IHCTPYKLIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOIo 3aco0y

MOKCHH

(MOXIN)

Cknao:
ditoua pevosuHa: moxifloxacin;

1 TabneTka MicTUTh MOKCH(DITOKCAIMHY rigpoxiopuny 436,8 Mr, eKBiBaIeHTHO MOKCU(MIIOKCAIUHY
400 mr;

0ONnoMIdICHI peyo8UHU: KpOXMallb KYKYPYA3SHUY, 1Ie/TI0/103a MiKDOKPUCTAaTi4Ha, TajlbK, KPEMHIiI0
mioKcup KonoigHui 6e3BOHMIM, MarHilo cTeapaT, HaTpilo KpoxMamnbermikonaT (tum A), «Opaglass»,
«Opadry Pink».

JIikapcbka ¢opma. TabaeTKH, BKPUTI IITiBKOBOIO 000JI0HKOIO.

OcHogHi ¢izuko-ximiyHi 81acmueocmi: TabIeTKH, BKPUTI ITiIBKOBOIO 000JI0HKOI0, POKEBOT0 KOIHOPY,
IOBOOTMYKIIi, TPOAOBryBaTol ¢popmu (y BUMi KaIljleT) 3 PUCKOIO 3 OMHOT0 OOKY.

dapMakoTepaneBTHYHA rpyna. [IpoTuMikpoOHi 3aco0u 1T CHCTEMHOT'O 3aCTOCYBAHHS.
AnTtrbakTepianbHi 3ac00u rpynu XiHOJIOHIB.

Kom ATC JO1IM A14.

PapmakonoziuHi e1acmueocmi.
®apmakoduHamika.

MexaHi3M mii

MoxkcudmokcauuH - 8-MeTOKCU(PTOPXiHOIOHOBUH 3acib i3 MKUPOKUM crieKTpoM GaKTepuuuagHoi Aii. In
vitro Mmokcudmokcauut epeKTUBHUYN 100 6araTh0X IPaMIIO3UTUBHUX Ta 'PaMHETaTUBHUX
MiKpOOpraHi3MiB, aHaepo0iB, KHCIOTOCTINKUX OaKTepil, BiTHOCHO OaKTepil, CTINKKUX [0 B-TaKTaMHUX
Ta MaKPOJIiIHUX IIpelapaTiB, a TAaKOXK HETUIIOBUX OaKTepid (Hanpuknan, Mycoplasma spp.,
Chlamidia spp., Legionella spp.).

BakTtepuuugHa fisg 6a3yeTbcs Ha B3aeMopil 3 TormoizoMepaldamu II i ITI, 9Ki € BaKITUBUMU
(bepMeHTaMH, 110 KOHTPOJIIOIOTh Tomosorio [THK i cipusioTs ii pemnikanii, pemapatiii Ta
TPAHCKPHUIILIl.



Pe3ucTeHTHICTE

MexaHi3Mu pe3UCTEHTHOCTI, 38 PaXyHOK SIKAX iHAKTUBYIOTHCS MEHIUIIHY, LehaloCIOPUHY,
aMiHOTJIIKO3UAM, MaKpOJIifiy i TEeTpauMKIIiHY, He BIUINBAIOTh Ha aHTUOAKTepianbHy e(peKTUBHICTh
MoKcudIokcanuny. IlepexpecHol pe3uCTEHTHOCTI MiK MOKCHU(IOKCAIMHOM i 3a3HaYeHUMHU
aHTHOiOTMKAMHU He crocTepiranock. [loci He crocTepiraaocst pe3uCTeHTHOCTI, 0II0CepeaKoBaHol
IJIa3MifnaMu.

Cepen xiHOJIOHIB CIIOCTEpiranacs nepexpecHa Pe3UCTEHTHICTh. [IpoTe JesKi rpaMIIO3UTHBHI Ta
aHaepoOHi MiKpOOpraHi3aMu, CTiMKi H0 iHIINX XiHOJIOHIB, YYTNIHBi 0 MOKCU(MIIOKCAIUHY.

PesynbraTy mocmigKeHs in vitro IpogeMOHCTPYBay, 0 Pe3UCTEHTHICTh A0 MOKCU(IOKCALIHY
PO3BUBAETHCSA IOBIILHO BHACIIAOK MHOXKMUHHUX MyTalliil.

Bronus Ha KUITKOBY (10 Jnogen

[Ticns mepopalbHOr0 3aCTOCYBaHHS MOKCH(DIIOKCAIIMHY BiI3Ha4YaOThCS HUXKYEHaBeOeHi 3MiHH Y
KUIIKOBIiN ¢opi. 3HuKyBanacs Kinbkicts E.coli, Bacillus spp., Bacteroides vulgatus, Enterococci Ta
Klebsiella spp., a Takox aHaepobis Bifidobacterium, Eubacterium ta Peptostreptococcus. Ixus
KiJIbKiCTb ITOBEPTAETHCA ¥ MeXKi HOpMU yIpofoBXK ABox TuxkHiB. Tokcun Clostridium difficile ne OyB
BUSIBIIEHUH.

IaHi 111000 YYTIUBOCTI in vitro

Moxkcudnokcalut i€ Ha OiIbIICTh IITaMiB TAKUX MIKPOOPraHi3MiB:

['pamno3umueHi bakmepii

Streptococcus pneumoniae (y TOMY YHCJIi IITaMK 3 MHOXKMHHOIO PE3UCTEHTHICTIO 10 aHTHOIOTHUKIB,
BKJ/TIOHAIOYH IIITaMU, Pe3UCTEHTHI [0 MEeHIIUIiHY, Ta IITaMHi, Pe3UCTEHTHi 10 ABOX abo GinbIine
aHTUOIOTHKIB i3 TaKMX I'PYN K MEHIUIiHY (Mpu MiHiMaIbHiN IPUTHiYyBanbHIN aKTHBHOCTI

> 2 Mr/mn), 11e¢halloCIIOPUHY APYTOTo MOKOJiHHS (1Ie(ypOKCHM), MaKpOJIiy, TETPAIUKIIIHY i
TPHUMETOIPUM/CYNIb(PaMeTOKCa30I);

Streptococcus pyogenes (rpyma A)’, Streptococcus milleri, Streptococcus mitior, Streptococcus
agalactiae’, Streptococcus dysgalactiae, Streptococcus anginosus, Streptococcus constellatus’,
Staphylococcus aureus (y ToMy YMCIIi 9yTIHBi o MEeTHIUIHY mTaMu) , Staphylococcus aureus
(pe3ucTeHTHI 0 MeTULUTIHY/0(hIOKCAIMHY ITaMy) (IOMipHa 4yTHAuBiCTh)**, Staphylococcus cohnii,
Staphylococcus epidermidis (y ToMy 4uCIIi YyTIUBi 4O METULMIIHY WTaMu); Staphylococcus
epidermidis (pe3UCTEHTHI A0 METULMITIHY/0(DIOKCALMHY ITaMHU) (IOMipHA YyTIUBICTE)**,
Staphylococcus haemolyticus, Staphylococcus hominis, Staphylococcus saprophyticus,
Staphylococcus

simulans, Corynebacterium diphtheria, Enterococcus faecalis (TinbKu IITaM#, 9y TIUBI 1O
BaHKOMIIMHY i TeHTaMIllUHY). i

'pamHe2amueHi 6bakmepii

Gardnerella vaginalis, Haemophilus influenzae (y ToMy 4ucini -nakTaMa30HeraTUBHI Ta IO3UTUBHI
mrtamu) , Haemophilus parainfluenzae’, Moraxella catarrhalis (y Tomy 4uchni 3-makTaMa30HeraTUBHI
Ta m03uTHBHI mTamu) , Bordetella pertussis, Escherichia coli*, Klebsiella pneumoniae’, Klebsiella
oxytoca, Enterobacter aerogenes, Enterobacter agglomerans, Enterobacter cloacae’, Enterobacter
intermedius, Enterobacter sakazaki, Pseudomonas aeruginosa (moMipHa 4yTnuBicTh), Pseudomonas



fluorescens (momipHa uyTnusicTs), Burkholderia cepacia (momipHa 4uyTnuBicTh), Stenotrophomonas
maltophilia (momipHa 4yTnuBicTE), Proteus mirabilis (momipHa uyTnuBicTs), Proteus vulgaris,
Morganella morganii, Neisseria gonorrhoae (nomipHa 4yTnuBicTh), Providencia rettgeri, Providencia
stuartii.

AHaepobu

Bacteroides distasonis, Bacteroides eggerthii, Bacteroides fragilis , Bacteroides ovatus, Bacteroides
thetaiotaomicron’, Bacteroides uniformis, Fusobacterium spp., Peptostreptococcus spp,
Porphyromonas spp., Porphyromonas anaerobius, Porphyromonas asaccharolyticus, Porphyromonas
magnus, Prevotella spp., Propionibacterium spp., Clostridium perfringens,” Clostridium ramosum.

