Ckian

Oitoua peuosuHa: moxifloxacin;

1 TabrneTka MicTuTth MOKcudnokcaiuuy 400 Mr, y BUTJIAOI MOKCU(PIOKCALIMHY
rigpoOXJIOpUny;

OONOMIJICHI pe4oBUHU: 1IeJII0JI03a MIKpPOKPHCTalliuHa; JJaKTO03a, MOHOTiApaT; HAaTPiio
KpOoCKapMeJio3a; MarHilo cTeaparT; HOKPUTTA: rinpoMesiola, nojietuseHriikons 6000,
tuTany miokcurn (E 171), 3amisa okcun yepBoHui (E172)

JIikapcbKa ¢popmMma

TabneTKu, BKpUTi 0007I0HKOIO.

OcHoBHI (pi3uKko-ximiuHi 81acmueocmi: TabIeTKu OBaIbHO1 (OPMHU 3 TBOOIMYKIIOIO
IIOBEPXHEIO, BKPUTI 000JIOHKOIO POXKEBOT'O KOJILOPY.

®dapMaKoTepalneBTHYHA Irpyna

[TpoTuMikpoOHi 3acobu AJisi CUCTEMHOT0 3aCTOCYBaHHSA. AHTHMOAKTepianbHi 3acobu
IPyIIu XiHOJIOHIB.

Kog ATX JO1M A1l4.
®apMaKoOJIOridyHi BJIaCTHBOCTI

dapmaKkoduHamika.

Mexani3M nail

In vitro mokcudmokcauut epeKTUBHUM I1I0A0 OaraThOX rPaMIIO3UTUBHUX Ta
rpaMHeraTUBHUX MiKpOOpraHi3miB. bakTepuiugHa Ois MOKCU(DIIOKCAIUHY
crpuurHeHa iHrioyBanHsaM o06ox tumris II Tonoizomepasu (JHK-ripasa ta
ToroizoMepa3sa V), HeoOXigHUX O/Is pelIiKaliil, TPaHCKPHUIILil Ta BiTHOBIEHHS
6akTepianpHol [JTHK.

BBaxkaioTs, 1110 C8-MeTOKCHU-3aIUIIOK CIIPUSIE TTOKPAIIEeHHI0 aKTUBHOCTI Ta mociabIioe
CeJIeKIIiI0 Pe3UCTEeHTHUX MYTaHTiB I'PaMIIO3UTUBHUX OaKTepil mopiBusHo 3 C8-H-
3aJIMIIKOM. HasiBHICTE BEJIMKOTIO OUITUKII0aMIHOBOI'O 3aJIUIIKYy B C-7-I10JI0KEHH]
3amobirae akTUBHOMY BifTOKY, ITOB’I3aHOMY 3 reHaMHu norA abo pmrA, siKi BUSIBIEHO y
OesTKUX TPaMIIO3UTUBHUX OaKTepii.



dapmMakoguHaMidHi JOCHIOKEHHS BKa3yIOTh Ha Te, [0 MOKCHUMIIOKCAIIMH Ma€
3a/JIeXKHY BiJl KOHIIEHTpPAIllil 0aKTepUIIUIHY aKTUBHICTh. MiHiMasbHiI 6aKTepuIuaHi
KoHneHTpallil (MBK), sk npaBuso, BiinoBigaioTh MiHiMalbHUM iHTiOyBaIbHUM
KoHIeHTpauisam (MIK).

Bronus Ha KUIIKOBY GJIOPY V TIOOUHHA

Y OBOX mOCHiAXKEeHHSX 3a y4acTio JOOPOBOJIBIIB ITiC/IsT ITEPOPaIbHOT0 3aCTOCYBaHH A
MOKCHU(IOKCAllMHYy Bif3HaYaaInCcs HUK4YEeHaBeOeHi 3MiHU y KUIIKOBiM (Iopi.
3HUXKyBanach KinbKicth E. coli, Bacillus spp., Enterococcus Ta Klebsiella spp., a
TaK02K aHaepo0OiB Bacteroides vulgatus, Bifidobacterium spp., Eubacterium Ta
Peptostreptococcus. CnocTepiranocs nigBUIIeHHSA KiTbKOCTi Bacteroides fragilis.
KinepkicTh BKa3aHUX BUILle MIKPOOPTaHi3MiB I10BepTajiacsa y MexXi HOpMHU YIIPOLOBXK
IOBOX THUXKHIB.

MexaHi3M Pe3UCTEeHTHOCTI

MexaHi3MU PE3UCTEHTHOCTI, 3a PaXyHOK SIKMX IHAKTHUBYIOTHCS IIE€HILWIIIHHA,
1edaToCIOPHUHU, aMiHOTIIKO3UOM, MaKpPOJIiaX i TeTPalluKIIiHM, He BIIJINBAIOTh Ha
aHTuOaKTepianbHy e(PeKTUBHICT, MOKCU]IIOKCAIUHY. [HIIIi MeXaHi3Mu
PE3UCTEHTHOCTI, TaKi sik 6ap’epu MPOHUKHEHHS (momupeHi y Pseudomonas
aeruginosa) Ta MeXaHi3MU BiATOKY, MOXKYTh BIIJINBATU Ha UyTJIUBICTH 4O
MOKCUQIIOKCAIIUHY.

dopMyBaHHS PE3UCTEHTHOCTI 10 MOKCU(IIOKCAIIMHY in Vitro crocTepiranm K
IOCTYIIOBUH IIPOIIEC, SIKUU IIOJISATa€E B TOYKOBUX MyTallisix 060x Tumin I1
ToroizoMepa3su, [JHK-ripa3u ta TomoizoMmepasu [V. MokcudnokcaluH € c1abKuM
cybcTpaToM [jIsT MeXaHi3MiB aKTUBHOT'O BiITOKY Yy I'PaMIIO3UTUBHUX MiKpPOOpPTaHi3MiB.

CriocTepiraeThcs nepexpecHa Pe3uCTEHTHICTh 3 iHIMUMHU (pTopxXiHOoMoHaMu. OOgHaK
OCKiNmbKM MOKcHUGIIOKCcaluH iHrioye oO6unBi Tonoizomepa3su II Ta IV 3i cxoxko10
aKTUBHICTIO OEesIKUX I'PAaMIIO3UTUBHUX OaKTepil, 11i 6aKTepil MOXYTh OyTHU
PE3UCTEHTHUMM [0 iHIINX XiHOJIOHIB, ajie YyTJINBUMHU 10 MOKCHUDIIOKCALIUHY.

KOHTpPOIBHI TOUYKH

Tabnuisa 1

Kniniuni MIK Ta KOHTPOIBHI TOYKM OUCKOBO1 AMQY3il A1 MOKCU(DIOKCAIIMHY
(01.01.2012) 3a manumu EUCAST (€BponeuCchKru KOMITET 3 TECTyYBaHHS
AHTUMIKPOOHOI Yy TINBOCTI)

MikpoopraHizm YyTtnusuiul |Pe3ncTeHTHUU



< 0,5 mr/n|> 1 mr/n
Staphylococcus spp.

324 MM < 21 MM

< 0,5 mr/n|> 0,5 mr/n
S. pneumoniae

322 MM < 22 MM

< 0,5 mr/n|> 1 MmMr/n
Streptococcus, epynu A, B, C, G

318 MM < 15 Mm

< 0,5 mr/n|> 0,5 mr/n
H. influenzae

325 MM < 25 MM

< 0,5 mr/n|> 0,5 mr/n
M. catarrhalis

323 MM < 23 MM

< 0,5 mr/n|> 1 Mmr/n
Enterobacteriaceae

320 MM <17 mm
KoHTposnbHi TOUKY, He OB’s13aHi 3 Bugom™*|< 0.5 mr/n|> 1 Mr/n

*KOHTpOJIbHI TOYKHU, HE TTOB’s13aHi 3 BUAOM, OyJiM BU3Ha4Y€Hi TOJIOBHUM YHMHOM Ha
migcTaBi JaHUX papMaKOKiHEeTHUKH/(apMaKOOWHaMIKU i He 3ajieskaTh Bifl IIOIIMPEHHS
MIK cneundivyaux Bunis. i ;aHi BUKOPUCTOBYIOTh TiJIbKU LIOAO BUMIB, SIKUM HeE
HaJaBaJId KOHTPOJIBHUX TOYOK 3a OKpPEeMUMU BUIAMU, | He BUKOPUCTOBYIOTH L1010
BHUIB, B SKUX iHTepIIpeTaliiHi KpuTepil miansramoTh BU3HaAYEHHIO.

Mikpo©0Oiosoriusa 4yTInuBIiCTh

YactoTa HaOyTOl pe3UCTEHTHOCTI ITeBHUX BU[iB MiKpOOpPraHi3MiB MOXKe 3MiHIOBaATHUCS
3aJIe’KHO Bif reorpadiuyHoro pos3TalllyBaHHS PErioHY Ta 3 MJIWHOM 4Hacy. baxkaHo MaTu
OOCTYM [0 JIOKaJIbHOI iHopMaliii 111o10 pe3ucTeHTHOCTI MiKpoopraHi3MiB, 0COGIMBO
IIPY JTiKyBaHHI TSAXKKUX iH}eKI11ift. Y pa3i HeoOXimHOCTI ci1ig 3BepTaTUcs 3a
KOHCY/IbTAIIi€I0 [0 eKCIIepTa 3 MMTaHb aHTUOIOTUKOPE3UCTEHTHOCTI, KON MiclleBe



OOMiHyBaHHS PE3UCTEHTHOCTI BUSBISIETHCS HACTIJIBKYA CUJIBHUM, 110 BIIJIUB IIEBHOTO
JIIKapChKOTO 3aco0y IITOHaMeHIIe Ha AesKi Bugu iHpeKIinHuX 30yIHUKIB
3aJIMIITAETHC il CYMHIBOM.

YyTauBi BUOH

AepoOHi rpaMIO3uUTHBHI MiKpPOOpPraHi3Mu

Gardnerella vaginalis

Staphylococcus aureus* (4yTnuBUMN OO METUIUIIIHY)

Streptococcus agalactiae (rpyna B)

Streptococcus milleri group* (S. anginosus, S. constellatus ta S. intermedius)
Streptococcus pneumoniae*

Streptococcus pyogenes* (rpymna A)

Streptococcus viridans rpyna (S. viridans, S. mutans, S. mitis, S. sanguinis,
S. salivarius, S. thermophilus)

Aepo0OHi rpaMHeraTUBHI MiKpooOpraHi3aMu

Acinetobacter baumanii
Haemophilus influenzae*
Haemophilus parainfluenzae*
Legionella pneumophila

Moraxella (Branhamella) catarrhalis*

AHaepoOHI MiKpoopraHiaMu

Fusobacterium spp.
Prevotella spp.

