3JATBEPIZKEHO
Haka3s Minicrepcrsa oxopoun
310poB’st YKpainn

05.06.2020 Ne1336
Peecrpauniiine nocsiguenns
Ne UA/9086/01/01
IHCTPYKIIISI
ISt MEIHYHOT0 3aCTOCYBAHHS JIIKAPCHKOT0 32¢00Y
JII3OMAK 600

Crnao:

dioua pevosuna: NiHe30Ni;

| Tabnerka, BKPUTA MJ1IBKOBOIO OGOIOHKOIO, MiCTHTE niHeaoni,uy 600 mr;

O00NOMIDICHT PevosuHU. 1IENN03a MleOI{pHCTaﬂHHa HaTPil0 KPOXMaIBIKOMAT (TUI A); MOBiIOH;
OJlisl PHIIMHOBA MOJieTOKCHIEOBAHA, [iAPOTeHi30BaHa; KPOCTIOBILOH; KPEMHIIO TiOKCH/I KOTOTTHHI

Oe3BOAHMIA; Maruilo cTeapar; riJpOKCHMNPOMiNIMETHIILENION03a; TAIbK, tiuTady giokeun (E 171);
noJieTuaeHraikons 6000.

Jlikapcbka dopma. TabneTku, BKPUTI NIiBKOBOIO 000IOHKOIO.
Ocnogni @isuxo-ximiuni gnacmugocmi: TBOOIYKII TaGneTku y GopMi Kancy m, BKPUTI MIiBKOBOIO

000JIOHKOKO, Bij1 BiToro 10 Maiixke 6i10ro Kosibopy, raafeHki 3 06ox Gokis.

®dapmakoTepaneBTHYHA rpymna.
AnrtubakTepianbHi 3acobu A1 cucTeMHOro 3actocyBants. Kog ATX J0O1X X08.

Dapmarono2iuni enacmusocnii,

Dapmaroounamira.
Jline3onin € CHHTETHYHHM aHTHGaKTeplaﬂbHHM 3ac000M, AKMH HaJeKUTb 10 HOBOIO KJacy
MPOTHMIKPOOHMX ~ MpenapaTiB — OKCasOMiMHOHIB. I vifro aKTMBHHI nNpPOTH aepoGHUX

TPaMITO3UTHBHHX, NEIKUX I'paMHeraTMBHUX Gaktepiil Ta aHaepOGHux MikpoopraHizmie. Jlinesonin
CEJIEKTUBHO anrHHye cuHTes OUIKiB y GaKTepialbHUX KIITHHAX LUISXOM YHIKATBHOTO MEXaHi3My
nii. 30kpema, BiH 3B SI3YETHCS 3 AiISHKOI Ha 6a1{'repla_nbﬂm pubocomi (23S cybonunung i3 50S) ta
NEpeLKO/Mae YTBOPEHHIO ¢yHKuionansHoro 70S iHIUiFOYOro KOMIUIGKCY, SIKHH € BaXIMBMM
KOMIIOHEHTOM Npolecy TpaHeusuii. In vitro nocrantubiornunnii edekr (ITAE) ninesoniny momo
30JIOTHCTOrO CTaiIOKOKa CTAHOBHTD MPHOIH3HO 2 roauuu. [1if yac 10CiIKe b in vivo Ha MoeNsX
tBaput ITAE cranoBuB 3,6 i 3,9 ronuuu mono Staphylococcus aureus i Streptococcus pneumoniae
BIATOBIAHO. Y JOCHIKEHHAX 71 Vivo KIIOYOBUM [apamMeTpoM (apMakoIMHaMiuHOT edeKTHBHOCT
OyB uac, MpoTAroM AKOro piBeHk JiHE30/iy B MUIa3Mi KPOBi MEpeBHIIYBaB MiHIMATBHY iHribyrouy
konuentpauito (MIK) ans indikosasoro opranizmy.

YyTnuBicTh

[oumpeHicTh HalyTOT pe3MCTEHTHOCTI OKPEMUX BH/IIB, OCOGIMBO N1pH JTiKYBaHHI THKKUX iH(eKii,
MOXe BapiloBaT reorpaiuHo Ta 3 yacoM. SIKiI0 MiclleBa MOLIMPEHICTL PE3UCTEHTHOCTI € TAaKOIO,
0 KOPHCTEH JIIKApChKOro 3aco0y, NpHHAMMHI mpH AesKuX Buaax iHdexuiil, 3ammimaeTses mia
MUTaHHAM, NOTPIOHO NMPOKOHCYNBTYBATHCA 3 €KCIIEPTOM.

YyTiuBi opradizmu

I'pamnosuTHBHI aepoOHi MiKpoopranizmu:
Enterococcus faecalis




Enterococcus faecium™*
Staphylococcus aureus*
Koarynazoneratueni cradinokoku
Streptococcus agalactiae *
Streptococcus pneumoniae*
Streptococcus pyogenes*
Crpentokoku rpynu C
Crpenrtokoku rpynu G
I'pamnosuTuBHi anaepodui Mikpoopramizmu:
Clostridium perfringens
Peptostreptococcus anaerobius
Peptostreptococcus species

PezucTenTHi opranizmu

Haemophilus influenzae
Moraxella catarrhalis
Neisseria species
Enterobacteriaceae
Pseudomonas species

* Kuniniuna edextuBHicTs Gylia NpomeMOHCTpOBaHA s YYTJIMBUX I307ITIB Y 3aTBEpKEHUX
KJIIHIYHUX MOKa3aHHsX.

Jlinesomin y [OCHiUKEHHSIX  in vifro TOKasaB JeAKy aKTHBHICTb npotu  Legionella,
Chlamydia pneumoniae i Mycoplasma pneumoniae, ane ans MiITBEPIKEHHS  KAiHiuHOT
e(heKTUBHOCTI JaHUX HENOCTATHLO.

Pe3ucTeHTHICT

Ilepexpecna cmiiikicmeo

Mexauism Jiii nine307imy BipisHseTbes Bifl iHIIMX KiaciB aHTHGIOTHKIB. JlOCIIiIDKEHHS KITiHIYHUX
130114TiB (METHLMITIHCTIKMX CTad)iNOKOKIB, BAHKOMILMHCTIHKHX €HTEPOKOKIB, @ TAKOXK MEeHiLMIiH- i
CPUTPOMILIMHPE3UCTEHTHUX CTPENTOKOKIB) /1 Vilro NOKa3yloTh, 1O JiHE30i 3a3BHYaii aKTHBHHIA
LO/I0 MIKPOOPTraHi3MiB, CTIKHX 10 0/IHOTO YH IEKIIbKOX iHIIMX K/aciB aHTMMikpOGHUX areHTiB.
CriiikicTs 110 niHE30/i 1y MOB’A3aHa 3 TOYKOBUMH MyTallisamu B 23S pPHK.

SHIDKEHHS YyTJIMBOCTI 10 JIIHE30/1idy CIIOCTEPIraeThes NPM 3aCTOCYBAHHI NpenapaTy MaljeHTaMm 3
IHEKIISMH, 10 BaXKO MiANAOTECA JiKyBaHHIO, Ta/abo NpPH 3aCTOCYBAHHI HOTO MPOTATOM
TpuBanoro vacy. [lorinomasnock npo pesMCTEHTHICTb [0 JiHE301ily eHTEPOKOKIB, 30J0THCTOrO
crahiziokoka i KoarynasoHeraTHBHUX crainokokie. 3asBuyail 1e Gya10 MOB’A3aHO 3 TPUBAIMMH
Kypcamu Tepanii Ta HasBHICTIO MPOTE3HUX MaTepianis abo HeoGpoGnennx abeueciB. Y BUmamKy
BUHMKHEHHS aHTUOIOTHKOPE3UCTEHTHUX OaKTepili B yMOBax CTALliOHAPHOrO NiKyBaHHSA HEOOXiIHO
JAOTPUMYBATHCs HAJICIKHUX 3aXO/1iB 100 YHUKHEHHs 1aHUX LITaMiB.

Dapmarokinemuxa.

Ilpenapar Jlisomak 600 wmicTuTh niHe3onin, wo € GiOJOTiYHO aKTHBHOK pPEUYOBMHOIO Ta
MeTabO0I3y€eTLCS 10 HEAKTUBHHX MOXiTHHX.

Abcopbuis

Jline3omif iHTEHCHBHO BCMOKTYETHCS MiCHsl TEPOPAILHOTO  3acTOCYBaHHA. MakcuMalibHa
KOHUEHTpaList y nna3Mi KpoBi (Crax) 10CATa€ThCs MPUOTU3HO Yepe3 1-2 rouHH micis 3acTocyBaHHs,
a abcomoTHa 0i0JOCTYNHICTL NpenapaTy cTaHOBHTH npuGmuszno 100 %. Tomy niHesonin moskHa
3aCTOCOBYBATH NEPOPaibHO a0 BHYTPIIIHBOBEHHO 0e3 KOpeKLil 103H.

JliHe30i/1 MOYKHA 3aCTOCOBYBATH HE3AJIEKHO Bijl BaKMBaHHA 1ki. Yac 10 JOCITHEHHS MAKCHMaIbHOT
KOHIEHTpauii 36inbwyetsest 3 1,5 10 2,2 roguuy, a Cmax 3HMXKYEThCH TpHGIM3HO Ha 17 % npu
3aCTOCYBaHHI JiiHe30Jiay 3 Tkel0 3 BUCOKUM BMicToM skupie. [lpoTe 3arambHa eKCro3MLis, siKa
ouiHtoetses 32 AUCo-», nofibHa B 060X BUMAAKAX.

Poznonin




Hocnikenns hapMakoKiHETHKH MMOKa3amy, 110 JiHE30MiA IWBHIKO PO3NOAUIAETECSA Y TKAHMHAX 3
noGpoto nepdysiero. Tpubnusno 31 % nivesoniny 38°A3yeTbes 3 GLIKAMM TIA3MHU KpOBI, i e He
3aIeXKUTE Bi KOHUeHTpauii npenapary. O6’eM posnofiny JNiHe301i1y B PiBHOBOXHOMY CTaHi y
3/10POBHX I0POC/IHX J0OPOBOJIBILIB CTAHOBUTE Y cepeanbomy 40-50 .

[Ticns GaraToKpaTHOro BBefEHHS KOHLEHTpALiio MIHE30Mly BM3HAYaNH B DPi3HUX piJMHAaX B
0OMEKEHOT KiIbKOCTI Y4aCHUKIB-T06POBOMBLLIB Y D0CTiKEHHSX ¢asu 1. BinHomenus konuenTpanii
JiHE30/1i1y B CIMHI 10 KOHLEHTpauii y mnasmi KpoBi cranoemno 1,2:1, a pigHomenus KOHLeHTpaLii
TiHEe30/1i1y B NOTi 10 KOHLEHTpawii y niasmi kposi — 0,55:1.

