THCTPYKIIA

IJISI MeTUYIHOT'0 3aCTOCYBaHHS JIiIKapChKOT0 3aco0y

JIAEH®

(LION®)

CKnao:
ditoua pevosuHa: ninesomin (linezolid);
1 TabneTka mMicTuTh niHEe30migy 600 Mr;

0ONOMIdCHI peuosuHuU: 1Ie/TI0I03a MiKPOKPUCTATiYHa, KpOXMaJllb YaCTKOBO IPeKeTaTUHI30BaHUH,
HATPil0 KPOXMAaJbIIKOIAT (TUM A), TiZPOKCHUIIPOIINIIETI0o3a, MarHio cTeapaT, mokputTa Opadry
03B58600 6inuii: rimpomeno3a, Tutany giokcup (E 171), momieTUNIEHT TiKOIb.

JIikapcbka ¢popma. TabneTky, BKPUTI IIiBKOBOIO 000JIOHKOIO.

OcHosHi (¢i3uko-xiMiyHi 81acmusocmi: oBabHi, TTlafieHbKi 3 060X OOKiB IBOOMYKIIi TabJIeTKH, BKPUTI
IITIBKOBOIO 000JIOHKOIO 61710T0 KOJIBODY.

®dapMakoTepaneBTUYHA Irpyna.

AnTubakTepianbHi 3aco6u st cucTeMHOro 3actocyBanHs. Kom ATX J01X X08.

dPapmakonoeiuHi e1acmueocmi.

®apmakoduHamika.

3aranbHi XapaKTEPUCTUKH.

JIiHe30mi € CHHTETUYHUM aHTHOAKTepialbHUM 3ac000M, IO HAJIEXKUTh 00 HOBOTO KJIacy
IIPOTUMIKPOOHUX ITpenapaTiB - 0KCA30JIiqUHOHIB.

Bin nposBisie aKTUBHICTD in Vitro mpoTH aepoOHUX PAMIIO3UTUBHUX OaKTepill Ta aHaepoOHUX
MiKpOOpPraHi3MmiB.

JIiHe30mif cCeNeKTUBHO MPUTHIUYE CUHTEe3 GinKiB y 6aKTepianbHUX KITiITUHAX IIJITXOM YHIKAIbHOTO
MexaHi3My [ii. 30KpeMa, BiH 3B’SI3YETHCA 3 AiNITHKOI0 Ha GakTepianmbHil pubocomi (23S cybomuuus i3
50S) Ta mepeuIKofXKae YTBOPEeHHIO PyHKI[I0OHANIBHOT0 70S iHili0I040r0 KOMILJIEKCY, IKUH €
BaXKJIMBUM KOMIIOHEHTOM IIPOLIECY TPAHCIISIIII.



YyTIUBICTE.

[TourmpeHicTh HaOyTOI pe3UCTEHTHOCTI MOXKe 3MiHIOBATUCS reorpadidyHo Ta y 4aci ojisi OKpeMux
BUMiB, TOMy 6aKaHO CIUPaTUCS Ha MiclleBy iH(popMallio CTOCOBHO Pe3UCTEHTHOCTI MiKpOOPTaHi3MiB,
0C06IMBO TIpH JTiKyBaHHI TSXKKUX iHbeKIiH. ¥ pa3i HeoOXiqHOCTi, KOU piBeHb MOMKUPEHOCTI
PE3UCTEHTHOCTI MiKpOOPraHi3MiB Ha MiCIL[eBOMY PiBHi € TaKKM, 1110 KOPUCTH Bifi 3aCTOCYBaHHSA
JiKapchbKOro 3aco0y, MpUHAWMHI CTOCOBHO [0 esIKUX BUMIB iH(DeKIIii, BUKJTMKAE CYMHIBHU, CIIif
3BEPHYTHUCS 3a KOHCYJIBTALIEI [0 eKCIIepTa.

YyTnusi MiKpOOpraHi3Mu.

I'pammo3uTrBHI aepobHi MikpoopraHiamu: Enterococcus faecalis, Enterococcus faecium¥*,
Staphylococcus aureus*, Koaryna3oHeraTuBHi ctadinokoku, Streptococcus agalactiae*,
Streptococcus pneumoniae*, Streptococcus pyogenes*, Group C streptococci, Group G streptococci.

'paMno3uTrBHI aHaepoOHi Mikpooprani3mu: Clostridium perfringens, Peptostreptococcus
anaerobius, Peptostreptococcus sp.

PesucrtentHi Mikpooprasisamu: Haemophilus influenzae, Moraxella catarrhalis, Neisseria species,
Enterobacteriaceae, Pseudomonas sp.

*KniniuHa e(peKTUBHICTH OyJia MPOAEeMOHCTPOBaHa [JIs UYTJIMUBUX LITAMIB 3TigHO 3 3aTBEPIKEHUMHU
IIOKAa3aHHIMU

Xoya J1iHe30J1i[l JeMOHCTPY€E [AeIKy aKTUBHICTS in vitro nmpotu Legionella, Chlamydia pneumoniae Ta
Mycoplasma pneumoniae, HegOCTaTHLO JAHUX [JIF MiATBEPAKEHHS KITiHIYHOI €()eKTUBHOCTI y IIUX
BUIIa[IKaX.

Pe3uCcTeHTHICTS.

IlepexpecHa pe3ucmeHmMHicmo.

MexaHi3M fil miHE30mMigy Bigpi3HAETHCS Bifl TAKOT0 iHIINX KIaciB aHTUO10THKIB. [JoCTiIKEeHHS
K/TIHIYHUX IITaMiB (METULWITIHPE3UCTEHTHUX CTa(iIOKOKIB, BAHKOMIIIMHPE3UCTEHTHUX EHTEPOKOKIB,
a TAKOXK IEHIIUJIiH- Ta ePUTPOMILMHPE3UCTEHTHUX CTPENITOKOKIB) in Vitro moKa3yoTh, 110 JIiHe30JIi]
3a3BUYail aKTUBHUY III00 MiKPOOPTaHi3MiB, CTIMKMX [0 OMHOTO ab0 [EeKiTbKOX iHIINX KIaciB
AHTUMIKPOOHUX ITPeraparis.

Pe3ucteHTHICTE [0 NTiHE30/1i0y T0B'A3aHa 3 TOYKOBUMU MyTauigMu B 23S pPHK. 3uuxkeHHd
YYTJIMBOCTI [0 JIIHE30JIify CIOCTEPIraeThCS IPU 3aCTOCYBaHH] y NALI€HTIB 3 iHPEKIIIMH, 1[0 BaXKKO
IifmaoThCs JTiKyBaHHIO, Ta/a00 ITpU 3aCTOCYBaHHI MPOTATOM TPHUBaioro yacy. [ToBimoMmsnu mpo
PE3UCTEHTHICTh [0 JIiHE30JIily eHTEPOKOKIB, 30JI0TUCTOr0 CTadilloOKOKa i Koaryna3oHeraTuBHUX
cTadinokokis. Ak mpasuo, e 6yyo MOB'sI3aHO 3 TPUBAINMU KypcaMy Teparlil Ta HasiBHICTIO
IIPOTE3HUX MaTepianiB abo HempeHoBaHUX abcreciB. Koy B mikapHi 3ycTpivaioThCst CTiMKi 70
aHTUOIOTHKIB MiKpOOpPraHi3Mu, BaxKJIMBO HAaroJIOCUTH Ha ITpaBuiax 00poTebu 3 iHdeKIieo.

dapmakokiHemuka.

Jline3omip, giroua pedoBrHa npenapaty JlaeH®, € 6i0JI0riYHO AKTUBHOI PEYOBHUHOIO, 1110
MeTab0Ii3y€eThCs 3 YTBOPEHHSIM HEaKTUBHUX MOXITHUX.

Abcopbuis.



JliHe30mif MIBUAKO Ta y 3HaYHOMY 00’€Mi abcopOy€eThCS MiC/s TepopasbHOT0 3aCTOCYBaHHS.
MakcuMasnbHa KOHIIEHTpAllid y I1J1a3Mi KpOBi fOCATAETHCS IPOTATOM 2 TOOUH MICIIS IPUUOMY
npemnapaty. A6comoTHa 6i10M0CTyIHICTE TiHE30MiMy TpU epopabHOMY IIPUMOMI € TTOBHOIO (Malixke
100 %). Tomy miHe3011iq MOXKHAa 3aCTOCOBYBATH IIEPOPAIbHO ab0 BHYTPIITHROBEHHO 0€3 KOpeKIIii
no3u. JIiHe301ig MoKHa 3aCTOCOBYBATH HE3aJIeXKHO Bif npuitoMy ixi. I[Ticis mepopasbHOTO IPUAOMY
B 103i 600 Mr gBiui Ha 70Oy MaKcuMasibHa Ta MiHiMalbHa KOHIIEHTpallii y piBHOBaXKHOMY CTaHi
CTaHOBNIATH 21,2 Mr/n Ta 6,15 Mr/n BignoBigHO. PiBHOBaXXKHUY CTaH AOCATAETLCS Ha APYTUM OEHb
Teparii. Yac 10 HOCATHEeHHS MaKCUMaJIbHOI KOHIleHTpalil 36inpiryetses 3 1,5 mo 2,2 rogusy, a C,,,
3HUXKY€EThCS IPUOIU3HO Ha 17 % Ipu 3acTOCyBaHHI NTiHEe30IiAy 3 12Ket0 3 BUCOKUM BMiCTOM KUPIB.
[TpoTe 3aranbHa eKCIO3ullis, siKa OIiHeThCs 3a AUCO-», momibHa B 060X BUTIagKax.

P0o3no0dia 8 opaaHi3mi.

JIiHe30mi MIBUAKO PO3MOMINIEThCS ¥ TKAHUHAX 3 fo0poio nepdysieio. CTymiHb 3B'I3yBaHHS 3
6inkaMu 11a3Mu KpoBi — npubnu3Ho 31 % Ta He 3ay1eXUTh Bif KOHIIEHTPAIlil ITpenapary y mia3Mmi
KpoBi. O0’eM pPO3MOAiNy IiHE30/igy B piBHOBaXKHOMY CTaHi ¥ 3MOPOBUX TOPOCIIUX JOOPOBOJIBIIIB
CTAHOBUTH Y cepemuboMy 40-50 71, 1m0 mpubIKU3HO BiAOBiga€e 3araabHil KiNbKOCTI piguHM y Timi.
BipHOLIeHHS KOHIIEHTpAIlil JTiHe30JIigy y CJIKHI Ta MOTi 0 KOHILIeHTpallil y IIJla3Mi KpOBi CTaHOBUTD
1,2:1 Ta 0,55:1 BigmoBimHO. BimHOIIeHH KOHIIEHTpAallil Y 6pOHX0aIbBEOISPHIl TaBaXkHil pifxHi Ta B
arbBeOJIIPHUX KIITHHAX JIeTeHb 10 MaKCUMaIbHOI KOHIIEHTpalii y 1m1a3Mi KpoBi y piBHOBaXKHOMY
crani — 4,5:1 Ta 0,15:1 BimmoBigHO. BimHOIIeHHS KOHIIEHTPAIlil y CHUHHOMO3KOBIN piguHi m0
MaKCHMaJIbHOI KOHIIEHTpalii y mi1a3Mi KpoBi mics 6araTopa3oBoro mpuiomy jinesominy — 0,7:1.