[HIIII MIKpOOpraHiaMu

Chlamydophila (Chlamydia) pneumoniae*
Chlamydia trachomatis*

Coxiella burnetii



Mycoplasma genitalium

Mycoplasma hominis

Mycoplasma pneumoniae*

Bunou, siki MOXKyTh HaOyBaTH Pe3HUCTEHTHOCTI

AepoOHi rpaMIoO3uUTHBHI MiKpOOpPraHi3Mu

Enterococcus faecalis*
Enterococcus faecium*
Staphylococcus aureus (pe3UCTEHTHUU [0 MeTI/ILII/IJ'IiHy)+

Aepo0OHi rpaMHeraTUBHI MiKpoopraHi3aMu

Enterobacter cloacae*
Escherichia coli*#
Klebsiella pneumoniae*#
Klebsiella oxytoca
Neisseria gonorrhoeae*+
Proteus mirabilis*

AHaepoOHi MiKpoopraHiaMu

Bacteroides fragilis*
Peptostreptococcus spp.*
Pe3ucTeHTHi BUOH

AepoOHi rpaMHeraTHBHI MiKpOOpraHiaMu

Pseudomonas aeruginosa

*IIpooeMOHCTPOBaHO 3a40BIJIbHY aKTUBHICTS IIIOO0 BIIJIMBY Ha YYTJIMBI IITAaMU IIiJ Yac
KJIIHIYHUX OOCIIIAXKEeHb Y paMKaX 3aTBEPAXKEHUX KIIIHIYHUX ITOKa3aHb.

#Itamu, ki BUPOO6siioTh ESBL, € 3a3BU4Yail pe3uCTEHTHUMHU 00 PTOPXiHOIOHIB.

*Iloka3HuK pe3nucTeHTHOCTI > 50 % B OfHil 4u GiybIIe KpaiH.



dapmaKoKiHemuKa.

BcMokTyBaHHS Ta 6i0JOCTYIHICTE

[Tpu nepopanbHOMY IPUKXOMI MOKCU(IIOKCAIIUH MIBUOKO Ta MalKe IIOBHICTIO
BCMOKTYETBLCSI. AGCOIOTHA 0i0gOCTYIIHICTE mocsarae Mauxke 91 %.

[Tpu npuriomi ogHOpa30Bux 03 y Oiana3oHi 50-800 mMr Ta mmpu 3acTtocyBaHHI no3u 600
MrT Ha go0y npoTsirom 10 mi6 dapMakokiHeTHKa € iHitiHO0. ITicns mpuiiomy
nepopanbHol go3u 400 Mr mikoBa KOHIIEHTpAIlid B KPOBi mocaraeTecsa npotsarom 0,5-4
roauH i ctaHoBuTh 3,1 Mr/n. MakcuManbHa Ta MiHiMalbHAa MJ1a3MOBi KOHIIEHTPAIlil B
piBHOBaxkHOMY cTaHi (400 Mr 1 pa3 Ha mo0Oy) ctaHoBnATH 3,2 Ta 0,6 Mr/n BigmoBigHO. ¥
PiBHOBaXKHOMY CTaHi €KCIIO3HUIis y MexXKaXxX iHTepBaly Jo3yBaHHsA Mauxke Ha 30 %
BHUIIA, HiXK MiCJIg 3aCTOCyBaHHS IIEPIIOl JO3H.

Po3nonin

Moxkcu@rokcauyH IIBUAKO PO3MOIINSAETHCI B €KCTPABaACKyJIAPHOMY IPOCTOPI, micis
3actocyBaHHs go3u 400 mr AUC ctaHoBuTh 35 MKr/n. O6’eM po3nofainy B
PiIBHOBaXXKHOMY CTaHi JOPIBHIOE 2 JI/KT. flK BCTAHOBJIEHO B €KCIIEpUMEHTAaX in Vvitro ta
ex vivo, 3B’s13yBaHHS 3 OijiIkaMu KPOBi CTaHOBUTH NpuOn3HO 40-42 % i He 3aJIeKUTh
BiZl KOHIIeHTpAaIllil Tpenapary.

Tabnuisa 2

[TikoBa KOHIIEHTpAllis (CepemHeE reOMeTPHUYHE) IIiCJIA IIePOPaTbHOTO IIPUHAOMY
OOHOPAa30BoOl1 003U MOKCcUdnokcauuuy 400 Mr

. |MicueBuu piBeHb — piBeHB y IJ1a3Mi
TkaHUHA Konuenrtpartiis )
KPOBI
[Tna3Mma 3,1 mr/n -
CnuHa 3,6 Mr/n 0,75-1,3
BwMmicTt nyxupsa 1,61 MTI/11 1,71
Cnu3zoBa 000J10HKa OpOHXiB |5,4 MTI/KT 1,7-2,1




AnbBeonsapHi Mmakpodaru 56,7 Mr/Kr 18,6-70,0
PiguHa emiTeniaibHOTO 20,7 Mr/7 57

Hiapy

laviMmopoBa na3yxa 7,9 MI'/KT 2,0
ETmoiganbHi masyxu 8,2 MI/KT 2,1
HazanbHi nmominu 9,1 Mr/kr 2,6
IHTepcTUIlianbHa piguHa 1,02 MT/J1 0,8—1,42'3
Kinoui ctaTesi opranu* 10,24 MTI/KT 1,724

*BHyTpIlIHbOBEHHE 3aCTOCYBaHHS O0OHOPa30Bol mo3u 400 mr.
110 TOOUWH IIiCJIs BBEOEHHS.

2Binbua KOHIIeHTpallid.

3Bin 3 roguH 0o 36 rOguH IiC/Is BBEOEeHHS OO3MU.

ip KiH1i iHdy3ii.

MeTaboJ1i3M

Moxkcudinokcanut mignsrae 6iorpancdopmariii I pas3u i BUBOAUTHCS 3 opraHiamy
HUPKaMHU, a TAKOX i3 PeKanmisaMu/KOBUIO K Y HE3MIHEHOMY CTaHi, Tak i y BUTIAA1
HeaKTUBHUX cynbdocnonyk (M1) i rmokypoHigiB (M2). M1 ta M2 € Tinbku
MeTabomiTaMu, peIeBaHTHUMU [IJIsI JTIOAWHYU, 00MIBa BOHU € MiKpOOioIoTidyHO
HeaKTUBHUMM. [1ig 94ac mociiazKeHsb in vitro i KniHiYHUX OociigxkeHb pa3u I He
criocTepiranocs MetaboJivHOol papMaKOKiHETHYHOI B3aEMOIIl 3 iHITUMU
nmpenapaTamMu, 3afisHuMu y 6ioTpancdopmartiii pas3u I 3a ygacTio GepMeHTIB CUCTEMU
uutoxpomy P450. O3HaK OKUCIIOBaJIbHOTO MeTaboJ1i3aMy HeMaE.

BuBegeHHs 3 OpraHiamy




[Tepion HamiBBUBEeOEHHS IpellapaTy CTaHOBUTH MpuOnu3Ho 12 roguH. CepenHin
3arajibHUU KilipeHc nicnasg BBegeHHSA 400 Mr ctaHOBUTS Big 179 go 246 Mii/Xs.
HupkoBuii KjiipeHC CTaHOBUTh NPUOIM3HO 24-53 MJI/XB i CBiIUUTH PO YaCTKOBY
KaHablleBy peabcopOilito mpernapaTy 3 HUPOK. [licns nmpuitomy go3u 400 mr
BUBeOEeHHS i3 ceuero (0nu3bKo 19 % — mikapchKuil 3aci® y He3MiHEHOMY BUTJISAMI,
65113bK0 2,5 % — M1 i 6nu3sko 14 % — M2) ta Kanom (6;113bK0 25 % — JTiKapChbKUM
3acib B He3MiHeHOMY BUTIAAi, 611u3bK0o 36 % — M1 Ta BiICyTHICTH BUBEIEHHS Y
BUTJIAAI M2) 3arajioM CTaHOBUJIO 0J13bKO 96 %. CymyTHE 3aCTOCYBaHHS PaHITUONHY i
nmpobeHelAy He 3MiHIOE HUPKOBUU KJTipEHC IIpenapary.

IlamieHTH JTITHHOrO BIKY Ta MAIllEHTHU 3 HU3BKOIO MaCOI0 Tijia

Y 3mopoBux 4OOPOBOJIBIIIB i3 HU3BKOIO MAcOI0 Tijla (30KpeMa y XKiHOK) Ta y 340POBUX
DOoOPOBOJIBIIIB IiTHLOTO BiKy CIIOCTEpiramu BUITY KOHIIEHTPAIIilo ITpenapaTy B Ij1a3Mi
KPOBI.

HupkoBa HEOJOCTATHICTD

He BUsABIEHO iCTOTHUX 3MiH (papMaKOKiHETUKH MOKCHU(IIOKCAIIMHY Y ITalli€HTIB i3
MOpYyIIeHHsIM GYHKIII HUPOK (BK/II0OYAIOYH IAIliEHTIB 3 KJIipeHcoM KpeaTuHiny ~ 20
mi/xB/1,73 M2). OckinbKu QYHKIIST HUPOK 3HUKYETHCS, KOHIIEHTpallisi MeTabomity M2
(rTIOKypOHimy) 30inbIIyeTHCS OO IMTOKa3HUKA 2,5 (y MallieHTiB i3 KIipeHCcoM KpeaTUHIiHYy
< 30 mir/xB/1,73 M2).

[MTopymeHHss OYHKII DeYiHKU

Ha migcTaBi maHMX OOCHiOXKeHb PapMaKOKIHETUKH, SAKi IPOBOAUIIN 3a y4aCTIO
MaIlieHTIB i3 Me4YiHKOBOI HemocTaTHiCcTIO (Kimacu A-C 3a Knacudikaliiero

Yannpa — I1'10), HEMOXKJIMBO BU3HAYUTH, YU € Pi3HUILIA IOPIBHAHO 31 3IOPOBUMHU
moOpoBonbisiMU. [TopyiieHHst QyHKITIT medinku O0ys1o 1moB’si3aHe 3 OinbIoo giero M1y
IJ1a3Mi KPOBi, TOMI SIK IisT BUXiMHOI JTiKapChKOl pe4oBUHHU OyJia MOPIBHSIHHOIO 3 Oi€I0 Y
3I0POBUX AOOPOBOJIBIIIB. [IOCTaTHHOTO AOCBIAY KITIHIYHOTO 3aCTOCYBaHHSA
MOKCHQIIOKCAIIMHY [JI4 JIIKyBaHHS MalIliEHTIB i3 mopylleHHAM (QYHKIIl ITeYiHKU HEMaE.

IToxa3aHHSA

3acToCoByBaTH OJIs TiKyBaHHS HUXKYeBKa3aHUX OaKTepialbHUX iH(EKIIiH,
CIIPUYMHEHUX YyTJIMBUMHU OO0 MOKCH(IIOKCAIUHYy MiKpOOpraHiaMaMu (OUB. PO3Oinu
«0OcobnuBOCTi 3acTocyBaHHSA», «[100iuHi peakirii», «®apMaKOJIOTiUHi BIaCTUBOCTI»), y
nailieHTiB BikoM Big 18 pokiB.

3a HUXK4Ye3a3HaYeHUMHU NOKa3aHHAMU MOKCHUMIIOKCALIUH CJIifl 3aCTOCOBYBATH JIUIIIE
TO[i, KOJIM BBAXKAETHCS HENOIIIbHUM BUKOPHUCTAHHS IHIINX aHTUOAKTepialbHUX
3aco0iB, gKi 3a3BUYall peKOMEHOYIOThCS OJIS JIIKyBaHHS TaKUX iH(eKIi:



e ['ocTpuit 6aKTEepiaIbHUN CUHYCHUT.
e 3aroCTpeHHs XPOHIYHOTO0 OOCTPYKTHUBHOTO 3aXBOPIOBAaHHS JIeTeHb, BKIIIOYa04u
OpPOHXIT.