Mertaboutizm

Jlinesonin nepeBaxHoO MeTaGOMI3yeThCA LIIAXOM OKUCHEHHS MOp(ONiHOBOTO KijbLs 3 YTBOPEHHSAM
ABOX HEAKTUBHHX MOXiTHHX KapOOHOBOT KHMCIOTH 3 PO3IMKHEHMM KiTbleM: MeTaGomiTy
amiHOeTOKCionTOBOT KHCIOTH (A) i MetaBomity rigpokcietuarainuny (B). Iepen6auaerses, wo
MeTabomT A YTBOPIOEThCS (DEPMEHTATMBHUM LUISIXOM, TOJI SK YTBOpeHHA MeTabonity B
OIOCEPEIKOBYETLCA HEhEPMEHTATUBHUM MEXaHI3MOM, 110 BKIIOYAE XiMiYHe OKMCHEHHS B YMOBax
in vitro. JIOCHiIKeHHS in vifro IPOIEMOHCTPYBANM, MO TIHE30i] MiHiMalIbHO MeTaboni3yeTbes 3
MOJKJIMBOIO Y4aCTIO Y IBOMY MPOLECi CHCTEMH LMTOXpoMy moaunu P450. Ipore meraGomiumi
LLJISXH JTIHE30MiTy 10 KiHLS He BUBYEHI.

Bupenenus

HenvpkoBuii KnipeHc craHoBuTh npubnuszHo 65 % Bix 3araneHOro KJipeHcy niHesomimy. V
piBHOBXHOMY cTaHi npu&mu3no 30 % 1034 npenapaTy BUABISETHCS B Ceyi Y BUIIISIAL NiHEe30d1i 1y,
40 % — y Burnsai merabonity B i 10 % — y surasai metabounity A. Cepenniit HUPKOBHIi KJlipeHC
JliHE301i/ly CTaHOBMTH 40 MJI/XB, IO BKa3ye Ha KaHableBy peabeopbiito. Jlinesonin y Kali Maiike
He BM3HAYACThCA, TOAI K MPUOIM3HO 6 % J03M mnpenapaty BUSBISETHCA B Kami y BHOIAAL
metabonity B i 3 % — y Burnsai metaGonity A.

HesnauHa HeniHilHICTL KIipeHCy criocTepiranacs npu miBUIIEHHI 031 JIHE30ILY, 110, OYEBH/IHO,
€ HACIIIKOM HHKYOrO HHPKOBOTO i HEHMPKOBOrO KJIipeHCy 11bOrO TMperapary Npu HOro BMIIMX
KoHUeHTpauisX. IIpote us pisuuns y xiipenci Gyna HesHayHa i He BOIMBANA Ha YSBHHMIA mepiox
HarniBBUBEICHHS.

Hayienmu 3 nuprosoio nedocmammicmio. @apMakoKiHeTHKA JIIHE30I 1y He 3MIHIOETBCA Y MALiEHTIB
3 OyAp-SIKMM CTYNEHEM HHMPKOBOI HEOCTATHOCTI; MPOTe [ABAa OCHOBHI MeTabomiTh iHesonmimy
KyMYTIOIOTECS Y NALIEHTIE 3 HUPKOBOIO HEJOCTATHICTIO 3i 3GiNbLICHHAM iX HAKONMMYCHHS Y
MAUiEHTIB 3 BULUMM CTYNEHEM TSDKKOCTI HMPKOBOT aucdyHKuii. PapMakokiHeTHKa JliHe3oimy Ta
JIBOX #i0r0 MeTabouiTie Takox Oyna Joc/ikeHa y MALieHTIB 3 TEPMiHATLHOK CTAliel0 HUPKOBOT
HepocratHocti (TCHH), ski 3Haxomstees Ha remomianizi. V mocnmimpkeni TCHH 14 nauienTis
otpumyBanu 600 mr ninezonizy koxkHi 12 rogud npotarom 14,5 qusa. OcKibKH He3anexHo Bin
(yHKLIT HUPOK JOCAraIMcs 0 HAKOBI KOHLCHTpALT JiHe30Mi Ty y Mia3Mi KpoBi, To IS matieHTis 3
HUPKOBOIO HEJIOCTATHICTIO HE PEKOMEH/YEThCsl MPOBOAMTH KOpekiito n103u. Ilpote, BpaxoBytoun
BIICYTHICTh iH(OpMaLii Npo KIiHIYHY 3HAYYIIICTH HAKOMMYEHHS OCHOBHMX MeTaGoMiTiB, CJIij
3BAXKHUTH JIOLILHICTE 3aCTOCYBAHHs JIiHE30/11 1y NalieHTaM NpH HasBHOCTI HUPKOBOT HEIOCTATHOCTI
| NOTEHLIHHMX PU3MKIB HAKOMHYEHHS Takux MetaboniTis. | niHe3omin, i xBa MeTaGomiTH BUBOASTHCS
3a JIOTIOMOT 010 remozianisy. Indopmallisi npo BrUIMB MepHTOHEATBHOrO Aialisy Ha hapMaKOKiHEeTHKY
JIHE30/1 1y BiICYTHS.

Hayienmu 3 neuinkoeoio Hedocmammuicmio. PapMaKoKiHeTUKa IiHe30/i1y He 3MiHIOBanacs y
7 NauieHTiB i3 MOPYIIEHHAMH (YHKUIl MeYiHKA BiJ JIErKoro A0 CepelHbOro CTYNEHS TSKKOCTI
(knac A abo b 3a wkanow Yaitnga-I't0). Ha nigcrapi HasBHMX [aHWX Ui NAUIEHTIB i3
MOPYIIEHHSIMA (PYHKLIT IEYiHKK BiJl IErKOro 0 CepeiHbOro CTYNEHs TSHKKOCTI KOPUIYBAaHHS J03H
He pekoMeH/ioBaHe. PapMaKkoOKIHETHKA Y MauieHTiB i3 nopyweHHsMH (QYHKIIT MEUiHKH THKKOTO
CTYNEHs He OlliHIOBaacs.

Mimu (sixom 0o 18 poxie). Y niteii (Bikom Bix 12 no 17 pokie) apmakokineTHka Jine3ominy 6yna
mojiidHa 10 Takoi y NOpOCHMX MpH 3aCTOCYBaHHI mpenapary y 03i 600 mr. Takum 4uHOM, y
MiTITKIB, SKi 3aCTOCOBYBaTUMYTh mpemapar y a03i 600 Mr koxni 12 roams woneHHo, Gyue



CIIOCTEPIraTies Taka i caMa eKCIO3ULLs, AK i y J0pocinX ocib, aki OTPHMYBaTUMYTE Mpenapar B Tii
camiit 103i.
Y nireii Bikom Bin 1 TwkHS 10 12 pokiB 3acTocyBaHHS npenapaty y no3i 10 mr/kr koxui 8 rogmn
IOZCHHO 3abe3rneuye eKCNO3HL{Io, KA HAGIMKAECTHLCS 10 TAKOT, IO AOCATAEThCS Y AOpPOCIHUX MpH
NpHU3HAYEHHI M npenapary e 1031 600 mr 2 pazu Ha n06y.
¥ HOBOHAPO/VKEHHX BIKOM /10 1 THHKHS CHCTEMHMIA KIipeHC NiHe30miTy (3a/1exKHO Bif MacH Tina)
WBHAKO MiABHILYETHCA MPOTATOM MEPLIOrO THXKHA KUTTA. Tomy HOBOHAPO/KEHI, SKHUM
BHCTOCOB)/EOTI: JliHe30Mia y 103i 10 Mr/Kr KOXKHi 8 roguH GyyTh MaTH BHILY CHUCTEMHY €KCIIO3HLIII0
Y TepUIMiA JieHb KUTTSA. OJHAK NPOTArOM INEpLIOrO THIKHA JKHUTTS He O4IKYEThCS HaJIMIIKOBOT
alcymynﬂuu npenapary B TakoMy pemnm: AO3yBaHH#A, OCKIJBKM KIipeHC Npemapary WIBHIKO
MiJBHILYETHCS IPOTATOM 03HAYEHOTO Hepioy.
Hayienmu nimuvozo eixy. ®apMakoKiHeTHKa JliHe30niny B 0ci6 Bikom Bix 65 POKiB CYTTEBO HE
3MIHIOETBCA.
ZKinxu. Jlns xiHOK XapakTepHHUit HKYHI 06’ €M PO3NOINY, HIK VIS YONOBIKIE, 2 cepeiHii KmpeHc
(CKOpHFOBaHHH 3a Macoro TiJ1a) 3HUKEeHUH MpuGIu3Ho Ha 20 %. KonueHTpaum JIHE30J1i1y B niasmi
KPOBi BHIIA Y JKiHOK, 110 YaCTKOBO MOKE TOSCHIOBATHCS plaunuem y Maci Tina. HpOTe OCKiNBKH
CEPE/IHE 3HAYEHHS MepioJy HAIlBBHBEJICHHS Yy YONMOBIKIB Ta XKIHOK CYTTEBO HE BiIpi3HSIETHCSH, He
OYIKYETLCA, IO KOHUEHTpALlis y MiasMi KpoBi KiHOK CYTTEBO IIEPEBMILYBATHME Ty, o aobpe
NEPEHOCUTBCA, OTHKE, KOPEKLIIIO 1031 MPOBOAUTH HE MOTPiGHO.

Kniniyni xapakTepucTaku.

Iokazanns.