Amunosi

Chlamydia pneumoniae’, Chlamydia trachomatis*, Mycoplasma pneumoniae’, Mycoplasma hominis,
Mycoplasma genitalum, Legionella pneumophila’, Coxiella burnettii.

" [¥* KniniuHa e()eKTUBHICTH MifTBepAXKeHa /I IITaMiB y paMKaX 3aTBep[KEeHHX I0Ka3aHb.
ToKCHYHUY BILIUB HA PEIPONVKTHUBH HKIITiO.
ToKCcHUYHMY BIJIMB Ha PENPOAYKTUBHY (QYHKIIIIO y TIOAEN He OOCIiIKyBaBCs.

[Ipy BUBYEHHI BIJINBY MOKCU(IOKCALIMHY Ha PENPOAYKTUBHY (YHKIIiI0O TBAPUH AOBEOEHO, IO
Ipenapar IPOHUKAE KpPi3b IJIaleHTy, 3adikcoBaHi BUMIaAKKU 3MEHIIEHHS MacCH IJI0Ha, MoYacTilllaHHsI
BUIIQ[IKiB BUKHIHIB, HeBeIuKe 30i/IbIIIeHHS] TPHUBAIOCTi ITepioAy BariTHOCTI.

dapmaxoKiHemuxka.
BcmoxkmyeaHHA ma 6iodocmynHicmb

[Tpu nepopanbHOMY IPUKOMI MOKCH(DIIOKCAIMH IIBUAKO Ta MalKe IIOBHICTI0 BCMOKTY€ETHCS.
A6cormoTHa 6iooCTyHICTh csirae Maixe 91 %.

Y pmiamasosni mo3 50-1200 Mr mpu ogHOPa30BOMY MpUiMaHHi Ta ¥ go3ax mo 600 Mr Ha o0y mIPOTATOM
10 mi6 dpapmakokiHeTHKA € JTiHIHHOI. PiBHOBaXKHMY CTaH HOCSATAETHCS MMPOTSATOM TPHOX OHIB. ITics
IpuiMaHHS epopanbHoi fo3u y 400 Mr MakcUMasbHa KOHIIEHTpAllisl B KPOBi JOCATAETHCS IIPOTITOM
0,5-4 roguH i ctaHOBUTH 3,1 Mr/n. MakcuManbHa Ta MiHiMajIbHa IJla3MOBa KOHIIEHTPALid y
piBHOBaxkHOMy cTaHi (400 mr 1 pa3 Ha mo6y) craHOBUTE 3,2 Ta 0,6 MT/ BiATIOBigHO.

[Tpu npuiiMaHHi MOKCH(]IIOKCAIlMHy pa30M 3 12Kelo Bif3Havya€eThCAd He3HayHe 30ibIIeHHS Yacy
INOCATHEHHSI MaKCUMaJbHOI KOHI[eHTpallil (Ha 2 TOAWHY) i He3HaYHe 3HUKEHHS MaKCHUMaJlbHOl
KOHIIeHTpallil (mpubnu3Ho Ha 16 %), mpu bOMY TPUBAIiCTh aOcopOiii He 3MiHIOETECS. OCKimbKY IIi
[aHi He MalOTh KJTIIHIYHOT0 3Ha4YeHHs, MOKCU(IOKCALIMH MOXKHA [IpUIMaTH He3aJleXXHO Biff BXKUBaHHSA
1Ki.

Po3nonin

Moxkcudnokcanus MBUAKO PO3MOLINAETHCSA V TKAHWHAX Ta OpraHax. EKCIIO3ullis npenapary, 110
BU3Ha4yaeThCA mokasHukoMm AUC (AUC,,,, = 6 Kr/rop/mn), € BUCOKOIO IIpH 00’€Mi pO3IOAiNy B
PiBHOBa:KHOMY CTaHi, 1[0 CTAHOBUTE 2 JI/KT. Y CIIMHI MOXKYTh HOCATAaTHCS MaKCUMaslbHi KOHIIEHTpallil
BHUIIlEe, HiXK y I71a3Mi KpOBi. fIK BCTaHOBJIEHO B €KCIIEPUMEHTaX in Vitro Ta ex vivo, y giana3oHi Big 0,02



[o 2 Mr/n 3B’si3yBaHHS 3 OiIkaMy KPOBi (TOJIOBHUM YMHOM 3 aib0yMiHaMH{) CTAHOBUTH IPUOIN3HO
45 % Ta He 3a/IeXUTH Bifl KOHIIEHTpallil TpenapaTty. 3BaXKal04y Ha lie HeBe/INKe 3HaUeHHS,
CIIOCTepiraeThCad BUCOKa MaKCHMallbHa KOHI[EHTpalis BiibHOI peyoBuHHu (> 10 x MIIK).

Moxkcudnokcanus focAara€ BUCOKMX KOHLIEHTPALliM Y TKaHWHAX, HaIPUKIIaf y JIeTeHsIX (emiTerianbHin
piguHi, anbBeONIPHUX MaKpodarax), malyxax (BepXHbOIIEIeHiM Ta PeIliTyacTii na3yci), HOCOBUX
IIOJIiTNax Ta B 0OCepefKax 3amajieHHs, e 3arajibHi KOHLIeHTpallil IepeBUILYIOTh JOCATHYTI I1JIa3MOBi
KOHIIeHTpallil. B iHTepcTuilianbHii piguHi (CMyHI, BHYTPIMIHbOM S30Bil, MiOIIKipHil) IpenapaT
BHM3HAYa€EThCS Y Bi/IbHIN, He 3B’g3aHiil 3 Oinkamu ¢opMi, y BUCOKiX KoHIeHTpauii. KpiM Toro, BuCOKi
KOHIIEHTPAIlil IpernapaTy BU3HAYalOThCS B a0IOMiHAbHUX TKAaHUHAX i piguHax Ta CTaTeBii CUCTEMI y
XKIHOK.

MaxkcumarnbHa KOHIIEHTpAllisl Ta CHiBBiZHOIIEHHS KOHIIEHTpalil y MicIli BBeOEeHHS [0 I1JIa3MOBO1
KOHIIEHTpALlil 7151 pi3HUX MillleHeBUX TKaHWH [al0Th MOPIiBHIHHI pe3ynbTaTH A 060X IIIAXiB
BBeIeHHS ITpemnaparTy IIic/Is 3aCTOCyBaHHSA 0fHOPa30Boi 7o3u 400 Mr MOKCH(DIOKCALIUHY.

Memaboaiiszm

Moxcudmokcauut mipnarae 6iorpancdopmarnii I1 ¢pa3u i BUBOOUTHCS 3 OpraHi3My HUPKaMH, a TaKOXK
i3 exaniIMu/XKOBUIO K Y He3MIHEHOMY CTaHi, Tak i y BUTTIAA1 HEAKTUBHUX CynIbdocnonyk (M1) i
rIoKypoHiniB (M2). ITig yac mocmigKeHs in vitro Ta KniHiYHUX gocnigxens ®a3u | He
crocTepiranocs MeTaboiuHol (hapMaKOKiHEeTUYHOI B3aEMO[Iii 3 iHIMMU IIperiapaTaMy, 3a0iTHUMU Y
6ioTpaHcdopMmariio pa3u [ 3 ygacTio pepMeHTIB CUCTEMH LIUTOXPOMY P,

He3zamnexHo Bif crioco0y BBeneHHs MeTabomiTi M1 Ta M2 BUSIBIIAIOTHCS Y Ia3Mi ¥ KOHIIEHTPALlifax
HUXKYMX, HiK He3MiHeHa crosnyka. JoKITiHiYHI JoCTigKeHHs CIiBPO3MipHO OXOIITIOBaNIu 00uaBa
MeTaboIiTH, TAKUM YMHOM BHKJII0YAlOUM MMOTEHIIMHUH BIIIUB Ha 0€3MeKy Ta IepeHOCUMICTh.

BusedeHHs 3 op2aHizmy

[lepion HaniBBUBENEHHS IIpenapaTy CTaHOBUTL Npubnau3Ho 12 rogud. CepepHiil 3araibHUN KITipeHC
micist BBegeHHs 400 Mr cTaHOBHUTH Bim 179 mo 246 Mi/xB. HUpKOBUI KITipeHC CTAaHOBUTH MPUOIM3HO
24-53 MJI/XB Ta CBiIYMTHL IIPO YaCTKOBY KaHasblleBy peabcopObilito mpemnaparty 3 HUPOK. CymyTHE
BBe[IeHHS PaHITUOMHY Ta TpoOeHeluy He 3MiHI0OE HUPKOBUY KIIipeHC IIpernapary.

PapMaKoOKiHeTHKa y pi3HHUX Ipyl HaIi€cHTIB.

Hupkosa HedocmamHicmyb. He BUSIBIIEHO iCTOTHUX 3MiH (papMaKOKiHETUKY MOKCU(IOKCALUHY Y
TaIieHTiB i3 MOPyIIeHHAM QyHKIII HIPOK (BK/I0Yaloun 3 KIipeHcoM KpeaTuHidy < 30 m/xs/ 1,73 m°)
i y Tux, ki nepebyBaioTh Ha 6e3mepepBHOMY IreMofiai3i Ta JOBroTpuBasoMy aMmOyIaTOpHOMY
IIePUTOHEaIbHOMY Hiatisi.

