJ NHJIBHUM CIOCTEPEKEHHSAM 13 METOI0 BHSBIECHHS CHUMITOMIB
CEpOTOHIHOBOTO CHHJPOMY, TaKHUX $K TIOPYIIEHHS KOTHITUBHOI (YHKIi, Tinepmipexcis,
rineppeduekcis Ta MopymeHHs KoopauHauii pyxiB. Y pa3i BAHUKHEHHS TaKMX CUMIITOMIB JIiKap



MOBHHEH PpO3TJSHYTH MOXJIHMBICT BIAMIHM TOro 4u iHmoro mpemnapary. Ilicias BinmiHu
CEpOTOHIHEPTIYHOTO MpenapaTy MOXKJIMBE BAHUKHEHHSI CUMIITOMIB BiJIMiHH.

Ilomenyitini 63aemo0ii, Wo CNPUUUHAIOMb NIOBUWEHHS APMEPIATbHO20 MUCKY.

3a BUHATKOM BUIIAJKIB, KOJM MOJJIMBE CIIOCTEPE)KEHHS 3a Malli€HTaMHU CTOCOBHO IMOBIpHOTO
MiIBUIEHHS ~ apTepialbHOTO  TUCKY, JIHE30JiJA HE CiJ TNpU3HAYaTH MallieHTaM i3
HEKOHTPOJBOBAHOIO apTepialibHOI0 TINepTeH3i€I0, (EOXPOMOIMTOMOI, THPEOTOKCHKO30M
Ta/abo CymyTHIM NPUHAOMOM TaKMX THUMIB JIKAapChKUX 3aco0iB, fK: TpsAMI Ta HENpsAMi
CHUMITATOMIMETHKH (HAampHuKiIa] TmceBaoedenpuH), Ba3zompecopu (HANpUKIan —eniHepuH,
HopemiHedpuH), odaMinepriddi 3acodu (Hanpukiaa qodamin, 100yTaMiH).

Ilepughepuuna neviponamis ma Hetiponamis 30p08020 Hepaa.

[ToBimoMisIM Tpo PO3BUTOK NepU(epuuHOi HEHpomaTii, a TaKOXK HeHpomnaTii 30pOBOr0 HEPBA,
sKa 1HOJI1 MporpecyBaja 0 BTPAaTH 30pY, Y MAllI€HTIB, SK1 OTPUMYBAJIN JIIKYBaHHS JIIHE30JI1IOM.
Taxi MoBITOMJIEHHSI HAcaMIIepe/l CTOCYBAJINCS MAIIEHTIB, SIKI OTPUMYBAJIM JIKYBaHHS MPOTITOM
Oinpie 28 nHIB (MakcHUMabHa PEKOMEHIOBaHA TPUBAIICTH JIIKYBaHHS).

VYciMm mairieHTaM HeoOX1HO TOBIIOMIISATH JIIKAps MPO BUHUKHEHHSI CAMIITOMIB TIOPYIICHHS 30DY,
TaKUX SIK 3MIHM TOCTPOTH 30pY, 3MIHH KOJIbOPOBOTO CIPHHHSATTS, HEUITKICTH 30py abo
BUIIQIaHHSI YaCTHHU TOJIS 30py. Y TMOMIOHMX BHITaJKaX PEKOMEHJIOBAaHO TEPMIHOBO IPOBECTH
OTJISI]] 13 HAMPABIICHHSIM JI0 0(pTambMOJIora, KO0 HE0OXIqHO. SIKIIO MalieHT MpuitMae JIHEe30T11
MPOTATOM OUTBIIIE PEKOMEHIOBaHKUX 28 JIHIB, HEOOX1THO PErYIISIPHO TIEPEBIPSITH 3ip.

V pa3i po3BuTKY nepudepudHoi HelponaTii abo HelpomnaTii 30poBOro HepBa HEOOX1THO 3BAKUTH
KOPHUCTB MOAAJIBIIOTO JIIKYBaHHS JIHE30JI1I0M Ta MOTEHITIIHI PHU3UKH.

MosxnuBe 3pOCTaHHS PHU3UKIB PO3BUTKY HeHpomnaTiii Mpu 3acTOCYBaHHI JIIHE3OJIAY JUIs
JIKYBaHHS  TAI€HTIB, SKI  OTPUMYIOTh a00  HEHOJaBHO  OTPUMYBAIM  TEpAIiio
aHTHUOAKTEplaTbHUMU TIpenapaTaMu s JIKyBaHHS TyOepKYIbO3Yy.

Cyoomu.