Memaboaaism.

JliHe3omif mepeBaxkHO MeTab0i3yETLCSA MIJITXOM OKMCHEHHS MOP(GOTiHOBOTO KiNlblisl 3 YTBOPEHHSIM
[IBOX HEAKTHBHUX MOXiJHUX KapOOKCUJIbHOI KUCJIOTH 3 PO3IMKHEHUM KilblleM: MeTaboJIiTy
aminoetokcuonToBoi Kuciotu (PNU-142300) ta metabomity rimpokcuerunriinuny (PNU-142586).
Metaborit rinpokcuetunriinu (PNU-142586) € npeqoMiHaHTHUM MeTa00JIiTOM Y JIIOOWHY, KU, STK
BBaXKal0Th, YTBOPIOETHCS LINAXOM HeepMEeHTAaTUBHOTO IIpoliecy. MeTa0oJIiT aMiHOETOKCHOIITOBA
kucsoTa (PNU-142300) Bu3Haya€THCSA Yy MEHIIIIN KiTbKOCTi. TakoX iqeHTHU(}IKOBaHi iHII «Mai»
HeaKTHUBHiI MeTabomiTu. Bigomo, 110 1iHe30/ia MiHiManbHO MeTabO0Ii3yeThCS 3 MOKJIMBOIO YUaCTIO ¥
IIbOMY ITIpolieci cuctemu uutoxpomy mopunu P450. [Tpote MeTabomiuHi MIaxy A5t JTiHE30ITiy
IIOBHICTIO HE BUBYEHI.

BuseOeHH:.

Y narienTiB i3 HOpManbHOIO QYHKIIIEI0 HUPOK ab0 3 He3HAYHOI0 YH MTOMiIpPHO BUPaXKeHOI0 HUPKOBOIO
He[IOCTaTHICTIO JIiHe30J1i Y piBHOBAXKHOMY CTaHi IIepeBaKHO eKCKPETYETHCS 3 CEUYel) Y BUTIIAML
PNU-142586 metabomity (40 %), y HeamineHomy Burisami (30 %) ta y Burnsmi PNU-142300
MeTabomity (10 %). [IpenapaT y He3MiHEHOMY BUTJISAI B KaJli TPAaKTUYHO He BUSBISETHCS, TOMI SIK
YacTKa KOXHOTO0 3 OCHOBHEX MeTabo0iTiB, PNU-142586 Ta PNU-142300, ctanoBuTh 6 % Ta 3 %
BinnoBigHO. [lepion HamiBBUBeeHH JIIHE30JIIAy B CEPeIHLOMY CTAHOBUTDH D--7 FONUH.

HeHupKoBU# KilipeHC CTaHOBUTH NMPUOIN3HO 65 % Bif 3aranbHOTO KIlipeHCy niHe3ominy. He3nauna
CTYIiHb HEJIHIMHOCTI KJIipeHCYy CIIOCTePiraeThCs Py MigBUILEHH] f03U JiHe305iay. O4eBUAHO, 1Ie €
HACIgKOM OibIll HU3LKOTO HUPKOBOTO Ta HEHUPKOBOT'O KITiPEHCY MPU BUIIKUX KOHIIEHTPAIiSIX
niHe3oniny. IIpoTe 114 pi3HULA B KIIipEHCI € HE3HAYHOIO Ta He BIJIMBAE Ha SIBHUU I1epiof
HalliBBUBEOEHHSI.

dapmakoKkiHemuka 8 OKpeMux 2pynax nayieHmias.



[NalieHTy 3 HUPKOBOIO HEOOCTATHICTIO.

[Ticrst pa3oBoro BBemeHHs B f03i 600 Mr criocTepiranocs 7-8-KpaTHe IigBUIIIEHHS CHCTEMHOI
€KCIT03UIIil IBOX OCHOBHMX MeTabo0IiTiB TiHe30/iAy y M1a3Mi KpOBi y MaIli€HTiB i3 TAKKO0I0 HUPKOBOIO
He[IOCTaTHICTIO (KiipeHc KpeaTuHiHy < 30 Myi/xB). [IpoTe 3HaYeHHS €KCIIO3UIIil 3a TOKa3HUKOM
IIJTOIII ITifT KPHUBOIO «KOHIeHTpalisg/4ac» (AUC) ansi mo4aTKOBOI CIIOJIYKY JIUIIANIOCS HEe3MiHEHUM.
Xoua neBHa KilbKiCTh OCHOBHUX MeTa0OJIiTiB TiHE30/Iily BUBOTUTHCS 3 OpraHi3My IIif 4ac
IIPOBEIEHHS TeMofiiai3y, piBeHb MeTa0oJIiTiB y My1a3Mi KPOBi Iicys pa3oBoro BBefeHHs y 7o3i 600 mr
BCe IIle JIMIIABCS BUILUM IIiCJig IPOLieAypU TeMofiai3y, HixK y MallieHTiB 3 HopMalbHOI0 QYHKIIIEI0
HUPOK YX 3 He3HAYHOIO a00 MOMipHO BUPAXKEHOI HUPKOBOI HEIOCTATHICTIO.

[laieHTH 3 IeYiHKOBOI HEIOCTATHICTIO.

OOMexeHi JaHi BKa3yloTh Ha Te, 1110 ¢papMaKoKiHeTuKa niHe3ominy, PNU-142300 ta PNU-142586 He
MOPYIIYIOThCS Y MAIli€HTIB i3 He3HAYHOI0 a00 MOMIpPHO BUPaXKeHOI0 MeYiHKOBOIO HeIOCTATHICTIO (KJac
A 4u B 3a mxkarnor Yainga-I1'10). ®apMaKOKiHETAYHI TapaMeTpHU IiHe30/iAy y Malli€HTiB i3 TIXKKO0
IeYiHKOBOI HegocTaTHiCTIO (Knac C 3a mKkanoio Yaunga-I1'10) He BuBYanu. [IpoTe, OCKiNbKU
niHe30:i MeTabomi3yeThCs MINAX0M HeepMEHTAaTUBHOTO IIPOIIeCy, HEJOCTATHICTh PYHKIIII MeUiHKu
CYTTEBO He BIIMHE Ha Moro MeTabomi3m.

Hity BikoM Big 12 mo 17 pokiB.

dapmakokiHeTHKa JIiHe30imy 6yia momgibHa Mo TaKol Y HOPOCIMX IIPH 3aCTOCYBaHHI ITpemapary y nosi
600 mr.

[TpusHaveHHs npenapaty y fo3i 600 Mr koxHi 12 rogus mogeHHO 3abe3neuye Taky XK camy
€KCITO3UIIiI0 IIpemnapary, K i B Jopociux ocib, ki oTpuMyBaTUMYTh IIpemaparT y Tiit caMiit gosi.

[lamieHTy NITHBOTO BiKY.
dapmakokiHeTHKa JTiHE30/Tiay B 0Ci0 BiKOM Bif 65 POKiB CYyTTEBO He 3MiHIOETHCS.
KIiHKH.

[ XKiHOK XapaKTepHUH OiNbIl HU3bKUM 00’€M PO3MOMiNy JTiHe30J iy, HiXK O Y0JI0BIKiB, a cepenHil
KJIipeHC (CKOPUTOBaHUM 3a MAcoIo Tiyla) 3HMKeHuM mpubnu3no Ha 20 %. KoHueHTpanis ninesomniny y
IIJTa3Mi KPOBI BHUINla y XKIHOK, 1110 YaCTKOBO MOXKe MTOSICHIOBATUCS Pi3HUILEI0 y Maci Tina. [IpoTe,
OCKIJIbKY CepefHE 3HaYeHHS I1epiofy HalliBBUBEIEHHS y YOJIOBIKIB Ta XKIiHOK CYTTEBO HE
BIIPI3HAETHCA, HE OUIKYETHCS, 110 KOHLIEHTPALif ¥ IJIa3Mi KPOBIL XKIHOK CYTTEBO [IEPEBULLYBaTUME TY,
1m0 1o6pe IePeHOCUTHCS, 0TKe, KOPEKITiI0 J031 JIiHe30JTiAy MPOBOOUTH He MOTPiOHO.

Kniniuni xapakKTepuCTHKH.
Iloka3aHnHs.

JlikyBaHHS iH(eKLil, CHPUYUHEHNX YyTIUBUMY IITaMaMi BU3HaYE€HUX MiKpPOOPTaHi3MiB, IIPH TaKUX
CTaHaXx:

- HO30KOMiaJIbHa ITHEBMOHIS;

- HerocIiTajbHa THEBMOHIA;



- yCKJIafiHeHi iHdeKIIil mKipu Ta ii CTPyKTyp, 30KpeMa iHdeKIIil Ha Tji AiabeTuyHol cTonu 0e3
CYIYTHBOTO OCTEOMIi€eNiTy, cipuuuHeHi Staphylococcus aureus (MeTUIUTTIHUYTIMBUMU Ta
MEeTHUIMTIHPe3UCTeHTHUMHU i30siTamMu), Streptococcus pyogenes abo Streptococcus agalactiae;
Jline3omixg He OyB BUBYEHUH V JTiKyBaHHI BUPAa3KOBUX ITPOJIEXKHIB;

- HeyCKJIagHeHi iH(eKmil mKipu Ta 1I CTPYKTYp, cipuduHeHi Staphylococcus aureus (Tinbku
MEeTUIMTIHUYTIUBAMH i30/15iTaMu) abo Streptococcus pyogenes;

- PE3UCTEHTHI [0 BaHKOMIIIMHY iH(eKIil, cnpuYuHeHi Enterococcus faecium, BKIIIOYHO 3
iHpeKIigMu, 0 CYyNIPOBOMAKYIOTECS GaKTepieMi€Ero.

Jline3orig He IOKa3aHUY [JId JTiKyBaHHS iHQEKIIil, CHPUYMHEHUX I'PaMHETaTUBHUMU
MikpoopraHizmamu. Y pasi migo3pu abo BUSBIEHHS I'PaMHeETraTHBHOI0 30ygHUKA MTOTPiIOHO HeraiHo
po3mnoyartu crenu@piyHy rpaMHeraTUBHY Teparliio.