ITopyweHHA pyHKUil neviHKU. Y TAI[iEHTIB i3 TOPYIIEeHHAM (YHKII] IEeYiHKY JIETKOT0, CEPEeTHbOT0 Ta
TS2KKOT'O CTYIIEeHS He Big3Ha4asocs KJIiHIYHO 3HAYYIIUX BiIMiHHOCTEH y IIJTa3MOBUX KOHI[EHTPALisIX
MOKCU(IOKCALMHY TIOPiBHSIHO 3i 3M0POBUMHU [0OPOBOJIBIIMY a00 MallieHTaMu 3 QYHKINEO IeYiHKA y
MexKaxX HOPMHU BifiTIOBiIHO.

ITauieHmu aimHb020 8iKY. Bik He BIIMBa€E Ha (papMaKOKiHETUYHI TapaMeTpu MOKCU(DIOKCALUHY.

KriniyHi xapaKTepUCTHKH.



IToxka3auns.

JIikyBaHHSI HUXKUYeHaBeleHUX OaKkTepiaabHUX iHPEeKUil, CHPUYNHEHUX YYTIUBUMHU [I0 IIperaparTy
MikpoopraHizmamu (OuB. po3ninu «Oco6IUBOCTI 3acToCyBaHHS», «[100iuHi peakiii»,
«PapMaKoIOoTiuHi BIaCTUBOCTI»), Y HOPOCHUX NalieHTiB. MOKCU(IOKCALMH CHIif MPU3Ha4YaTH TiJIbKU
TO[i, KOJIX 3aCTOCYyBaHHS aHTUOaKTepialbHUX 3aC00iB, IKi 3a3BUYall PEKOMEHAYIOTh TS
II0YaTKOBOTO JIiKyBaHHS HUKUeHaBeleHUX iH(eKIIill, € HefoLinbHUM ab0 KO/ BKa3aHe JiKyBaHHS
Oyn0 HeeheKTUBHUM.

['ocTpuii 0aKkTepianbHUM CUHYCUT (HiarHOCTOBAHUM 3 BUCOKHM CTYII€HEM BipOTigHOCTI).
3arocTpeHHs XPOHIYHOT0 OPOHXITY (OiarHOCTOBaHEe 3 BUCOKUM CTYII€HEM BipOTigHOCTI).

HerocmitanpHa THEBMOHIS, 38 BUHATKOM HETOCIIiTaJIbHOI ITHEBMOHII 3 TAXKKIM
nepebirom.

3amanbpHi 3aXBOPIOBaHHS OPTaHiB MaJjioro Ta3a IIOMIPHOTO Ta CEPegHbOr0 CTYIEeHs
(BKIOYaruu iHQeKIliliHe ypakeHHs BEPXHbOT0 Biii/ly CTAaTEBOI CUCTEMHU Y KiHOK, Y TOMY YHCIIi
CAJIBITIHTIT Ta EHOOMETPHT), He acoIlifioBaHux 3 TybooBapianbHuUM abciiecom abo abciiecaMu OpraHiB
MaJioro tasa. TabneToBaHa ¢popMa ImpernapaTty MOKCUH He PEKOMEHOYEThCS It 3aCTOCYBAHHS 5K
MOHOTEPAIisa IpU 3alajbHUX 3aXBOPIOBAHHSAX OPTraHiB Majoro Ta3a IIOMIPHOTO Ta CEPEegHBOTO
CTyTIeHs, ajie ii MOXKHa 3aCTOCOBYBaTH B KOMOiHallil 3 iHIMMMU BifMOBigHUMHU aHTHOAKTEPiaTbHUMU
3acobamu (Hampukiap edanocnopuHamMu) yepe3 3poCTalody pe3uCTEHTHICTh MOKCH(IIOKCAIIUHY [0
Neisseria gonorrhoeae (3a BUHATKOM MOKCH(IOKCAIIMHPE3UCTEHTHUX 1ITaMiB N. gonorrhoeae) (ouB.
po3ginu «Oco6auBOCTI 3aCTOCYBaHHS», «®apMaKOoJIOTiuHi BIaCTUBOCTI»).

TabneroBaHa popma mpemnapaTy He PeKOMEHIYETHCS IJIs CTaPTOBOTO JiKyBaHHS OyOb-IKUX iHGEKIiH
IKipY Ta MigImKipHUX CTPYKTYP abo y pasi TAKKoro nepebiry HerocmitaabHUX ITHEBMOHIIH.

Cmip 3BepHYTH yBary Ha oQillifiHi iIHCTPYKIIii 3 HaJIe2KHOT'0 3aCTOCYBaHHSA aHTUOAKTepiaTbHUX
3aco0iB.

IIpomunoka3aHHs.

- Bipoma rimepuyTnuicTh 0o MoKcupIOKCAUUHY ab0 40 iHIKUX XiHOJOHIB UK OyOb-sKOi 3
[OIIOMIXKHUX PEYOBUH IIpenapary.

- Bik go 18 pokis.
- Tlepiopg BariTHOCTi a60 romyBaHHS TPYOOIO.
- TlamienTy 3 3aXBOPIOBaAHHSIMY CYX0XKUJIb, [I0B'I3aHUMU 3 JIIKYBaHHSAM XIHOJIOHAMY, B aHaMHe3I.

Y xopi HOKTiHIYHUX JOCTIgXKeHb i KITIHIYHUX OOCHiAXKEeHb IIiCJIg 3aCTOCYBaHHS MOKCHU(IOKCALUHY
CIocTepiranucs 3MiHY B eIeKTPo(dizionoril cepiid y BUTIAAL ofoBXKeHHS iHTepBany QT. Tomy 3
MipKyBaHb 6€3MeKH ImpemnapaT MPOTUIIOKa3aHo MallieHTaM 3:

- BpOAXKeHMM abo giarHOCTOBaHKMM HaOyTUM MOJOBXKeHHAM iHTepBany QT;
- TIOpYLIEHHSIMM €JIeKTPOJIiTHOTO OasaHCy, 30KpeMa IIpy HeCKOPHUTOBaHil rimokanmieMii;

- KJIiHiYHO 3HaAuyIIo0i0 GpafruKapmieio;



- KIJIiHIYHO 3HAYYIIOI0 CEPIIeBOI0 HeJOCTATHICTIO 3i 3HMKEHOI0 (HPAKIIi€l0 BUKUIY JIiBOTO
IITyHOYKQ;

- CUMIITOMaTUYHUMHU apI/ITMiFIMI/I B aHAMHe3l.

[Ipenapat He Cif 3aCTOCOBYBaTH ONHOYACHO 3 IHIIMMHU IIpernapaTaMy, gKi IOJ0BXKY0Th iHTepBanl QT
(muB. po3min «B3aemogmis 3 iHIMMMY JTiKapChbKUMU 3ac00aMM Ta iHII BUAM B3aEMOii»).

Y 3B’513Ky 3 00MeKeHUMH KIiHIYHUMY OJaHUMM 3aCTOCYBaHHS IIperapaTy TaKoXK IPOTHUIIOKa3aHo
malfieHTaM 3 nopyueHHIM QyHKIii mewinku (knac C 3a knacudikarieio Yannma-I1'10) Ta namiestam 3
IiABUIIEHNM PiBHEM TpaHcaMiHa3 (y 5 pa3iB BUIle BEPXHLOL MeXi HOPMH).

B3aemodisn 3 inwumu nikapcoKumu 3acobamu ma iHwi eudu é3aemodiii.

He MoXHa BUK/ITIOUUTY aguTHBHUM eheKT MOKCU(DIIOKCAIIMHY Ta iHIINUX JTiKapChKUX 3ac00iB, AKi
MOXYTb CIIPUYMHUTH ITOf0BKeHHA iHTepBany QT. BkazaHa B3aeMofis MOXe IIPU3BECTH [0
30i/TbIIEHHS PU3UKY PO3BUTKY IITYHOUKOBUX apPUTMIil, BKITIOUAIOUM «IIIPYETHY» IIUTYHOYKOBY
taxikappito (torsade de pointes). I3 miei mpuyMHM 3acTOCyBaHHS MOKCU(IIOKCAIMHY B KoMOiHa1ii 3
Oymb-IKUM i3 HUKYe3a3HaueHUX JiKapCchKuX 3ac00iB MPOTUITOKA3aHe (IUB. TaKOXK PO3Mis
«ITpoTUMOKa3aHHS»):

- aHTHAPUTMIiuHi npenapaTu Knacy [A (Hanpukiag XiHiguH, TigpOXiHiIAWH, OU30IipaMin);
- aHTHapuUTMiuHi mpemapartu Knacy Il (Hampukitam amiomapoH, coTanoi, goderumnin, i0yTumim);

- QHTUIICUXOTHUYHI IpemnapaTy (Hanpuknazn GeHOTia3uHy, MiMO3U[, CEPTUHIOI, Tal0nepUo,
CYJbTOIIPUN);

- TPULUKIIIYHI aHTUAENIPECAHTH;

- [esiKi mMpoTUMiKpOOHi 3aco0u (cakBiHaBip, ciapgoKcalH, epUTPOMIIUH A7 BHYTPIITHEOBEHHOTO
BBE[IeHHS, IEHTaMiIVH, IPOTUMaISApiliHi IpenapaTy, 30KpeMa rajnohanTpuH);

- pmesiKi aHTUricTaMinu (TepdeHaauH, aCTEMi30JI, Mi30JIaCTUH);
- immi (um3anpwumn, BiHKamin IV, Oenpunun, nudeMaHin).