[ToBimommsimM TIpO BUMAAKU CYAOM Yy TMAIIEHTIB, SKi OTPUMYBAId TEpamilo JIHE30JiaoM. Y
OUTBIIIOCTI BUIAJIKIB TTOBIOMJISUIH TIPO TaKui (aKTOp PU3UKY SK CyJIOMHU B aHaMHe31. [larieHTam
HEOOX1THO TTOBIAOMIISATH JIIKAPIB, SAKIIO Y HUX PaHiIlle BUHUKAIH CYJOMH.

Ineibimopu monoaminokcuoasu.

Jline30m11 € HECeNeKTUBHUM 1HT10iTopoM MoHoamiHokcuaazu (MAOQO) 3BoportHoi aii. [IpoTte B
703aX, SIK1 3aCTOCOBYIOTh Ul aHTHOAaKTepialbHOI Teparii, BIH He MPOSIBJILE€ aHTHICIPECUBHOIO
edekty. Y XoAl IOCHIIKEHb B3a€MOJIl JIIKAPChKUX TNIpernapariB Ta JIOCTIHKEHb OC3IeKH
JIIHE30J1iy OyJIO OTPUMAaHO Jy)Xe OOMEKEHY KUIBKICTh JaHUX MPO 3aCTOCYBAHHS JIIHE30JIITY IS
JIKYBaHHS TAI[IEHTIB 3 OCHOBHHMH 3aXBOPIOBAHHSAMH Ta/ab0 CyMyTHIM JIIKYBaHHSIM
npernapaTamMy, MpU SKAX BUHHUKAIOTh MEBHI PU3MKK BHAcHinok npurHiueHHs MAO. Tomy
3aCTOCYBaHHS JIIHE3011y 32 TAKMX 00CTaBHH HE PEKOMEHOBAHE, AKIIO HEMOXJIUBO MPOBOIUTH
peTeNbHUN HAris] Ta MOHITOPUHT cTaHy mnamieHta (auB. po3faimn «lIpoTumokazaHHsS» 1
«B3aeMoist 3 IHIIUMH JIIKAPCHKUMHU 3aC00aMHM Ta HII BUIAM B3aEMO/IIN).

3acmocysanns y NOEOHAHHI 3 HACUYEHUMU MUPAMIHOM NPOOYKMAMU.

[TamienTaM cmii PEKOMEHIYBaTH YHHKATH CIIOKHMBAHHS BEJIMKOI KUIBKOCTI IPOJYKTIB,
30arayeHux TUpaMiHOM (IUB. po3nul «B3aemofis 3 IHIIMMH JIIKapChbKMMM 3aco0aMu Ta iHIII
BHJIA B3aEMOJIINY).

l'inoznixemis.

[ToBiomiIeHHs, OTpUMaHI y MICJIIpeecTpalifHOMY Mepio/ii, CBIAYaTh MPO BUIAJKA BUHUKHEHHS
CUMIITOMATUYHOT TIMOTJIIKeMil pU 3aCTOCYBaHHI JiHE30Jily, HECEIIeKTUBHOTO 1HribiTopa MAO
3BOPOTHOI Jii, y MaIli€HTIB 13 IIYKPOBUM Jia0eToM, SiKi MpUHMaroTh 1HCYJiH a0o mepopaibHi
rinoraikemiuni npenapatu. [Ipuiiom neskux iHridiTopis MAO noB’sa3aHui 13 TNOTIIKEMIYHUMU
emi30/laMHi y XBOPHX Ha I[yKpOBUH Jia0eT, sIKi OTPUMYIOTh IHCYJIIH ab0 TiNOTrIiKeMidHi 3aco0u.



Xo4a IPUYMHHUHN 3B’SI30K MDK JIIHE30JIIIOM 1 TiMOTTIKEMI€0 HE BCTAHOBJICHUH, MALEHTIB i3
IYKPOBUM J1ia0eTOM CIiJ TMomepekaTh Mpo MOTEHIIHHY TIMOINIIKEMIYHY pPeaklilo IiJ dac
3aCTOCYBaHHS JIIHE30JIIy.

VY pa3i BUHUKHEHHS TiMOTJIIKeMii MOK€ BUHUKHYTH HEOOXIHICTh y 3MEHILIEHHI 103U IHCYIIHY
a00 TMepopajbHOro TiMOMIIKEMIYHOTO 3ac00y YW TPUIHMHEHHI 3aCTOCYBaHHS NEPOPATBHOTO
TIMOTTIKEMIYHOTO 3ac00y, IHCYIIIHY a00 JIIHE30Iiy.

Cynepingexyis.