IIpomunoka3aHHs.
Bigmoma rimepuyTnuBicTh o niHe30imy a6o mo Oymob-KOT0 iHIIIOr0 KOMIIOHEHTA IIpenapary.

OpHovacHUM mpuiioM OyOb-IKUX TiKapChKUX 3ac00iB, SKi MPUTHIUYIOTE MOHOAMiHOKCHOa3y A Ta B
(Takux 9K heHeNn3uH, i30KkapOoKca3u, cenerinain, Moknobemin), abo IPOTATOM BOX THKHIB IIiCIIs
IIPUUOMY TaKUX IIpernaparib.

3a BUHATKOM BHUIA[KIB, KOJIU € MOXKJIUBICTh PETEJIBHOTO CIIOCTEPEKEHHS Ta MOHITOPUHTY
apTepianbHOro THCKY, JlaeH® He CIIif IpU3HavYaTH HalicHTaM i3 TaKMMHM CyIyTHIMY KIiHi9HUME
cTtaHaMu a60 CyImyTHIM IPUHOMOM HUXKYe3a3HaueHUX IIpernaparis:

- HEKOHTPOJIbOBaHa apTepianbHa rimepTeH3is, GeoXpoMOIUTOMa, KapIIMHOIM, TUPEOTOKCHUKO3,
OimornsipHa memnpecis, mu3oadeKTUBHUYN PO3/1al, TOCTPi emi30qu 3anaMopOYeHHS;

- CeJIeKTUBHI iHTi0iTOpU 3BOPOTHOTO 3ax01yieHHs cepoToHiny (CI33C), TpuIuKiIiuHi
aHTUAenpecaHTy, aro"ictu 5-HT, pelienTopiB CepOTOHIHY (TPUIITAHU), IPSIMi Ta HENIpAMi
CHMITaTOMIMETHKY (BKJIIOUHO 3 agpeHeprivHuMu OpOHXOAHUIaTaTOpaMu, IceBnoepenpuHoM,
(deninnponanoiaMiHOM), Ba3onpecopu (eniHedpuH, HopeniHepUH), HoIaMiHEePTidyHi CIIONYKU
(momamiu, mobyTamin), meTuAuH abo OyCITipOH.

Crip IpUNUHUTY TOAYBaHHS IPYAI0 IPOTArOM 3aCTOCYBaHHS Ipenapary (AuB. PO3min
«3acTocyBaHHS y epiof] BariTHOCTI abo rOfyBaHHS TPYHAAI0»).

B3aemodisn 3 iHwumu nikapceKumu 3acobamu ma iHwi eudu e3aemoditi.

[Hri6iTOPY MOHOAMIHOKCHUIA3H.

Jline3omiz € HeceMeKTUBHUM iHTibiTopoM MoHOoaMiHOKcupa3u (MAQO) o6opoTHoi ail. IcHYIOTh myXKe
oOMezKeHi JaHi PO 3aCTOCYBaHHS JIiHE30JIiAy A JIiKyBaHHS IAIli€HTIB, IKi OTPUMYIOTh CYIIyTHIO
Tepallilo npernapaTaMy, 110 CTBOPIOIOTH IIE€BHI PU3UKHY BHACTIOOK npurHiveHHI MAO. Tomy
3aCTOCYBaHHS JIiHE30JIily 3a Takux 06CTaBUH He PEKOMEHI0BaHe, SKII0 HEMOXKJIUBO IIPOBOOUTHI
peTembHE CIIOCTEPEeKEeHHS Ta MOHITOPUHT CTaHy MallieHTa (OuB. po3ainu «IIpoTumnoka3aHHs» Ta
«Oc00IMBOCTI 3aCTOCYBaHHS»).



[ToTeHIi#HI B3a€MOMIl, 1110 TPU3BOIAATD IO MiABUINEHHS apTePialbHOTO TUCKY.

Y 3m0poBUxX MO0OPOBOJIBIIIB i3 HOPMAILHUM apTepialbHUM THCKOM JIiHE30JIil ITOCHUITIOE MigBUIIIeHHS
apTepianbHOTO THUCKY, CIPUYNHEHE IceBmoedeIprHOM Ta (DeHiIIponaHoaMiHy TiTpOXIOPHUOOM.
OnHovacHe 3aCTOCYBaHHS JIiHEe30Iiy Ta rnceBpoedenpuHy ado GeHimnponaHonaMiny rigpoxIopuny
IIPU3BOAUTH [0 3POCTAHHS CUCTOJIIYHOTO apTepiaJbHOIO TUCKY B cepefHbomMy Ha 30-40 MM pT. CT.
IIOPiBHAHO 3i 3pocTaHHgaM Ha 11-15 MM pT. CT. mif BIJIMBOM BUHSATKOBO JIiHe3051iny, Ha 14-18 Mm pr.
CT. IIifl BIUIMBOM BUHSITKOBO IiceBHoedenpuny abo ¢eHinmnponanonaminy, Ta Ha 8-11 MM pT. CT. Ipu
3acToCyBaHHI mane60. AHAIOTiYHUX [OCTiAXKEeHb 3 y4acCTIo Malli€HTIB i3 rinepTeH3ieio He
TIPOBOOMIIN. PEKOMEHIOBAaHO pPeTeIbHO Ma0upaTH 03U MpenapaTis, SKi Mal0Th BA30IIPECOPHUN
BIIJIUB, BKJIIOYHO 3 odaMiHeprivyHUMHU IIperapaTaMH, 106 oTpuMaTy 0akaHUM pe3yabTaT Mpu
KOMOiHOBaHOMY 3aCTOCYBaHHI JTiHE30JIiAy 3 IIUMU ITperapaTaMu.

[ToTeHIIilHi CePOTOHIHEPTiYHI B3aEMOIii.

€ [aHi Ipo BiACYTHICT IPOSIBIB CEPOTOHIHOBOI'0 CUHAPOMY (CILJIyTaHICTh CBiIOMOCTI, MapeHH,
3aHENOKOEHHS, TPEMOD, NaTOJIOTiYHUN PyM’ sSHellb, IIOCUJIeHe TOTOBUINIEHHS, TilepIipeKcis) y
3M0POBUX MOOPOBOJIBLIIB, SKi OTpUMYyBasu nekcTpoMeTopdaH (mBi mo3u 1mo 20 Mr 3 iHTEpBaioM y 4
roguHu) y KoMmbiHamii 3 sine3omigoM abo 6e3 Hboro. OfHaK y IOCTMapKETHHTOBOMY Iepiofi 0yio
OTPUMaHO OfHe MOBiAOMIIEHHS L[0J]0 BUHUKHEHHS MIPOSIBiB, MOAIOHUX 10 IPOSBiB CEPOTOHIHOBOTO
CHHOPOMY, V IallieHTa, AKUU IpUIMaB JIiHe30JIi Ta feKCTpoMeTopdaH; Ifi TPOSIBY 3HUKJIIU IiCTIA
BimMiHM 000X IMpemnaparis.

[IpoTsAroM KiiHiYHOT0 3aCTOCYBaHHS JIIHE30JIiy Ta CEPOTOHIHEPTiYHUX IIpelapaTis, BKIIOYHO 3
aHTHeNpecaHTaMHu (TakKi SK CeJIeKTHUBHI iHTiOiTOpK 3BOPOTHOrO 3axorieHHs cepoToHiny (CI33C)),
Oynu omucaHi BUMTQIKA PO3BUTKY CEPOTOHIHOBOTO CHHAPOMY. TaKUM YMHOM, X04a KOMOiHOBaHe
3aCTOCYBaHHS LIUX IIperaparTiB NPOTUIOKa3aHe (OuB. po3ain «[IpoTunokasaHHa»), MTiKyBaHHS
IIallleHTIB, [ AKUX JIIKyBaHHA fK JIIHE30JIiI0M, TaK i CEpOTOHIHEPIriYHUMY IIperiapaTaMyu Mae
BUpilllanbHe 3HaYEHHS, OMMCAHO0 Y po3hini «Oco6IuBOCTI 3aCTOCYBaHHS».

3aCTOCyBaHHA Y IOEOHAHHI 3 HACHYEHNMHU TUPAMiHOM IPOOYKTaMH.

Y namieHTiB, sIKi OTpEMYyBaIM JIiHE30JIif Ta TUPaMiH y KiflbKOCTi MeHII Hik 100 Mr, He criocTepiranu
3HAYHOT'0 Ba30MPeCcOPHOro edpekTy. Lle CBimunTh IPo HEOOXiAHICTh YHUKATH JINIIe HaAJIUIIKOBOTO
CIIOKMBaHHS IIPOAYKTIB Ta HAIOIB i3 BEJIMKMUM BMiCTOM THpaMiHy (a caMe 3pilnux CUPiB, OPiKAKOBUX
€KCTPaKTiB, HeIUCTHUILOBAaHUX aJIKOTOIbHUX HATOiB Ta hepMeHTOBAHUX NMPOAYKTIB i3 coeBux 6006iB,
TaKUX SIK COEBHU COYC).

[TpemapaTy, gKi MeTab0J1i3yI0ThCS 3a HOIMOMOT0I0 IUToXpomy P450.

Jline3omig He € iHmykTOpoM nutoxpomy P450 (CYP450). Kpim Toro, miHe3osmin He iHTiOye aKTUBHICTD
KJTiHiYHO 3Hauymux i3odopm CYP (manmpuknapg 1A2, 2C9, 2C19, 2D6, 2E1, 3A4) y moguru. Tomy He
O4iKy€eThCS BIUIMBY JIiHE30Iiy Ha (papMaKOKiHETUKY iHIIMX TiKapchKUX 3aco0iB, SKi
MeTa0o0Ii3yI0ThCSA UMMU OCHOBHUMU (epMEeHTaMH.

Pudamminus.

BnnuB pudamninuHy Ha ¢papMaKOKiHETHKY JIiHEe30J1igy BUBYAIU y 16 3MOPOBUX JOPOCIIUX
noOpOBOJIBIIIB YOJIOBiUOI CTATi, SKUM BBOAUIH JliHe30J1in (600 Mr gBiui Ha m00y MPOTATOM

2,5 mobn), y kombinarrii 3 pudammninuroM (600 mMr 1 pa3 Ha goOy npoTarom 8 mHiB) Ta 6es3.
Pucdammninuu 3uuxKyBaB nokasuuku C,,, Ta AUC nine3omnigy B cepenaboMy Ha 21 % (90 % [I 15, 27)
Ta y cepegaboMy Ha 32 % (90 % I 27, 37) BigmoBigHO. MexaHi3M TaKol B3aeMOfil Ta 11 KITiHigHe



3Ha4YeHHS HeBigoMi.
Bapdapus.