JlikyBanHs in(eKuii, CIPUUMHEHNX YYTIMBMMH MiKpOOpraHizMamH, IIPH TAKUX CTaHAX:

— HO30KOMIaJlbHa [THEBMOHIf;

— HerocmirtajibHa MHEBMOHIS;

— yeKnaaHeHi indexuii mwKipu Ta i cTpykTyp, 30Kpema indekuil Ha i aiaGeTHuHOi cTONH 6e3
CYNYTHBOIO ~ OCTEOMIENITY, CHpHYMHeHi Staphylococcus aureus (METMUMMIHUYTIMBHMH Ta
MCTHUMIIHPE3UCTEHTHUMH  i30M1TamMu),  Streplococcus pyogenes abo  Streptococcus agalactia
(yikapcbKuid 3acib He OB BUBYCHMII y NiKyBaHHI BUPa3KOBUX MPONEKHIB);

— HeyckiaaHeHi iHQexuii wkipu Ta T cTpykTyp, cnipuumueHi Staphylococcus aureus (TinbKu
METHLMIIHYYTIMBUMH i3051TaMK) abo Streptococcus pyogenes;

— PE3UCTEHTHI 10 BAHKOMILMHY iH(eKLiT, cnpuunteni wramamu Enterococcus faecium, BRIOYAI04H
inekuii, mo cynpoBomiyrotses GakTepiemicio. Jlikapcekuii 3aci6 He nokasaumii a7s TiKyBaHHs
iH(eKLil, CIPUYMHEHUX rpaMHEraTUBHUMH MiKpoopraHismamu. Y pasi migo3pu aGo BHSBICHHS
rpaMHeraTHBHOIO 30yAHMKa NOTPiGHO HeraiHO po3noyaty creluiuny rpaMHeraTHBHY TEpAriio.

IIpomunoxasanns.

IlinBuiieHa uyTIUBICTE 10 JHiHe3omigy abo 10 Gyab-SKOro iHIIOTO KOMIOHEHTA npenapary.
JliHesonin He 3acTOCOBYIOTH MAli€HTAaM, fKi NPUAMAOTh OyIb-sKi JiKkapceki  3acobu, 110
MPUTHIYYIOTH MOHOaMiHOKcHaasy A Ta B (Hanpwknan, (eHensun, izokapOOKcasHm, celerinid,
MOKJI0DEMIf1), Ta NPOTArOM JIBOX THIKHIB Miciist X mpuiiomy.

3a BHMHATKOM BMNAfKiB, KOIH € MOMUIMBICTb DETENBHOTO CIOCTEPEIKEHHA Ta MOHITOPHHIY
apTepianbHOro THCKY, JIIHE30/Ti/l He C/1ijl IPU3HAYATH MallieHTaM 3 TAKMMH CYNYTHIMM KIIHIYUHMMH
CraHaMM $K HEKOHTPONbOBaHA apTrepiajbHa TimepTeH3is, GeoxpoMouuToMa, KapLUUHOI,
TUPEOTOKCHKO3, BinonspHa nenpecis, mnzoadeKTHBHIN po3naj, rocTpi enizoau 3anamMopoueHHs aGo
OJIHOYACHO 3 NMPUIAOMOM HIDKUYE3a3HAUEHUX NpenapaTis:

IHriGITOPH 3BOPOTHOTO 3aXONJICHHs CEpPOTOHIHY, TPULMKIIYHI aHTHaenpecanTH, aroHictu 5-HT)
peuenTopip  CepoTOHiHY (TPHNTAHM), NpsAMi Ta HENpPAMi CHUMIATOMIMETMKH (BK/IIOYAIOYH
ajipeHepriuni  Gponxopunaratopd, ncepnoedelpuH,  deHinmponaHonamin),  BazonpecopH
(eminedpun, HopeniHepuH), momamiHepriuni cmonyku (nomamin, mo6yTamin), HerMamH a6o
OycripoH.



Cain  NpUNMHMTH TOAYBaHHS TpYAIIO  NPOTArOM 3aCTOCYBAHHs mpenapary (IMB. poszin
«3acTocyBaHHs y Mepioj1 BariTHOCTi abo royBaHHs TPYLIIO»).

B3acmooia 3 inwiumu nikapcokumu 3acovamu ma inui euou e3acmodiii.

Inribitopu Monoaminokeuaazu (MAQ)

Jlinezonin € cnabkuM 060POTHUM HECeIeKTHBHHM inridiropom MAO. Jlani i3 nocnimkens B3acMoii
MDXK npenapatamu Ta 6e3neKu JIiHe301i1y npH O/IHOUACHOMY 3aCTOCYBaHHI NaLieHTam, siKi CyIyTHbO
NMPUAMAIOTL  NpENapaT, IO MOXyTb mnpurnivyeath MAO, obmexeni. Tomy 3aCTOCYBaHHS
fipenapary HE pPEKOMEHIOBAHO, 3a BHHATKOM BMNANKiB, KOJIH € MOXJIMBICTh pPETeIbHOro
CMOCTEPEIKEHHS 3a CTAHOM NallieHTa.

lloTeHUiHH] B3aeMOIIT, 1110 IPU3BOMATE JI0 Ni/IBUIIEHHS apTepialbHOrO THCKY

Y HOPMOTEH3MBHUX 3/10POBUX JI06POBOIBLLIB, SIKi OTPUMYBAIH JIIHE3OMT/L. CIIOCTEpIrasocs He3HayHe
MUHYLIE OCHIEHHS PECOPHOTO eeKTy nceBnoquenptu rizpoxnopuy abo peninnponanonaminy
TiZpOXJIOpH LY. Cyﬂyme 3aCTOCYBAHHS JIIHE30/1i1y Ta nceB,uoed)e,aptu abo (eninnponanonaminy
MPU3BOAMTH 10 MiJABHILEHHS CEPeIHBOTO CHCTONIYHOTO apTepialbHOro THCKy Ha 30-40 MM pr. cT.,
MOPIBHAHO 3 MiABMIIEHHAM Ha 11-15 MM pT.CT. TMpM 3acTOCYBaHHI JHILE niHe3oniay, Ha 14~
I8 MM pT. cT. - mpu 3acTocyBaHHi aumiwe ncepnoedenpuny aGo (eninnponanonaminy, Ha 8-
11 MM pT. cT. - npu 3actocyBanni muanebo. [lopi6ui pocnimpkends B oci6 3 apTepiaibHOK
rinepreHsielo He MPOBOAMJIHC. PekoMeHI0BaHO 3HIKYBATH IOYATKOBY 03y aJpPEHEpridHHX
3aco0iB, TakUX sK jgonamid abo arosictu ,uonammy, Ta MOCTYNOBO TUTPYBATH JI0 JOCATHEHHS
GarkaHol KIiHiYHOT BiANOBIiAL. Jlyske piAKO MOBiIOMIISIOCS NPO BUMAMKH CEPOTOHIHOBOTO CUHIPOMY
TMPH OJJHOYACHOMY 3aCTOCYBAHHI JIiHE301i/ly Ta CEpOTOHIHEepriyHMX 3aco0iB.

INoTeHuiiii cepoToHiHepriuni B3aeMoii

Ipu 3actocysanni nexctpomeropdany (18i 103u 1o 20 Mr 3 iHTepBanoM y 4 romusm) y KomOiHauii 3
JIHe30/1i0M He crnocTepiragocs MpOSsBIB CEPOTOHIHOBOrO CHHIPOMY (CILTYTAHICTE CBiZIOMOCTI,
MapeHHs, 3aHEMOKOEHHA, TPEMOp, MATOJNOriYHMH PyM’sHElb, [OCHIEHE TOTOBMIINEHHS,
rinepnipei{ciﬂ) [ToBigomnsinocs MpO  OAWH BHNANOK BMHMKHEHHs TMpPOABIB, MoAiGHUX 1O
CEPOTOHIHOBOIO CHHAPOMY, Y MallieHTa, AKuii npuiiMag niHe30ia Ta nexcrpomeropdat, ui NpOsIBH
3HMKJIM Micns BiIMiHM 060X npenaparis.

[IpoTsroM K1iHi4HOrO 3acTOCyBaHHS JiHE30Mily Ta CepOTOHIHEPriYHHX npenaparis, BKIHOYaOUYH
aHTHJIETIPECAHTH, TaKi SIK CENeKTUBHI iHTiGiTOpH 3BOPOTHOrO 3axorieHns cepotoniny (CI33C), Gymnu
OMUCAHI BUNA/KH PO3BUTKY CEPOTOHIHOBOrO CHHAPOMY. Xoua KOMOiHOBaHE 3aCTOCYBaHHS IHMX
Mpernaparis NpOTHNOKasaHe (AuB. po3ain «llpoTHrokasanHsy), NiKyBaHHS MALiCHTIB, 1S SKHX
JIKYBaHH 5K JIIHE301iI0M, TaK i CepOTOHIHEPriYHUMHM NpenapaTaMi Mae BUpillaibHE 3HAYEHHS,
onucane y po3aini «OcobIUBOCTI 3aCTOCYBaHHSY.

3acTOCYBaHHSA Y MOEAHAHHI 3 HACHYEHUMU THPaMiHOM IPOAYKTAMH

Y nauieHTiB, SKi OTPUMYBaJIM JliHE301i]1 Ta THPaMiH Y KillbkocTi MeHue Hixk 100 mr, He cniocTepiranu
3HAYHOTO Ba30INpPecOpHOro edekty. Lle CBiAYUTh NPo HEOOXIAHICTE YHUKATH JMIIE HAIIUIIKOBOIO
CIIOJKMBAHHS MPOJYKTIB Ta HAMoOiB 3 BEIWKHM BMICTOM THpamiHy (3pinuX cHpiB, IpiKIKOBHX
CKCTPAKTIB, HE/IMCTUIILOBAHMX ANIKOTOJILHUX HAMOTB Ta hepMEHTOBAHMX NPOLYKTIB 3i COCBHX GOGIB,
TaKuX K COEBHIi COYC).

[Ipenapaty, siki MeTabomi3yIOTbCS 38 JIONOMOror0 HUToXpomy P450

Jlinesonix He € iHmyktopom wumtoxpomy P450 (CYP450). Kpim Toro, nimesonix we iuriGye
AKTUBHICTh KIiHIUHO 3Hauymux isodhopm CYP (manpuknang, 1A2, 2C9, 2C19, 2D6, 2E1, 3A4) y
moauad. ToMy He 04iKyeThesl BIUTMBY JliHe30.1i0y Ha hapMakOKiHETHKY iHIIMX JIIKapchbKUX 3aCO06iB,
SIKi MeTabOoIi3yIOThCS LIMMH OCHOBHUMM (pepMEHTaAMH.

Pughammiyun

Britue pudamniumny Ha GapmakokineTHKy JiHe301ily BUBYAIH y IICTHAILATH 310POBUX JOPOCTHX
106POBOIBLIB YOJIOBI4OI CTaTi, IKMM BBOIMIIN JliHe301i1 (600 Mr 2 pasu Ha 106y npotsrom 2,5 fiHs)
y komOGiHauii 3 pudpamninunom (600 Mr 1 pas Ha noGy mpotsrom 8 auis) Ta Ges. Pudammimun
3HIKYBAB MOKasHUKH Cmax Ta AUC ninesoniny B cepennbomy Ha 21 % (90 %, II: 15, 27) ta 32 %
(90 %, IOI: 27, 37) ianoBiaHo. MexaHi3M Takoi B3aeMoii Ta 1T KJIiHIUHE 3HAUCHHS HEBIZOMI.