3a HUXKYe3a3Ha4YEeHUMU IOKa3aHHAMU MOKCU(MIIOKCALMH CJIi[ IpU3Ha4YaTU TiJIbKU
TOAi, KOJIU 3aCTOCYyBaHHS iHIINX aHTUOaKTepialbHUX 3ac00iB, AKi 3a3BUYan
PEKOMEHAYIOTHCS [JIsI IT0OYaTKOBOTO JIIKyBaHHS TaKux iH(eKIil, € HemouinbHUM abo
KOJIU 1ie JTiKyBaHHS 0y0 Hee(eKTUBHUM:

e HerocmiTanbHa NTHEBMOHISI, 3a BUHSITKOM HETOCITiTaJIbHOI ITHEBMOHIl 3 TAXKKUM
rnepebirom.

e 3amajibHi 3aXBOPIOBaHHS OpPraHiB MaJjioro Ta3a IIOMIpHOTIO Ta CEPEOHbBOr0 CTyIeHs
(BKTIOYaroyu iHpeKIiiiHe ypaXXeHHSI BEPXHbOT0 BiAi/Tly CTaTEBOl CUCTEMHU Y
XKIHOK, y TOMY YMCJIi CaJIbIIHTIT Ta €HOOMETPUT), He acoLiioBaHi 3
TyOooBapianbHUM abcliecoM YU abcliecaMM OpraHiB MaJjioro Tas3a.
MoxkcudnokcanuH, TabneTKu, BKPUTi 00010HKO0I0, 10 400 Mr, He peKOMEHOYETHCS
IJIs1 3aCTOCYBaHHSA IK MOHOTEPAIIis IPU 3alalbHUX 3aXBOPIOBAHHSIX OpraHiB
MaJioro Ta3a IIOMIPHOI'0 Ta CEPEOHBOr0 CTYIEHs TAXKKOCTI, ajie MOXe
3aCTOCOBYBaTHUCH (3a BUHATKOM BUNAAKiB iHQiKyBaHHS
MOKCH}IIOKCAIIMHPe3uCTeHTHUMHU ITaMmamMu Neisseria gonorrhoeae) B kombiHatiii
3 iHIMMMU BignoBigHMMY aHTHOAKTepianbHUMU 3acobaMu (HanopUKIIam
nedanocnopmHaMu) Yepe3 3p0oCcTalnydy pe3ucTeHTHICTh Neisseria gonorrhoeae oo
MOKCHGIIOKCaIuHy (OauB. po3minu «OcobIMBOCTi 3aCTOCyBaHHSI»,
«®apMaKoOJIOTiYHi BIaCTUBOCTI»).

MoxkcudnokcanuH y ¢opmi Tab1eTOK MOXKHa 3aCTOCOBYBATH OJIsSI 3aKiHYEHHS KyPCY
JIIKyBaHHS, B SKOMY CTapTOBa Tepallis ITapeHTepanbHol (OPMOIO IIpernapaTy
MoOKcHudIIoKcalnHy 0yna epeKTUBHOIO, ITPU TaKUX ITOKA3aHHSIX:

e HErocliTaJjibHa ITHEBMOHI;
e YCKJIaHEHi iH(eKIil MKipy Ta MiAIIKipHUX CTPYKTYP.

MoxkcudrnokcauuH y ¢popmi TabJIeTOK He PEKOMEHOYETHCS [OJIA CTAPTOBOTO JIiKyBaHHS
Oymob-sIKUX iH(MEKIIiM MIKipu Ta OiIIKipHUX CTPYKTYP YU B pa3i TSIKKOTO mnepeobiry
HErocCIiTaJbHUX THEBMOHIN.

Cnig 6patu go yBaru oQimiliHi iHCTPYKIil 3 HaJIe2KHOT'0 3aCTOCyBaHHA
aHTHOaKTepialbHUX 3ac00iB.

IIporunnoka3aHHs

e 'imepuyTnuBicTh MO MOKCH(IOKCAMHY ab0 mo iHIINX XiHOJIOHIB YU Oyab-IKOI 3
OOTIOMIiZKHUX PEYOBUH JIIKapChbKOTO 3aco0y.



e Bik mo 18 pokiB.

e BaritHicTh ab0 nepion rogyBaHHs rpyanaio (OUB. PO3Mis «3acTOCYyBaHHS y mepiofn
BariTHOCTi ab0 romyBaHHS T'PYOOI0»).

e 3axBOpPIOBaAHHSA CYXOXKWUJIb, II0OB’A3aH]l 3 JIIKyBaHHSIM XiHOJIOHAMM, B aHaMHe3l.

Y xomi mOKJTiHIYHUX i KITIHIYHHUX OOCIiOXKEeHb ITiCJIg 3aCTOCYyBaHHS MOKCHU(IIOKCAIIUHY
CIIOCTepiranucs 3MiHU B eJIeKTpOo(di3ionorii cepiid y BUTJISAA1 IOJOBXKEHHS iHTepBaly
QT. Tomy 3 MipKyBaHb Oe3IeKU IperapaT IIPOTHUIIOKa3aHo IalliEHTaM i3:

e BpOmKeHUM abo miarHOCTOBAaHUM HaOyTHM ITOOOBXKeHHSIM iHTepBany QT;

e IOPYIIEHHSMHU €JIEeKTPOJIiTHOrO 6asaHCy, 30KpeMa TPy HECKOPUTOBaHil
rimokasiemii;

e KJIIHIYHO 3HAYYIII0I0 OpaguKapmai€cio;

e KJTIHIYHO 3HAUYIIIOIO0 CEPIIEBOI0 HEJOCTATHICTIO 31 3HMKEHOI (hpakKIli€ro
BUKHUY JIIBOTO IILITYHOYKA;

e CUMIITOMaTUYHUMM apUTMIiSIMU B aHaMHe3l1.

JlikapcbKui 3acib He CIIif 3aCTOCOBYBaTH OOQHOYACHO 3 iHIIIMMHU IpelrapaTaMu, SKi
nmomoBXKy0Th iHTepBan QT (ouB. po3ain «B3aemopis 3 iHITMMY JTiIKapChbKUMHU 3acobamMu
Ta 1HIII BUOU B3a€EMOMOIN»).

Yepe3 0OMeKeHICTh KITIHIYHUX TaHUX 3aCTOCYBaHHS ITpenapaTy TaKoxk
MIPOTUIIOKA3aHO MallieHTaM 3 MopyHIeHHAM (QyHKIIi1 nediHku (kmac C 3a
Knacudikanieo Yannga — [1'10) Ta naiieHTaM 3 OigBUIIEHUM PiBHEM TpaHcaMiHa3 (y 5
pa3iB BUIlle BEPXHBLOI MeKi HOpMM).

B3aemMonisi 3 iHOIMMH JTiKapChbKHMH 3aCco00aMHu

He MOXHa BUKIIOUYUTY afUTUBHUN e(PEKT MOKCU(IIOKCAIUHY U IHIIUX JIIKapChKUX
3aco0iB, IKi MOXKYTb CIPUUYUHUTU NOOOBXKeHH iHTepBany QT. Taka B3aemopis
30i/IbIIly€ PU3UK PO3BUTKY LIUIYHOUYKOBUX apUTMill, BKJIIOYAIOUHU «IIipyeTHY»
IIJTYHOYKOBY Taxikapfito (torsade de pointes). I3 11i€l IpuYrUHU 3aCTOCYyBaHHS
MOKCHU(DIOKCAIUHy B KOMOiHallil 3 Oyab-IKUM i3 HUK4Ye3a3HauUeHUX JTIiIKapChbKUX
3aco0iB mpoTunokKa3aHe (OAMB. TaKOX po3Min «I[IpoTUIIOKa3aHHSI»):

e QHTHAPUTMIUHI IIpernapaTu Knacy [A (Hanpuknapn XiHiguH, TiOpOoXiHiguH,
Ou30IIipaMin);

e aHTHMAPUTMIiUHI nIpenapaTtu Knacy Il (Hanpukiag aMmiogapoH, COTalol,
nodeTumnin, ibyTumnin);

e QHTUIICUXOTHYHI penapaTyu (Hanpukiaag GeHOoTia3uHU, IiMO3Ud, CEPTUHOOI,
rajionepuaosl, CyJIbTOIIPHUL);

e TPUIMKIIIUHI aHTUOEIIPECAHTH;



e IesIKi MPOTUMiKpPOOHi 3acobu (cakBiHaBip, criapdioKcalliH, ePUTPOMIIIUH OIS
BHYTPIIIHBOBEHHOI'O BBEI€HH S, IEHTaMiOUuH, IPOTUMAaJISAPiNHI Ipenapary,
30KpeMa ranoaHTpPUH);

e IesiKi aHTUTiICTaMiHu (TepdeHaanH, aCTeMi30J1, Mi30JIaCTUH);

e iHIN (1ImM3anpum, BiHKaMiH IV, 6enpunun, nudpeMaHin).

MoxkcudIiokcaluH ciif 3 00epekHiCTI0 MpuU3HavYaTH MallieHTaM, SIKi IpUiMaioTh
pemnapaTy, 110 MOXYTh 3HUXKYBATHU PiBeHb Kallito (HalpUKJial HeTIbOBl Ta Tia3uagHi
OiypeTUKH, KJIi3MU Ta IPOHOCHI 3aco0u (y BUCOKMX [103aX), KOPTUKOCTEPOIOH,
amdoTepuiuH B), abo nmpenapaTu, [ist SKUX ITOB’si3aHa 3 KITIHIiYHO 3HAYYyII00
OpaguKkap[i€eso.

Mix npuiioMOM IIpenapariB, gKi MicTsaTh OiBaseHTi abo TpuBajleHTHI KaTioOHU (TaKuxX
SIK aHTAIIUOU, 1110 MIiCTSATh MarHill 41 aJIlOMiHi#M, oUOaHO3WH Y TabneTKax, cykpandart
Ta 3aco0u, 1110 MIiCTATH 3aJ1i30 UM IIUHK), i MOKCUDIIOKCAIIUHY ITOTPiOEeH iHTepBall
071U3bKO 6 TOOUH.

[Tpu ogHOYaCHOMY 3aCTOCYBaHHI aKTMBOBAHOI'O BYTINIJIA i MOKCU(IIOKCAIIUHY
nepopanbHOo ¥ A03i 400 Mr cucTeMHa 0i0OgOCTYITHICTD IIpenapaTy 3HUXKYETHCS OiIbII
HiK Ha 80 % BHACIOOK IpUTHiYeHHS #oro abcopOirii. ¥ 3B’s3Ky 3 IIUM OgHOYACHE
3aCTOCYBaHHS LIMX OBOX IIpellapaTiB He peKOMeH0BaHe (3a BUHSITKOM BUIIAIKiB
Iepeno3yBaHHS, OUB. TAaKOX po3ain «[lepemo3yBaHHSA»).