[Tpu gomaBaHHiI BaphapuHy [0 KypCy JiKyBaHHS JIIHE30JIiI0M y PIBHOBaXKHOMY CTaHi CIIoCcTepiranu
3HUKEHHS CepeIHbOr0 MaKCMMaJlbHOTO MiKHAapOIHOT0 HOpMalli3oBaHOro BigHomeHHs (MHB) npu
omHOYacHOMY 3acTocyBaHHI Ha 10 %, npu ubomy AUC MHB 3nuXyBanacek Ha 5 %. [laHux npo
IallieHTiB, IKi OJHOYACHO OTPUMYyBad BaphapuH Ta JIiHe30J1i[, HeJOCTATHbO AJIS OLIHKY KIiHIYHOTO
3HaYeHHS.

AHTUOIOTUKH.

A3zmpeoHam. ®apMaKOKiHeTHKa JTiHe301iny abo a3TpeoHaMy He 3MiHIOETHCS IPY OTHOYACHOMY
3aCTOCYBaHHI LIUX IIperaparib.

I'enmamiyuH. PapMakoKiHeTHKA JIiHE307TiAy a00 TeHTaMil[MHY He 3MiHIOETHCS TPU OOHOYACHOMY
3aCTOCYBaHHI LIUX IIpenaparib.

HocmimKeHHs in vitro IpogeMOHCTPYBaIN agUTHBHICTE a00 iHAMGbEPEeHTHICTL MiXK JTiHe30 IimoM Ta
BaHKOMIIIMHOM, TeHTaMilIMHOM, pudaMIiinHOM, iMiTeHeMOM/IIUIaCTaTUHOM, a3TPEOHAMOM,
AMITIIIAIIHOM, CTPEIITOMIIIMHOM.

AHTHUOKCHUIOAHTH.

[Tpu omHOYaCHOMY 3aCTOCYBaHHi Ipenaparty 3 BitaminoM C a6o BiTaminoM E KopuryBaHHS 003U
JIiHe30J1ify He PeKOMEHYEThCS.

Oco06.1ueocmi 3acmocyeaHHs1.
Mienocynpecis.

[ToBimomIsiNK PO BUHUKHEHHS Mi€JIOCYIIpPeCil (BKITIOYHO 3 aHEMi€I0, JIEMKOIIeHI€10, TaHIIUTOIEHI€10
Ta TPOMOOIIUTOTIEHI€10) ¥ MAIli€HTIB, SKi MPUUMaIOTh TiHe30mia. [Ticis BimMiHu NTiHe30JIiny TOKa3HUKH
3MiHEHUX IIapaMeTpPiB KPOBi IOBEPTAIUCS OO 3HAUEHb, AKi CIIOCTEpIraaucs [0 04aTKy JIiKyBaHHS.
IMOBiIpPHO, pU3UK PO3BUTKY LIUX €(PEKTiB OB’ I3aHUM i3 TPUBAIICTIO JIIKyBaHHA. Y Malli€eHTIB JIITHHOTO
BiKy 3aCTOCYBaHHS JIiHE30JIily MOXKe CYIPOBOAXKYBATHCS O1/IbIIT BUCOKUM PU3UKOM BUHUKHEHHS
IIaTOJIOTIYHUX 3MiH KPOBI ITOPIBHAHO 3 TaKUM y MOJIOAIINUX NAI€HTIB. Y MAI[i€HTIB i3 TAKKOI
HUPKOBOIO HEOCTaTHICTIO (He3aleXkHO Bifl TOTO, Y IIPOXOOATh BOHU MIPOLENYPH Hiaiidy) MOXKJIIUBE
IiABUINEHHS YaCTOTH PO3BUTKY TPOMOOUUTOIEHil. TaKMM YMHOM, PETENIbHUM MOHITOPUHT (GOpMYIIH
KpPOBi HeOOXiIHUM y TAaKWX rPyIax MallieHTiB: IallieHTH 3 yKe iCHYI04010 aHeMIEIo,
TpaHyJIoOUTONEHi€l0 a60 TPOMOOLMTONEHI€0; TTAIliEHTH, SKi OTPUMYIOTh CYITyTHI IIpenapaTy, 3AaTHi
3HUKYBaTH PiBHI reMoro0iHy, 3MeHIIyBaTH KiJbKiCTh (OPMEHUX eIEMEHTIB KpPOBi a00 HeTraTUBHO
BIUIMBATHU Ha KiNbKIiCTh UM QyHKUIOHANTBHY aKTUBHICTh TPOMOOLIUTIB; HAIIEHTH 3 TSIXKKOI0 (HOPMOIO
HUPKOBOI HEJOCTATHOCTI; MALliEHTH, KyPC JTiKyBaHHS SKUX TpuBae Oinbire 10-14 guiB. 3acTOCOBYBATH
JiHEe30Ii Oy1s NMiKyBaHHS TaKUX MallieHTiB 6aXkKaHO JIUINe Y MOEOHAHHI 3 peTeJIbHUM KOHTPOJIEM PiBHS
reMmorio0iHy, 3araJbHOT0 aHasli3y KpPOoBi Ta, SKIO0 MOXKJIUBO, KilIbKOCTi TPOMOOLIXTIB.

fAkmio mig yac JikyBaHHS JTiHE30J1if0M PO3BUBAETLCSA 3HAUHA MIi€NOCYIPECis, TiKyBaHHS HE0OXimHO
IPUNVHUTH. BUHATKOM € BUNafIKY, KOJIU IPOJIOBKEHHA JTiIKyBaHHS BU3HaHe a0COII0THO HEOOXiTHUM.
Y Takux cuTyaligx MOTPiOHO MIPOBOAUTH PEeTENbHUM MOHITOPUHT TOKA3HUKIB 3arajbHOTO aHali3y
KDOBi Ta BIIPOBa[XKyBaTH BiATIOBIgHI CTpaTeril TiKyBaHHS.



Kpim Toro, peKOMEHI0BaHO MIOTHXKHS ITPOBOAUTY MOHITOPUHT MTOKA3HUKIB 3arajIbHOT'0 aHali3y KPOoBi
(BKITIOYHO 3 BU3HAYEHHSM PiBHIB reMoriobiny, KinbKOCTi TPOMOOIIUTIB, 3araabHOI KiTbKOCTI
JIEMKOLIUTIB Ta PO3TOPHYTOIL IEMKOLIUTAPHOI (POPMYIH) Yy MAIliEHTIB, SKi MPOXOAATh TiKyBaHHS
JIIHEe30J1ig0M, He3aJIeXKHO Bif] TI0YaTKOBUX ITI0Ka3HUKIB aHali3y KpoBi.

Y rpymi nauieHTiB, SKi OTpHMyBaHU JIiHE30Ii MpoTsAroM 6inbine 28 OHIB (MaKCUMasIbHA
PEeKOMeH[0BaHa TPUBAJIiCTh JIIKyBaHHS), CIIOCTePiraay MigBUILIEHHS YaCTOTH BUHUKHEHHS Cephi03HO1
aHemil. Taki nauieHTH 4acriiie moTpedyBanu nepenrBaHHsg KpoBi. [Ipo Bumagku aHeMii 3 moTpedoio y
[lepe/IMBaHH] KPOBi TaKOXK ITOBIAOMIISAIIN Y IIOCTMapKeTUHI0BOMY Iepiofi. Taka aHeMis yacTimie
BUHUKAJIa Y MALi€HTIB, SKi OTPUMYBaX JIiHE301if mpoTsaroM Oinbine 28 mHiB.

TakoK MOBimOMIISIN IIPO BUNIaAKU cupmepobiacTHOI aHeMil. Cepen BUNIAAKIB, A AKUX OyB BiOMUM
yac MOYaTKY JIiKyBaHHS, OiNbIIiCTh NAIliEHTIB OTPUMYBaJIa JIiHe30ig TPoTAroM Ginbie 28 gHiB.
[Ticns npunuHEHHS 3aCTOCYBaHHS JIiHE30/iny OiNbINiCTh NAliEHTIB IOBHICTIO a00 YaCTKOBO
OIy>KyBaJIM BHACIIIOK ITPOBENEHHS JIiKyBaHHs aHeMil abo HaBiTh 6e3 JTiKyBaHHS.

IucOanaHc IOKA3HUKIB JIETATLHOCTI Y KIIHIYHOMY IOCTIIXKEeHH]i 3 y9aCTIO MAIliEHTIB i3 KaTeTep-
acoIliioBaHUMHU iHPEKITIIMI CUCTEMH KPOBOOOIry, CIPUYNHEHUMH TPAMIO3UTUBHUMY 30YIHUKAMMU:

y XO[i BIIKPUTOI'0 JOCTIAKEHHS 3 YYaCTIO [al[i€HTiB i3 CepUO3HUMU BHYTPIIIHBOCYAUHHUMU
iH(DeKIIiIMU, CIPUYNHEHVMH BUKOPUCTaHHSIM KaTeTepiB, CIIOCTepiraay 3pOCTaHHS JI€TaJIbHOCTI ¥
TpyIIi Mali€HTiB, AKUM 3aCTOCOBYBaJIU JIIHE30JIif, TIOPIBHAHO 3 IpyllaMu JIiIKyBaHHS
BaHKOMILIMHOM/IUKIOKCcanmumiHoM/okcauumaiaoM (78 3 363 (21,5 %) mpotu 58 3 363 (16,0 %)).
OCHOBHUM (paKTOPOM BIIJIUBY Ha MMOKA3HUK JIETAILHOCTI Oy/a HasBHICTh TPAMIIO3UTUBHOI iHGeEKII] Ha
II0YaTKOBOMY DiBHI.