Hemae nanux mpo BIUIMB JTiHE30JIy HAa HOPMAJIbHY MiKpoduiopy. 3acTOCYyBaHHsS aHTHOIOTHKIB
1HOJII MOK€E MTPU3BOJUTH 0 HAAMIPHOTO POCTY HEUYTJIMBUX opraHi3miB. Hanpuknan, npubau3Ho
y 3% mamieHTiB, SKi OTPUMYBAIM JIHE30JiJ] y PEKOMEHIOBAaHHUX 033X, CIIOCTEpiraim
BUHUKHEHHS KaHIUAO3Yy, IOB’S3aHOTO i3 3aCTOCYBAaHHIM IIperapary. Y pa3i BUHUKHEHHS
cynepiHgeKkuii M yac JIKyBaHHS CJi B)KUBATH BIAMOBIIHUX 3aXO/IB.

Ocobaugi epynu nayienmis.

3acTOCOBYBATH JIIHE30JII JIsl JIIKYBAHHS MAIIEHTIB 13 TSKKOK HUPKOBOIO HEIOCTATHICTIO CIIT 3
00€EpEeKHICTIO Ta JIMIIE Y CUTYyaI[Is1X, KOJIU OYIKyBaHa KOPUCTH € OUIBIIOI0 32 TEOPETUUHUMN PUZHK
(muB. po3aut «Crocid 3acTOCYBaHHS Ta A03W»).

3acTOoCOBYBAaTH JIIHE3OJI I JIIKYBaHHS TMAIlIEHTIB 13 TSHKKOK TEYIHKOBOIO HEIOCTATHICTIO
PEKOMEHI0BAHO JIMIIIE Y CUTYAIisIX, KOJIM OUIKyBaHA KOPUCTh € OUIBIIO0 33 TEOPETUYHUHN PUZHK
(muB. po3ain «Crocib 3acToCyBaHHSI Ta I031»).

Cmamep.

Hemae HeoOXiTHOCTI B KOPEKIIii 103U MpernapaTy 3aJIe)KHO BiJl CTAT1 MaIli€eHTa.

Topywenus ¢hepmunvroi ¢hynxyii.

€ nani moa0 0O0OPOTHOTO 3HIKEHHS (EPTHILHOCTI W IHIYKOBAHOI aHOMAaJIbHOI MopdoJorii
CIEepPMaTO30i/iB y JOPOCIUX CaMIIIB IIYpIB MPH PIBHI €KCHO3MUIIII JIHE30JIay, 0 MPUOIU3HO
JOPIBHIOE OYIKYBAaHOMY Y JIFOJIUHH.

[Tpo MOXIMBICTH BIUIUBY JIIHE30I11y HA PEMPOIYKTUBHY (YHKIIIIO YOJOBIKIB HEBIZIOMO.
Tpusanicme 3acmocysanHs.

besrneka Ta epeKTUBHICTH JIIHE30TIIy TP 3aCTOCYBaHHI HOTO MPOTITOM OUTBII HDK 28 THIB HE
BCTaHOBJICHI.

Oxpemi 3ax680prO8aHHL.

Hemae pnocBimy 3acTtocyBaHHS JIIHE30JIiMy I JIIKYBaHHS TAII€HTIB 13 MPOJICKHAMH abo
IMIEMIYHUMHU  YPOKCHHSIMH, TSKKMMH OIIIKAMM YHM TaHIPeHOow. BiamoBimHO, J0CBiA
3aCTOCYBaHHS JIIHE30JIITy JUIS JIIKyBAaHHS TaKUX CTaHIB OOMEKCHHIA.

Tlossa baxmepiil, pe3ucmenmHuux 00 AiKAPCbKO20 3aco0y.

MasnoiiMoBIpHO, 110 MPU3HAYECHHS JIIHE30I1y B pa3i BIICYTHOCTI AiarHOCTOBAaHO1 OakTepiaabHOT
iHbekuii abo 3 NMpoQLIAKTUYHOI METOI IMPHUHECE IIKOAY MAllieHTOBI a00 30UIBIIUTH PU3HK
MOsIBU OaKTepiil, pe3UCTEeHTHUX JI0 JIKapChbKOTO 3aco0y.

3acmocysanns y nepioo eazimnocmi abo 200y8anHs 2pyoor.

BariTHICTb.

Jlani 1040 3acTOCYBaHHA JIIHE301y BariTHUMH >KIHKaMu oOMexeHi. Pe3ynbTaTu AocChimKeHb
Ha TBapHUHAX MPOJEMOHCTPYBAIU HAsBHICTh PEMPOTYKTUBHOI TOKCUYHOCTI. IcCHYe mOTeHIiHHUH
pusuk ays mouny. Jlaen® He ci1i 3acTOCOBYBaTH y TEpioJ BAaTiTHOCTI, OKPIM BUMAJIKiB, KOJIH
OUiKyBaHa KOPUCTH MEPEBUIILYyE TOTCHIIHHUN PU3HK.