Bapghapun

[Ipu nonapanni Bapdapuny 1o Kypey nikyBaHHs JiHe307i10M Y PIBHOBaXHOMY CTaHi criocTepiranu
10 % 3HWKCHHS CepelHbOro MaKCHMANbHOrO MKHAPOIHONO HOPMAIi30BAHOrO CHiBBiAHOMICHHS
(MHC) npu onnouacHomy 3actocysani, npu mpomy AUC MHC sHuKyBanacs Ha 5 %. Jlanux npo

MALIEHTIB, Ki 0OJIHOUACHO OTPHUMYBANH BapdapHH Ta MHE301A, HeAOCTATHBO JUTS OLIHKH KJIIHIYHOrO
3HAYEHHSI, SIKIIO BOHO €.

AHTHOIOTHKH: a3TpeoHaM abo reHTamiluH

dapMaKoKiHEeTHKA JIiHE30/1i1y He 3MIHIOBANAcs NPH OHOYACHOMY 3aCTOCYBaHHI 3 a3TpeoHamMmoM abo
ICHTaMiLMHOM.

JlocniaKeHHs in vitro NpoJeMOHCTPYBAIIA aAUTHBHICTH 260 iHAUepeHTHICTE Mixk niHe3onigoM Ta

BAHKOMIIIMHOM,  TE€HTaMiL[HHOM, pudamniHoM,  iMiNEHEM-LMIACTATHHOM, a3TpeoHaMoM,
aMIiLUJIiHOM, CTPENTOMILIHHOM.
AHTHOKCH/IAHTH

I[Ipu omHouacHOMy 3acTocyBaHHi npenapaty 3 Bitaminom C a6o E NPOBOAMUTH KOPEKLIK 103U
NiHE301i 1y He PeKOMEH1yEThCA.

Cunvni inoyxmopu CYP 344

Pudamnin: onnodacHe 3actocyBanHst pudamminy i JiHe30Mixy MPH3BOAMIO A0 3HMKEHHS Cra
nine3oniay Ha 21 % i sumxenns AUC ninesoniny Ha 32 %. Kniniuna 3nauyiwicts uiei B3acMoii e
BCTaHOBICHA. MexaHi3M 1€l B3aeMOZil MOBHICTIO He BUBYeHMIT i Moxke OYTH MOB’s3aHuil 3
IHYKILI€I0 NeYiHKOBUX (epMEeHTIB.

Ocobnugocmi 3acmocyGanus.

Jline3onin € 060POTHUM HECENEeKTHBHUM inriditopom MAO, mpoTe B 103aX, 1110 3aCTOCOBYKOTHCS 151
aHTHOaKTepianbHOT Tepanii, penapar He BUSBIISE AHTHAEIPECUBHOTO eeKTy.

Hani mwono B3aemozil Ta Gesneku mpenapary 3a YMOBH NpPH3HAYCHHS MALlieHTaM i3 CYNYTHIMH
3aXBOPIOBAHHSAMY 00 nauieHTam, ki NpUAMAKOTE CYMyTHI Mpenapatu, ski MOXKyTh TPUTHIUyBATH
MAO, obmesxeni. Tomy 3a onucannx o6cTaBHH 3aCTOCOBYBATH NPENapaT He PEKOMEH/I0BAHO, OKpiM
BUIIAIKIB, KOJIM € MOXITHBICTE PETENLHOIO CMOCTEPEKEHHS 3a NMALIEHTOM.

[lanienTip cnig nonepeanTH Npo HeoOXiAHICTH yTpHMYBaTHCH Bij BIKMBaHHA iKi, Garatoi Ha
THpaMiH.

Mienocynpecis

IloBimomnsiocs mpo Bumagku Mienocynpecii (30kpema aHeMil, NeiiKOmNeHil, maHIMTONeHii Ta
TPOMOOLMTONEHIT) y NEAKMX MauieHTiB, ski oTpumyBanu mimesonin. Ilicns BiaMinu ninesonimy
MOpPYILUEHI reMaTooriuli MOKa3HUKH MOBEPTANHCS 10 DPiBHsA, SKHi CIOCTepiraBcs A0 IMOYaTKy
MKYBaHHs. Y NAIiEHTIB JTITHBOTO BiKy 3aCTOCYBAHHS JIIHE30Mi 1y CYNPOBOKYETHCS GBI BHCOKHM
PU3UKOM BUHHKHEHHS 11aTOJION YHUX 3MiH KPOBI, MOPIBHAHO 3 MOJIOIIIMMH TallieHTaMu. Y nauieHTis
13 TAXKKOIO HUPKOBOIO HEJIOCTATHICTIO (HE3aUIeXKHO Bijl TOr0, YM MPOXOIATH BOHH IIPOLEAYPH Jliaizy)
1y mauicHTiB 3 cepe/ibOl0 Ta TSHKKOI0 (OPMOIO MEUiHKOBOT HEJOCTATHOCTI MOMUTHBE IMiABHIICHHS
4acTOTH PO3BUTKY TpomOoumTOneHii. Takum YMHOM, peTenbHUH MOHITOPMHT (HOPMYIM KpOBi
HeOOXiIHHHA y TAKUX rpynax MalieHTiB: NALiEHTH 3 YIKe HasgBHOK aHEMIEI0, TPaHyIOIUTONEeHicI0 a60
TPOMOOLMTONEHIE0; MALiEHTH, SKi OTPUMYIOTh CYMYTHI NpENapaTtd, 3aTHi 3HMKYBATH piBEHb
reMorno0iHy, 3MEHIIYBaTH KiNbKiCTh (OPMEHHMX €JNEMEHTIB KpoBi ab0 HEraTUBHO BILUIMBATH Ha
KibKICTh 4H (DYHKLiOHANBHY aKTHBHICTb TPOMOGOUMTIB; MAaUieHTH 3 THKKOK (HOPMOIO HHUPKOBOT
HEJIOCTAaTHOCTI; ab0 3 Cepe/ibolo Ta TSKKOIO (HOPMOIO MEYiHKOBOT HEJOCTATHOCTI; MAaLieHTH, Kype
NiKyBaHHs SKMX TpuBac Oinbiie HiK 10—14 aHis. 3actocoByBaTH NiHE30Mia AN MiKyBaHHSA TAKMX
MaLieHTIB NOTPIOHO Yy TMOEAHAaHHI 3 PETEJILHHUM KOHTPOJEM pIiBHS IeMOrioGiHy, MpOBeeHHS
3arajibHOro aHajisy KpoBi Ta, MO MOMJIMBOCTI, 3 KOHTPOJIEM KilTbKOCTI TPOMOOLIUTIB.

Skmio mig vac JiKyBaHHS JIIHE30MIIOM PO3BMBAETBCS 3HAYHA MienoCympecis, NiKyBaHHS Caif
3YNUHUTH 32 BUHATKOM BMNAJiB, KONH MPOJOBIKEHHS JIIKYBaHHS BU3HaHE abCOIOTHO HEOOXiqHHM.
V Takux cHTyauisX NOTpiOHO MPOBOAMTH peTebHUI MOHITOPUHT MOKA3HMKIB 3arajbHOro aHamizy
KPOBI Ta 3aCTOCOBYBATH BIJNOBIAHI cTpaTerii NiKyBaHHS.



Kpim Toro. pekoMeH10BaHO HIOTHIKHS MPOBONTH 3arajibHuii aHami3 KPOBi (BKITFOUAIOYH BU3HAUCHHS]
piBHs reMOrnoBiHy, KilbKOCTI TPOMGOLMTIB, 3arambHOi KiIbKOCTI JeHKOUMTIE Ta posropHyTol
JeHKKOUMTapHOT (pOpMYIIH) Y MauieHTiB, sIKi MPOXOIATH JiKYBAHHS NiHE30MI0M, HE3alekHO Bil
MOYATKOBUX TOKA3HUKIB aHai3y KpoBi.

CuzepobnacTHa aHeMis

Y nauienTis, AKi OTpUMyBaNH JIHE30MiA NPOTAroM Giibiue 28 IHIB (MakcumanbHa PeKOMEH 10BaHa
TPUBAJICTh JliKYBaHHs), CMOCTEPIrann MiBUILECHHS YAaCTOTH BMHMKHEHHS TSDKKOT aHemii. Taki
MalieHTH yactiwe noTpeGyBain nepennBanHs Kpori. I1oBizomasiocs Takosx PO  BUMAJKH
cuzepoOnacrHoi anemii. Ilicns mpunuHeHHs 3acTocyBauHs JiHe30Jidy GiIbLIICTh MALiCHTIR
MOBHICTIO a00 YacTKOBO OJY)KyBalM BHACIHIIOK TPOBCICHHS NiKYBAaHHs aHeMmii abo HaBith Ges
TKYBaHHS.

Jlncbananc nokasHUKIB NeTanbHOCTI Y KIIHIYHOMY JIOCHIDKEHH] 3 YUACTIO NallieHTiB 3 iHbeKuismMu
KPOBOTOKY., MOB’A3aHUMHM 3 BHUKOPUCTAHHAM KATETEPiB Ta CHOPUYHHEHWMH I'DAMIO3UTMBHUMU
30yHUKaMH

Y npoueci BiIKPUTOro AOCHIIKEHHS 3 Y4acTIO MALliEHTIR i3 cepiHo3HUMH BHYTPILUHBOCYTHHHUMH
IH(EKIiAMH, CNIPUYNHEHUMH BUKOPUCTAHHAM KaTeTepiB, crioctepirain 3POCTaHHA JEeTanbHOCTI Y
rpymi  MalieHTiB, AKAM 3aCTOCOBYBAIM JiHE30/iA, TOPIBHSIHO 3 rpynamMm  JiKyBaHHs
BAHKOMILMHOM/IMKJIOKCcauaiHoM/okcauunisom (78 3 363 (21,5 %) nporu 58 3 363 (16,0 %)).
OcHoBHIM ()aKTOPOM BIUIMBY Ha NMOKA3HUK JETAlbHOCTI Gyna HasgBHICTh MPAMIO3HTHBHOL ekl
Ha NNOYaTKOBOMY PIBHI.