[Ticnss 6araTopa3oBOr0 3aCTOCYBaHHS MOKCHU(IIOKCAIIMHY Y 3M0POBUX HOOPOBOIIBIIIB
criocTepirasnocst 30iIbIIeHHS Cmax ourokcuHy npubnmu3no Ha 30 % 6e3 BIIUBY Ha
AUC (mmo1a I KpuBOIO CIHiBBigHOIIIEHHS "KOHIIEHTpalliss — 4ac") abo Ha MiHiMasbHi
KoHIIeHTpaIlil. OTke, moTpedu y 3anobizKHUX 3ax0jaxX IIPU CYIYTHbOMY HIPUHOMi
OUTOKCUHY HEMAE.

[Tim yac mocmim»XKeHb 3a y4acTio HOOPOBOIIBIIB, XBOPUX Ha IIyKPOBUI miaber,
OOHOYACHE 3aCTOCYBaHHS MOKCHU(}JIOKCAIIMHY IepopasibHo i raibeHKnamimy
MTPU3BOOMIIO [0 3HUKEHHS KOHIIeHTpallil ri1ibeHKIaMify Ha IIiKoBOMY piBHiI mpuOInM3HO
Ha 21 %. KombiHanis rnibeHkmaMiny 3 MOKCU(IIOKCAIIUHOM TEOPETUYHO MOXKe
IPU3BECTHU OO0 HE3HAaYHOI KOPOTKOTPUBAJIOl rinepriikeMii. OgHaK 3MiHU y
(papMakokiHeTHIli, Kl CIIOCTEPIranucs, He IPU3BOAUIIN OO 3MiH (papMaKOOUHaAMIYHUX
nmapaMeTpiB (piBeHBb I'JIIOKO3M B KPOBIi, pPiBeHb iHCYIiHYy). TaKMM YMHOM, KITIHIi9HO
pesieBaHTHOI B3aeMOfil MizKk MOKCHU(MIIOKCAIIMHOM i ImibeHKIaMiioM He BUSIBJIIEHO.

3MiHa 3HAYeHHA MIHCHAPOOHO20 HOPMANi308aHO20 8i0HOWEeHHA (MHB)

Y mairieHTis, K1 OTpUMYyBaJIU IIepOpPaJIbHi aHTUKOATYISAHTH Y ITIOEOHAaHH] 3
aHTuOaKTepiaTbHUMMU IIpeliapaTaMy, B TOMY YHUCII i3 pTOpPXiHOIOHAMHU, MaKpoJlifgaMu,
TeTpalUKIIiHaM¥, KOTPUMOKCA30JI0M Ta AesIKUMU liedaloCIOpUHaMM, Bif3Ha4danucs



YHCIEeHHI BUNIaJKU MigBUIIEHHSA aHTUKOATyJISHTHOL aKTUBHOCTi. ®aKTOpaMu PU3UKY €
iHpeKIilHI 3aXBOPIOBaHHA (i1 CyIyTHIM 3alaJbHUU IPOIEC), IOXUINY BiK Ta MOTaHUU
3arajbHUM CTaH IallieHTa. Y 3B’S3Ky 3 UMM 00CTaBUHAMM BaXXKO OL[IHUTH, YU
cupuuuHse iHpiKyBaHHS a0o JIiIKyBaHHS BigxuieHHS mokKa3HukKa MHB. Moxe OyTu
OOIIiIIbHUM YacTilmui KOHTPoJsib MHB. YV pa3i HeoOXimHOCTI citi mpoBecTu HalexkXHe
KOPUT'YBAaHHSA OO3U II€POPaIbHOTO KOAryJsHTYy.

PeuyoBuHu, nnsa skux Oysia JoBegeHa BiICYTHICTh KITiHiYHO Baromoi B3aeMofii 3
MOKCHGIIOKCAIIMHOM: PaHITUOWH, KaJbIlieBi mo6aBKU, TeodiiH, mepopanbHi
KOHTpPALENTUBH, IINKJIOCIOPUH, iTPAKOHAa30J1, MOP(}iH IpU HapeHTepaJIbHOMY
BBeJIeHHi, MpoOeHeln .

HocnigxkeHHs in vitro pepMeHTiB nuToxpomy P450 y MoOWHY IMiOATBEPOUIIN
BHUIIle3a3HaueHe. TakKuM YUHOM, MeTaboJIiyHa B3aeMoIis yepe3 ¢GepMeHTH HUTOXPOMY
P450 € manouMOBipHOIO.

AGcopO611ist MOKCcUGIOKCAIIMHY He 3aJIeXKUTh Bifl BXKMBaAHHS 1XKi (BKJTI0Yal0Yu MOJIOYHI
MIPOOYKTH).

Oco00/1MBOCTi OO0 3aCTOCYBaHHSA

Cnig yHUKATH 3aCTOCYBaHHS MOKCU(IIOKCAIIMHY IalliEHTaM i3 CepHo3HUMU IMOOIiYHUMU
peaxkilisiMy B aHaMHe3i ITicJIst 3aCTOCYBaHHIi JIikapChbKUX 3aco0iB, I110 MiCTSITh XiHOJIOHU
abo ¢dropxinomonu (OuB. po3min «ITobiuHi peakii»). JIikyBaHHS TaKUX ITAlli€HTIB
MOKCH(IJIOKCAIIMHOM CJIi[l TIOYMHATH TiJIbKM 3a BiACYyTHOCTi albTEPHATUBHOI Teparlil Ta
IIiCJISA peTesibHOI OLIIHKM CIiBBiOHOIIIEHHS IepeBaru/pu3ukK (QUB. TAKOXK PO3Mis
«ITpoTUIIOKa3aHHSI»).

[TepeBaru Bif JMiKyBaHHS MOKCHU(MIIOKCAIIMHOM, 0COOJIMBO ¥ pa3i HETSAXKKUX iHPEKIIiH,
MoTPiOHO oIliHioBaTH, OepyYH A0 yBaru iHdopMailito, sska MiCTUTBHCS Y IIbOMY PO3IiJIi.

ITopoBxxeHHd iHTepBany QT Ta KIiHIYHI YMOBH, 3a SSKHUX MOXKJIMBE IIOOOBXKEHHS
|\

inTepBany QT

[Tpu 3acToCcyBaHHI MOKCHU(MIOKCAIUHY Y AESKUX IAIliEHTIB MOXKJIMBE 30iJTbIIEHHS
inTepBany QT Ha enekTpokappiorpami. AHasi3 pe3ynbraTtiB EKI', oTpuMaHuX y paMKax
IporpaMu KJIiHIYHUX OOCIIiAXKEHb, IT0Ka3as, 110 IOO0BXKeHH iHTepBany QTc npu
3aCTOCyBaHHI MOKCHU(]IOKCAIMHy CTaHOBHUIIO 6 MC * 26 Mmc (1,4 %) mOpiBHSHO 3
BUXigHUM piBHeM. OCKIiNIbKHY Y XKIiHOK Bifjl3Hada€eThCsA OoBIINUU iHTepBasn QT mopiBHAHO 3
40JIOBiKaM¥, BOHU MOXKYTb BUSBUTHUCS OilbIII YyYTIUBUMU A0 IIpenapariB, IKi
mogoBxKYyI0Th iHTepBan QT. [TalieHTH TiTHLOTO BiKy TaKOXK MOXKYTh OyTH OimbIi
CIIPUUHSATIIMBUMMU OO aCOLiMOBAaHOI0 3 IIpemnapaToM BOIuBY Ha iHTepBan QT.



[TamieHTaM, siKi TpuiiMalOTh MOKCUGIIOKCAlIMH, CJIif 3 00epekHiCTI0O 3aCTOCOBYBaTHU
npenapaTi, 10 MOXKYThb IIPU3BECTU [0 3HUIKEHHSA PiBHSA KaJliio (OUB. pO3dinu
«IIpoTunnokasaHHsa», «B3aemopisa 3 iHIMMMHU JTiIKapCHKUMM 3aco0aMH Ta iHIII BUOU
B3a€EMOMin»).

Cnig 3 00epexkHiCTIO ITPHU3HAaYaTH MOKCU(IIOKCAIIUH MalliEeHTaM 3 TPUBAIOYUMU
MMPOAPUTMOTeHHUMH CTaHaMH (0COOJIMBO XKiHKaM Ta MalliEHTaM JIiITHBOTO BIiKY),
TaKMMM SIK TOCTPa MioKappianbHa imeMis abo nmogoBxkeHHs iHTepBany QT, oCcKinbku
Ile MigBUIly€ PU3UK PO3BUTKY LIJIYHOYKOBUX apPUTMIiN, BKIIIOUAIOYU «IIIPYETHY»
IIJTYHOYKOBY TaxikKapgiio (ftorsade de pointes), i 3ynuHKu cepus (AUB. PO3ALIT
«[IpotunokasaHHa»). CTyHiHb IOOOBXKeHHS iHTepBany QT MoxKe HigBUINyBaTUCH i3
MigBUIIIEHHSIM KOHIIeHTpallil mpernapaTy. ToMy He Cli mepeBuIllyBaTU PeKOMEeHAOBaHy
oOo3Yy.

Aximo mig Jyac jIiKyBaHHS ITpellapaTOM BUHHUKAIOTh CUMITOMU apUTMil, CIIif
MIPUIINHUTY JIiIKyBaHHS Ta 3pobuTtu EKT.

ITigBuIIeHa YyTJINBICTH/aJIEPriuHi peakxiril

[ToBigoMIIANIOCS IIPO BUNAaAKM PO3BUTKY Till€epPUYyTIUBOCTI Ta aJleprivHuxX peaknin
ITiCJIS IEePIIOro 3aCTOCYBaHHS (PTOPXiHOIOHIB, BK/II0Yal04YXd MOKCHU(IIOKCAIIMH.
AHadinakTu4Hi peakiii MoxKyTh HaOyBaTu GopMu HEOE3TIEeYHOT0 OJI XKUTTS IIOKY
HaBiTh MiCJIA IIEePIIOTr0 3aCTOCYBaHHSA IIpenapary. Y pa3i KJIiHIYHOI 0 IIPOSBY TAXKKUX
peaxiriil TinepuyyTIUBOCTI HEOOXigHO IPUMIMHUTY 3aCTOCYBaHHS MOKCU(IIOKCAIIUHY Ta
moYyaTH BiAIIOBIOHY Tepamiio (HampukJiaLg IIPOTUILIOKOBY).

TsaxKi mopyIieHHsT GYHKITI IeYiHKu

[Tpu 3acTocyBaHHI MOKCH(IOKCAIIUHY ITOBIIOMIISIIIOCS PO BUIIAOKU QYyJIbMIiHAHTHOTO
reraTurTy, 110 MOXKe ITPU3BOOUTHU [0 PO3BUTKY MEYiHKOBOI HEJOCTATHOCTI (BKJII0Ual04Yu
JleTanbHi BUManku) (ouB. po3min «ITob6iuHi peakilii»). ¥ pa3i BUHUKHEHHSI CUMIITOMIB
(pynbMiHaHTHOTO TeIlaTUTYy, TAKUX K aCTeHisd, 110 MIBUOKO PO3BUBAETHCS Ta
CYIIPOBOMXKYETHCS KOBTSHHUIIEI0, TEMHOIO Ce4Y€el0, CXUIbHICTIO O KPOoBOTEY abo
MMe4iHKOBOIO eHIle(dasonarTi€lo, malieHTaM peKOMEeHAYEThCS MPOKOHCYIbTYBAaTUCS 3
JIiKapeM mepen MPOOOBKEHHSAM TiKyBaHHS.