MoxkcudnokcalyH citif 3 00epexkHiCTIO IpHU3HavYaTH MallieHTaM, SIKi IpUIMaloTh IpenapaTH, 110
MOXKYTb 3HUKYBaTH PiBeHb KaJlilo (HanpuKiaf MeTIbOBI Ta Tia3UOHI AiypeTUKH, KJIi3MU Ta IPOHOCHI
3acobu (y BUCOKMX [03aX), KOPTUKOCTEPOinH, aMdpoTepulind B), abo mpenaparTy, misg SKUX OB’ si3aHa
3 KJIiIHIYHO 3HAUYIN00 OpafuKapIieso.

Mix mpuiioMoM Iipenaparis, siKi MicTsATh OiBaneHTi ab0 TpUBaleHTHI KaTioHU (TaKUX SK aHTAIU[IH,
IO MICTSITh MarHii 4Yu ajiOMiHil, IUIaHO3WH y TaOneTKax, Cykpaidar Ta 3acobu, 110 MiCTSATh 3aTi30
Y{ IIMHK), Ta MOKCU(DIIOKCAIIMHOM HeoOXigHuM iHTepBas OTM3bK0 6 TOMUH.

[Tpu moemHaHOMY 3aCTOCYBaHHi 3 BapdapuHoM dhapMaKOKiHETUYHI TapaMeTpH, IPOTPOMOiHOBUIL Yac
Ta IHIII ITapaMeTPHX 3CiTaHHS KPOBi HE 3MiHIOIOTHCS.

dapmakoKiHeTHKA OUTOKCHHY HE3HaYHO 3MIHIOETHCS Mifl BIJIMBOM MOKCHU(IOKCAUUHY (micis
6araTopa3oBOr0 3aCTOCYBaHHS MOKCH(]IIOKCAIIMHY criocTepiranocs 30inpiieHus C,,, MUTOKCUHY
npu6nu3Ho Ha 30 % y piBHOBaxkHOMY cTaHi 0e3 BBy Ha AUC (myoma mif KpuBO0 «KOHIEHTPALlis



-yac»). OTxe, moTpebu y 3aCTepekHUX 3aX0fax IIPU CYyMyTHOMY IIPUAOMi TUTOKCUHY HEMAE.

[Tig yac mocmigKeHb 3 y4acTio JOOPOBOJIBIIIB, XBOPUX Ha Aia0deT, OfHOYaCHE 3aCTOCyBaHHS
MOKCHU(DIIOKCAIIMHY TIEPOPAIbHO Ta I'IibeHKIaMiny IpU3BOIUIIO N0 3HUKEHHS KOHIIEHTpallil
rnibeHKIaminy Ha mikoBoMy piBHiI mpu6mu3Ho Ha 21 %. Kombinanis rni6enknaminy 3
MOKCH(DIIOKCAIIMHOM TEOPETUYHO MOXKE IIPU3BECTU A0 HE3HAYHOI KOPOTKOTPHUBAIOI rinepriaikeMil.
OpHak 3MiHM ¥ (papMaKOKiHeTHIi, SKi CIIOCTepiranucs, He MPU3BOAUIN [0 3MiH (hapMaKOAUHAMIYHUAX
napaMeTpiB (piBeHb I'JIIOKO3HU B KPOBi, piBeHb iHCYIiHYy). TaKUM YMHOM, KJTiHIYHO pejieBaHTHOL
B3a€EMOMI1 MiK MOKCH(IOKCAIIMHOM Ta I'IiOeHKIaMiIoM He BUSIBIIEHO.

Y matieHTiB, SKi 3aCTOCOBYIOTh aHTUKOATY/ISIHTH Y TIOEAHaHHI 3 aHTUOIOTMKaMH, B TOMY YHCJIi 3
MOKCU(IOKCALIMHOM, IIPY MiABUIIEHHI aHTUKOATYISALUiNHOl aKTUBHOCTI CJIifl 3MiHUTH [03Y
IIepopasibHOr0 aHTUKOATyIgHTa.

[Tpu omgHOYAaCHOMY 3aCTOCYBaHHI aKTMBOBAHOI'0 BYTiJIsg i MOKCU(DIIOKCALIMHY ITEPOPAJIbHO Y [03i
400 mr cucteMHa 0i0HOCTYIHICTh IpPenapaTy 3HUXKYEThCs Oinbir Hixk Ha 80 % BHaCTIIOK
IpPUTrHiYeHHs “oro abcopOiril. Y 3B’s3Ky 3 IIuM OflHOYACHE 3aCTOCYBaHHS IIMX OBOX IIPeIapaTiB He
PEeKOMeHOBaHe (3a BUHATKOM BUIIAAKiB IIepefo3yBaHH, OUB. TaK0XK po3ain «[Ilepemo3yBaHHS»).

PeuoBunu, g skux Oysa goBefeHa BifCYTHICTb KJIiIHIYHO BaroMoi B3aeMOii 3 MOKCU(IOKCAIITHOM:
PaHITUOWH, KaabIlieBi mobaBKHu, TeodiliH, mepopaibHi KOHTPALENTHBY, ITUKIOCIOPHH, iTPAaKOHA30J1,
Mop(iH Ipu MapeHTeparbHOMY BBeieHHi, mpobeHelua. [ocmigkeHHs in vitro GepMeHTiB IUTOXPOMY
P450 y mofvHY MiATBEPAXIIY BUllle3a3HaueHe. 3 OTJIAAy Ha 3a3HaueHi pe3ybTaT, MeTabomiyHa
B3a€EMOfisl uepe3 hepMeHTH 1IuTOXpoMy P450 € ManoBiporigHozo.

A6copbirist MOKCcH(DITOKCALMHY He 3aIe3KUTh Bifl BXKMBaHHS 1Ki (BK/II0YaI0OYX MOJIOYHI MPOAYKTH),
TOMY MOKCH(IOKCALIMH MOXKHA 3aCTOCOBYBATH He3aJIeXKHO BiJl BXKWBAHHS iXKi.

Oco6 1ueocmi 3acmocyeaHHsi.

[ToBimoMIAANIOCS PO TiMepYyTIUBICTE Ta alepriuHi peakilil Ha PTOPXiHOIOHY, BKIIOYA0YU
MOKCH(DIIOKCAIWH, ITiCJIs MEePIIOro 3aCTOCyBaHHA. AHa(iTaKTUYHI peakilil MOXKYTh IPOTPeCcyBaTH [0
aHa(imaKTAYHOTO IIOKY, 10 3arPOKYE XKUTTIO, HABITh MIiCJIA IEPIIOTr0 3aCTOCyBaHHA. Y IUX
BUTMAOKaXx CJIi[ MPUIMHUTY IPUMOM IIpenapaTy Ta PO3MoYaTH BiATIOBIAHY Tepaliio (HalpuKiaf,
IIPOTHUIIOKOBY).

[Tpu 3acTocyBaHHI MOKCH(GIOKCAIMHY Y AesKUX MallieHTiB MoXke Big3HauaTHCS 30i/IblIeHHS
intepBany QT Ha EKT'. Anani3 pe3ynsrartiB EKI', moka3as, 1m0 nogosxkeHHd iHTepBany QT, mpu
3aCTOCYBaHHI MOKCHU(IOKCALMHY CTaHOBUIIO 6 MC = 26 MC - 1,4 % TmOpiBHAHO 3 TOYAaTKOBHAM DPiBHEM.

OckinpKY y XKIHOK Bii3HadaeThCs HoBLIMY iHTepBal QT mOPiBHAHO 3 YOJIOBIKaMU, XKIiHKU MOXYTh
BUSIBUTHCS OiNIbII YYTIMBUMHU [I0 IIPeIapaTiB, SKi mogoBxkyoTh inTepBasn QT. ITamienTu miTHLOTO BiKy
TaK0XkK MOXKYTh OyTH OinbIll CIPUMHSATIMBUMU [0 aCOI[ifOBaHUX 3 IpernapaToM edeKTiB Ha iHTepBal

QT.

[TamieHTaM, sKi MpUiiMalOTh MOKCU(IOKCALMH, CITif 3 00epeXkKHiCTI0 3aCTOCOBYBAaTH IIpelapaTH, 110
MOXYTb IIPDU3BECTU [0 3HUXKEHHS PiBHA KaJIilo.