IMoka3HuKkK NeTanbHOCTI y nauieHTiB 3 iHpEKUiAMH, CIPUYHHEHHMH BUHATKOBO IPAMITO3HTHBHUMHU
opraHismamu, Oyu cxoxi (nepepakue crieignowenns 0,96; 95 % nosipunii inteppan: 0,58-1,59),
ane y rpymi JliKyBaHHs JIIHE30/1iJ0M YacTOTa JieTalbHUX BUMNAKIB 6y/1a 3HAYHO BHILOI0 (p=0,0162)
Yy MALi€HTIB 3 Oy/ab-SKUM J0AATKOBMM 30YIHHKOM ab0 BiICYTHICTIO 36yMHMKIB Ha MOYATKOBOMY
piBHi (nmepeBaxne cmiBBimHOmWeHHs 2.,48; 95 % JII: 1,38-4,46). HaiiGinewuii aucbanauc
criocTepiraBest MiA 4ac JiKyBaHHS Ta NPOTAroM 7 AHIB 3 MOMEHTY BiAMiHH IOCIiLKYBAHOIO
npenapary. BilbiicTs nauieHTiB y rpymni jikyBaHHs 1iHe30.1i10M HaGynu rpaMHeraTMBHI iH(peKiii
MPOTArOM JOCHI/DKEHHS Ta HOMEpPIM BiJl iH(EKIii, CIPUYMHEHUX rpaMHEraTHBHHMH 30y IHUKAMH,
Ta BiJl NONiIMIKpOOHUX iHpexuil. TakuMm YHHOM, IIPH YCKIaJHEHUX iH(EKIisX mKipu Ta M’ SKHX
TKaHUH Yy NAL€HTIB 3i BCTAHOBNIEHOIO ab0 Mif03PIOBAHOIO CYIYTHLOK iH(EKIIEI0, CIPUYHHEHOK
rpaMHeraTHBHUMH 30yIHHKaMH, JIIHE3071i1 CJTiJ 3aCTOCOBYBATH JIMINE Y pa3i BiACYTHOCTI iHIIMX
BapiaHTIB JiKyBaHHs (auB. posfin «ITokasaHHs»). 3a Takux OGCTaBMH HEOOXiTHO PO3MOUMHATH
napasesnbHe JIIKYBaHHS IpaMHEraTHBHOT iH(eKILil.

Hiapes Ta KoJiT, MOB’s3aHi i3 3acTOCYBaHHAM aHTUGIOTHKIB

Ilpu 3acrocysanui maiixe BCiX aHTMOaKTepialbHMX MpenapaTiB, BKIHOYaro4d NiHesonin, 6ymw
ONHCaHI BUNA/IKK PO3BUTKY ICEBIOMEMOPAHO3HOrO KOiTY. TaKMM YHHOM, BaXITMBO BPaXOBYBATH
MOJKJIMBICTB 11bOTO JiarHO3Yy y NAallieHTiB, y sSKHX Mic/Is BBeJeHHS Oy/1b-1KOro aHTHOAKTepiaabHOro
npenapary po3BMBaeThCs Jiapes. [1pu migo3pi Ha PO3BUTOK KOJITY, MOB’A3aHOTO i3 3aCTOCYBAHHAM
aHTHOIOTHKIB, a00 NMpH NiATBEPIKEHHI LBLOTO AiarHo3y Moke GyTH BHMMpaBIAHUM NPHMIHHEHHS
NiKyBaHHS JTiHE30J1110M 1 BIXMTTS BiIIOBIIHUX 3aX0/iB.

Ilpy 3acTocyBanni Mmaibke ycix aHTHOaKTepiaJlbHUX mNpemapatiB, BKJIIOYAIOYH JIiHE30JMif,
MOBIJOMJIANOCA NPO BUHMKHEHHS Jiapel Ta KOJITY, MOB’A3aHMX i3 3aCTOCYBAaHHSAM aHTHOIOTHKIB,
BKJIIOYAIO4HM NCeBAOMEMOPaHO3HUI KOiT, Ta Aiapero, nos’ssany 3 Clostridium difficile, TSXKKICTb
NposiBiB AKHUX MOXKE BapiloBaTH BiJ MOMIpHOI xiapel 10 KOMITY 3 JNeTaibHUM HachigkoM. Takum
YHHOM, BaXJIMBO BPaxOBYBaTH MOXIMBICTh IIbOTO JiarHO3Y B MallicHTIB, Y AKHX Mi yac abo micis
3aCTOCYBaHHS JIIHE30JIily PO3BMBAEThCA Aiapess. Y pasi HagBHOCTI MiZ03pH Ha Jliapero 4| KOJIiT,
TOB’A3aHMHA I3 3aCTOCYBaHHAM aHTUOIOTHKIB, a00 MpM MiATBEp/UKEHHI 1BOrO JiarHo3y HeoOXimHo
NPUNAHATH TOTOYHE JIIKYBaHHS aHTHOAKTepiaNbHUMH Npenapatamu (BKIIOYAKOUW JIIHE3011) Ta
HEraHO pOo3MOYaTH BIAMOBIZAHI TEpameBTHUHI 3aXoau. Y TakuX CHTyalisX MpOTHIIOKa3aHe
3aCTOCYBAHHA Npernaparis, sSKi IPUTHIYYIOTh MEPUCTAIbTHKY.

[ToTeHuiiini B3aeMOil, 110 CIPUYHHSIOTH MiIBUIIEHHS apTepiaibHOro THCKY




3a BUHSATKOM BHMAJIKIB, KOJIH MOXIMBE CIIOCTEPEKEHHS 34 MAIliCHTAMM Ha NpeaMeT IiABHILEHHS
apTepiaiibHOro THCKY., JIIHE30MA He CJil NpHU3HAYATH mnamicHTaMm i3 HEKOHTPOJILOBAHOIO
apTepiabHOIO rinepTensiclo, GpeoXpoMOLIMTOMOI, THPEOTOKCHKO30M Ta/a0o 0HOYACHO 3 TAKMMMU
JKapCbKUMM 3aco0aMu, K MPAMI Ta HENpPAMi CHMIIATOMIMETHKH (Hanpuknan, ncesnoedepun),
Bazonpecopu (Hanpukiaz, eninedpun, Hopeninedpun), aodaminepriuni 3acobu (Hanpuknazn,
nodamin, 1o6ytamin).

Jlaktaraimmos

Ilpu 3actocyBanHi niHe307i1y MOBIZOMSIN MPO POZBUTOK Jakratauugosy. Iauienty, y skux min
4ac 3acTOCYBaHHs JIIHE30JIily BMHMKAIOTH CHMITOMM Ta MPOSIBM MeTaBoJiuHOro alua03y,
BKJIFOYAIOYH PELMMBHY HYNOTY abo GmroBanHs, Ginb y )KHMBOTI, HU3bKKI piBeHb GikapGoHaTie a6o
rinepBEeHTHIIALII0, MOBHHHI HErallHO 3BEPHYTHCS 3a MEIMYHOIO J0MNOMOrow. V pasi pO3BMTKY
MOJIOYHOKHCIIOrO alH03y HEOOXiNHO 3BaKMTH KOPHCTh MOAAIBIION0 NiKyBaHHS J1iHE30J1i0M Ta
MOTEHUiMHI PU3HKH.

HucdyHkuis MiToxonapiii

JliHe3011i 1 NpUTHIYYE MiTOXOH/PiabHHUil CHHTe3 GinKiB. V pesysibTaTi HOro NpUrHiveHHs MOXYTb
PO3BMBATHCS Taki MOGIYHi peakilii, K JlaKTaTauMI03, aHeMis Ta Helpomnaris (nepudepuuna Tta
3opoeoro Hepea). Lli sBuwa Ginbl nommpeHi npu 3acToCyBaHHI mMpemapary HpoTAroM Gidblue
28 nHiB.

CepoTOHIHOBUI CHHAPOM

Hazxomumu crioHTaHHi NoBiOMIEHHs PO PO3BHTOK CEPOTOHIHOBOTO CHHIPOMY, MOB’SI3aHOTO 3
OHOYaCHHUM  3aCTOCYBaHHAM JIiHE30Nilly Ta CEPOTOHIHEPriYHMX TNpenapartie, BKIIOYAIOYH
antuaenpecantd, taki sk CI33C. Takum 4YHHOM, OIHOYACHE 3aCTOCYBaHHS NiHe3onixy Ta
CepOTOHIHEPIiYHMX MpenapaTiB NPOTHIIOKaszaHe (IMB. po3/iin «lIpOTHMOKA3aHHY), 33 BHHATKOM
BMIAJIKiB, KOJM 3aCTOCYBaHHS fK JIIHE30Ji4y, TaKk i OJHOYAcCHE 3 IIUM 3aCTOCYBaHHS
CEPOTOHIHEPriuHMX TpenapariB Mae BHpilIaJbHe 3HAYeHHSA. Y TaKWX BHIAJKaX NallieHT Mae
3HAXOJMTHCH I1ijl MHIBLHUM CIIOCTEPEKEHHSIM 3 METOH) BHSBIEHHS CHMITOMIB CEpPOTOHIHOBOTO
CHHIPOMY, TaKMX $K IOpYIIEHHS KOruitueHOi yHkuil, rimepmipekcis, rimeppeduekcis Ta
NopyIIeHHs KOOpAMHauii pyxiB. Y pasi BMHHKHEHHS CHMITOMIB JKapi CIill pO3MIAHYTH
MOMUIMBICTE BiMiHM TOro um iHworo npenapary. Ilicns BigMiHM cepoToHiHepriuHoro npenapary
MOJKIMBE BUHUKHEHHS CUMNTOMIB BiIMiHH.

I'inonarpiemis Ta SIADH

l'inonatpiemis Ta/abo cuHApPOM TOpyLIeHOT cekpeuii aHTHAiypeTHyHoro ropmony (SIADH)
CIIOCTEPIrakes y NEAKMX MallieHTiB, AKi OTPUMYBAIM JiKyBaHHs JiHE30/1iI0M. PeKoMeHayeThes
peryaspHO KOHTPOJIIOBATH PiBeHb HATPIIO B CHPOBATL KPOBI Y NMALIEHTIB i3 pU3HKOM rinoHatpiemir,
HANpPHUKIAJ y NAEHTIB JiTHBOro BiKy a0 manieHTiB, AKi NpuAMalOTL NiKK, AKi MOXKYTh 3HU3UTH
piBEHb HATPIIO B KPOBi (HANPUKIAZ, Tia3uHi AiypeTHKH, Taki K Tiapox/a0pTiazu).