[Tpu mosiBi 03HAK MOpyLeHHS QyHKIIIl MedyiHKu HeoOXiIHO IIPOBECTU OOCIiAKEeHHS
(byHKIIil TTediHKH.

TsxKi MIKipHI peakiIril

[Tig vac 3acTocyBaHHS MOKCU(IOKcaluHy (OuB. po3ain «ITobiuHi peakiiii»)
MTOBIHOMIISIJIOCS ITPO BUMAOKHU TSIKKUX ITKiPHUX peakiliii, BKITI0YaloYu TOKCUYHUN
enigepmanbuui Hekposti3 (TEH), TakoxX Bimomuit sK cuHAPOM Jla€nmna), CHHOPOM



CriBeHca — [IxkoHcoHa (CC]I) Ta rocTpuy reHepasi3oBaHUN eK3aHTeMaTO3HUN
nyctynbo3 (I'TEII), siki MOTiu 3arpoKyBaTH KUTTIO a00 OyTH neTanbHUMU. Y pa3i
MMpU3HA4YeHHs JIiIKapChKOro 3aco0y MalliEHTIB CJIi ImomepenXkaTHu PO O3HAKU Ta
CUMIITOMHM TSKKUX Peaklliy IIKipH i peTenbHO CIOCTePiraTy 3a CTAHOM MAlli€HTIB.
[Tpu mosiBi CUMIITOMIB, IO CBigYaTh MPO TaKi peakiiil, MOKCu(IIOKCAIIUH CJIif HETAalHO
BiIMIHUTH i PO3TJISHYTHU ajlbTEpPHATHUBHE JIiIKyBaHHS. fKIIIO IpHU Teparil
MOKCH(JIOKCAIIMHOM Y MallieHTa PO3BUHYJIMCH TAKKi MIKipHI peakiil, Taki gk CC]I,
TEH a6o I'TETI, mikyBaHHST MOKCH(JIOKCAIIMHOM Yy IILOT'O TalliEHTa Y XKOOHOMY pa3i He
CJIif; IIOHOBJIIOBATHU.

IlamieHTH, CXUJIbHI 0O PO3BUTKY CYOOM

Bigomo, 1110 XiHOTOHM MOKYTh BUKJIMKaTU cymoMu. Ciiin 3 060epekHiCTIO IpUu3HadYaTu
ix marieHTaMm, siKi MaloTh IOPYIIeHHs 3 O0KY IleHTpasibHOI HepBoBol cuctemu (LITHC)
a6o iHIr ¢pakTOpPU PU3UKY, III0 MOXKYTh IPOBOKYBAaTH BUHUKHEHHS CyIoM abo
3HMXKYBaTHU CYOOMHUM nopir. IIpu nmosiBi cymoM HeOOXigHO MPUITUHUTU 3aCTOCYBaHHS
MOKCH((]JIOKCAlIMHY Ta BXKUTHU BiANOBIOHUX 3aXOMiB.

TpuBasi, iHBanign3yo0Yi Ta IIOTEHIIIMHO HEOOOPOTHI Cepio3Hi N0oOiuHi peakiril

[ToBigomIisiyiocst TIPO PifKiCHI BUIIagKuU TpUBaIux (BIPOMOBXK KiTbKOX MicsIiB abo
POKiB), iHBaNMiAM3yHOYNUX Ta MOTEHIINHO HEOOOPOTHUX CEPUO3HUX ITOOIYHUX peakilil,
1110 BILJIMBAJIX Ha Pi3Hi, iHOA1 BiApa3y Ha [AeKijibKa CUCTEM OpraHi3My (CKeJIeTHO-
M’s130BY, HEPBOBY, IICUXIUYHY Ta OpPraHu 4YyTTs) y HAIll€HTIB, K1 3aCTOCOBYBaJIA
XiHOJIOHU Ta PTOPXiHOJIOHU, He3aJIeKHO Bif BiKy IalliEHTa Ta HasgsBHOCTI (haKTOPiB
pu3uky. Ciifg HeraliHO IPUIIMHUTY 3aCTOCYBaHHSI MOKCU(IIOKCAIIUHY IIPU PO3BUTKY
MepPIIUX CUMIITOMIB OyOb-siKO1 cepiio3H0l moOiYHOI peakilii, malieHTaM Tpebda
IOpPaguTH 3BEPHYTHUCS 3a KOHCYJIbTALIIEIO 00 JTiKaps.

IMepudepunyHa Henponarisa

Y nauieHTiB, sIKi OTpUMYyBaid XiHOJIOHU Ta (GTOPXiHONIOHU, OyIM 3apeeCcTPOBaHi
BUITIQJIKM CEHCOPHOI a00 CEHCOMOTOPHOI MOJIiHeNpoIIaTii, 10 IMPHU3BOOUTE [0
napecresi, rinecTtesiil, pu3lecTe3iil abo cnabkocTi. [TamienTaM, Ki 3aCTOCOBYIOTh
MOKCH(]IIOKCAlliH, PEKOMEHOYETHCS IIOBIMOMIISITH JIiKaps Y pa3i pO3BUTKY B HUX TaKUX
CUMIITOMIB HelpoIarTii, Ik Oifb, Me4iHHS, TOKOJIIOBaHHS, OHiIMiHHS a®0 Cci1abKicTh,
IepII HiXK IIPOOOBXKYBATHU JIIKYBaHHSA, OJIA MONEPEOXKEHHSI PO3BUTKY IIOTEHIIUHO
HeoOOpOTHUX CTaHiB (AuB. po3ain «ITo6iuHi peakiii»).

Peaxkiiil 3 00Ky IICUXiKU

[TcuxiuHi peakiil MOXKYTh BUHHUKATU HaBIiTh MiCJIS IEePIIOro 3aCTOCYBaHHS
(pTOpXiHOOHIB, BK/IIOUYal0UYXd MOKCU(IOKCAlMH. Y PiAKICHUX BUNaJKaX Oelpecisa 94u
IICUXiYHIi peakilil MporpecyBalu 00 PO3BUTKY CYIIIUOAJIbHUX OYMOK 1 TAKUX IPOSBiB



camMmoarpecii, Ik cnpobu camoryocTBa (muB. po3min «ITobiuHi peakiIrii»). AKIO y
MalfieHTa PO3BUBAIOTHCS TaKi peakilil, TiKyBaHHS MOKCHU(IOKCAIMHOM CIIif
MIPUIINHUTY Ta BXKUTHU BIATIOBimHUX 3ax0/iB. HeoOximHO moTpuMyBaTHCS 00€PEeKHOCTI,
MpHU3HavYalo4Yy MOKCHU(MIIOKCAIIMH ITalliEHTaM i3 ICUXiYHMMHN 3aXBOPIOBAaHHSIMU abo
HasIBHICTIO TAKUX B aHaMHe3l.

Iiapes, acolilioBaHa i3 3aCTOCYBAaHHSIM aHTHOIOTHKIB, BKJIIOYAIOYX KOJIIT

Bunanku miapei, aconiioBaHoil i3 3acTocyBaHHSAM aHTUOiIOTHKIB (AA]l), Ta KOJITY,
aCoIIi0OBAHOTO i3 3aCTOCYBaHHAM aHTUOIOTUKIB (AAK), BKIIOUYaOuu
rnceBgomMeMOpPaHO3HUM KOJIT Ta miapelo, cipuunHeny Clostridium difficile,
CIIoCTepiranucs y 3B’sI3Ky i3 3aCTOCyBaHHSAIM aHTHUOIOTHKIB IIMPOKOTO CIEKTpa [ii, B
TOMY YHUCJIi MOKCcHu(IOKcanuHy. CTymiHb IPOSIBY LIMX SBHUIIl MOXKe KOJIUBATHUCS Bif
Oiapel TEeTKOro CTyHeHs [0 KOJITy 3 JIeTaJIbHUM HacligkoM. ToOMy BazKJINBO
BpPaxOByBaTU MMOBIPHICTh TaKOT'0O AiaTHO3Y y HAlli€HTiB, ¥ SKUX Hig yac abo micnas
3aCTOCyBaHHSI MOKCH(IOKCAIIUHY PO3BUBAETHCS TAXKKa miapes. [1pu mimo3pioBaHin
abo migTBepaxkeHit AAIl a6o AAK mikyBaHHS i3 3aCTOCYBaHHSIM ITPOTUMIKPOOHUX
3aco0iB, BKIII0Ya04Yu MOKCU(IIOKCAIINH, CJIig IIPUIINHUTY i HeraliHO pO3MMoYaTu
BinmoBigHi TepaneBTUYHi 3axonu. KpiM 11b0r0, HEOOXiMHO BXKHUTH BifIIOBIIHUX 3aXO0[IiB,
CIIPSIMOBaAHHUX Ha KOHTPOJIb iHQEKIIil, 3 MEeTOI0 3HMKEHHS PU3HUKY 1l ITepeaadi.
[TamieHTaM, y IKMX PO3BUBAETHCS TSAXKKa Alapes, IPOTUIIOKa3aHi IIpernaparTu, 1110
IIPUTHIYYIOTh [IEPUCTAJIbTUKY.

ITamieHTH, XBOPI1 Ha TSAXKKY MiaCTEHiIO

Moxkcu@dnokcaluH ciif 3 00epeKHICTI0 3aCTOCOBYBaTH HallieHTaM 3 TSXKKOIO0
MiacTeHieo (myasthenia gravis), oCKifibK# 11 CHMIITOMU MOXKYTb ITOCUJTIOBATUCH.

3anasieHHs CYXOXKHJIKA Ta PO3PHUB CYXOKUJIIKIB

ITig gac Teparril XiHoOITOHaAMU Ta PTOPXiHOITOHAMU MOXKYTh CIIOCTEPIraTHUCS 3allajIeHHS
Ta PO3PUBHU CYyXOXKUIIKiB (0COOJIMBO aXilJIOBOTO CYXOXKUJIKA) iHOMi — ABOCTOPOHHI, 110
PO3BUBAKTHCA NPOTATOM 48 rOOUH IIiC/IA IOYaTKY JIIKyBaHHS I MOXYTh BUHUKATHU
HaBIiTh BIPOOOBXK OEKIJIBKOX MICSIIiB MiC/Is NPUIIMHEHH JIIKyBaHHA (OUB. pO30inu
«IIpotunoka3aHHs» Ta «[1006iyHi peakiiii»). PU3UK TEHOUHITY i pO3PUBY CYXOXKHUIKiB
MiABUINYETHCA Y MALIIEHTIB JIITHBOTO BiKy, MAII€HTIB i3 HUPKOBOIO HEOCTATHICTIO,
MalieHTiB 3 TPAHCIUIAHTAaTaMU COJIIHHUX OPTraHiB Ta Yy XBOPUX, AKiI OTPUMYIOTh CYIIYTHE
JIIKyBaHHS KOPTUKOCTEpoinaMu. ToMy CJliff YHUKATH OOHOYACHOTO 3aCTOCYBaHHS i3
KOPTUKOCTEPOIdaMHU.