[Toxa3HMKY JIEeTaNbHOCTI ¥ Malli€eHTiB 3 iHpeKLIiaMy, CIPUYNHEHUMU BUHSATKOBO IPAMIIO3UTUBHIMU
oprauizmamu, 6ynu cxoxi (mepeBaxkHe criBBigHomenHs 0,96; 95 % nosipuuii intepsan: 0,58-1,59),
ase y TpyImi JTiKyBaHHS JIiHE30JIiIOM YacTOTa JIeTaJIbHUX BUNAAKiB Oyna 3HauHo BUioo (p=0,0162) y
TIAIlieHTIB i3 Oyab-IKUM [IOAaTKOBUM 30yIHUKOM abo0 BigCyTHiCTIO 30yIHUKIB Ha II0YaTKOBOMY PiBHi
(mepeBaxHe cmiBBimHOmIEHHS 2,48; 95 % moBipuuii inTepBan: 1,38-4,46). Haibinbmuit mucbamanc
CIIOCTepiraBcs Iif Yac JIiKyBaHHS Ta IPOTATOM 7 OHIB i3 MOMEHTY BiAMIHU HOCIIiAKYBaHOTO
npenapary. Y 6inbIIocTi mamieHTiB y rpymi MiKyBaHHS JIiHE30J1i0M BUSBUIM I'PaMHEraTUBHI iHpeKIil
IIPOTATOM [AOCTiAKEHHS, 1Ii MallieHTH IOMEePIIX Bif iHQEeKIil, CHPUYNHEHUX I'PaMHETaTUBHUMU
30ymHUKaAMH, Ta Bif MOMiMiKpoOHUX iH(eKIi. TaKuM YWHOM, IIPU YCKIagHEeHUX iHGEeKIiIX MKipu Ta
M’SIKUX TKQHUH Y TAI[iEHTIB 3i BCTaHOBIIEHO0 ab0 Mif03pI0BaHOI0 CYIyTHLOIO iHPEKIIIEIO,
CIIPUYMHEHOI0 TpaMHeraTUBHUMU 30yOHUKAMH, JIIHE30JIi CJIiff 3aCTOCOBYBaTH JIIlIe y pa3i
BifICyTHOCTI iHIIMX BapiaHTiB JikyBaHHS (OUB. po3min «[TokasaHHS»). 3a TaKUX 00CTaBUH HEOOXiTHO
PO3MOYVHATH TapaiesbHe JIiKyBaHHS I'PaMHETaTUBHOI iHEKIIil.

[iapes ma koaim, noe’sa3aHi i3 3acmocysaHHAM aHmubiomuxkia.

[Tpu 3acToCyBaHHI MaliKe BCiXx aHTUOIOTHKIB, BKJIIOYHO 3 JTIHE30JIiA0M, TIOBiIOMIISITIH TIPO
BUHUKHEHHS fiapei Ta KOJITY, IOB’I3aHUX i3 3aCTOCYBaHHIM aHTUOIOTHKIB, BKJIIOYHO 3
nceBmoMeMOpPAHO3HKUM KOJIiTOM Ta 1moB’sg3aHoio 3 Clostridium difficile giapeeto (CDAD), TAXKicTb
IIPOSIBIB SKMX MOXKe BapilOBaTH Bifl IOMipHOI fgiapel A0 KOJMITY 3 JIeTalbHUM HaCTigKOM. TaKUM YUHOM,
BaXKJIMBO BPaXOBYBaTH MOXKJIMBICTh I[bOTO [iarHO3Y y MAlli€HTiB, y SIKUX Mif Yac abo micmus
3aCTOCYBaHHS JIIHEe30JIily pO3BUBAETHCA fiaped. [Ipy HasgBHOCTI MiK03pH Ha Alapero YU KOJIT,
IIOB’I3aHUY i3 3aCTOCYBAHHSAM aHTUOIOTHKIB, a00 MiATBEPHAXKEHHS IIOTO [iaTHO3y HEOOXiIHO
IPUIMHUTY IOTOYHE JIiIKyBaHHS aHTUOAKTepiaIbHUMU IIperapaTaMu (BKIIIOYHO 3 JIIHE30J1igoM) Ta
HeranHO PO3II0YaTH BiAIIOBiHI TepaneBTUYHI 3aX00u. Y TaKUX CUTYaLisdX IPOTUIIOKa3aHe
3aCTOCYBaHHS IIperaparis, SKi IPUTHIYYIOTh IEPUCTAIbTUKY.



Jlakmoauu0os.

[Ipu 3acToCyBaHHI JTiHE30JIiay ITOBIIOMIIAIM IIPO PO3BUTOK JIaKToaUuno3y. [lalienTy, y SKUX I 4ac
3aCTOCyBaHHS JIiHE30Iily BUHUKAIOTh CUMIITOMU Ta IIPOSIBU MeTalO0JIivHOT0 aliufio3y, BKIIOYHO 3
PEeLUANBYIOUOI0 HYAOTO0 abo OrmtoBaHHSAM, Oinb Y XKUBOTi, HU3bKUI piBeHb OikapOoHaTiB abo
rinepBeHTUIALI0, IOBUHHI HEralHO 3BEPHYTUCS 3a MEIUYHOIO JOIIOMOI0K0. Y pa3i pO3BUTKY
JIAKTOALK03y HEe0OXiqHO 3BazKUTH KOPUCTD ITOMIAIbIIOTO JIiKyBAHHS JTiHE30JIiI0M Ta MOTeHITiHHI
PU3HUKWU.

HuceyHkuia mimoxoHOpill.

Jline3omip mpurHiyye MiTOXOHAPianbHUM CHHTE3 GiNKiB. Y pe3ynbTaTi [bOTO IPUTHIYEHHS MOXKYTh
PO3BUBATHCS TaKi MOOIYHI peakiril K JTaKTOAIllMI03, aHEMis Ta HelpomnarTis (mepudepuyHa Ta
30poBoro Hepsa). Lli ABuIla 6inbIl NOMMPEHi IPX 3aCTOCYBaHHI IIpenapaTy MIpoTAroM OinbIie

28 mHiB.

CepomoHiHoB8ul CUHOPOM.

Hapxonuny crioHTaHHI ITOBITOMJIEHHS IIPO PO3BUTOK CEPOTOHIHOBOI'O CHHAPOMY, I10B’43aHOTO 3
OIHOYACHUM 3aCTOCYBaHHAM JIIHE30JIiy Ta CEPOTOHIHEPriYHUX [Ipernaparis, BKIIIOYHO 3
a"ntupenpecantamu (Takumu gK CI33C). Tomy omHOYacHe 3aCTOCYBaHHS JiHE30IiAy Ta
CEePOTOHIHEPriYHUX IIPelapaTiB MPOTHIIOKa3aHe (AUB. Po3Min «IIpoTUIOKa3aHHSI»), 3@ BUHATKOM
BUIIA[IKiB, KOJIM 3aCTOCYBaHHS SK JIIHE30JIiAy, TaK i OqHOYaCHE 3 HUM 3aCTOCYBaHHS
CEpPOTOHIHEPriYHMUX NpelapaTiB Ma€ BUPilllajbHe 3HAUYEHHS. Y TaKWX BUITaJKaX Halli€HT HOBUHEH
nepebyBaTH MiJ TUILHUM CIIOCTEPEXKEHHSAM i3 METOI0 BUSBIEHHS CHMIITOMIB CEPOTOHIHOBOTO
CHHOPOMY, TaKuX SK IOPYILIEHHS KOTHITUBHOI QyHKII], rinepmipekcis, rineppedekcis ta
MOPYIIEHHS KOOPAUHALI pyXiB. Y pa3i BUHUKHEHHST TAaKUX CUMIITOMIB JTiKap ITOBUHEH PO3TISHYTH
MOZKJIMBICTh BIAMIHM TOTO YM IiHILIOIO IIpemnapaty. I1icisa BigMiHU CepOTOHIHEPTiYHOr 0 Ipenapary
MOXKJINBEe BUHUKHEHHS CUMIITOMIB BigMiHHU.

ITomeHu,itiHi 83aeM00ii, WO CNPUYUHAIOMb NIOBUW,EHHA dPpMepiaabHO20 MUCKY.

3a BUHSTKOM BHIAfKIB, KOJIM MOXKJIMBE CIIOCTePEkKEHHS 3a MalliEHTaMi CTOCOBHO iMOBIpHOTO
MiJBUIIIEHHS apTepiaJbHOI0 TUCKY, JIIHE30JIi He CIIi[ MpHU3HayaTH MallieHTaM i3 HEKOHTPOIbOBaHOIO
apTepianbHOIO TillepTeH3i€0, (eoXpoOMOLKUTOMOI, TUPEOTOKCUKO30M Ta/abo CymyTHIM mIpuioMoM
TAKMX THUITB JTiKapPChKUX 3aC00iB, SK: IPsSIMi Ta HEIPSIMi CHUMIIAaTOMIMETUKHY (HAIIpUKIIa[
nceBgoedenpuH), Ba30onpecopu (Hanpukiag emnineppus, HopeniHeppuH), modhaminepriyni 3acobu
(Hampukam modamiH, moOyTaMim).

ITepugepuyHa Heliponamisi ma Heliponamis 30p08020 Heped.

[ToBimoMIsinu PO PO3BUTOK IMepudepUYHOl Helpomnarii, a TaK0K HelporaTii 30poBOro HEPBa, SKa
iHOAl IIporpecyBasa [0 BTpaTu 30py, Y NAL€HTIB, IKi OTPUMYBAJIH JIIKYBaHHS JIIHE30J11I0M. TaKi
TIOBiTOMJIEHHST HacaMIlepel CTOCYBAJIMCS IMAIiEHTIB, SIKi OTPUMYBAJIHU JiKYBAHHS MPOTSATOM Oibliie
28 mHiB (MaKCcHMasibHa PeKOMeH0BaHa TPUBAJIICTh JIIKyBaHHS).

Ycim nanieHTaM HeoOXiIHO MOBITOMIISATH JTiKaps PO BUHUKHEHHST CUMIITOMIB ITOPYIIEHHS 30Dy,
TAKWX SIK 3MiHU T'OCTPOTH 30pY, 3MiHH KOJILOPOBOTO CIIPUNHSTTS, HEUITKICTh 30py a00 BUMTamaHHS
YaCTHHU II0JIS 30py. Y MoMi0HUX BUMIafIKaX PEKOMEHI0BAaHO TEPMiHOBO ITPOBECTH OTJISAN i3
HaIpaBIEHHSM [0 0hTaIbMOJIOTa, K0 HEOOXimHO. AKIIO MallieHT MpUiMae JIiHe30JIi MPOTIroM
Oinbinie peKoOMeHOoBaHUX 28 [HiB, HEOOXiOHO PETyIsPHO IepPeBipsATH 3ip.

Y pazi po3BuTKy nepudepudHoi HeipomnaTil abo HelpomaTii 30poBOro HepBa HEOOXiMHO 3BAXKUTH



KOPHCTD ITOMAIBIIOrO JIiKYyBaHHS JTIHE30JIiOM Ta MOTEHINHI PU3UKH.

MoxmnuBe 3pOCTaHHs PU3UKIB PO3BUTKY HEUPOIaTii IPU 3aCTOCYBaHHI JIIHE30Ii[y A7 JIiKyBaHHA
NAIi€HTIB, SKi OTPUMYIOTH @00 HEIlofaBHO OTPUMYBAM Tepalilo aHTuOaKTepialbHUMU IIpeliapaTaMu
71 JTiIKyBaHHS TyOEpPKYIbO3y.