Cnig 3 o6epexkHiCTIO MpU3HAYaTH MOKCU(MIIOKCALMH TaIliEHTaM 3 TPUBAIOUYUMU
IPOTUAPUTMOTEHHUMHU CTaHaMu (0C00IMBO XKiHKaM Ta IallieHTaM JITHLOTO BiKy), TAKUMU SIK TOCTpa
MioKapmianbHa imemist abo nmogoBxkeHHs iHTepBany QT, OCKinbKM 11e MOXKe MTPU3BOAUTH [0



IiABUINIEHHS PU3UKY PO3BUTKY IITYHOYKOBUX aPUTMIil, BKIIOYAIOUHU «IIiPyeTHY» IITyHOYKOBY
Taxikapgito («torsade de pointes»), i 3ynuaku cepiig. CTymiHb TOKOBX)eHHS iHTepBany QT mMoxe
MigBUILIYBAaTUCA 3 MiABUIEHHAM KOHIIEHTpallil TpenapaTty. ToMy He CJIif] IepeBUIlyBaTH
PEKOMEHI0BaHy H03Y.

Heo0ximHO 3BazKUTH KOPUCTD Bif TiKyBaHHS MOKCH(IOKCAIIMHOM, 0COOIMBO V BUIIAKaxX iHPEKIIii
JIETKOTO CTYIIeHS TSAXKKOCTI (IuB. po3min «OcobmIUBOCTI 3aCTOCYBAHHS»).

Ao mim yac NniKyBaHHS IIpernapaToM BUHUKAIOTh CUMIITOMY apuTMil, CJIiff IPUNUHUTHU JTIKyBaHHS Ta
3pobuTtu EKT.

[Tpu 3acTocyBaHHI MOKCU(DIIOKCAIMHY ITOBIIOMIISIOCS IIPO BUMAAKKA QYIbMiHAHTHOTO FEeMaTUTYy, 1[0
TIOTEHIINHO ITPU3BOIUTD OO MTeYiHKOBOI HEOOCTATHOCTI (Y T.4. 3 JIeTaJbHUM HaciigkoMm). [TamienTam
CJIi TOPEeKOMEHIyBaT! 3BEPHYTUCS [0 JIiKaps mepen TUM, IK IPOJOBXKYBaTHU JIIKyBaHHS, AKILIO
PO3BHBAIOTHCS TaKi 03HAKM Ta CUMIITOMU (YJIbMiHAHTHOTO TeIIaTUTY, SIK ITOB’si3aHa 3 XKOBTSIHUIIEIO
aCTeHis, 110 MBUIKO PO3BUBAETHCS, TEMHA CeYa, CXUMIbHICTh 10 KPOBOTEY abo MmevyiHKoBa
eHiedanonaris.

Y Bumapkax BUHUKHEHHSI CUMIITOMIB OIUCOYHKIII MeuiHKU HeOOXiIHO ITPOBECTH aHami3u QyHKIIIN
ne4YiHK1/00CTeXKEeHHS.

[ToBigoMnsiniocst mpo BUMaAKY OyIbO3HUX peaklill MKipu Mpu 3aCTOCYBaHHI MOKCH(DIIOKCALMHY, TaKi
sk cuHapoM CriBeHca-[[2KOHCOHaA ab0 TOKCUYHUM ellifepManbHUM HEKPOJIi3. AKIN0 BUHUKAIOTh
peaxtii 3 60Ky IKipu Ta/abo cnr30B0i 000IOHKY, MallieHTaM CJlig peKOMeHAyBaTH HeTraHo
3BEPHYTHCA [0 JIiKaps nepen TUM, IK IIPOJOBXKYBaTHU JIiKyBaHHS.

BimoMmo, 110 XiHOJIOHK MOXKYTh CIIPOBOKYBaTH PO3BUTOK CYyJOMHUX HamafgiB. MOKCHU(IOKCALUH CIIif
3aCTOCOBYBaTH 3 00epexkKHiCTIO MaljieHTaM i3 po3nagamu [THC, 1110 MOXKYTh CIPUYUHUTH CYIOMHi
Hamaau abo 3MeHIIUTH NOPIr BUHUKHEHHS OCTaHHIX. Y pa3i BUHUKHEHHS Cy[IoM HeoOXigHO
MIPUNMHUTH 3aCTOCYBaHHS MOKCH(IIOKCAIIMHY Ta BXKUTH BiATIOBIIHUX 3aXO[iB.

Y narienTiB, SIKi mpuiMany XiHOJIOHY, BKII0Yal0Yyd MOKCHU(IOKCAIIMH, TIOBIIOMJISIIIOCS PO BUIAAKU
CEeHCOPHOI a00 CEeHCOPHO-PYXO0BOI MOIiHEeWPOMaTii, 1110 MPU3BOAUTH [0 MAPeCcTe3il, rimecresii,
nu3ecTesiit abo cmabkocTi. JAKIO pO3BUBAIOTHCS TaKi CUMIITOMHU HEBpPOMATii K 6inb, mIe4iHHS,
IIOKOJTIOBAaHHS, OHIMiHHS a00 ciabKicTh, mallieHTaM, SIKi OTPUMYIOTh JIiKyBaHHS MOKCH(]IIOKCAIIUHOM,
CJIiT TIOBIOMUTH IIPO Iie JIiKaps neper TUM, SK IPOL0BXKYBaTH JIIKYBaHHS.

Peakiiii 3 60Ky ICUXiK¥ MOXKYTb PO3BUBATUCS HABITh ITiCJIA IEPIIOr0 3aCTOCYBaHHS XiHOJIOHIB,
BKJTIOYAl0YX MOKCH(IIOKCAIMH. Y PidKiCHUX BUIIafKaX Oemnpecis abo MCUXOTUYHI peakilii Mpu3BOOUIIN
[0 BUHUKHEHHS CyilluAaabHUAX JYMOK Ta PO3BUTKY caMoarpecii, 30KpeMa cipob caMoryocTsa (Ous.
po3min «ITob6iuHi peakirii»). ¥ pa3i BUHUKHEHHS Yy MalliEeHTa TaKUX Peakilid HeoOXimHO IPUIUHUTH
3aCTOCYBaHHS MOKCH(IOKCAIMHY Ta BXKUTH BiIIMOBIIHUX 3aX0fiB. PEKOMeHIOBaHO 3 00€pekKHiCTIO
IpHU3HAYaTH MOKCH(IOKCAIIMH MallieHTaM, SIKi CTpaXKaalTh ICHX03aMH, abo maIfieHTaM, sKi MaloTh B
aHaMHe3i NICUXiYHi 3aXBOPIOBaHHS.

Y 3B’5I3Ky 3 3aCTOCYBaHHSM aHTUOIOTHKIB IIMPOKOTO CIIEKTPA [iii, B TOMY YKCIIi MOKCUGIOKCAIUHY,
ITOBiHOMJISITIOCS PO BUHUKHEHHS aHTUOioTHKacoIliiioBaHol miapei (AAII) Ta
anTubioTHKacoiioBanoro Komity (AAK), BKiodatouu rceBgoMeMOpaHo3Huit KomiT i Clostridium
difficile-acouiioBaHy fiapelo, fKi 3a CTyIleHEM TSIKKOCTi Bapiloi0Th Biff MOMIpHOI Aiapel 4o KOJITy 3
JeTaIbHUM HacTigkoM. ToMy BaxKJIMBO 3BaXKUTH Ha Ie¥ HiarHO3 y MHAlli€HTiB, y AKUX i 4yac abo
TiCJIs 3aCTOCYBaHHS MOKCHU(]IIOKCALIMHY CIIOCTEPIraeThCs TSKKa miapest. [Ipu migo3pi abo
ninTBepaxenHi AALl abo AAK mikyBaHHS aHTHOAKTepiabHUMU 3aco0aMu, BKIIOYal0un



MOKCHU(DIIOKCAIIWH, CJTif] IPUMUHUTH Ta HETaHO BXUTH BiOIIOBIAHUX TepaneBTUYHUX 3axX0fiB. [0 TOTO
K, HeoOXigHO BXKUTHU HaJIeXKHUX CaHITapPHO-eIileMiYHUX 3aX0/iB 3 METOI0 3MEHIIEHHST PU3UKY
repenadi 3axBopoBaHHA. [IpenapaTy, 10 IPUTHIYYIOTh I€PUCTANIbTUKY, IIPOTUIIOKA3aHi NallieHTaM,
y KUX CIIOCTEPIraeThCd CEprYO3Ha fiapes.

MoxcumokcalyH CIifl 3aCTOCOBYBaTH 3 00epekKHICTIO MallieHTaM 3 MiaCTeHi€l0 I'paBic y 3B'SI3KY 3
MOXKJIMBICTIO 3aTOCTPEHHS CUMIITOMIB.