[Tpu mosABi epIINX CUMIITOMIB TEHAUHITY (Hanmpukiaazg 00J1iCHOro HaOpsiKaHHS,
3arajieHHs) 3aCTOCYBaHHSA MOKCU(MIOKCALIMHY CHIil MPUINHUTHU i PO3TISIHYTH
arbTEepPHATUBHY Tepario. 115 yIIKoaXKeHol KiHI[iBKY MOTPiOHEe BiATIOBigHE JIiIKyBaHHSA



(Hanmpukiaz, iMmmoOinizartist). [Tpy PO3BUTKY CUMIITOMIB TEHOWHOIIATII He CIIif
3aCTOCOBYBaTH KOPTUKOCTEPOIOH.

AHeBpHU3Ma aOPTHU Ta POIIIAPYBAHHS CTIHKM aOPTH, Perypriranisi/HegqoCTaTHICTh

KJIallaHiB cepls

EmigemionoriuHi gocmiaKeHHs CBig4YaTh PO IIiABUIIEHUN PU3UK aHEBPU3MU aOPTHU Ta
po3lIapyBaHHSA CTiHKKM aOPTHU, OCOOIUBO Y IMAliEHTIB JIITHHOTO BiKYy, Ta PO3BUTOK
perypriTaiiil Ha aOpTaJbHOMY i MiTpaJIbHOMY KJjlallaHaX ITiCJIs 3aCTOCYyBaHHA
¢ropxinonoHiB. [ToBigOMISAIOCS IIPO PiAKICHI BUIAAKXU aHEBPU3MHU aOpPTHU Ta
po3IlllapyBaHHS CTIHKY aOPTH, iHOAI YCKIagHEHI PO3PUBOM (Y TOMY YHCIIi JIeTaJIbHUM),
a TAaKOXK IIPO BUMNAOKM perypriralii/HegoCcTaTHOCTI Oyab-gIKOro 3 KJlallaHiB cepls y
Malli€eHTiB, sIKi 3aCTOCOBYyBanu propxiHomoHu (OuB. po3ain «I[1obiuHi peakiiii»). Tomy
(pTOPXiHOIOHY CJIil 3aCTOCOBYBATH JIUIIIE ITiCJIS PETENBHOI OIIIHKY CIiBBiOIHOIIIEHHS
KOPUCTBH/PU3UK Ta POIIJIALY IHINUX TepalleBTUYHUX MOXKJIUBOCTEN [JIis MAlllEHTIB 3
aHeBpPHU3MOI0 ab0 BPOIAKEHOIO BafJ0I0 CEPIIEeBOr0 KilalaHa B aHaMHe3i 4u AJis
Malli€eHTiB i3 AiarHOCTOBAaHOIO aHEBPU3MOIO a0OPTHU Ta/ab0 po3llapyBaHHSAM CTiHKHU
aopTH, abo i3 3aXBOPIOBAHHSIM CEPIIeBUX KJjIallaHiB, a TAKOXK 3a HAasIBHOCTI iHIITNX
(akTOpiB PU3UKY:

— CTaHMU, IO COPUSAITh PO3BUTKY i1 aHEBPHU3MHU aOPTU Ta PO3IIapyBaHHS CTiHKHA
aopTH, i peryprirailil/HegoCTaTHOCTI KjlalaHiB Ceplisi: HOPYIIEeHHS CIIOIYyYHOl
TKaHUHH, TaKi K cuHOpoM MapdaHa abo BackynsapHui cuaapom Enepca — JlaHoca,
cungpom TepHepa, xBopoOa bexueTra, apTepianbHa rinepTeHsisi, peBMaTOITHUMN
apTpUT;

— CTaHH, 110 COPHUSIOTh PO3BUTKY aHEBPU3MHU aOPTHU Ta 11 po3lIapyBaHHS: CyOUHHI
po3rnaau, Taki K apTepiiT Takasicy abo riraHTOKJIITUHHUN apTepiiT, aTepoCKIiepos,
cuagpoM lllerpena;

— CTaHH, 110 CIPUSIOTh PO3BUTKY PETypriTallil/ HeJoCTaTHOCTI KJlallaHiB ceplis:
iHQEeKIinHNY eHOOKapOuT.

Pr3uk po3BUTKY aHEBPU3MHU i po3lIapyBaHHS CTIHKM aOpPTH, a TaKOXK 11 PO3PUBY
HigBUIIIEHUU Y MAlll€HTIB, AKi OTPUMYIOTh OQHOYACHY Tepallii0 CHCTEMHUMMU
KOPTUKOCTEPOIIaMHu.

Y pa3i BUHMKHEHHS pPanToBOro abgoMiHambHOT0o 60110, 60110 ¥V TPYAAX ab0 cuHi
naljieHTaM CJIil HeraHO 3BEPHYTUCH IO JIiKaps 3a HeBiAKJIagHOIO JOIIOMOTOIO.

[TamierTaM Ciif peKOMeHOyBaTHh HETauHO 3BEPHYTHUCS 3a MEAUYHOI JOIIOMOTOI0 Y
pa3si MosiBM rOCTPO1 3aOUIIKM, IPUCKOPEHOT0 cepleduTTss abo pO3BUTKY HaOPSIKY
JKMBOTA YU HUKHIX KiHITIBOK.



[MTa1ieHTH 3 MOpPYVIIEeHHSIM QYHKITII HUPOK

[NamieHTaM JIiTHBOTO BiKY, SIKi MalOTh Po3/1afau 3 00Ky HUPOK, CIIifT 3 00epexHiCTIO
Npu3HavYaTh MOKCH(IOKCAIUH, SKIIO BOHA He CIIPOMOXKHI IIiATPUMYBaTH HaJIeXKHUU
00’eM piguHY B OpraHi3Mi, OCKiJIbKM 3HEBOOHEHHS 30i/bIlIyE€ PU3UK BUHUKHEHHS
HHUPKOBOI HEJOCTATHOCTI.

IMTopyineHHSA 3 O0OKY OpraHiB 30py

Y pazi noripmieHHst 30py abo 0yob-IKOT0 BIIJIMBY Ha OpraHu 30Py HEOoOXimHO HeramHo
3BEPHYTHUCS 3a KOHCYJIbTAIII€IO OO0 JIiKapsa-odTanbMoIora (AuB. pO3Ainu «30aTHICTh
BIIMBATU Ha IMIBUAKICTH peakilil Ipu KepyBaHHI aBTOTPaHCIIOPTOM abo iHIIUMU
MexaHizMamu», «[100iuHi peakirii»).

Hucrmaikemisa

Ak i mpu 3acToCyBaHHi BCiX (DTOPXiHOJIOHIB, ITif Yac JIiKyBaHHSI MOKCHU(IIOKCAIIUHOM
IIOBIOOMJIAJIOCS IIPO BUNIAOKU BiIXWUJIEHHS Bil HOPMU IOKa3HUKIB I'JIFOKO3U B KPOBI1 ¥
BUTJISAMI SIK Timoriikemil, Tak i rimepriaikemii (muB. po3main «I[TobiuHi peakirii»).
HucriikeMiss po3BuBasiacs IepeBaXXKHo y Malll€HTIB JIITHBOTO BIKY, XBOPUX Ha
IIYKpOBUM AiabeT, IKi OTpUMYyBa/JId OJHOYACHO 3 JIIKYyBaHHSAM MOKCHU(PIOKCALIMHOM
IepopaskbHi rinornikemiuHi 3acobu (Hanpukiapn cyib@oHincedoBUHYy) abo iHCYITiH.
[ToBimoMiisiyiocst IPO BUMAMKHU TilmorimikeMigyHol KoMu. XBOPUM Ha IIYKPOBUM mgiaber
PEKOMEHYETLCSA PETEIbHO KOHTPOJIIOBATU PiBEeHb I'JIIOKO3U B KPOBI.

ITpodinakTuka peakiini doToceHcuOinisalii

[Tpu 3acToCcyBaHHI XiHOJIOHIB y MalliEHTIiB Bil3Ha4YalOThCSA peakilil ¢oToceHcubini3airii.
[IpoTe mocmigKeHHS ITOKa3alu, 10 MOKCU(IIOKCAIIUH BiAPi3HAETHCSA HUKUIUM
PU3KUKOM BUHUKHEHHSI GoToceHcubinmizarii. He3Baxkarouu Ha 1ie, CIIii peKOMeHOyBaTH
MalieHTaM YHUKATH SIK YIbTpadiosieToBOro onpoMiHeHHs, Tak i TpuBaJsol Ta/abo
IHTEHCUBHOI il COHSIYHOTO CBIiTJIa Mif 4ac JIIKyBaHHSA MOKCUMIOKCAIMHOM.

[MTamierTu 3 gediuToM rmoK030-6-pochaTmerigporeHasu

[TarieHTH 3 HEOOCTAaTHICTIO aKTUBHOCTI I'ITI0OK030-6-hocdaTmerinporeHa3u, a TakKox
Malli€HTH, y AKUX I IIaTOJIOTisA € B pOOMHHOMY aHaMHe3i, CXUJIbHI O PO3BUTKY
reMOJIITUYHUX peakilii Hif 4yac JiKyBaHHS XiHOJIOHaMHU. TaKUM 4YUHOM,
MOKCH(MIIOKCAIIUH CJIiZl 3aCTOCOBYBaTH 3 00EPEKHICTIO 11ifi KaTeropil nmallieHTiB.

IlamieHTH i3 3aDaJbHUM 3aXBOPIOBAHHSIM OPTraHiB MaJIOroO Ta3a

[TanienTaM 3 yCKIagHEHUM 3allaJIbHUM 3aXBOPIOBAHHSAM OpraHiB MaJjioro Ta3a
(HampuKIiaz, acoliiioBaHUM 3 TPYOHO-I€YHUKOBUM abciiecom abo abciiecoM Majioro
Tal3a), OJIs SKUX BBaKa€ThbCSA HEOOXigHUM NPOBEeOEeHHS BHYTPIIITHHOBEHHOI Tepariii,



JIiIKyBaHHS ITpenapaToM Mokcudokcaiut y ¢opMi TabieTOK, BKPUTUX 000JIOHKOIO, T10
400 Mr He peKOMEHOYETHCH.

3amnanbHe 3aXBOPIOBAaHHS OPraHiB MaJjioro Ta3a Moxe OyTu cipudyuHeHe OaKTepi€ero
Neisseria gonorrhoeae, pe3uCTEHTHOIO 00 GTOPXiHONIOHIB. TOMy B TaKMX BUIIagKaX
eMITipru4YHe 3aCTOCYBaHHS MOKCH(IIOKCAIIMHy HEOOXimHO ITpu3HavYaTy OOHOYACHO 3
iHITMM BimmoBigHMM aHTHOIOTHKOM (Hampukiamd 11ehaloCIOPUHOM), SIKIIIO HEMOXKJIUBO
MMOBHICTIO BUK/IIOYNTHU HasABHICTE Neisseria gonorrhoeae, pe3uCTEHTHOL OO
MOKcHU(pIOKcauHy. AKIo nicias 3 gHiB JIiKyBaHHS He BimOyBa€ThCs MOKpalllaHHA
KJIIHIYHOI'0 CTaHy, Tepallito CJIif HeperjissHyTH.