Cyoomu.

[ToBimoMISANIK TIPO BUNAAKYU CYAOM y NAIli€HTIB, SIKi OTPUMYyBaJId Tepallilo JiHe30ifoM. YV 0inbiIocTi
BUII[IKiB ITOBiIOMJISA/IN IPO TaKuil (PaKTOp PU3UKY 9K CyOOMHU B aHaMHe3i. [TanieHTaM HeoOXimHO
MOBIAOMJIAATH JIIKapiB, SIKIO0 y HUX paHillle BAHUKAIU CyIOMHU.

IHeibimopu MoHoaMiHOKCUOA3uU.

Jline3orig € HeceneKTUBHUM iHTiOiTOpoM MoHOaMiHOKcHa3u (MAQO) 3BopoTHOI fil. ITpoTe B go3ax,
SIKi 3aCTOCOBYIOTH [IJIsT aHTHOAKTepiambHOI Teparii, BiH He IPOSBIISIE aHTUIEIIPECUBHOTO epeKTy. Y
XO[Ii mOCIigXKeHb B3a€MOIl TiIKapChKUX IIpenapaTiB Ta OOCigKeHsb 6e3neKku aiHe30/miay 6yI1o
OTPUMAaHO [yxkKe 00MeKeHY KilbKiCTh JaHUX IIPO 3aCTOCYBAHHS JIIHE30JIiAy AJIS JTiKyBaHHS MAIli€HTiB
3 OCHOBHUMM 3aXBOPIOBAHHSIMU Ta/ab0 CYIMyTHIM JIiKyBaHHSM IIpellapaTaMy, IIPH SKUX BUHUKAIOTh
NIeBHi pU3UKU BHACTiAOK npurdideHHs MAO. ToMmy 3acTocyBaHHS JIiHE30Iily 3a TaKUX 00CTaBUH He
peKoMeHIoBaHe, SKII0 HEMOXKJIMBO MPOBOAUTH PETEJIbHUY HarJSA[ Ta MOHITOPHHT CTaHy IallieHTa
(muB. po3minu «IIpoTunoka3aHHsI» i «B3aemogmis 3 iHIIUMYU JTiKapCHKUMHU 3aco0aMu Ta iHII BUOU
B3a€EMOIiN»).

3acmocyeaHHs y NOEOHAHHI 3 HACUYEHUMU MUPAMIHOM NPOOYKMAMU.

[MamienTaM cil peKOMeHIyBaTH YHUKATHU CIIOKUBAHHS BEJIMKOI KilTbKOCTi MPOAYKTIB, 30araueHux
TUPaMiHOM (IUB. po3min «B3aemopis 3 iHIIMMY TiKapChbKUMU 3aco0aMu Ta iHII BUAM B3aEMOTIN»).

I'inoeaikemis.

[ToBimoMIIEHHS, OTPHMMaHI y HiCIgpeecTpaliiHoMy epiofi, CBiA4aTh PO BUNaAKA BUHUKHEHHS
CHMIITOMAaTHYHOI TiloTJIiKeMil Ipy 3acTOCyBaHHi JTiHE3011iny, HeceleKTUBHOrO iHribiTopa MAO
3BOPOTHOI fiil, ¥ MaIli€HTiB i3 IyKpoBUM fiabeToM, SKi NpUUMaloTh iHCYIiH abo mepopanbHi
rinornikemiuni npenapatu. [Ipuiiom neskux inri6iropis MAO moB’si3aHuii i3 rinornikeMiyHUMU
eli3ojaMy y XBOPUX Ha IIyKPOBUH fiabeT, SKi OTpUMYIOTh iHCYiH abo rimoriikemiuni 3acobu. Xoua
IPAYNHHUAN 3B’I30K MiXK JIIHE30JIiIOM i TinoriiKeMi€lo He BCTAHOBJIEHUH, TTALIiI€EHTIB i3 LIyKPOBUM
niabeToM cIif momepeKaTy PO MOTEHIIMHY TinorIikeMidyHy peaklIiiio i Yac 3aCTOCYBaHHS
JIIHEe30JIigy.

Y pa3i BUHUKHEHHS TilloTIiKeMil MOKe BUHUKHYTH He0OXigHICTh y 3MeHIIIeHHi f03H iHCymiHy abo
IIepoPajbHOTO TiMorIiKeMigYHOT0 3ac00y Y IPUNIUHEHH] 3aCTOCYBaHHS IIepOPaIbHOTO
rinornikeMiuHoro 3aco0y, incyniny a0o jgiHe3omimy.

CynepiHpeKuis.

HeMae maHUX PO BIJIUB JIiHE30JTiy Ha HOPMaabHy MiKpodopy. 3acTocyBaHHS aHTUOIOTUKIB iHOA1
MOXKe ITPHU3BOOUTH 10 HAJIMiPpHOTO POCTY HEUYTIUBUX opraHiaMiB. Hanpuknan, npubnu3so y 3 %
Malli€HTiB, SKi OTPUMYyBaJH JIiHE30JIil Y PeKOMEHI0BaHUX 103aX, CIIOCTepirajil BUHUKHEHHS



KaHOUA03Yy, I0OB’I3aHOTr0 i3 3aCTOCYBaHHSM IIpenapaTy. Y pa3i BUHUKHEHHS cynepiHdekil mig gac
JIIKYBaHHS CJIi[ BXKYBATU BiATIOBIIHUX 3aXO[iB.

Ocob.uei 2pynu nayieHmis.

3aCTOCOBYBATH JIiHE30JIif AJ1S JIIKyBaHHS IAIi€HTIB i3 TAKKOI0 HUPKOBOI HEJOCTATHICTIO CIIif 3
00epeKHICTIO Ta JIMIIE Y CUTYalisIX, KOJI OYiKyBaHa KOPUCTH € OilbIIOI0 3a TEOPETUYHUMN PU3UK
(muB. po3min «Croci6 3aCcTOCYBaHHS Ta HO3U»).

3acTOCOBYBATH JIiHE30JIif OJId JTIKyBaHHS MAIlE€HTIB i3 TAKKOI MEeYiHKOBOI HEOOCTATHICTIO
PEKOMEH[I0OBAHO JIUIIE V CUTYaLifX, KOJIK OUiKyBaHa KOPUCTH € Oi/bIIOI0 3a TEOPeTUYHUM PU3UK (OUB.
po3min «Croci6 3acToCyBaHHS Ta HO3U»).

Cmampo.

Hemae HeoOximHOCTI B KOpPeKIIii ;o3u Iperaparty 3ajeXkHO Bifl CTaTi mallieHTa.

ITopyweHHA (pepmunbHOi PYHKUII.

€ mani momo 000pPOTHOTO 3HUKEHHS (HEePTUNIbHOCTI ¥ iHAYKOBaHOI aHOMaJIbHOI MOPGOIoril
CIIEpMaTO30idiB Yy IOPOCINX CaMIIiB ITyPiB IPHU PiBHi €KCIIO3UIIii JTiHe30miay, 0 IpubIU3HO NOPiBHIOE
OYiKyBaHOMY V JIIONUHU.

[Tpo MOXKTIHBICTH BILIUBY JIiHE30/Iily Ha PENIPOAYKTUBHY (PYHKIIiI0 YOIOBIKiB HEBITOMO.

Tpusasicmb 3aCMOCYBAHHA.

Beamneka Ta e(eKTUBHICTH JIiHE30JIiy IPU 3aCTOCYBaHHI KOT0 MPOTATOM OifbIl HiX 28 gHIB He
BCTaQHOBJIEHI.

OKpemi 3ax80PHBAHHAL.

HeMmae mocBigy 3acTocyBaHHS JIiHE30JiAy Ui JIiKyBaHHS MAIli€HTiB i3 MpoexXHsIMu abo imemMivHuMHU
ypaXeHHAMU, TAKKUMY OIliKaMH YU TaHTPeHO0. BiAToBIgHO, HOCBIA 3aCTOCYBaHHA JIIHE30JIINYy [AJIs
JIiKyBaHHS TaKUX CTaHiB 00MeXKEHUM.

ITosiga 6akmepili, peaucmeHmHux 00 AiKapcvbko20 3acoby.

MarnoiMoBipHo, 110 TpU3HaYEHHS JIiHe30JIiy B pa3i BiICyTHOCTI AiarHOCTOBaHOI OaKTepianbHOI
ingexii abo 3 mpodinakKTUYHOIO METOIO IIPUHECE KOy MaI[ieHTOBI a00 30iTbIINTE PU3UK TTOSBU
OakTepili, pe3UCTEeHTHUX [0 JIIKapChKOTO 3aco0y.

3acmocysaHHA y nepiod sazimHocmi abo 200y8aHHs 2pyo0oto.
BaritHicTb.

IaHi 11010 3aCTOCyBaHHS JIiHE30Iily BariTHUMU XiHKaMu 0OMexKeHi. Pe3ynbTaTé DOCigXkeHb Ha
TBapHHaX IIPOAEMOHCTPYBaJIX HagBHICTh PENIPOAYKTUBHOI TOKCUYHOCTI. [CHY€E TOTEHIIINHNAN PU3UK
st monuHu. JlaeH” He CIif 3aCTOCOBYBATH Y I1epiof BariTHOCTI, OKPIM BUITaAKiB, KOJIU O4YiKyBaHa
KOPUCTBD [IePEeBUILYE TOTEHI[INHUN PUIUK.

TogyBaHHA TPyOno.



Pe3ynbpTaTi gOCIigXKeHb HAa TBAPUHAX IIOKA3aJIH, IO JIIHE30JIi Ta Horo MeTa0OoIiTH MOXKYTh
IIPOHMKATH B IPygHE MOJIOKO. OTXKe, CIIiJ IPUIMHUTY TONYBAHHS TPYIOI0 IIPOTITOM JTiKyBaHHS
IIpernapaToM.

QepTUNLHICTb.

Y mocnigkeHHSIX Ha TBApWHAX OTPUMAHO faHi 000 3HUXKEHHS (ePTUIBHOCTI ITPU 3aCTOCYBaHHI
JIIHEe30JTigy.

30amuicmb enaueamu Ha weudKicme peakuyii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexaHizmamu.

Heo06xigHo momepenxKaTy Malli€eHTiB PO MOXKIUBICTh PO3BUTKY 3allaMOpPO4YeHHST a60 CUMIITOMIB
NOopyIIeHHs 30py (auB. po3min «OcobnuBocTi 3acTocyBaHHA» Ta «[106iuHi peakilii») mig yac nmpuiiomy
JIiHEe30Iily Ta peKOMEeHOyBaTH IM He KepyBaTu aBTOMO0OizIeM Ta He IIpalloBaTH 3 iHIIUMHU
MeXaHi3MaMu y pa3i BUHUKHEHHS Ha3BaHUX CUMIITOMIB.