Ilepudepryna HeliponaTia Ta HelponaTisi 30poBOro HepBa

Y nauieHTiB, AKi OTPUMYBAlM JiKyBaHHS JiHE30MIOM, COCTEPiraBcs pO3BUTOK mepHbepuyHOi
Helipomarii, a Tako HEBPUT 30POBOrO HEPBA, IO iHO/I MPOrpecyBano 10 BTpaTH 30py. Binbiicts
TaKHX MALIEHTIB OTPUMYBANH NiKyBaHHS NPOTAroM Ginbiue 28 qHiB (MaKCHMaIbHA PEKOMEHI0BAHA
TPUBAJICTD JIKYBaHHS).

VeiM nauieHTamM HeOOXiIHO PeKOMEHIYBATH MOBIIOMIISITH NPO CUMIITOMH MOPYLIEHHS 30pY, TaKi K
3MiHH TOCTPOTH 30Dy, 3MiHH KOJBOPOBOIO CHPHHHATTS, HEUITKICTh 30py ab0 BMIIAJAHHS YaCTHHH
nojis 30py. Y noaibHMX BUNAJKaX PEKOMEH/IOBAHO TEPMIHOBO IIPOBECTH OrJsAj MNAallieHTa B
obranemornora. Slkuio mauienT npuiimac npenapat Jlizomak 600 npoTarom Ginbiie Hix 28 aHiB,
fioMy HeoOXiZIHO pery/sapHO nepeBipaTH 3ip.

Y pasi pozsuTKy nepudepuuHoi Heiiponarii abo Heiiponartii 30poBoro Heppa HeoOXiAHO 3BKUTH
KOPUCTh MOJaNbUIOro JIKyBaHHS JTiHE30.1iI0M Ta MOTeHIliiHI pU3MKH.

MoskiuBe 3pocTaHHs PU3MKIB PO3BUTKY Helpomnatiii mpu 3acTOCYBaHHI JiHE30Miay s TiKyBaHHS
MalieHTiB, fKi NpoXoAaTh ab0 HelOJABHO MPOXOAHIH JIKYBaHHA aHTHOGAKTepianbHUMM
npenapatamy s JiKyBaHHS TyOepKyIb03y.

Cynomu




[loBinomnanocs npo Bumagku cyaoM y naiieHTiB, SKi oTpUMyBamu Tepanito mniHesonigom. YV
OIIbIIOCTI BUMAKIB Taki NALEHTH Maju CYyAOMH B aHaMHe3i, TOMY TalicHTaMm HeoOXiJHO
NOBIJIOMJIATH JliKapiB, AKILO Y HUX paHille BUHUKAIH CYIOMH.

[Hridiropu MAO

Jlinezoniz € HeceneKTHRHUM iHriGiTopom MAO ssopotHoi aif. Ipore B 103ax, AKi 3aCTOCOBYIOTE 15t
aHTHOaKTepiaabHOi Tepanii, BiH He Mae NMPUrHiYYBaJALHOrO BIMMBY. Y HOCHIKEHHAX B3acMOIi
JKAPCHKKX 3aco0iB Ta MOCHIIKCHHSX GE3MeKH 3acTOCYBaHHS JiHE30i1y Oyno oTpUMaHO Jyxe
OOMEeXEeHY KiIbKICTh JaHMX 1IPO  3aCTOCYBaHHs JiHE30MiAy MAlieHTaM 3 OCHOBHHMH
3aXBOPIOBAHHAMHU Ta/abo Mpu CyMyTHLOMY JliKyBaHHI Mpenaparamu, NpH SKHX BHHHKAIOTH MeBHi
PHU3UKH BHACTIIOK NpUrHiueHHst MAO. ToMy, SIKIIO HEMOKIMBO NPOBOINTH HJIbHE CIIOCTEPEIKEHHS
32 NALIEHTOM, 3aCTOCYBaHHs JiHE3071ily He pekoMeH0BaHe (1uB. po3ninu «[IpoTunokasaHHs» Ta
«B3aemois 3 iHIIMMM NiIKapChKUMHU 3ac06aMu Ta iHILI BUIM B3aEMOIIN»).

3acTOCYBaHHS Y NMOECAHAHH] 3 HACHYEHUMH TUPAMiHOM MPOIYKTAMH

[MaienTam ci1if pekoMeHIyBaTH YHHKATH CIIOKMBAHHS BETMKOI KiNbKOCTi MPOLYKTIB, 6aratux Ha
TUpaMiH (1uB. po3ain «B3aemois 3 iHwMMY NikapchKUMH 3acoGamMu Ta iHITi BHIU B3aEMOIIi»).
linornikemis

[loBifomIeHH s, OTpUMaHI y micaspeecTpauiiinuii nepio, cBiguaTh Npo BHMAAKH CHMIITOMATHYHOT
TiNorikeMii npu 3acTocyBaHHi JiHe30MiMy, HeceNeKTHBHOrO iHTiGiTopa MAO 3BOPOTHOT Ail, y
MaliedTiB i3 uykpoBuM JiaGetoMm, ski mpuHMaloThL iHCyliH a6o nepopaibHi rimormikeMivHi
npenapary. Ilpuiiom nesikux inriGitopie MAO nos’s3amuii 3 rinornikeMivHUMM €Mi301aMH Y XBOPHX
Ha LYKpOBHiA fiaGeT, sAKi OTpUMYIOTh iHCY1iH a0 rinoriikemivHi 3acodu. Xoya npHYMHHEIA 3B’ 130K
MiK JiHE30MiI0M i TinoriikeMier0 He BCTAHOBJEHO, MAIEHTIB i3 LyKpoBMM niaGeToM ciin
MonepepKaTH NPo MOTEHLIHHY TiMOrIiKeMiYHy peakiiro Mil 4ac 3acToCYBaHHs NiHe30Tiy.

Y pasi BUHHKHEHHA rinoriikemii Mosxke GyTH NOTpiGHe 3MeHIIEHHS 103U iHCYNiHY a60 epopanbHOro
TinoriikeMiyHoro 3aco0y 4M MPUMMHEHHS 3aCTOCYBaHHS MEPOPAILHOTO TiMOrTIKeMidHOro 3acoby,
iHcyniny abo niHe3oiy.

Cynepindexuis

Briiie siHesonily Ha HOopManbHy Mikpoduopy He BHBYANM y MpoLEci KIiHIYHMX BHIPOOYBaHb.
3acTocyBanHs aHTHGIOTHKIB iHOZI MOYKE IPU3BOMTH 10 HAIMIPHOTO POCTY HEUYTIHBHX OpraHismis.
Hanpuknan, npubansHo y 3 % nauieHTie, siki OTpUMyBaJIM JiHE30i1 Y peKOMEHIOBAHHX [03aX,
MPOTArOM  KJIHIYHMX JOCHIIDKEHb CIOCTepirald BUHMKHEHHS KaHAMAO03y, IIOB’S3aHOTO i3
3aCTOCYBaHHAM Tmpenapary. ¥ pasi BUHMKHeHHs cynepiHdekuii mij yac miKyBaHHsS CIiJ BXKHBATH
Bi/INOBIJHUX 3aXO0IiB.

Ocob61MBI rpyny naicHTiB

3acTOCOBYBATH JIIHE30JI| /sl JIKYBAHHA MALIEHTIB 3 TSOKKOK HMPKOBOIO HEJOCTATHICTIO CIif 3
00epekHICTIO Ta JIMLIE Y CUTYAILAX, KOJIU O4iKyBaHa KOPUCTh MEPEBUIILYE MOTEHIIHHUIA PU3NK (IUB.
po3ain «Cnoci0 3acTocyBaHHs Ta T03H»).

3acToCOBYBaTH JIIHE30Ji[ IS JiKYBaHHS MalicHTIB 3 THKKOK MEYiHKOBOIO HEIOCTATHICTIO
PEKOMEH/IOBAHO JIMILE Y CUTYallisX, KOJIM OUiKyBaHa KOPUCTh MePeBUIILYE MOTEHITHHMI pu3KK (IMB.
po3ain «Crocid 3acTocyBaHHs Ta A03U»).

Crate

HeMmae HeoOXi1HOCT] B KOpeKLIii 1031 Npenapary 3ajieKHO Bijl cTaTi.

Iopymenss GpepTuiibHOT dYHKIT

Jlinesoniz suuKyBaB (hepTUIBHICTD Ta CIIPUYMHAB BiAXHIIEHHS MOP()OIOTIYHUX MOKA3HUKIB SKOCTI
CIICPMH Y 3JIOPOBMX IOPOCIHMX CaMLiB LIYypiB NpU PiBHAX €KCMO3MLIl, MPUOIM3HO TaKMX, LIO
ouiKyroThca y moaei. Lli 3Minu Manu oB6opoTHuii xapakTep.

IIpo MOKIHBICTE BIUTMBY JIIHE30J1i/1y Ha PEpPOAYKTHEBHY (DYHKILIIO YOJI0BIKIiB HEBIIOMO.

KniniuHi Bunpo6yeanHs

Besneka Ta eeKTHBHICTb JIiHE30J1i1y NPH 3aCTOCYBAHHI MPOTArOM MepioAis moHan 28 nHIB He
BCTaHOBJICHI.




Kourposnborani KiiHiuHi f0OCHiIpKeHHs He BKIIOYANM NAallieHTIB 3 AiaGeTHUHMMU YpaXKeHHAMHU
CTOIH, NPONEKHAMH a0O0 ILeMIYHUMM YPaKEHHAM, BAXKKUMH ONiKaMu abp raHrpeHoo. Tomy nmocrin
3aCTOCYBAHHS JIIHE301i/y 1S NiKYBaHHS LIMX CTaHiB 0OMeKeHHii.

Aneprivni peakilii Ha COEBHI JEIUTHH:

Ta6netka Jlinezonin MicTute coepuii nenutin. CoeBrii TeUTHH MOKE BUKTHKATH ajeprivxi peaxiii
y NAUICHTIB 3 alepricio Ha cok.

Hatpiii

Lleit nikapcbkuii 3aci6 MicTHTh MeHIIe 1 MMOBL HaTpito (23 Mr) Ha TabNeTKy, To6TO hakTHYHO «Oe3
HATPIOY.

Ho cknany tabieTok BXOMUTH OJisi PUIMHOBA MONiETOKCHIBLOBAHA, IiDOreHi30BAHA, 11O MOJKE
CNPUYMHATH PO3J1a/l LIIYHKA Ta Aiapero.

3acmocyeanns y nepiod éazimnocmi abo 200yeanns 2pyodio.