TonyBaHHs TPYIUTIO.

Pesynbpratu nmocnmimkeHb Ha TBapUHAX IMOKA3alu, IO JIHE30JI Ta HOTo MeTaboliTH MOXYTh
MPOHUKATU B TpyaHe MoJoko. OTxke, il MPUITMHUTH TOMYBaHHS TPYUIIO MPOTATOM JIKYBaHHS
MpemapaTom.

DepTUILHICTD.

VY mociimkeHHsIX Ha TBApUHAX OTPUMAHO JaHi 00 3HIKEHHS (DepTHILHOCTI MTPH 3aCTOCYBaHHI
THE30 Y.




30amnicmo enaueamu Ha WEUOKICMb peakyii npu Kepy8aHHi A8MOmpancnopmom abo iHuumu
MexanizmMamu.

HeoOximHO momepemkaT TAI€HTIB MPO MOXKJIMBICTH PO3BUTKY 3amaMOpOYeHHsS abo
CUMITOMIB TOpymieHHsT 30py (mmB. po3ain «OcobmuBocti 3actocyBaHHsS» Ta «I[loOiuHi
peakiii») mig yac npuidoMy JIHE30Jiy Ta peKOMEHIyBaTh IM HE KepyBaTH aBTOMOOLIEM Ta HE
MPALOBATH 3 IHIIMMH MEXaHi3MaMH Yy pa3i BHHUKHEHHS Ha3BaHUX CHMIITOMIB.

Cnoci6 3acmocysannsa ma 0o3u.

Jlaesn® npusHayaty 2 pasu Ha 106y MEpPOPANTBHO HE3ATIEKHO Bifl IPUIOMY TKi.

TpuBanicTh JIKYBaHHS 3aJI€KUTh BT 30yJHUKA, JOKATI3aIlii Ta TSKKOCTI 1H(EKIIi, a TaKOX BiJl
KIJIHIYHOTO €(EeKTy Tepartii.

Pexomenpanii moa0 TpUBAIOCTI JIIKYBaHHS, K1 HaBEIEHO HMX4e, OyJIM 3aCTOCOBaHi y KIIHIYHHX
nociipkeHHsax. s neskux BUIIB iH(EKuid Moxke OyTH JOpedHa KOpOTIIa TPUBAIICTH JIIKYBAaHHS,
aJie 11e He OYI10 OIIHEeHO Y KIIHIYHUX TOCIIKEHHSIX.

MaxkcumanbHa TpUBAJICTh JIIKyBaHHS CTaHOBUTh 28 nHIB. besneka Ta e(EeKTUBHICTh
3aCTOCYBaHHS JIIHE30JIiy JOBIIe 28 JHIB HE OYJIM BCTAHOBJICHI.

He noTpibHe minBUIlIEHHS pEKOMEHI0OBAaHUX 103 00 TPUBAJIOCTI JIKYBaHHS y pa3i iHGEKIH, sIKi
CYIIPOBOJIKYIOTHCSL OAKTEPIEMIETO.

Pexomenpanii mo0 103yBaHHS BiAIMOBIIHO IO TTOKa3aHb HABEJACHO B TAOJHNIII HIDKYE.

Jo3za PexomenmoBana
Tokasams .Z[opocpi Ta ,Z[iTI/I. 'TpI/IBaJ'IiCTB‘
BiKOM BiJ 12 pokiB JiKyBaHHS (1110
MTOCIILTb )

Ho3oxoMianbHa THEBMOHIS 600 Mr koxHi 12 10-14
HerocmitanpHa MHEBMOHIS, TOJIUH
BKJIIOYA04YH (OPMHU, 1110
CYIMPOBOIKYIOThCS
OaKTepieEMIEI0
VYcknagaeni iHdekIii mkipu ta
1l CTpYKTYp
Pe3ucTenTHI 10 BAHKOMIITUHY 600 mr xoxHi1 14-28
1HpeKIii, CIpUYrHEeH1 12 roauu
Enterococcus faecium,
BKJIFOYa04Yu (OPMHU, 1110
CYIIPOBOJIKYIOTHCS
OakTepieMiero
Heycxnanneni indexuii mkipu | Jopocini: 400 mr 10-14
Ta il CTPYKTYp KoxHi 12 ronun™®