Cnoci6 3acmocyeaHHsi ma do3u.
Jlaen® mpu3HayaTty 2 pasu Ha go0y IepopaibHO He3aleXHO Bif IpUAoMYy IxXi.

TpuBanicTs MiKyBaHHS 3aleXKUTh Bifl 30yIHMKA, JTOKaIi3allil Ta TIXKKOCTI iHpeKIii, a TaKOX Bif
KJIiHiYHOTrO eeKTy Teparril.

PekoMeHpgarii 11100 TPUBAOCTI JIiKyBaHHS, SIKi HaBeleHO HUXK4Ye, Oy 3aCTOCOBaHI y KITIHIYHUX
nochimkeHHsaX. [[71g mesiKux BUAiB iHbeKIii Moxke OyTH HopeyHa KOpPOTIIa TPUBAJICTh JTiKyBaHHS,
arne 1e He Oy710 OIIiHEHO YV KITIHIYHUX HOCITiAXKEHHSIX.

MaxkcumanbHa TPUBAJIICTD JTiKyBaHHSI CTAaHOBUTH 28 [HIB. be3neka Ta eeKTUBHICTh 3aCTOCYBaHHSI
nmiHe3omigy moBine 28 mHIB He Oy BCTAHOBIIEHI.

He notpibHe migBuIleHHs peKOMeHI0BaHUX 103 ab0 TPUBAIOCTI TiKyBaHHS y pa3i indekIil, sKki
CYTIPOBOMXKYIOThCS GaKTepieMiero.

PexkomeHpanii 1oqo qo3yBaHHS BiIIOBIIHO N0 ITOKa3aHb HAaBEIEHO B TaOIUII HUKYeE.

TTo3a PexoMeHOoBaHa
[Toka3aHHS [Topocri Ta giTu TPUBAJIICTH JIIKYBaHHSA

BikOM Bif 12 pokiB (mi6 mocmine)
Ho3okoMianbHa THEBMOHIS 600 mr koxkHi 12 rogur |10-14

HerocnitaabHa IIHEBMOHISI, BKJII0Yal04n
(hbopMHU, 110 CYIIPOBOOKYIOTHCS
OaKkTepieMi€el0

YcknapHeHi indexkiriil mKkipu Ta ii
CTPYKTYD




Pe3uCTeHTHI 00 BaHKOMILIMHY iHdekil, (600 Mr koxHi 12 rogun  |14-28
cripuunHeHi Enterococcus faecium,
BKITI049ai04yu GOpPMH, 1110
CYTIPOBOMIZKYIOThCSI GaKTepieEMi€i0
HeycknapgHeHi iHdeKIIil mKipu Ta ii ITopocmi: 400 mr koxui  [10-14
CTPYKTYP 12 rogun*

[liTu BiKOM Bif 12 POKiB:
600 Mr KoxkHi 12 rogun

*3acTOCOBYBATH JIiHE30JIif] B iHIIIX JTiIKapChKil (OpMi 3 MOXKJIMBICTIO BiiIOBIAHOTO JO3yBaHHSI.

[NauieHTH, NiKyBaHHS SKUX 0yJI0 PO3M0OYATO 3 MPU3HAUYEHHS JIIHE30JTiny O BHYTPIlIHbOBEHHUX
inQys3iit, MoxXyTs OyTH NIepeBefeHi Ha TiKyBaHHS JIIHE30JIiI0OM [JIs TepOpPabHOT0 3aCTOCyBaHHS. Y
TAKOMYy pasi migbip mo3u He mOTPiOeH, 0CKinbKY 6i0OCTYIHICTE JTiHE30/Iiay IPY IPUioMi BHYTPIIIHEO
cTaHOBUTH Mauxke 100 %.

MakcuMarbHa f03a A1 JOPOCuX i JiTer BiKOM Bif 12 poKiB He OBHMHHA IepeBullyBaTu 600 Mr
2 pa3u Ha 1o0y.

ITauienmu aimHvoe2o e8iky. HeMae motpebu B KOPeKIIii Jo3u.

IMauienmu 3 HuUpkogow Hedocmamuicmto. ®apMaKoKiHeTHKa JTiHE30/Iiy He 3MiHIOETHCS Y MAIli€HTIB
i3 Oymb-sIKUM CTyIIeHeM HUPKOBOI HEJOCTATHOCTI; IPOTe [iBa OCHOBHI MeTaboiTu nmiHe30imy
KYMYJIIOIOThCS Y TIAIIIEHTIB i3 HUPKOBOIO HEIOCTATHICTIO 3i 30ibIIeHHAM IX HAKOIMYEHHS Y MaIliEHTIB
i3 GiNIBIIMM CTyIIeHEM TSIKKOCTi HUPKOBOI AuchyHKIil. He3aneXHo Bifg QyHKIII HUPOK AOCATaTUC
OJHaKOBi KOHILIEHTPAIlil TiHe30/igy y mi1a3Mi KpoBi, TOMY AJIS Malli€HTiB i3 HUPKOBOIO HEOOCTATHICTIO
He PEKOMEH[IYETHCST ITPOBOOUTH KOPEKIIito m03u. [IpoTe, BpaxoBYIOYHY BiICYTHICTE iHdopMalril mpo
KJTIHIYHY 3HAUYYIIiCTh HAKOMMMYEHHSI OCHOBHUX MeTabO0IiTiB, CITi 3BaXKUTH ITPH 3aCTOCYBAHHI
JIIHEe30JIigy HaljieHTaM i3 HUPKOBOO HEJOCTaTHICTIO i HAsBHICTIO TOTEHLIMHUX PU3UKIB HAKONIUYEHH
Takux MeTabortiTiB. | miHe3omin, i ;Ba MeTaboIiTH BUBOASTLCS 3@ JOTIOMOT0I0 T'eMOofIiai3y.
[HdopManis npo BIUIUB IIePUTOHEAILHOIO fianidy Ha (hapMaKOKiHeTHKY JTiHe30Iiy BigCyTHS.
Ockinbku yepe3 3 TOOUHM TiCIs BBedeHHs npenapaTy npubnu3no 30 % mo3u BUBOOUTHCS IIPOTSATOM
TPUTOOUHHOTO CeaHCy reMofIiai3y, MmalieHTaM, IKi OTpUMyBau nmogibHe TiKyBaHHS, TiHE30Mia CIIif
IIpU3HAYaTH IiC/Is TeMOofiaisy.

ITayieHmu 3 neyviHkogow Hedocmamuicmio. Hemae notpebu B Kopekiril mo3u. [IpoTte KmiHiuHi gaHi 3
IIbOTO MTUTAHHS 00MeXKeHi, TOMy peKOMeHIYETLCS 3aCTOCOBYBATH JIiHE30Iil IUM ITallieHTaM JIHIIe
TO[i, KON OYiKyBaHa KOPHCTh Bif] TiKyBaHHS IlepeBaxkKaTuMe MOTEHLIMHNY PU3KK (OUB. PO3MOin
«®apMaKoIoTiyHi BIacTUBOCTI. PapMaKOKiHETHKA»).

Himu.

[Tpemapart y wi# mikapchKi (OpMi 3aCTOCOBYBaTH HiTAM BiKOM Bif 12 poOKiB.

Ilepedo3yeaHHsi.
CroenudiyHui aHTAOOT HEBITOMMUM.

He 6y70 3apeecTpoBaHO BUIAMKiB Tepefo3yBaHHS.



Y pa3i nepeno3yBaHHS I0Ka3aHe CUMIITOMATAYHE JIIKyBaHHS Pa30M i3 NPOBEfEHHSM 3ax0fiB LI00
HiATPUMKY PiBHS KITy604uK0BOI Qinbrpartil. [Tpubnusno 30 % npuiHATOI 103U NMpenapaTy BUBOAUTHCS
IIPOTATOM 3 TOOUH IUIAXOM reMOfiai3y, ajie HeMa€ JaHUX 1010 BUBENEeHH JIIHE30J iy 3a
IIOIIOMOT 010 TIEPUTOHEANbHOTO Aiani3y abo remonepdysii. [IBa ocHOBHUX MeTaboJIiTH TiHE30/imy
TaKO0XK I1€BHOI0 MipOI0 BUBOIATHCS LIIAXOM reMOofiaisy.

ITo6iuni peakuii.

3a3HaveHa iH(popMalis I'PYHTYETHCS Ha AaHUX, OTPUMAaHUX i3 KJTiHIYHUX OOCHiAXKEHb, B SKUX JOPOCIIi
IallieHTU OTPUMYBaJIld PEeKOMEH0BaHi [03K JIiIHe30JIify IPOTATroM mepiofy [o 28 AHiB.

Haituacrimne noBigomnsnu mnpo piapeio (8,4 %), ronosuuit 6ins (6,5 %), Hynoty (6,3 %) Ta 6i1r0BaHHS
(4,0 %).

HavtyacTimumy moO0iYHUME peakIlisMu, PO SKi MOBITOMIISIIH i SKi TPHU3BOOUIIN OO BigMiHK
npemnapary, Oyniu ronoBHUM 0inb, giapesi, HymoTa Ta 6moBaHHS. [Ipubau3Ho 3 % malieHTiB
IPUIMHUAIY JTIKYBaHHS Yepe3 PO3BUTOK 3yMOBJIEHUX ITPEIapaToM MOGIiYHUX peakirii.

HomaTKoBi M0o6iuHi peakiiil, PO SKi TOBiAOMJIS/IN TiC/IS BUXOAY IIperapaTy Ha PUHOK, BKIIIOYEeHi [0
nepesiiky HUXK4e 13 3a3Ha4eHHsIM YaCTOTU BUHUKHEHHS SIK «4aCTOTa HEBiIOMa», OCKIJIbKY 4aCTOTy
BUHUKHEHHS He MOXHa BCTAHOBUTH 3a HasIBHUMU JaHUMU.

[To6iuHi peaxiiii, mpo sIKi MOBiKOMIISTIN IPOTATOM JIiKyBaHHS, HaBeIeHO HUXKYe 3a TaKOI0
Knacudikalliero 4acToTH: Ayxke dacTto (= 1/10); gyacTo (Big = 1/100 go < 1/10); mewacTo (Big = 1/1000
no < 1/100); pigko (Big = 1/10000 mo < 1/1000); myxe pigko (< 1/10000); yacToTa HEBigoMa -
4YaCcTOTy HE MOXKHa BCTAHOBUTHU 3a HAsIBHUMHU JaHUMU.