3acTocypanns y nepioa aritHocti. [laHi 1010 3acTOCyBaHHS npenapaty Jlizomak 600 BaritTHUM
KiHKaM  oOMexeHi. PesynbTaTH JOCHIIKEHb Ha TRapHHAX NPOAEMOHCTPYBAIH  HasBHICTb
PENpOAYKTUBHOT TOKCHYHOCTI. [ToTeHuiiinuii pusuk nns moaunu naseHuii. Jlizomak 600 ue crin
3aCTOCOBYBATH y TeEPiOJ BAriTHOCTI, OKPiM BMMAJKiB, KOIM O4iKyBaHa KOPUCTH MEPEBHILYE
NOTEHIIHHMI PU3HK.

3acTocyBaHHs y Nepioj rofyBaHHs rpyamio. Pesyastati Jochikenb Ha TBAPHHAX MOKA3alM, IO
MiHe30/i1 Ta Horo MeTaboNiTH MOXKYTh NPOHMKATH Yy IpyaHe MoJoko. OTke, i MPUTTHHUTH
FOJIyBaHHA IPYUII0 NPOTATOM 3aCTOCYBalHs Mpenapary.

DepTHIIEHICTE
Y NOCNiKEHHAX Ha TBAPMHAX JTiHE301i/ CIPUUNHSB 3HHIKEHHS (PePTUILHOCTI.

30amuicmy ennueamu na weudkicme peaxyii npu xepyeanHi asmompancnopmom abo Huumu
Mexanizmamil.

Heo6xinHo nonepemkath mauieHTiB MPo MOKIMBICTL PO3BUTKY 3amaMOpOYCHHS a60 CHMITOMIB
nopyieHHs 30py (aus. posain «OcobanBocti 3acrocyBanHs» Ta «IloGiuni peakuii») mig uac
NpUHOMY JIIHE30/1i/ly Ta peKOMEH/YBaTH IM HE KepyBaTH aBTOMOOINIEM i HE IPALFOBATH 3 IHIIMMH
MeXaHi3MaMH Y pa3i BAHHKHEHHS LIUX CUMIITOMIB.

Cnocio 3acmocysanns ma 0o3u.

TpuBanicte JikyBaHHs 3anexuTh BiJ 30y/AHHKa, JTOKami3alii Ta TEKKOCTI iH(eKuil, a Takoxk Bia
KJIiHI4HOrO edeKTy Teparil.

Pexomenaauii momo TpuBanocTi JikyBaHHs, sIKi HABEJIEHO HMXKUe, Oy/IM 3aCTOCOBAHI y KMiHIYHUX
pociipkeHnsX. Jla neskux BuaiB iHdekuiit Moxe OyTH 10pevHa KOpoTIIa TPUBANICTh MiKYBaHHS,
aie 1e He OyN0 OUIHEHO Y KITIHIYHUX JOCIiIKEHHSIX.

MakcnmanbHa TpUBaIlicTh JliKyBaHHs — 28 nHiB. Beaneka ta e)eKTHBHICTb 3aCTOCYBaHHA JliHE30Mi 1y
QOoBLIE Hik 28 NHiB He Oynu BUBYEH.

He 1moTpibHO mifBHILEHHs peKOMEHIOBAHUX 03 ab0 TPUBAIOCTI JIKyBaHHA y pasi iH(ekiii, ki
CYTPOBOIKYIOTECS DakTepiemiero.

PekomeHaauii mo/0 103yBaHHs BiNOBIAHO 10 MOKa3aHb HABEAEHO B TaOIMIi HUKYeE.

[TauienTu, niKypanHs skuX OyJ10 poO3MOYATO 3 MPU3HAYCHHS JIIHE30MiLY 18 BHYTPIlIHbOBEHHHX
inysii, MOXyTh OyTH NnepeBeeHi Ha JiKyBaHH: JIIHE30/1iI0M [/1 NEPOPaTbHOrO 3aCTOCYBaHHS. Y
TaKkoMy pasi miabip 103u He NOTPiOHMIA, OCKiNbKM Gi0JOCTYMHICTE JIiHE30MiAy NMPH 3aCTOCYBaHHI
nepopaibHo ckianae maiixe 100 %.

Ho3zu, pexomendosani ons dopocaux ma nionimkie (sixom 6id 12 poxis)

Ho3a Ta cnoci6

PexomennoBana
[ToxazaHHs 3aCTOCYBAHHSA

TPUBAJIICTD J1IKYBaHHA
(1i6 nmocnine)

Jlopocni Ta it
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(BikoM Bin 12 pokig)

HozokomianbHa nHeBMoOHis 600 Mr  BHyTpilIHLOBEHHO*
abo  mepopanbHO  KOXHI
Herocnitanbna  nHeBmonis  (3okpemal 12 roaumu

dhopmu, 1o CYNPOBOMKYHTLCH
OakTepiemicro)

10-14
Yeknanuenni  indexuil wkip Ta i
CTPYKTYp
Indekuit, cripuuuHeni| 600 M BHYTpilIHBLOBEHHO®
Enterococcus faecium, pe3ncTeHTHUMM 0| a60  NepOpPabHO  KOMKHI 14-28
BaHKOMILMHY, 30KpeMa indexuii, ski| 12 rogun 3
CYNPOBOKYKOThCA OaKTepiemieio
Heycknaanenni indexuii mkipu Tta ii|Jopocni: 400 Mr nepopaibHo
CTPYKTYp KoxHI 12 rogun*

10-14

Hitu Bikom Big 12 pokis:
600 Mr mnepopanbHO KOMKHI
12 rogun

*- 3acTOCOBYIOTh Mpenapar B iHiiit JikapebKii hopMi 3 MOKIMBICTIO BiAMORITHOTO J03yBaHHS.

Makcumanbta 103a He Mae nepepuutyBati 600 mr 2 pasu Ha 106Yy.

3acmocysanus nayicnmam Nimnp020 6iky: HeMae IOTPeGH B KOPEKIIT 103H.

3acmocyeanns nayicumam 3 HUPKOGoIO HeOOCMAMHICIIO; HeMa€e TTOTpetU B KOpeKLii 103H.
TalieHTH 3 TSHKKOK HUPKOBOIO HEJOCTATHICTIO (30KpeMa i3 KJTipeHcoM KpeaTHHiHy < 30 MJI/XB):
HeMae noTpedu B Kopekuii o3u. Yepes HeBigoMe KiiHiuHe 3HAYCHHS BUILOT CHCTEMHOT eKCIO3UILT
(mo 10 pasie) OBOX OCHOBHMX MeTaGoJITIB JIiHE30MiLy y NALEHTIB 3 TSIHKKOIO HHUPKOBOK
HEJIOCTATHICTIO Mpenapar cilijl PU3HaYaTH 3 0COGIMBOI 0GEPEXKHICTIO MM MallieHTaM Ta JHLIe Y
TOMY pasi, KOIIM O4iKyBaHa KOPUCTh NepeBaKac MOTEHUIHHMI PU3HK.

[Ipubmuzno 30 % Bix 3acTOCOBAHOT O3 MiHE30MiLy BUBOJMTHCSA MPOTIrOM 3-FOXMHHOTO ceaHcy
reMojianisy, TOMy TaKMM NalieHTaM Mpernapar NpU3HaYaioTh micis gianizy. OcHOBHI MeTaGoniTH
MiHe30Mly B MEBHIH KiNbKOCTI BHIANMOTBHCA 3 OPraHisMy NMpM MPOBECHHI remMofianizy, mpote
KOHLEHTPaIlil [MX MeTaboiTiB Mic/s MpoLesypH aianisy Bee K JMIIAIOTHCSA 3HAYHO BHIMMM, Hixk
Ti, IO CMIOCTEPIralOThes Y MAllieHTIB 3 HOPMATBHOK (BYHKLiEI HUPOK abo 3 HE3HAYHO Y MOMIPHO
BHPaKEHOIO HUPKOBOK HEOCTATHICTIO.

Takum yuHOM, NiHE307IX CNTI 3aCTOCOBYBATH 3 OCOOIMBOIO OOEPEKHICTIO MAMIEHTAM 3 TSHKKOK
HMPKOBOIO HEAOCTATHICTIO, AKi NepebyBaloTh Ha reMoiialti3i, Ta JIMIe y TOMY pasi, KOlH odiKyBaHa
KOPHCTE BiJl Tepanii nepeBaxkatnuMe MOTEHLiHHUI pU3MK.

Ha chorozni Hemae KiiHiMHOrO JIOCBiy 3acTOCYBaHHS JiHE30Jiy NalicHTam, ski nepeyBaioTh Ha
MOCTiHHOMY amMOy/1aTOPHOMY NEPHTOHEAILHOMY AiaNi3i 4M anbTepHATHBHOMY JiKYBaHHI 3 MIPUBOLY
HMPKOBOT HEIOCTATHOCTI (IHILIOMY, HiJK reMofianis).

3acmocyeanns nayicumam 3 HUPKOB0I0 HeOOCMAMMICMIO: KOPEKIlis J03M He MOTpiOHa. ITpote
KJIIHI4HI J]aHi 3 1IbOTO TTHTaHHs 00MEeXKeHi, TOMY PeKOMEH/YEThCS 3aCTOCORYBATH JIHE30/1 TAKUM
nauieHTaM Juuie To/i, KoM OUiKyBaHa KOPUCTh Bill JTIKYBaHHS NepeBaaTMMe NOTEHIIHHII pUBKK.

Mimu.

[lpenapat He nmpu3Ha4aoTh AiTIM BikoM 10 12 pokis.

Iepeoosysaniis.
He Oyno 3apeccTpoBano BUMa/KiB nepe1o3yBaHHs.
Jlikyeanns. CneuudiuHuii aHTUIOT HEBIIOMMIA.
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Y pasi nepeilosyBaHHs MOKa3aHE CHMITOMATMUHE NiKyBaHHH 3 MPOBEACHHAM 3aXOMiB LIOA0
MiITPUMKK  PiBHSL  KIyGOUYKOBOT  (inbTpauii. [Tpubauzno 30 % npuitHaTol po3m npenapary
BUBOJIUTECA NIPOTArOM 3 FOJIMH reMoJiasnisy, ane HeMae JaHUX L10/0 BUBEACHHS niHe30Mioy mijg yac
MPOLEYP MEPHTOHEANLHOrO Hianizy aGo remonepdysii. Jla NepBUHHUX MeTaboMiTH JiHe30Jiay
TaKOXX BUBOIATLCA LIISIXOM reMoaianisy.

Hobiuni peakuii.