Jlitn BIKOM Bif

12 pokis: 600 mr

KOXHI1 12 roanu

*3acToCOBYBATH JITHE30JI1/1 B IHIIIH JIIKapChKiil popMi 3 MOKIMBICTIO BIATIOBIAHOTO J103yBaHHS.
[TamienTH, NiKyBaHHS KX OYyJ0 po3MOYaTo 3 MPU3HAYEHHS JIHE30J1y JUIl BHYTPIIHHOBEHHUX
1H]Y31i, MOXKYyTh OyTH NEepeBeIeH] Ha JIKyBaHHsI JIIHE30JI110M /IS IEPOPATILHOTO 3aCTOCYBAHHS.
VY rtakomy pa3i migdip 103U HE MOTPIOEH, OCKUIbKM O10AO0CTYIHICTh JIIHE30JAy MpH MpUioMi
BHYTPIIIHBO cTaHOBUTH Maibxke 100 %.

MaxkcumanbHa 103a A7 JAOPOCIHUX 1 JiTei BikoMm Bim 12 pokiB HEe MOBHHHA TEPEBUIIYBATH
600 mr 2 pa3u Ha 100y.



THayiecumu nimuvoeo 6ixy. Hemae motpeOu B KOPEKIIii J03H.

Iayienmu 3 Hupkogorw Hedocmamuicmio. dapMakOKiHETHKa JIHE30Ji1y HE 3MIHIOETHCA Y
HAIeHTiB 13 OyJb-SIKUM CTYIIEHEM HHPKOBOI HEJOCTAaTHOCTI; MPOTE JIBa OCHOBHI METaboIIITH
JHE30JIly KyMYJIOIOTBhCS Y TAIi€HTIB 13 HHUPKOBOI HEIOCTATHICTIO 31 30UIBIICHHSIM iX
HAKOTIMYEHHSI Y MAIlI€HTIB 13 OUIBIINM CTYNEHEM TSDKKOCTI HUpKOBOI mucdynkiii. HezanexHno
BiJ (yHKII{ HUPOK JOCSATANMCs OJAHAKOBI KOHIICHTpALi JTIHE30Ji1y y I1a3Mi KpoBi, TOMY s
MAIIEATIB 13 HUPKOBOIO HEIOCTATHICTIO HE PEKOMEHAYEThCS TIPOBOJIUTH KOpeKIito o3u. [Ipore,
BpPaxoOBYIOUM BiJCYTHICTh iH(poOpMalii Npo KIHIYHY 3HAYYIIICTh HAKONHMYEHHS OCHOBHHX
MeTa0oJITIB, CIiI 3BAXUTH MpPH 3aCTOCYBaHHI JIHE30JIAy TMali€HTaM 13 HHUPKOBOIO
HE/IOCTATHICTIO 1 HASBHICTIO MOTEHIIMHUX pPHU3HMKIB HAKONMYEHHS TakuxX MeradomtiB. [
JIHE30J11], 1 IBa MEeTa0O0JIITH BUBOJATHCS 3a JOMOMOror remoiianizy. [Hdopmaris npo BIiauB
MEPUTOHEAIBHOTO a3y Ha (papMaKOKIHETHKY JIIHE30J111y BIACYTHA. OCKUIbKU uepe3 3 TOAUHU
IicJist BBeEHHs npenapary npubnusHo 30 % 1031 BUBOJAUTHCS MPOTATOM TPUTOJAUHHOTO CEaHCY
reMo/Iializy, mamieHTam, siki OTpUMYBAJIH TTOI0HE JIIKYBaHHS, JITHE301 CIIIT MpU3HAYATH TTICIIs
reMo/Iianizy.

Iayienmu 3 neuinkosor nedocmamuicmio. Hemae motpedu B xopekiii g03u. [Ipote ximiHIUHI
JaHl 3 [bOTO NHTAaHHA OOMEXKEHI, TOMY PEKOMEHAYETbCS 3aCTOCOBYBATH JIIHE30MI IIUM
MalieHTaM JIMIIe TOJl, KOJU OYiKyBaHa KOPHCTb BiJ JIIKyBaHHS IepeBa’kaTUME MOTEHLIHUI
pU3UK (IuB. po3au1 «PapMaKoIOTiyH1 BIacTUBOCTL. DapMaKOKIHETHKAY).

imu.

[Ipenapat y 1iit nikapcekiid Gopmi 3aCTOCOBYBATH JITSIM BIKOM Bif 12 pOKiB.

Ilepeoo3ysanns.

Crnenndiaaui aHTUAOT HEBITOMUM.

He Gyno 3apeecTpoBaHO BHITaIKIB TIEPEI03yBAHHS.