IHpekuii ma iHeasii: 4acTo - KAHAWI03, OPAbHUYN KAaHOWI03, BariHaIbHUN KaHOUI03, TPUOKOBI
indexkiril; HeyacTo - BariHiT; pigko - aHTHOIOTUKOACOITiI0BaHI KOJIiTH, BKITIOYA0UH
1IceBIOMeMOPaHO3HUM KOJIiT*.

3 boky cucmemu Kposi ma AiMpamuyHOi cucmemu: 4acTo - aHeMis*t; HewacTo - e03uHOITis,
JIeMKOTeHisT*, HeUTPOTIEeHisT, TPOMOOIMTONEHIST*; PigKO - MaHIIMTOIIEHisT*; YacTOTa HeBigoMa -
Mmienocymnpecis*, cugepo6acTHa aHeMis*.

3 boky iMyHHOI cucmemu: YacToTa HeBifoMa - aHadinakcis.
3 6oxy memaboi3my ma xapuy8aHHA: HEYACTO - TiMOHATPIEMIs; YacTOTa HEBiIOMa - JTAaKTOAIUI03*.
ITcuxiyHi po3saadu: 4acTo - 6e3COHHS.

Hegpo02iuHi po3aadu: 4acTo - TojioBHUM 0ifib, TepBepcii cMaky (MeTamniyHuii MpUCMaK),
3amaMOpOY€eHHs; He4acTo - TilecTesis, mapecTtesis, CyAoMu*; 4acToTa HEBiTOMa - CEPOTOHIHOBUU
CUHIIpOM**, mepudepruHa HelpomaTis*.

3 60Ky opaaHis 30py: HEYACTO - MOTiPIIEeHHS 30PYy, 3aTYMaHeHHs 30py*; pifko - medekT mons 30py*;
YaCTOTa HEeBiloMa - HEBPUT 30POBOr0 HepBa*, 30poBa HeuponaTia*, BTpaTa 30py*, 3MiHa 30p0BOr0
BiMUyTTSA*, 3MiHa CIPUUHATTSA KOJIbOPY*.

3 6oky opaaHis cayxy ma nabipuHmy: He4acTo - A3BiH Y Byxax.



3 60Ky cepus: HEYACTO - apPUTMis (Taxikapmis).

3 6oky cyOuH: 4acTo - apTepiaibHa TinepTeH3is; HevacTo - Grebit, TpomM6odediT, TpaH3UTOPHA
imeMiyHa aTakxa.

3 60Ky WAYHKOBO-KUWKOB020 MPAKMY: 4acTo - giapes, HynoTa, OII0BaHHS, JIOKaIbHUM ab0
reHepasidoBaHu 0ilb y KUBOTI, 3aM0p, AUCIENCid; He4acCTO - CyXiCTh ¥ POTi, TaCTPUT, 3Oy TTS
JKUBOTA, TJIOCUT, YaCTi pigKi BUITOPOXKHEHHS, TTaHKPeaTUT, CTOMaTUT, po3jlagu abo 3MiHa KOIbopy
sI3UKa; pigKo - 3HeOapBIeHHS TOBEPXHi 3y0iB.

3 6oky 2enamobisiapHoi cucmemu: 4acTo - BiIXUJIEHHS Bifi HOPM MOKa3HUKiB QYHKI[IOHAIbHUX
ne4viHKoBuX mpo0, 36inbimenHs piBuiB AJIT, ACT, nyxkHoi ¢pocdaTasu; HeYACTO - MiABUIIEHHS
3aranbHoro 0imipy6iny.

3 60Ky wkipu ma nidwKipHOi KAiMmKoBUHU: 4aCTO - CBepOiXK, BUCUIIAHHS; HEYACTO - IEPMATHUT,
HagMipHe TTOTOBUMiIEHHS, KPOIUB SHKA; YacTOTa HeBifoMa - O6y/b03Hi ypaxKeHHS LIKipH, BKITI0Ya0un
cuagpoM CriBeHca--[[?KOHCOHA Ta TOKCUYHUH ellifepMabHII HEKPOJIi3, aHTi0HEBPOTUYHNY HaOpSIK,
aJsIomerris.

3 60Ky HUPOK ma cevyosudinbHOI cucmemu: 4acTo - MigBUIIEHHS a30Ty CEYOBUHU KPOBi; HEYACTO -
TOJTiyPisi, HUPKOBA HEIOCTATHICTh, MiIBUIIIEHHS KPEATUHIHY.

3 60Ky penpodyKkmueHOi cucmemu ma MO/0YHUX 3a/103: HEYACTO - BYJIbBOBaTiHAIbHI IIOPYIIEHHS.

3azanvHi nopyweHHA: 4acTo - Tapsiuka, JIOKai3oBaHUM 0iflb; HEYacTo - 03HO0O, BTOMa, 3pOCTaHHS
BIOYYyTTS CIIparu.

HocaiooceHH.
bioximig:

- yacto - mipsumeHHs ACT, AJIT, JIOT, nyxHoi pocdaTa3u, a30Ty CE4OBUHU KPOBI,
KpeaTUHiHKiHa3Y, Jina3u, aMina3y; 3HWKEHHS 3arajabHoro 0inka, anmb0yMiHy, HaTpilo, Kalblliio,
nigBuIneHHsa a0o 3HWXKEHHS KaJlilo abo OikapOoHaTy, IOCTIPaHAiaTbHOTO (He HaTIle) PiBHS TII0OKO3H;

- HeYacTo - migBuIeHHd 6inipy0iny, KpeaTUHIiHY, HaTpilo, Kabllilo, 3HWKEHHS I'II0K03U 6e3
T'OJIONYBaHHS, MiIBULIEHHS a00 3HUKEHHS XJIOPHUIiB.

['eMmaToJoris:

- YacTo - MiIBUILEHHS KiTbKOCTi HelTpodiniB abo eo3uHOoDisniB, 3HUKEHHS reMOrno0iny,
reMaTOKpHUTy a00 KilbKOCTi epUTPOIMTIB, MiiBUILIEHHS a00 3HUKEHHS KiIbKOCTi TPOMOOLXTIB ab60
JIEHKOIIUTIB;

- HeYacTo - MiiBUIeHHS KiJTbKOCTI PETUKYJIOLUTIB, 3HUKEHHS KiJIbKOCTI HEUTPOQiIiB.

* MuB. po3min «Ocob6IUBOCTI 3aCTOCYBaHHS».

**k [TuB. po3minu «[IpoTunoka3anHs» i «B3aemopmist 3 iHImMMU TiKapCchbKUMU 3aco0aMy Ta iHIII BUIU
B3aEMOIN».

tIlig 4ac KOHTPOJIbOBAHUX KITIHIYHUX JOCIIIXKEeHb, y AKUX JIiHEe30JIil 3aCTOCOBYBaIM y epiox mo 28



nHiB, v 2,0 % mami€eHTiB Bif3Hay4anacs aHeMis. Y mporpami i3 3aCTOCyBaHHIM HE3apeeCTPOBaHOT 0
JiKapChKOTro 3aco0y 1o ryMaHiTapHi# mporpaMi (compassionate use) 3 y4acTio Halli€HTiB 3
iH(DeKITiAMY, 110 3aTPOKYIOTH XKUTTIO, Ta CYIIYTHIMU 3aXBOPIOBAaHHSIMHU, BifICOTOK IAIliCHTIB, ¥ SKUX
BMHUKJIA aHEMIs MiCJd IPUXOMY JIiHe30JIiAy NpoTsaroM < 28 [HiB cTaHOBUB 2,5 % (33 3 1326)
nopiBHAHO 3 12,3 % (53 3 430), ski nmikyBanucs > 28 gHiB. CrniBBigHOIEHHS 3a(iKCOBaHUX BUNAKIB
TAKKOI aHeMii, CIpHUYUHEHOI 3aCTOCYBaHHAM JIiKapChKOro 3aco0y, 110 moTpebyBasio nepenuBaHus
KpoBi cTaHoBuUJ0 9 % (3 3 33) y naifi€eHTiB, gKi JiKyBanucs npoTaroM < 28 gHiB Ta 15 % (8 353) y
TUX, XTO JIIKyBaBCs IIPOTATOM > 28 OHIB.

[To6iuHi peaxiiii, MoB’si3aHi i3 3acTOCyBaHHSAM JIiHE30JTiAy, SIKi Oy/TH OLiHEH pifKo K peakii

TS2KKOT'O CTYIIEHS: JIOKasi3oBaHui abnoMinanbHul 6inb, TpPAaH3UTOPHUM ieMiYHUN Hamap Ta
apTepianbHa TinepTeHsis.

3BiTYyBaHHS MIPO TiT03pIOBaHi MOOivHi peakirii

3BiTyBaHHS NP0 Migo3pioBaHi mo6iuHi peakiii micis peecTpatil TiKapchKoro 3aco6y Ma€e BaXXJIuBe
3HaueHHs. Lle mae 3Mory 3pilicHIoBaTH 6e3epepBHUM MOHITOPUHT CIIiBBiOHOILIEHHS PU3UK/KOPUCTD
3aCTOCyBaHHS JIikapchbKoro 3aco0y. KBamiikoBaHuX mpaliBHUKIB y chepi 0XOPOHU 3[MOPOB’SI TPOCATH
3BiTyBaTH IIpo Oyb-gKi Mifo3pioBaHi HebaxaHi peakilil BiilIOBiAHO 00 JT0KaIbHOI CHCTEMH 3BiTHOCTI.

Tepmin npudamHocmi. 2 POKH.

YMmoBH 30epiranssi.
30epiratu npu TeMiepartypi He Buie 25 °C.

30epiratu y HeJOCTYIIHOMY OJISI OiTeM MicCIIi.

VYnakosBka.
[To 4 tabneTku y GmicTepi, mo 1 GicTepy y KapTOHHIM yIaKOBIIi.

[To 10 TabneTtoxk y 6ricTepi, mo 1 GiicTepy Y KapTOHHIM yIIaKOBIIi.

Kareropis Bigmycky.

3a perenTom.

BupoOHHK.
KYCYM XEJITXKEP IIBT JITH/

KUSUM HEALTHCARE PVT LTD.



Micue3Haxo/KeHHsI BHPOOHHMKA Ta aJgpeca MicCIllsi IPOBaXKeHHsS HOro Jis/IbHOCTI.
CII-289 (A), PIIKO Inpmactpian apea, Yonanki, bxiBapi, [lict. AnBap (Pagxacta#n), Iumis/

SP-289 (A), RIICO Industrial area, Chopanki, Bhiwadi, Dist. Alwar (Rajasthan), India.