3amnaneHHs Ta PO3PUB CYX0XKUJIb (0COOIMBO axislZIOBOTO CYX0XKWUIIA), iHoxi OinaTepasnbHi, MOXYTh
CIIOCTepiraTtucs B pa3i TiKyBaHHA i3 3aCTOCYBaHHSIM XiHOJIOHIB, BKII0Yal04y MOKCHU(IOKCAIUH,
HaBIiTh IPOTATOM Iepiurx 48 roguH Bif MOYaTKY JIiKyBaHHS. [10BiIOMIISI0CS TaKOXK PO TakKi
BUIIQ[IKH, ITI0 CIIOCTEpIranucs yepe3 AeKibKa MicsiB Mic/isa IpUIXHEeHHd HiKyBaHHA. [1ig 4ac Teparril
XiHOJIOHaMH, B TOMY YHUCJIi MOKCU(IOKCAI[MHOM, MOXKE€ BUHUKHYTH 3alaJIeHHS Ta PO3PUB CYXO0XKHUIIb,
30KpeMa y Malli€HTiB JTiTHLOTO BiKy i XBOPUX, SIKi OTPUMYIOTh CYIYTHIO TepaIlilo KOPTUKOCTEPOigaMu.

[Tpu nepimux cuMnToMax 6010 abo 3amaneHHs MalieHTaM CITif TPUIIUHUTHY JIiKYyBaHHS
MOKCHU(IOKCAIMHOM Ta 3a0e3MeUnTH CIOKiN ypaXKeHil (-uM) KiHITBIN (-KaM) Ta HeraHO 3BEPHYTUCS
[0 JiKaps [AJig OTPUMaHHS BigIIOBIOHOTO JIiKyBaHHS (HAIpUKJIaf HaKJaJeHHs INHNA) yPaXKeHoro
CYXOXKHUJIJIA.

Cnip 3 06epekHiCTI0O 3aCTOCOBYBATH MOKCH(DIIOKCAIIMH ITallieHTaM JIiTHbOTO BiKy 3 po3JiafiaMu
GYHKIIM HUPOK, SIKIIO BOHU HE MOXKYTh 3a0€3MeUnTy IIPUIAOM OCTATHHOI KiIbKOCTI PiIMHU, OCKiTbKH
3HEBOJHEHHST MOXe ITiIBUIINTY PU3UK BUHUKHEHHSI HUPKOBOI HEIOCTAaTHOCTI.

ZAKII0 crocTepiraeThCs MOPYILIEHHS 30py a0o iHIINY BIIJIUB Ha OpraHu 30Dy, CJIifl HeraHo
3BEPHYTHUCA [0 0pTaIbMOJIora.

[Tpu 3acTocyBaHHi XiHOJIOHIB y Talli€HTiB Bil3Ha49al0ThCS peakiii porouyTauBocTi. IIpoTe
OOCIiIXKEeHHS TT0Ka3allu, 110 MOKCU(MIIOKCAIMH Bigpi3HIEThCSA HUKYUM PU3UKOM BUHUKHEHHS
dboTouyTnuBocTi. He3Baxkawuu Ha Iie, IallieHTaM HeoOXiTHO YHUKATH 5K yIbTPadioeToBOro
OTIPOMiHEHHS, TaK i TpuBaoi Ta/ab0 iHTEHCUBHOI [Iii COHSYHOTO CBiT/Ia ITif Yac JIiKyBaHHS
MOKCHU(GbITOKCAIITHOM.

[MTauieHTH 3 poguHHUM ab0 0COOMCTUM aHAMHE30M HeJOCTAaTHOCTI aKTHBHOCTI I'IFOK030-6-
dbocdaTaerigporeHasu i Yac JiKyBaHHS XiHOJIOHaMHU MalOTh CXUJIbHICTh A0 TeMOJIITHYHUX PeakKIlii.
Tomy TakuM malieHTaM Ciifi 3 06epekHiICTI0O 3aCTOCOBYBATH MOKCH(DIIOKCAIMH.

[TarienTaM i3 pigKicCHUMY CIIafKOBUMH ITpobieMaMu HeIIepPeHOCHMOCTi ralakTo3u, JediluToM
nmakTa3u Jlamma abo ManbaOcopOIlieto TII0OKO3HU Ta TajlaKTO3M He CIIifl MpuiMaTH 1Iel mpernapar.

[TamienTaMm i3 yCKIagHeHUM 3allaJIbHAM 3aXBOPIOBAHHSIM OpraHiB Majioro Ta3a (HalpHKIaf,
acoIrifioBaHUM 3 TPyOHO-I€YHUKOBUM abciiecoM abo abcliecoM Majioro Ta3a), [Jisd SKUX BBAXKa€ThCS
HeoOXiIHUM NPOBefleHHS BHYTPIITHROBEHHOI Tepallii, JikyBaHHS NperapaToM MOKCHH y GpopMi
TabIeTOK HEe PEKOMEHOYEThCS.

3altazbHe 3aXBOPIOBAHHS OpraHiB Majoro Ta3a Moxe OyTH cIpuunHeHo OakTepieto Neisseria
gonorrhoeae, pe3ucTeHTHOIO 00 GTOPXiHOMOHIB. TOMY B TaKUX BUITafiKaX eMIIipUYHEe 3aCTOCYBaHHS
MOKCHU(IOKCAIMHY HeOOXiTHO MPU3HAYaTH OJHOYACHO 3 iHIIMM BifMTOBIZHUM aHTHOIOTUKOM
(mampukmnap, 11e¢hanroCIOPHHOM), SIKIII0 HEMOXKJIMBO MOBHICTIO BUKTIOUUTHA PO3BUTOK
HECIIPUMHATINBOL 00 MOKcudokcaluny Neisseria gonorrhoeae.

dxmo micng 3 gHiB JiKyBaHHS He BinOyBaeThCs MOKpPAIlaHHS KIIIHIYHOTO CTaHy, Tepallilo CIIif
ePeragHyTH.



Mokcudnokcalut CIPUYKHSE YpakKeHHs XPSIIiB y MOJIOOUX TBapHH, TOMY 3aCTOCYBaHHS ITperapaTy
OiTSM IPOTUIIOKA3aHO.

Moxkcudnokcanud He peKOMEHOYEThCS I JTiIKyBaHHS iHGEKIIiN, CIPUYNHEHUX MEeTUIUIIiH-
PE3UCTEHTHUM 30JI0TUCTUM cTadinokokoM (MP3C). Y Bunagky migo3pioBaHol abo migTBepaKeHo01
indexuii, cmpuurHeHoi MP3C, HeoOXiqHO pPO3MOYaTH JTiKyBAHHS BiMIIOBIIHUM aHTHOAKTepiaTbHUM
3ac000M.

KniniyHa eheKTHUBHICTh BHYTPIITHROBEHHOTO 3aCTOCYBaHHS MOKCHU(IOKCAUNUHY B pa3i JiKyBaHHS
Ts2KKol iH(}iK1il, ToB’'s13aHO1 3 omikaMu, (hacIUTOM Ta [AiabeTUYHOIO CTOIIOI0, 110 CYIIPOBOAKYETHCS
OCTEOMIEIIITOM, He BCTAHOBJIEHA.

JIikyBaHHS i3 3aCTOCYBaHHIM MOKCH]IOKCAIMHY MOXKe IIePeIIKOIXKaTh TPOBENEeHHIO
KyJIbTYPaJIbHOT0 aHaJli3y II0A0 BUsABIeHHSI Mycobacterium spp. y 3B’43Ky 3 IPUTHIYeHHAM
MiKp06ioJIOTiYHOTO POCTY, 110, Y CBOIO YEPTY, MOXKE IMIPU3BECTH N0 XMOHO HETaTUBHUX PE3Y/IbTATIB Y
3pa3Kax Bifl XBOPHUX, SKi Ha JaHUU MOMEHT IIPUMMal0Th MOKCU(DIIOKCAIINH.

HocnigXeHHS Ha TBapUHAX He BUSBUIIU MOTipIIeHHS HepTUITBHOCTI.

[Tucrnikemis

4K i mpu 3acTOCyBaHHI iHIIKMX (TOPXIHOJIOHIB, IIPX 3aCTOCyBaHHI MOKCHH criocTepiranucs
BIIXWJIEHHS PIBHIB I'IIOKO3H B KPOBi, BKJIIOYAI0YY TiMIOTJIIKEMIIO Ta TinepriikeMito. Y malieHTis, AKi
3aCTOCOBYBau MOKCUH, JUCTIIiIKEMis PO3BUBaJIacs lIepeBaXkKHO y NallieHTiB IiTHBOTO BiKy 3 giabeTomM,
SIKi OTPUMYBaJIM CYIYTHIO TEPAIIil0 IIepOpaJbHUMU TilOTTiKeMiYHUMU TiKapCbKUMU 3aco0aMu
(Hampukan cynbdoHinceyoBrHa) abo iHCymiHOM. YV malieHTiB 3 miabeToM peKOMeHOOBaHUN
peTenbHUN KOHTPOJIb PiBHIB I'/TI0KO3U B KPOBI.