VY pa3i nepeno3yBaHHs MOKa3aHE CUMITOMATHYHE JIIKYBaHHS pa30oM 13 TIPOBEICHHSM 3aXOIIB
I0JI0 MIATPUMKH piBHS KIy0oukoBoi (inbrpamii. [Tpubnuzno 30 % npuitHaroi 103u mpemnapaTy
BUBOJUTHCS MPOTATOM 3 FOJMH IIJISXOM TeMojiaiidy, aje HeMae TaHUX I10J0 BUBEICHHS
JIHE30JIIly 3a JOMOMOTOI0 TEPUTOHEAThHOTO mdiamizy abo remorepdysii. J[Ba OCHOBHHX
MEeTa0OJIITH JITHE30JIiAy TaKOXK IMEBHOIO MIpOI0 BUBOISTHCS IIIIXOM T'€MO/Tialli3y.

Io6iuni peakuii.

3a3HaueHa iHGOpMaIlisS TPYHTYEThCS HA JAHWUX, OTPUMAHUX 13 KIHIYHHX JOCIIHKEHb, B SKHUX
JOPOCIIi MAlliEHTH OTPUMYBAIIU PEKOMEH/IOBaH1 103 JIIHE30JIi1y MPOTATroM nepioay a0 28 THiB.
Haityacrime noBimomismu mpo miapero (8,4 %), ronoBuuit Outb (6,5 %), nymoty (6,3 %) Ta
omroBanus (4,0 %).

HajiuacTimumu mOOGIYHMMH peakIlisiMu, PO SAKi MOBIMOMIISUIH 1 SKI MPU3BOJAWIN 10 BIIMIHU
npemnapaty, Oylu TOJOBHMI OuIb, miapes, HyfgoTa Ta OmtoBaHHs. [Ipubnuzno 3 % mnaiieHTiB
MPUIMHIIY JIIKYBaHHS Yepe3 PO3BUTOK 3yMOBJICHHUX MpPEnapaToM NOOIYHUX peaKIlii.

JlonaTkoBi MOOIYH1 peakiiii, Mpo sKi MOBIIOMIISIIHN ITIiCIsl BUXOy IpenapaTy Ha pUHOK, BKIIIOYEHI
70 TIepeliKy HIDKYE 13 3a3HaYeHHSM YacTOTH BHHUKHEHHS SIK «4acTOTa HEBIIOMAa», OCKUIBKH
4acTOTY BUHUKHEHHSI HE MOKHA BCTAHOBHTH 33 HASIBHUMU JIaHUMHU.

[ToOiuHi peaxiii, Tpo $Ki MOBIAOMIISUIM TPOTATOM JIIKYBaHHS, HAaBEJEHO HIDKYE 3a TaKOIO
knacudikaiiero yacToTu: ayxke 4acto (> 1/10); gacto (Bim > 1/100 mo < 1/10); HeuacTo (Bin
>1/1000 no < 1/100); pinko (Bim > 1/10000 mo < 1/1000); ayxke piako (< 1/10000); gacrora
HEeBiJJOMa — YaCTOTY HE MOKHA BCTAHOBUTH 32 HAsIBHUMU JIaHUMHU.

Inghexyii ma ingasii: 4acTo — KAaHIUAO3, OPAITBHUN KaHAMU03, BariHATbHUNA KaHIUA03, TPHOKOBI
iH}eKIil; HeyacTo — BariHIT; pPIIKO — AaHTUOIOTHKOACOLIHOBaHI KOJITH, BKIIOYAIOUU
MCEBOMEMOPAHO3HUI KOTIT™.



3 6oxy cucmemu Kposi ma aimgpamuunoi cucmemu: 9acTo — aHEMIis™f; HEYACTO — €03MHOQLITIs,
TeHKONeHIsT ™, HEUTPOIIeHIs,, TPOMOOIIUTOTICHIA™; PIIKO — MAHIMTOIECHIA™; YacToTa HEBiIOMa —
Mienocymnpecis®, cuaepobiaactHa anemis™.

3 6oky imyHHOT cucmemu. 9acTOTa HEBiTOMa — aHa(LIaAKCIs.

3 6oxy memabonizmy ma XxapuyeauwHs: HEYACTO — TINOHATPIEMIS; YacTOTa HEBioOMa —
JAKTOAUI03*.

Icuxiyni poznadu: 4acTo — 6€3COHHSI.

Hesponoeciuni poznadu: 9acto — TOJOBHHMA Oilb, TepBepcii cMaky (MeTaXiyHHi HpHUCMaK),
3allaMOpPOYECHHS; HEYacTO — TimecTe3is, mapecre3is, CyIOMU*; dYacToTa HEBiToMa —
CepOTOHIHOBUI cHHAPOM™*, mepudepudna Herponartis™®.