IManienTu 3i cnenudivHUMY YCKJIAQOHEeHUMHY iHMDEKITiIMHU IIKipu Ta OigIIKipHOI

KJIITKOBUHHU

KrnixniuHa epeKTUBHICTh BHYTPIIIIHBOBEHHOT'0 3aCTOCYBaHHS MOKCH(JIOKCAIIUHY B pas3i
JIIKyBaHHS TAXKKO1 iH(EKIIil, IT0B s13aH01 3 onikaMu, paciuuToM Ta iH(piKOBaHOIO
niabeTHYHOIO CTOIIOIO0, 0 CYIPOBOIXKYETHCSI OCTEOMI€EIIITOM, HE BCTAHOBJIEHA.

Bonius Ha 6iojiorTiuHi TEeCcTu

JIikyBaHHS i3 3aCTOCYyBaHHSAM MOKCHU(IIOKCAlIMHY MOXKe MepPelIKoaKaTh TPOBedeHHI0
MiKpo06ionoriyHoro aHani3y o0 BUSIBJIEHHST Mycobacterium spp. y 3B’SI3KY 3
MMPUTHIYEeHHAM MiKOOaKTepiaJIbHOTO POCTY, 110, Y CBOIO YePry, MOXKe IIPU3BECTH [0
XUOHOHETraTUBHUX Pe3yJIbTaTiB y 3pa3Kax Bifl XBOPUX, SIKi Ha JaHUN MOMEHT
NPUKXMaTh MOKCHU(IOKCAIIUH.

[TamieHTH 3 iIHOEKIIAMY, BUKJIMKAHUMH PE3UCTEHTHUM 0 METHUIUIIHY 30JI0TUCTUM
ctadinokokoM (PM3C)

MokcudmokcalliH He PeKOMEHOYEThCS OJI MiKyBaHHS iHQEKIiN, CIPUYNHEHNUX
PE3UCTEHTHUM [0 METUIUJIIHY 30JI0TUCTUM cTadinnokokom (PM3C). YV Bunagky
Imimo3proBaHoil abo migTBepaKeHol iHdekIlii, cipuuynHeroi PM3C, HeoOXimHO
poO3moYaTH NiKyBaHHS BiAMIOBIiMHMM aHTHOaAKTepialbHUM 3aCO00M (OUB. PO3Mis
«®apMaKOJIOTiYHi BIaCTUBOCTI»).

Hitu

MoxkcudrokcalH CIPUYUHSIE YPaXXKeHHS XPSIIiB Y MOJIOOUX TBapUH (OUB. PO3Oin
«®apMakKoJIOTiYHi BIaCTUBOCTi»), TOMY 3aCTOCYBaHHS{ IIpelnapary OiTaMm (BikoM mo 18
POKiB) mpoTHUIOKa3aHo (OuB. po3min «IIpoTUIIOKa3aHHSI»).

IndopmMalliss 1po JONOMIiXKHI PeYOBUHU

IMammieETaM 3 PigIKUMU CIIaOKOBUMH ITPOOIeMaMy HEIIEPEHOCUMOCTI rajlakTo3H,
TOTAJILHUM HedinmuToM j1akTa3u abo ManbabCOPOIli€lo TTIOKO3M Ta rajlakKTO3M He CIIif



IpUuMaTHU 1ley npemnapar.

Lle# mikapchKui 3acid MicTUTH MeHIIe HixK 1 MMOJIb HaTpito (23 Mr) B ofgHiNi TabmeTiri,
BKPUTi!i 000JIOHKO0, TOOTO MPAKTUYHO HE MIiCTUTh HATPIilO.

3acmocysaHHsA y nepiod sazimHocmi abo 200y8aHHs 2py0010.
BaritHicTs
Bbe3neka 3acTocyBaHHSA MOKCHU(MIIOKCALIMHY y IEePiof BariTHOCTI He BCTaHOBJIEHA.

PesyneTaTu gociigXKeHb Ha TBapUHaAX BKA3yIOTh Ha PENIPOOYKTUBHY TOKCUYHICTD (OUB.
po3min «®apMaKOJIOTiuHiI BIaCTHUBOCTI»). [TOTeHIIIMHUN PU3UK OIS TIOOUHYN He
BCTAQHOBJIEHUMU.

Y 3B’3Ky 3 BUSIBJIEHUM PU3UKOM ITOIIKOOXKEHHS PTOPXiHOTOHAMM OIIOPHUX CYTJI00iB
MOJIOOUX TBapHWH (3a eKCIeprUMeHTalbHUMHU OJaHUMM) Ta 3 000POTHUMH yparKeHHSIMU
cyrno0iB, ONMMCAaHUMU Yy OiTeH, AKi OTPUMYyBaIHU JIiIKyBaHHS OeIKUMHU PTOPXiHOJIOHAMH,
MOKCH(}JIOKCAIlMH He MOXKHA ITPU3HavYaTy BariTHUM XKiHKaM (OUB. PO3Tis
«[TpoTUIIOKa3aHHI»).

I'pygHe rogyBaHHS

MoxkcudrokcalyH, SK i iHII XiHOJTOHU, CIPUYUHSAB YPaXkKeHHS XPSIIiB Cyrio0iB
MOJIOOUX TBapuH. Pe3ynbTaTu OOKJIIHIYHUX OOCIIOXKEHb CBiAYaTh, 1110 HEBEJIUKA
KiTBKiCTh MOKCHU(DIIOKCAIMHY MOXKe IMOTPAaIlIsTH Yy TPygHEe MOJIOKO. HemMae gaHUX 1040
3aCTOCYBaHH Ipenapary XiHKaM, Kl rogylTh I'PyObMU. 3 OIJIANY Ha 1ie y Iepiof
TPYZHOTO TOOyBaHHS 3aCTOCYBaHHSA MOKCUMIIOKCAIMHY IPOTUIOKA3aHO (OUB. PO3Tis
«[TpoTUIIOKa3aHHI»).

QepPTUIBHICTD

I[ocmiaKeHHs Ha TBapuHaX He BUSBUJIM BIJIMBY Ha (DEPTUIBHICTD (OUB. PO3Aia
«dapMaKoJIOTiYHi BIaCTUBOCTI»).

30amHicmb 8nausamu Ha weudKicmb peakuii npu KepysaHHi aemompaHcnopmom abo
[HWUMU MexaHi3mamu.

IHocnigKeHb BOJIUBY MOKCHU(IIOKCAIIUHY Ha 30aTHICTh KepyBaTH aBTOTPAHCIOPTOM Ta
IIpalfoBaTH 3 iHIMMMU MeXaHi3MaMu He mmpoBonuan. OgHak GTOPXiHOIOHH,
BKJIIOUAIOYX MOKCHUGIIOKCAIINH, MOXKYTh CIPUYNHSATH Peakiiii 3 60Ky IleHTpPaIbHOL
HEepPBOBO1 CUCTEMH, TaKi SIK 3allaMOPOYEHHS, TOCTPa TUMYacoBa BTpaTa 30py, abo
rocTpa KOPOTKOTPHBAiia BTpaTa CBimoMocTi (muB. po3min «ITobiuHi peakiiii»), TUM
CcaMUM IIOTipIIyI0YY 30aTHICTh KEPYBAaTU aBTOTPAHCIIOPTOM i IpaloBaTHA 3 IHIIMMU
MexaHi3MaMmu. [lanieHTaM CiIii peKOMeHOyBaTU CIIOCTEPIraTU 3a CBOEIO PEAKIIE Ha



MOKCHGIIOKCAIIMH Mepel TUM, SIK KepyBaTH aBTOTPAHCIIOPTOM abo0 mpaloBaTH 3
IHIITUMU MeXaHi3MaMU.

Cmocid 3acTocyBaHHsI Ta 03U

JTo3ysaHHs (Oopoci)

PekomeHnpgyeThbcs nmpuiimaTtu o 1 Tabnetii (400 Mr) mokcudIoKcalluHy Ha mo0y.
INopyweHHA ¢pyHKUIT HUPOK/NEeUYiHKU

IIJ1s1 TalieHTiB i3 HUPKOBOXO HEOOCTATHICTIO IIOMIPHOI0O Ta CEPEeOHbOI0 CTYIIEHSA
TS2KKOCTi, @ TAKOXK [JIs TIaIliEHTIB, sIKi MepebyBaloTh Ha Oe3MMepepBHOMY remMopianisi
Ta DOBTOTPUBAJIOMY aMOyJIaTOPHOMY IIepUTOHEaIbHOMY [ialli3i, KOpeKIlis J03u1 He
nmotpidHa (ouB. po3gin «®apMaKoIOTiuHi BTaCTUBOCTI»).

CTOCOBHO TAIli€HTIB i3 MOPYIIEeHHSIMHU (PYHKITi1 IEeYiHKM OOCTOBIpPHOI iHpOpMallil HeMae
(muB. po3min «IIpoTUIIOKa3aHHSI»).

ITauieHmu AiMHbBLO20 BIKY / nauieHmMu 3 HU3bKOI MACOK miaa

Kopekiiisg mo3u [jis naii€eHTiB JIITHBOTO BiKy / IALIIEHTIB 3 HU3BKOI MacoOl0 Tijla He
rnmoTpibHa.

Cnocib 3acmocy8aHHs

TabneTku ciig mpuiMaTU He PO3KOBYIOYH, 3allMBAIOYM JOCTATHBLOIO KiTbKiCTIO BOMIH.
JlikapcbKui 3acib MoKHa ITpUMaTU He3aJIeXKHO Bif Yacy BXKUBaAHHS 1XKi.

Tpusasicmb mepanii

TpusamnicTh Teparril TabneToBaHOIO (POPMOI0 MOKCHU(MIIOKCALIMHY 3aI€KUTh Bifl TUITY
iH(EeKIIil i CTaHOBUTD:

e 3aTOCTPEHHS XPOHIYHOTO OOCTPYKTHUBHOTO 3aXBOPIOBAHHS JIET€Hb, BKIIIOYAI04YU
OpouxiT — 5-10 gHiB;

e HETOCIIiTaJIbHA MHEeBMOHISA — 10 OHIB;

e TOCTpUM OaKTepialbHUNU CUHYCUT — 7/ IOHIB;

e 3aliajibHI 3aXBOPIOBAHHS OpPraHiB Majioro Ta3a IIOMIPHOIO Ta CEPEeIHbOI0 CTYIIEeHS
— 14 gHiB.

3a JaHWMU KIiHIYHUX OOCIiAXKEeHb TPHUBAJIiCTh JIIKYyBaHHSA MOKCUMIOKCAIMHOM Yy
¢dopmi TabneTok cTaHOBUIA mO 14 mHIB.