3a3HaueHa iHpOpMallis IpYHTYETbCS Ha JaHHX, OTPUMAHHUX i3 KITiHIYHUX JOCIiIKEHb, B IKUX OiNbIe
2000 nopocnux nalieHTiB OTPUMYBATH PEKOMEH/I0BAHI 1031 npenapaTy TepMiHOM 110 28 nHiB.
HaiiyacTiuumu moGiYHMMH peakuismu, Npo sKi MOBIAOMISANH, 110 NPU3BOAWIM A0 BiIMiHM
npenapaty, Oynu ronosnuil Oinb, niapes, Hy10oTa Ta GIIOBaHHA. [Tpubnuzno 3 % nauieHTiB
TIPUITHHUIIH JIKYBaHHA Yepe3 PO3BUTOK 3yMOBJIEHHX NPENapaToM moGiuHux peaxiiiii.

Honarkosi nobiuni peakiii, npo siki nosigomnsnocs nicns Buxoxy npenapary Ha pUHOK, BKJIIOUEH|
JI0 TIEPEiKY HMXKUE i3 3a3HaUeHHIM YaCTOTH BUHHKHEHHS K «4acTOTa HEBiZIOMay, OCKIIbKH 4acTOTy
BUHUKHEHHS HE MOJKHA BCTAHOBUTH 34 HAABHUMH JaHUMH.

[ToGiuni peakuii, npo ski noBigoMIAIH MPOTAroM JIIKYBaHHA, HABEJEHO HMIYE 3a TaKOIO
KkiachikaLieo yacToTi: mysxke yacti (> 1/10), wacri (> 1/100, < 1/10), Heuacri (> 1/1000, < 1/100),
noofuHoKi (> 1/10000, < 1/1000), piakicui (> 1/10000) i yacToTa HeBigoMa (He MOMKHA BCTAHORHTH
Ha IiCTaBi HABHUX JAHMX).

Inghexyii ma ineasii: 4yacTi — KaHAKMI03, OpaJlbHWi KaHIMIO03, BariHanbHWH KaHIWA03, TPUOKOBI
iHdeKUil; HeyacTi — aHTHOIOTHKOACONHOBAaHI KOMITH, BKIIOYAIOYH ncepaoMeMOpaHO3HUMIM KOMmIT#,
BariHiT.

3 boky cucmemu kposi ma nivgpamuunoi cucmemu: 4acTi — TpoMGOUMTONEH ¥, aHeMis*T; HevacTi —
NaHUUTONeH ™, nelkonenia*, HeiiTponeHis, eosunodinis; pinki — cuaepobnactha aHemis*; yactora
HeBizloMa — Mienocynpecis®,

3 boky imynnoi cucmemu: pinki — anadinaxcis.

3 6oky memabonismy ma XapuyeanHs: He4acTi — riMoHATpieMis; piaki — nakToauumos*.

3 DOKY MCHXiKM: YacTi — 6e3COHHS.

Hesponoziuni posnadu: uacTi — ronoBHuii Oinb, nepeepcii cMaky (MeTaniuHuit npHucMak),
3anaMOpOYeHHs; HevacTi — cyaomMu*, nepudepuuna Heiiponaris®, rinecresis, napectesis; yactora
HEBiZlOMa — CEPOTOHIHOBHIH CHHJIPOM™ .

3 boky opeanie 30py: HeyacTi — 30poBa HeHponaris*, 3aTyMaHeHHs 30py*; piaki — medekt nos
30py*; 4acToTa HEBiZloMa — , HEBPHUT 30POBOTO HEpBa*, BTpaTa 30py*, 3MiHa 30pOBOrO BiTuyTTS*,
3MiHa CTIPUMHATTA KOJLOPY™.

3 Ooky opzanie cnyxy ma pieHo6azu: He4acTi — JI3BiH y ByXax.

3 boxy cepys: HeyacTi — apuT™is (Taxikapais).

3 6oxy cyOun: 4acTi — apTepianbHa rinepTeHsis; HeyacTi — TPaH3UTOpHA ilueMiuHa aTaka, duebir,
tpombodnedir.

3 60Ky wnynK060-KUWKOB020 MpAKmy. YacTi — Jiapes, HyA0Ta, OMIOBaHHS, JIOKAIBHUI a60
resepanizoBaiuii OiTb y JKMBOTI, 3an0p, TMCHENCis; HeYacTi — NAHKPEATHT, FACTPUT, 3AYTTS KUBOTA,
CYXICTh Yy POTi, IJIOCHT, YacTi PiiKi BUTIOPOXKHEHHS, CTOMATUT, po3aaau abo 3MiHa KOIbOpY S3HKa;
pinki — 3HeOapBiIeHHS NOBEPXHI 3Y0iB.

3 Ooxy 2enamobiniapnoi cucmemu. 4acTi — BIJXHICHHS BiZ HOPM MOKA3HUKIiB (yHKIOHATLHHX
ne4iHKoBUX Npob, 30inpwenns pienie AJIT, ACT abo mysxkuoi docdarasu; HeyacTi — MiABHULLCHHS
3aranbHOro 6inipy6iny.

3 6oky wxipu ma niOwKipHoi Kuimkoeunu. vacTi — cBepOiXk, BMCHIN; HeyacTi — aHrioeaema,
KPOMUB'SHKA, NEPMATUT, OyNIb03Hi ypaKeHHs HIKipH, HaAMipHE NOTOBHIINIEHHS; PiIKi —TOKCHYHHIA
enijiepmanbuuit Hekponis, cuuiapom CriBeHca—/[KOHCOHA, BACKYJNiT IMiABMIIEHOT YYTIMBOCTI;
4acTOTa HERiZIOMa - alloMNeLlis.

3 0OKy nupok I ceuoeudineHoi cucmemu. 4YacTi — MiIBUILEHHS a30Ty CEYOBMHM KpPOBi; HewacTi —
HUPKOBA HEJJOCTATHICTb, MiIBULLIEHH KpeaTHHIHY, MOJiypis.

3 BOKY penpoOyKmueHoi cucmemu ma MOIOYHUX 3a103: HEYACT] — BYJIbBOBATIHAIBHI OPYIIEHHS.
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3aeanvni posnadu ma nopywenns y Miclyi 66e0eH s YacTi — rapsyka, JoKajiizoBaHuii 6inb; HeuacTi —
03HOO, BTOMa, Oi/lb Y Micui i’ ekuii, cnpara.

Hocnioxcenns. bioximig: vacti — nigBuiieHHs NaKTaTAEeriiporeHasu, KpeaTHHIHKiHa3W, jinasu,
aminasy abo TNOCTHpaHIiaibHOro (He HATILE) PIBHA TJIOKO3M, 3HMIKEHHS 3arajibHOro G6ijka,
aneOyMiHy, HaTPilO Ta Kanbuilo, MiABMIICHHs abo 3HMIKEHHS Kalilo a6o GikapOoHaTy; HewacTi —
MiABMLUEHHS HaTpilo a0 Kambllilo, 3HMIKEHHS TIIOKOZU 6e3 rOJIOAYBAHHSA, MiJBHUIEHHS a6o
3HM)KEHHS XJIOpUiB. ['eMarosoris: yacTi — NifABMINEHHS KiNbKOCTI HeHTpodiniB abo eoszuHodinis,
3HHIKCHHA reMOriobiHy, reMaToKpuTy abo KilbKOCTi €pUTPOLMTIB, MiABMINEHHS a60 3HIKCHHS
KiIbKOCTi  TpoMGOLMTIE ab0 JeHKOUMTIR; HewacTi — MiABMINGHHS KiTBKOCTI PETHKYIOLMTIE,
3HUIKEHHS KiIbKOCTI HelTpodinis.

* JluB. po3ain «OcobIMBOCTI 3aCTOCYBAHHSY.

** Jlue. po3ainu «Ilpotunokasannsy Ta «B3acMois 3 iHMMH NiKapchbKUMH 3aC00aMM Ta iHIUT BH/M
B3aEMOJ1H».

T Iin yac KOHTPONBLOBAHKMX KIHIYHMX JOCHIIKeHb, Y IKHX JiHE30i/ 3aCTOCOBYBANM y Mepiof 10
28 nuie, y 2,0 % nanientis BinzHavanacs aemis. Y nporpami i3 3aCTOCYBAHHSAM HE3apeecTPOBAHOIO
JMKapchbKoro 3acofy MO rymaHitapHiii mporpami (compassionate use) 3 y4acTioO mMalli€HTiB 3
iH(eKUisMH, 110 3aTPOKYIOTh JKUTTIO, TA CYMYTHIMU 3aXBOPIOBAHHAMH, BiJICOTOK NAaLi€HTIB, ¥ AKMX
BUHHKJIA aHeMis micis npuifoMy niHe3oniay npotarom < 28 gHie, ctanoBue 2,5 % (33 3 1326)
nopisHAHO 3 12,3 % (53 3 430), siki nikyBanucs > 28 nuis. CriipsigHOMEHHS 3adiKcoOBaHMX BUNAKIB
TSKKOT aHeMii, CIPHYMHEHOT 3aCTOCYBaHHSM JIKApChKOro 3acoby, 110 MoTpeGyBaio nepeuBaHHs
KpoBi, cTaHoBH/I0 9 % (3 3 33) y nauientis, saki nikyBanucs nporsrom < 28 auis, Ta 15 % (8353)y
THX, XTO JIIKYBaBcs IPOTATOM > 28 JHiB.

[oGiuni peakuii, noB’s3aHi i3 3acTocyBaHHAM JiHe30iLy, sKi Oynmu OLHEHI B piJIkHX BUMagKaX K
peakLil TSKKOro CTyneHs: NOKani3oBaHuil abaoMiHANILHMIA Gib, TPAaH3UTOPHMI ileMiuyHmi Hanaj
Ta apTepialbHa rinepTeH3is.

Tepmin npuoamnocmi. 3 poxu.
¥YmoBu 36epiranns.
30epirati npu Temnepatypi He e 30 °C B opuriHanbHiil yIakoBLj.

36epiraTv B HEIOCTYIHOMY Jis JiTei Miciii.

¥Ynakoska.
[lo 10 Tabnetok y Gnictepi, mo 10 GuicTepie y KapToHHIH ynakoBIii.

Kareropis Bignycky. 3a penentom.

Bupobuuk.
MAKIJIEOJIC ®APMACBKOTHUKAIJIC JIIMITEJT.

MicuesnaxomxeHnss BHPOOHMKA Ta aJpeca Micusl NPoBa/zKeHHs HOro AisIbHOCTI.
Binemx Txena, I10 Jloaximaiipa, Texcin baaui, lictpikt Conan, Ximauan Ipanenr, 174101, Tuzis.

JlaTa 0CTAaHHBOTO MeperJsiay. .02,0 s L0, 0&00(0 6
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