3 60Ky opeanis 30py: HEUACTO — MOTIPIICHHS 30PY, 3aTYMaHEHHs 30py*; piako — Ae(eKT mos
30py*; yacToTa HEBJIOMa — HEBPUT 30pOBOTO HEpBa*, 30poBa HeWpomaTis™, BTpara 30py*, 3MiHa
30pOBOTO BIAUYTTS ™, 3MIHA CIPUNHATTS KOJIbOPY™.

3 b6oky opeanie cayxy ma n1abipunmy: HEYacCTO — J3BIH y ByXax.

3 60Ky cepys.: HEHACTO — apUTMIs (Taxikapiis).

3 60Ky cyoun: 4acto — apTepialibHa TinepTeH3is; Heyacto — guedir, TpoMOodedit, TpaH3UTOpHA
lIeMiyHa araka.

3 00Ky WLIYHKOBO-KUWIKOB020 mMpaKkmy: 4YacTo — niapesi, HyJoTa, OJOBaHHS, JIOKAILHUH a0o
reHepani3oBaHuil OUTb y KUBOTI, 3aM0p, IUCHEINCIs; HEYaCTO — CYXICTh y POTI, TaCTPUT, 3TyTTS
KUBOTA, TJIOCUT, YacTl PIJKI BUIIOPOXKHEHHS, MaHKPEaTHT, CTOMATHUT, po3iaau abo 3MiHa
KOJIbOPY SI3MKa; PIIKO — 3HEOapBIICHHS OBEPXHI 3y0iB.

3 6oy eenamobiniapnoi cucmemu.: 4acTO — BIIXWIJICHHS B1J HOPM MOKa3HUKIB (YHKIIIOHATbHUX
neuiHkoBux mpo0, 30utbmenHs piBHIB AJIT, ACT, myxHoi ocdarasu; HeyacTo — MiABULIICHHS
3arajJbHOTO OUTIpyOiHYy.

3 60Ky wKipu ma niOwWKIpHOI KIIMKOGUHU: 9aCTO — CBEPODK, BUCHITAHHS; HEYACTO — JIEPMATHT,
HaaMIpHE TIOTOBHUIUICHHS, KPOMHB'SHKA; 4YacTOTa HEBiloOMa — OydbO3HI ypaKeHHsS IIKIipH,
BKIoYaroun cuHApoM CriBeHCca—/[)KOHCOHA Ta TOKCHYHHUN emiepMadbHUM HEKpOJIi3,
AQHTIOHEBPOTUYHUIN HAOPSK, AJTOTICIIIs.

3 60Ky HUpPOK ma ceyo8udiNbHOI cucmemu . YaCTo — MIJBUIICHHS a30Ty CEUOBUHU KPOBI1; HEUACTO
— TOJTiypisi, HHPKOBA HEJIOCTATHICTD, ITIIBUILICHHS KPEATHHIHY.

3 6oky penpodykmuenoi cucmemu ma MOJOYHUX 3A/03. HEYACTO — BYJIbBOBariHaIbHI
MOPYILICHHS.

3acanvHi nopyuienus: dYacTo — Trapsdka, JIOKaJi30BaHWUH OLIb; HEYacTO — O3HOO, BTOMA,
3pOCTaHHS BITYYTTS CIIpar.

Jlocnioocennsi.

Bioximis:

- uacto - migsumieHHs ACT, AJIT, JIAI', nmyxnoi docdaTta3zu, a3oTy CEUYOBHHH KpOBI,
KpeaTHHIHKIHA3M, JiNa3y, aMiIa3u; 3HWKEHHS 3arajJbHoro Oulka, ambOyMiHy, HATpiio0, KaJblIiio,
MiABUIIEHHS a00 3HW)KEHHs Kajiro abo OikapOoHaTy, MOCTIpaHAialbHOro (HEe HaTIIEe) PiBHSA
TJIIOKO3H;

- HEeYacTo — MiJBUIIEHHs OuTipyOiHy, KpeaTHHIHY, HAaTpPito, Kajbllil0, 3HWKEHHS TIIIOKO3U 0e3
rOJIOTyBaHHSI, MIBUIICHHS a00 3HIKEHHS XJIOPHUJIIB.

I'emaronoris:

- 4acTO — MJBUIIEHHS KUIBKOCTI HEHTpodimiB abo eo3uHOQIIIB, 3HWKEHHS TI'eMOIJI00iHY,
reMaTOKpUTY ab0 KUIbKOCT1 €pUTPOLMTIB, MiABUIEHHS a00 3HM)KEHHS KUIBKOCTI TPOMOOLMTIB
a00 JIEHKOIUTIB;

- HEYacTo — MiABUIICHHS KUTbKOCTI PETUKYJIOLHUTIB, 3HWKEHHS KUTHKOCTI HEUTPO(iTiB.