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py001o.
BazimHicmb

Y nepion BariTHOCTI 3aCTOCYyBaHHS MOKCH(IIOKCAIIMHY IIPOTUIIOKA3aHe.
ITepiod 200ys8aHHA 2pyd010

3acTtocyBaHHgd MOKCHHY IIPOTUIIOKA3aHO B I1ePiof rogyBaHHS rpyanio. HeBennka KinbKicTh
MOKCU]IOKCALMHY MOXKe IIPOHUKATH y TPyAHE MOJIOKO.

30amHicmb enaueamu Ha weudKicmb peakuii npu KepysaHHi asmompaHcnopmom abo pobomi 3
[HWUMU MexXaHi3Mamu.

Moxkcudnokcanus, sk i iHmi GTopxiHoIoOHN, MOXKe BIJIMBATK Ha IMIBUAKICTh peakllii Mpu KepyBaHHi
aBTOTPaHCIOPTOM a00 po0OoTi 3 iHIMKUMYU MexXaHi3MaMHU Yepe3 MOXKIUBICT, BUHUKHEHHS PeakIlii 3
00Ky IleHTpa/IbHOI HEePBOBO1 CUCTeMHU (HaIPUKJIaZ 3allaMOpPOYEeHHS, TOCTpa TUMYacoBa BTpaTa 30Dy,
nuB. po3min «ITo6iuHi peakiii») abo rocTpa KOPOTKOTPHUBaja BTpaTa CBifOMOCTi (HEIPUTOMHICTb, IUB.
po3min «ITo6iuHi peakiiii»). [TanieHTam ciif peKOMEHAYBaTH CIIOCTEPIraT 3a CBOEIO PeaklIlieio Ha
MOKCU(IIOKCALIMH Tepel TUM, K KepyBaTU aBTOTPAHCIIOPTOM abo IIpallloBaTH 3 iHIIUMHU
MexXaHi3MaMu.



Cnocid 3acmocyeaHHsi ma do3u.
[Topoci
PekomeHayeThest nmpuiimatyu 1o 1 Tabnetiri (400 Mr) MokcudIOKCcaluHy Ha H00y.

TabneTku crig npuiMaT He PO3KOBYIOYHM, 3allMBalO4M JOCTAaTHHLOIO KiNbKicTio Bomu. [Tpenapar
MOXKHa NPUUMaTH He3aJleXKHO Bifl YaCy BXKUBAHHS 1XKi.

Tpusasicmb mepanii

TpusaricTs Teparmii Ta6eToBaHoI0 GopPMOI0 TpenapaTy MOKCUH 3aleXUTh Bif Tuny iHdexuii i
CTaHOBUTH:

- 3aroCTPEHHS XPOHiYHOT0 OPOHXITY - 5-10 gHIiB;

- HerocIiTajbHa NHeBMOHIA - 10 oHIB;

- rocTpuil 6aKTepiaTbHUN CUHYCHUT - 7 OHIB;

- 3amasbHi 3aXBOPIOBAHHS OpraHiB Majioro Ta3a IIOMIpHOTIO Ta CEPEeIHbOr0 CTylneHs - 14 nHiB.

[TepeBumyBatu BKa3aHy m03y (400 Mr 1 pa3 Ha m00y) Ta TPUBAJIICTD JTiKYBaHHS [/ KOKHOTO
IIOKa3aHHS He PEKOMEHAYEThCS.

IlauieHmu AiMHbO20 BIKY/NAUIEHMU 3 HU3bKOK MACOW Miad
Kopexkist ;o3 mjist MallieHTiB JIiTHBOTO BiKYy/MallieHTiB 3 HU3bKOI0 MAco0 Tijla He MOTPiOHa.
IlopyweHHa GyHKUIT neviHKu

[MamienTam i3 mopymeHHsaMu QyHKIIl TeYiHKM KOPEKIlis 403U He MOTpidHa (AUB. TAaKOXK PO3MiN
«OCc06IUBOCTi 3aCTOCYBAHHS»).

Hupkosa HedocmamHicmb

[I71s1 malieHTiB i3 HUPKOBOIO HEJOCTATHICTIO IOMIPHOTO Ta CEPENHBOT0 CTYIIEHS TIXKOCTI (Y TOMY
4HCTIi IIpK KITipeHci KpeaTuriny < 30 myi/xs/1,73 M%), a TaKOXK [/ HALI€HTIB, AKi mepe6yBarTh Ha
Oe3nepepBHOMY reMofiiai3i Ta JOBroTpuBagoMy aMOy1aTOPHOMY IIePUTOHEAIbHOMY [iatisi,
KOPEKIIis 03U He noTpibHa (muB. po3min «®apMaKoJIOTiuHi BIaCTUBOCTI»).

Himu.

Moxkcudnokcanyut IpoTrUnoKa3anui aiTaM. EdekTuBHICTL Ta Oe3meka 3aCTOCyBaHHSI MOKCUHY TiTAM
He BCTAHOBJIEHI.

Ilepedo3yeanHsi.



Y pasi BumaikoBOro nepego3yBaHHs He PEKOMEHI0BaHO XKOOHUX CIelpiyHUX 3aX0fiB. Y BUNAAKY
Iepefo3yBaHH CIIiT OPIEHTYBATUCS Ha KJIiHIYHY KaPTHAHY 1 IPOBOOUTU CUMITOMaTUYHY
nigTpuMyrouy Teparito Ta EK['-MOHITOPUHT y 3B’s13Ky 3 MOXKJIUBICTIO ITOf0BKeHHd iHTepBany QT.

OpHOYaCHe 3aCTOCYBaHHS aKTHBOBAHOTO BYTi/ISA 3 H03010 MoKcHdokcaluny 400 Mr mepopanbHO
Ipu3Befie 0 CKOPOUEeHHS CUCTEMHOI JOCTYITHOCTI TiKapchbKoro 3aco0y Oinbie Hixk Ha 80 %. Y paai
nepeo3yBaHHs B Pe3yJbTaTi IepOpPaIbHOro IPUIHOMY JTiKapchKOro 3aco0y 3aCTOCYBaHHS
aKTHBOBAHOTO BYTi/JIS Ha IMOYaTKOBilM cTafii abcopOiiii Moxke OyTH eeKTHBHUM [Jig 3anobiraHHs
30i7TbIIIEHHIO CUCTEMHOI [Iii MOKCHU(IOKCAUHY.

ITo6iuni peakuii.

Y xoxHil rpymni HeOaxkaHi SBUIA BU3HAUYEH] y TOPSAOKY 3MEHIIEHHS 1X TAXKKOCTi. YacToTa BU3HaYeHa
TakuM 4uHOM: 4YacTo (= 1/100, <1/10), sHeuacto (= 1/1000, <1/100), mooguHOKi
(= 1/10000, <1/1000), pipkicHi (<1/10000).

Yacmo

3 boky cepus: momoBxkeHHs iHTepBany QT y xBopux i3 rimokasmiemiero.
3 6okxy mpasHoi cucmemu: HynoTa, OmoBaHH, 617k Y XKUBOTI, miapes.
I'enamobiniapHi nopyweHHs: MigBUIIEHHS PiBHS TPaHCaMiHAa3.

3 60Ky opaaHie yymms: 3MiHa CMaKOBUX BiTUyTTiB.

3 60Ky Hepeosoi cucmeMu: 3allaMOPOYEHHS, TOJIOBHUM Gifb.

IH(pekuyiliHi yckaaOHeHHA: cynepindeKIlis, 1110 BUHUKIIA BHACITIAOK 6akTepianbHOl YU rpubKoBoi
PE3UCTEHTHOCTi, HallpUKJIaf OpaIbHUK a00 BariHaIbHUN KaHOUOO3.

Heuyacmo

3 60Ky Kpo8OHOCHOI ma AiMpamuyHoi cucmemu: aHeMisl, JIeHKOIeHiss, HEeHTPOIIeHis,
TPOMOOIUTOIEHisSI, TPOMOOIUTEMIS, €03UHOGINIS; MOJOBKEHHS TPOTPOMOIHOBOTO Yacy/306imbIIeHHS
MHB (MiKHapOTHOTO HOPMAaJTi30BaHOTO BiTHOIIIEHHS).

3 6oky iMyHHOI cucmemu: anepriyxi peaxiiii.
ITopyweHHsa memaboai3My ma xapuyeaHHs: Tinepmimigemis.
ITcuxiuHi po3aadu: peakiiil CTPUBOXKEHOCTI, MiABUINEHHS IICUXOMOTOPHOI aKTUBHOCTI/30yIKEHHS.

Po3znadu 3 6oky Hepeoeoi cucmemu: apecTesii/nu3ecTesil; mOpymeHHS CMaKy (BK/II0Yalo4y areB3iio
y BKpai MMOOAMHOKMX BUMAOKAX); CIIYTaHICTh CBIMOMOCTI Ta BTpaTa Opi€HTallil, po3/agu CHY
(mepeBaxkHO 6€3COHHS), TPEMOD, BEPTUTO; COHIUBICTS.

3 60Ky cepus: IocuieHe cepuedUTTs, Taxikapmis; momoBxkKeHHs inTepsany QT; BasomuIaTallis;
Gibpunsiis nepeacepab, CTeHOKAPIis.