* Jlus. po3nin «OcoOINBOCTI 3aCTOCYBaHHS».



** Jlus. posnmimu «lIporunokazanss» i «B3aemojis 3 IHIIUMU JIKAPCHKUMH 3aco0aMu Ta IHII BUIH
B3aEMOIIi».

+11in 4ac KOHTPOIHOBAHMX KIIHIYHMX JOCII/DKEHb, Y SKUX JIIHE30Mi 3aCTOCOBYBAIM y Tepioa 10 28
mHiB, y 2,0 % mnamieHTiB Big3Hayajmacsd aHeMis. Y Tporpami i3 3aCTOCYBaHHSM HE3apeECTPOBAHOTO
JIIKapChKOro 3aco0y Mo TyMaHITapHil mporpami (compassionate use) 3 y4acTio HaIliEHTIB 3 1HQEKIIAMH,
10 3arPOXKYIOTh JKUTTIO, Ta CYNMYTHIMHU 3aXBOPIOBAHHSIMM, BiJICOTOK IMAIlICHTIB, Y SKAX BHHUKIIA aHEMis
TicIsl MpUoMy JTiHe30Miay mpoTsiroM < 28 nHiB ctanoBuB 2,5 % (33 3 1326) nopiBusHO 3 12,3 % (53 3
430), sixi JikyBaiucs > 28 nHiB. CriBBiAHOIICHHS 3a()iKCOBaHMX BHUIIAJIKIB TSHKKOI aHEMIi, CIIPUYMHEHOT
3aCTOCYBAHHSAM JIIKAPCHKOTro 3aco0y, Mo MOTpeOyBao mepennBaHus KpoBi craHoBwio 9 % (3 3 33) y
MAIi€eHTIB, AKi JiKyBanucs nmpotsroM < 28 nHiB ta 15 % (8 3 53) y THX, XTO JiKyBaBcsl MPOTIroM > 28
JIHIB.

[To61yH1 peaxilii, MOB’sA3aHl 13 3aCTOCYBaHHIM JIHE30JIIAY, Kl OyJau OLIHEH1 PIAKO SK peakiil
TSKKOTO CTYIEHS: JIOKAN30BaHUM a0J0MIHAIBHUNA OUlb, TPAaH3UTOPHUM IMIEMIYHHI Hamazx Ta
apTepiajgbHa TIIepTeH3Is.

3BITYBaHHS PO MI03PIOBaH1 MOOIYH1 peakitii

3BITYBaHHA MpO IMi03pIOBAaHI MOOIYHI peakiii MICIs peecTpauii JIKapchbKOTo 3aco0y Mae
BaXKIMBe 3HaueHHA. lle mae 3mory 3aiiicHioBaTH Oe3nepepBHUN MOHITOPHHI CHIBBIJHOLLIEHHS
PHU3UK/KOPUCTh 3aCTOCYBaHHA JiKapchKoro 3aco0y. KsamidikoBaHux mpamiBHUKIB y cdepi
OXOPOHH 3JI0pOB’Sl MPOCATH 3BITYBATU MpO Oy/b-K1 MiA03pIoBaH1 HebaXkaH1 peakiii BIIOBIIHO
710 JIOKAJIbHOT CHCTEMU 3BITHOCTI.

Tepmin npuoamnocmi. 2 poxwu.

YMoBH 30epiraHus.
306epiraTu pu Temneparypi e putie 25 °C.
30epiraTi y HEOCTYITHOMY JIJIsl IITEH MICIII.

YnakoBka.
[To 4 Tabnetku y OmicTepi, mo 1 GicTepy y KapTOHHIM yITaKOBITL.
ITo 10 Tabnerok y Gmictepi, mo 1 GicTepy y KapTOHHIN yITaKOBIIi.

Kareropis Binnmycky.
3a penenTom.

Bupoonuk.
KYCYM XEJITXKEP IIBT JITI/
KUSUM HEALTHCARE PVT LTD.

Micue3naxoa:keHHsI BUPOOHHUKA Ta ajijpeca Micls MPOBAKeHHs Or0 AislJIbHOCTI.
CII-289 (A), PIIKO Inmactpian apea, Yonanki, bxiBani, Jlict. Ansap (Pamxactan), [unis/
SP-289 (A), RIICO Industrial area, Chopanki, Bhiwadi, Dist. Alwar (Rajasthan), India.
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