3 60Ky mpasHo20 mpakmy: 3HUKEHHS alleTUTy Ta 3MEHIIEeHHS BXXUBaHHS 1Ki, 3a1op, JUCTIETCis,
bnaTyneHIis, TaCTPUT, MiABUIIEHHS PiBHSA aMinasu.



3 60Ky cyOuHHOI cucmemu: Ba30OuIaTallis.

I'enamobiniapHi nopyweHHs: MOPYIIeHHS QYHKINI MeviHKy (BKITI04Yaoyu migsuinesss JIIT
(makTaTmerimporeHasmu)), migBUIleHHS PiBHS O0imipy0iny, migpuinenss ['TTII (raMMa-TTyTamin-
TPaHCIENTHAa31), MiABUIIEHHS B KPOBi PiBHA IyKHO1 docdaTasi.

3 6oky wkipu ma nidwkKipHoi KaimkosuHu: cBepbixK, BUCUTTaHHS, KDOIIUB'THKA, CYyXiCTh IIKipH.
3 60Ky onopHO-pyXx080i cucmemu: apTparis, Mianris.

3 60Ky opaaHie 30py: MOPYIIEHHS 30PY, BKIIIOYAIOYX OUILIOIII0 Ta HEYITKiCTh 30py (0COGIMBO IifT Yac
peaktiii 3 6oxky LIHC).

3 boky OuxaavbHOi cucmemu, opaaHie 2pyO0HOI KAimKu ma cepedoCmiHHA: 3afuIIKa (BKII0OYaI0Yn
ACTMATUYHUM CTaH).

3 60Ky HUPOK ma cevyosudinbHO20 Mpakmy: OerigpaTarfis.

3azanvHi po3aadu: 3aranbHa cabKicTh (B OCHOBHOMY aCTEeHis Y MigBHUINleHa BTOMIIIOBAHICTB),
BimuyTTs 6010 (BKIIIOYa4yy Oinb y IonepeKy, rpynHil KiuiThi, 6inb y KiHLiBKax, 60/I04iCTh ¥
MIPOEKIIii Masioro Tasa), Tilmeprigpos.

ITooOuHOKiI

3 boky imyHHOI cucmemu: aHadinakcisi, BKIIIOYAOUH PifKiCHI BUTAOKHM IOKY (110 3aTPOKYE KHUTTIO),
anepriuyHuii HaOpPSK/aHTiI0HEBPOTUYHUM HAaOPSK, BKIII0OUal0Yy HAOPSK ropTaHi (110 MOTEHIINHO
3arpoxye XKUTTIO).

ITopyweHHs memaboai3mMy ma Xapuy8aHHs: TilepriikeMisi, Tinepypukemisi.

ITcuxiuHi po3aadu: nabinbHICTh HACTPOIO, Aempecis (Y piAKiCHUX BUIagKax 3 MOKJIMBOIO
camoarpeciero, Takomw SK CyillufanbHi ifei/qyMku abo cipobu caMoryOCcTBa); rasioHallil.

3 6oky Hepeoeoi cucmeMu: TimecTe3is; MOPYIIeHHS HIOXY (BKITIOYAOYX BTPATY HIOXY);

TIaTOJIOTiYHI CHOBUOIHHS, TIOPYIIEHHS KOOPAUHALIil (BKJTI0Ya04y PO3j1aj] X0 BHACTIIOK
3armaMopo4eHHs abo BEPTUTO), Cy[IOMHi HalaAy 3 PiSHUMHU KJTiIHIYHUMU IPOIBaMu (y TOMY 4YHCIIi
Hanagu grand mal); TOPYIIEHHS yBaru, po3fiafy MOBJIEHHS, aMHe3is, mepudepuyHa Helpomnaris Ta
IoJIiHeUponIaTis.

3 60Ky opeaHis cayxy ma eecmuby1apHO20 anapamy: A3BiH y ByXax, IOPYIIEHHS CIIyXy, BKJII0Yal0uu
TJIyXO0Ty (3a3BUYail 060POTHY).

3 60Ky cepus: MIIYHOYKOBI TaxiapuTMii, HEITPUTOMHICTh (TOOTO TOCTPa Ta KOPOTKOYACHA BTpaTa
CcBimomocCTi).

3 60Ky cyOuHHOi cucmemu: apTepianbHa TiTOTEH3is1, apTepiaabHa TimepTeH3is.

3 6oxy mpasHo20 mpakmy: gucaris, CTOMaTUT; acoIlilloBaHM# i3 3aCTOCYBaHHSIM aHTUOIOTHKA KOJIIT
(BKITIOYAKOUM TICEBOOMEMOPAHO3HUH KOJIIT, Y BKpai MOOTUHOKKMX BUIIQAKaX acOIliiioBaHUH i3
3arpo3JIUBUMU O KUTTSA YCKITaAHEHHSIMNU).

I'enamobiniapHi nopyweHHA: JKOBTSHUIIS, TeNATUT (IIePeBakKHO XOJIeCTaTUYHUH).



3 60Ky 0nopHO-pyx080i cucmemu: TEHOWHIT, TOCMUKYBAHHS M’s13iB, CyIOMH M'sI3iB, M’sI30Ba
cnabKicTh.

3 60Ky HUPOK ma ce4osudinibHO20 Mpakmy: MOPYIIeHHs GYHKIIII HUPOK (BK/TIOUA04Yu 30i/IbIIeHHS
KpeaTHHiHY IIJTa3MHU KPOBi Ta a30Ty CEUYOBUHM); HUPKOBA HEJOCTATHICTb.

3azanvHi po3anadu: HaOPSK.
PiokicHi

3 60Ky Kpo8oHOCHOI ma aim¢pamuyHoi cucmemu: 36inbIIeHHS PiBHSI TPoTpoMOiHy/3MeHIeHHss MHB;
arpaHyJoOLUTO3.

ITopyweHHsa memaboai3My ma Xap4y8aHHs: TiOTTiKeMis.

ITcuxiyHi po3sadu: memnepcoHai3allis, ICUXOTHYHI peakiii (3 MOXKJIMBOIO CAMOATrPeci€lo, TaKoI SIK
cyluupanbHi igei/oyMmu abo cupobu camory0cTBa).

3 6oky Hepeosoi cucmemu: TimepecTesis.
3 60Ky opaaHis 30py: TPAH3UTOPHA BTPaTa 30py (0coONIuBO Iif 4ac peakiiii 3 60ky LIHC).

3 6oky cepus: HecmenudiyHi apuTMii; «mipyeTHa» IITyHOYKOBA Taxikapmis («torsade de pointes»),
3yIMUHKA CEPIIs.

I'enamobiaiapHi nopyweHHA: GyTbMiHAHTHUN T'elaTUT, 10 MOTEHIINHO MOXKe ITPHU3BECTH [0
PO3BUTKY HeOe3MeyHOi [y KUTTS IeUiHKOBOI HeOCTaTHOCTI (BK/II0YaloyuHu JIeTabHi BUMIQKH).

3 6oky wkipu ma nidwkipHoi kaimkosuHu: OyNTbO3Hi MWKIipHI peakirii, Taki sk curgpom CTiBeHCa-
II:XKoHCOHa a60 TOKCUYHUY elifepMalbHIUN HEKPOIi3 (110 IOTEHI[INHO 3arPOKYIOTh KUTTIO).

3 60Ky onopHO-pyx080i cucmemu: pPO3PUB CYX0KUJIb; apTPUT, PUTITHICTh M’s13iB; 3arOCTPEHHS
CHMIITOMIB MiaCTeHil.

Y pigkicHuX BUTlafKax Iicys NMiKyBaHHS iHIMMMU GTOPXiHOIOHAMU 0YJI0 3apeeCcTPOBaHO Taki mobiuHi
peaxtii, ki Moriu 6, MOXKJIMBO, TAKOXK CIIOCTEPIraTUCS MPU 3aCTOCYBaHHI MOKCHU(]IIOKCALIMHY:
rinepHaTpieMis, rinepKaibllieMisi, reMOJiTHYHa aHeMisl, pabooMioni3, peakiiil poTtoceHcubimizarii
(muB. po3min «OcoOMMBOCTI 3aCTOCYBaHHS»).

Tepmin npudamuocmi. 3 POKH.

YmMmoBH 30epirannsi. 30epiraTé y HeJOCTYIIHOMY [JIs [iTel, 3aXUIIIeHOMY Bif] CBiTJIa Ta BOJIOTH MicCIIi
npu TeMmepatypi go 25 °C.

YnakoBka. [To 5 TabmeTok y 6iictepi, 1 61micTep y KapTOHHI# KOPOOIIi.



Kareropis Bigmycky. 3a peLentom.

Bupo6nuk. babua ®apmacriorikanc JIth., IHmis.

Micue3HaxoIKeHHsI BHPOOHHKA Ta HOr0 aJpeca MicCIisi IPOBaKeHHsI Tis/TbHOCTI.

147, Magrasapam Pep Xinc Poyn, I'pentnion, Binupgx Bamakapai Yennai Tamin Hagy IN 600052,
Iumis.