CmyniH4yacma (BHympiuwHb08€HHA/NepopaibHa) mepanis




[Tig yac KAiHIYHUX DOCHIAXKEeHb CTYIIiHYaCcTOl Teparil OilbIUIiCTh MallieHTIB mepexoausia
3 BHYTPIIITHBOBEHHOTO Ha MEePOPaJIbHUU IIJISIX BBEOEHHSI MOKCU(IIOKCAIIMHY IPOTIATOM
4 mHiB (HerocmiTanbHa ITHEBMOHIisT) abo 6 OHIB (YCKIamHeHi iHpeKIil mKipu Ta
OiAIIKipHUX TKaHWH). PEKOMeHOoBaHa 3arajbHa TPUBAJIICTh JIIKyBaHHA
MOKCH(IIOKCAIIMHOM Yy (popMi po3uuHy i TablIeTOK CTaHOBUTH 7-14 OHIB npu
HEroCIIiTaIbHUX MHEBMOHINAX Ta 7-21 OeHb NpU YCKIaOgHEeHUX iHPEeKIliax IIKipu Ta
OigMIKIpHUX TKaHUH.

[TepeBunryBatu BKalaHy o3y (400 mr 1 pa3 Ha mo0Oy) Ta TPUBAIICTh JIIKYBaHHS OIS
KOXKHOT'O IOKa3aHHS He PEKOMEHOYETHCH.

Himu.

MoxkcudrokcallH MPOTUNOKa3aHuM OiTsM (BikoM 1o 18 pokiB). EdpekTuBHICTE Ta
0e31eKa 3aCTOCYyBaHHSI MOKCHQIIOKCAIIMHY MiTSIM He BCTAaHOB/IEHi (OUB. TaKOXK PO3Iis
«I[TpoTUIOKa3aHHA»).

Ilepego3yBaHHA

Y pa3si BUunagkKoBOro nepeno3yBaHHS He PeKOMEHIOBaHO XKOOHUX cielupidHux
3axo0piB. Y pa3i nepeno3yBaHHA CJIiJl OPIEHTYBaTUCA Ha KJIIHIYHY KapTHUHY i IPOBOOUTHU
CUMIITOMaTUYHY HiaTpuMyBasbHy Tepalito Ta EKI'-MOHITOpUHT ¥ 3B'43KYy 3
MOZKJIMBICTIO TTIOOOBXKEeHHA iHTepBany QT.

OnmHOYAaCHe 3aCTOCYyBaHHS aKTUBOBAHOT'O BYTi/lJIg 3 003010 MoKcudaokcanuny 400 mr
IepopajbHO IPU3BEE OO CKOPOYEHHS CUCTEMHOI MOCTYIHOCTI TIiKapChKOTO 3aco0y
oinbire HiK Ha 80 %. Y pa3i nepeno3yBaHHS B pe3yJbTaTi IepoOpPaabHOTO IPUHOMY
JIIKapChKOT0 3ac0o0y 3aCTOCYyBaHHSI aKTUBOBAHOI'O BYTi/IJisg HA ITOYATKOBiM cTamii
abcop61ii Moxke OyTu eeKTUBHUM [J1s1 3ar00iraHHs 30iTbIIeHHIO CUCTEMHO] il
MOKCH(]IIOKCalIUHY.

IToGiuni epexTn

Huxx4yeHaBemeHi mob6iuHi peakiiil criocTepiranucs y Xomi KIIiHIYHUX OOCTigXKeHb MMicis
3acTocyBaHHS MoOKcudnokcauuny B mo3i 400 Mr Ha moOy (Jiullle BHYTPIIITHbLOBEHHA
Tepallis, CTyIliH4YacTa [BHYTpilIHbOBEHHA/IIepopasibHa] i mepopanbHa) Ta y
nicnspeecTpanitiaui rmepion. [TobiuHi peakiril KiracudikoBaHO 3a IXHBOIO YaCTOTOIO.
Yci noGiuHi peakirii criocTepiraaucs 3 4acToToio MeHIne 3 %, 3a BUHSTKOM HYOOTH i
miapei. B KoxHil rpymi HeGaxKaHi siBUIla BU3HAYEHI Y TTOPSIAKY 3MEHIIIeHHS IXHbO1
TSI2KKOCTi. HacToTa BU3Ha4YeHa TaKUM 4YuMHOM: 4acTto (= 1/100, <1/10), HeyacTo (=
1/1000, <1/100), pigko (= 1/10000, <1/1000), ny=xe pigko (<1/10000), vacToTa
HeBigoMa (He MOzKHa OL[IHUTU Ha OCHOBI JOCTYITHUX JaHUX).



Tabmnuisa 3

Cucremu oprasiB

(MedDRA —
MeguuyHUM .
[MToGiuHi peakiril YacTtoTa
CJIOBHUK [JIsI
PETYIISATOPHOIL
OistIbHOCTI)
[ e CynepiHdex1is, 110 BUHUKIIAa BHACTIHOK OaKTepialmbHOL |YzcTo
HeruAH] a60 rpubKOBOI Pe3UCTEHTHOCTi, HaIPUKJIad OPaIbHUMN
YCKIIagHEHHS _ .
a00 BariHa/JIbHUU KaHOUO 03U
Heuacto
AHeMis1, TeKONeHisi, HEUTPOIIEeHiss, TPOMOOLIUTOIIEHisI,
TPOMOOIIMTEMIiSA, €03UHOMIITisI, TOTOBXKEHHST
3 BOKy KpOBi Ta  |npoTpomGiHOBOTO Yacy / 36inbmenns MHB
niMbaTHIHOL (MiXKHAPOJHOTO HOPMaJIi30BaHOI'O BiTHOIIIEHH)
CUCTEMU
[TigBuieHHS PiBHA NPOTPOMOiHYy / 3MeHIeHHST MHB,
arpaHy/IOLMTO3, TaHIUTOIIEHis Hyxe
pigko
Anepriuni peaxirii (muB. po3min «Ocob1uBOCTI
3aCTOCyBaHHS»)
Heuacto
3 6OKY iMyHHOI Ana@inakcis, BKIIOYal04y PiIKiCHI BUNTAJKK LIOKY (IO
CHCTEMU 3arpoXye€ XUTTIO), ajleprivHui HaOpskK /
AHTiIOHEBPOTUYHUMN HaOPSAK, BKIII0OYaluu HaOPSAK Pigko
ropTaHi (110 IOTEHIIMHO 3arpoXKy€ XKUTTIO) (OUB.
po3min «OcobIMBOCTI 3aCTOCYBaHHS»)
3 O60OKYy . o
3 CUHOPOM HealeKBaTHOL CEeKpellil IiypeTUYHOr o )
€HIOOKPUHHO1 Pigko

CUuCTeMun

ropMmony (SIADH)




HeuacTo

lNnepnimigemis
3 60Ky 00OMiHY .
: L . Pigko
PEYOBUH Ta linepriikeMis, rinepypukemis
Xap4yBaHHSA Iyxe
limornikewmis, rinormikemMiyHa KoMa ,
pimko
Peaxki1iil TpPMBOXKHOCTI, MigABUIIEHHS ICUXOMOTOPHOIL Hewacto
aKTUBHOCTI/30yIKEeHH
JlaGinbHiCTh HAaCTPOIO, memnpecis (Y pigKicHUX BHIaOKax Pinko
i3 camoarpecielo, Takoo SIK CyilumanbHi igei/mymku abo
[Topy1ieHHs cripobu camory6cTBa) (ouB. po3mgin «Ocob6IUBOCTI
ncuxikm* 3aCTOCYBaHHSI»), TaJIIOIMHALI, Jenipii
IMemepcoHami3allisi, ICUXOTHUYHi peakilil (MOXKJIUBO i3
caMoarpeci€ro, Takoio K CyllluaanbHi imel/gyMKu abo
crpobu camorybcTBa) (ouB. po3min «OcoBGIUBOCTI Myxe

3aCTOCYBaHHS»)

pigko




3 60Ky HEPBOBOIL
cucremu*

T'onoBHUM OinNb, 3alIaMOPOYEHHST

[NTapecTe3ii/ou3ecTesil, IOPYIIeHHS CMaKy (BKJII0Yalo4du
areB3ilo y PiAKiCHUX BUIlaAKaXx), COJIyTaHiCTh
CBiOMOCTI Ta BTpaTa Opi€eHTalil, po3j1agu CHY
(mepeBaxkHO OE3COHHSI), TPEMOP, BEPTUTO, COHJIUBICTH

l'imecTe3is, mopylleHHS HIOXY (BK/II04Yal04u BTpaTy
HIOXY), IaTOJIOTiYHiI CHOBUMIHHSA, IIOPYILIEHHS
KOOpOMWHaIlil (BK/II04Yalo4uy PO3/Iad XOOu BHACTIOOK
3armaMopoYeHHsI abo BePTUT0), CYOOMHI Haragu 3
Pi3HUMHU KITIHIYHMMH ODposiBaMu (y TOMY YUCJIi HaIllagu
grand mal ) (ouB. po3main «OcobIMBOCTiI
3aCTOCyBaHHS»), IOPYIIEHHS yYBaru, po3jagu
MOBJIEHHS, aMHe3is, nepudepuyHa HeUponarTis ta
MOJIiHEeUPOoIaTid.

lNnepecTesis

YJacTo

HeuacTo

Pigko

Hyzxe
pigko

3 60Ky opraHiB
30py*

[TopyiueHHEA 30py, BKIIIOYAIOYY OUIIJIONII0 Ta HEUYITKICTh
30py (ocobnuBo mig yac peakiiit 3 6oky LIHC) (ous.
po3min «OcobIMBOCTI 3aCTOCYBaHHSI»)

doTodobis

TpaH3uTOpHa BTpaTa 30py (0COOGIMBO ITifT Yac peakirii 3
6oky LIHC) (musB. po3ginu «OcobIMBOCTi 3aCTOCyBaHHS»
Ta «3aTHICTh BIIJINBATH Ha IIBUOKICTL peakilil mpu
KepyBaHHI aBTOTpPaHCIIOPTOM abo iHITUMH
MexaHi3MaMu»), yBeiT Ta OimaTepanbHa rocTpa
TPaHCLTIOMiHAIlig paufyKKU

HeuacTo

Pigko

Iyzxe
pigko




3 60Ky opraHiB

CIIyXy Ta [I3BiH y Byxax, IIOPYIIEHHS CJIyXy BKJII0YAlO4M T'JIyXOTy |
nabipuHTHI (3a3BuYait 060POTHY) Piaxo
nopylieHHS*
Yacto
[TopmoBxkenHs QT-iHTepBasly y HallieHTIB i3
rimokamiemieio (muB. po3minu «OcobIuBOCTI
3aCToCyBaHHSA» Ta «IIpOTUIIOKa3aHHSI»)
ITomosxenHs QT-iHTepBany (AuB. po3ain «OCoOIUBOCTI |HeyacTo
3aCTOCYBaHHSI»), IIOCUJIeHEe CepLeOUTTs, TaxXikapmis,
3 GoKy cepris** dibpunsiis mepencepnb, CTeHOKAPIis
[IInyHOYKOBi TaxiapuTMii, HEMPUTOMHICTE (TOOTO
rocTpa Ta KOpOTKO4YaCHa BTpaTa CBiIOMOCTI) )
Pigoko
HecnienmdiuHi apuTMii, «mipyeTHa» IIJIyHOUYKOBa
Taxikapmisa (forsade de pointes), 3ynuHKa cepis (OuUB.
po3min «OcobIMBOCTI 3aCTOCYBaHHSI») Oyxe
pioKo
_ Heuacto
Basogunararnis
. . . . . . Pigko
3 00Ky cygun** ApTepianbHa rinepTeH3is, apTepiaabHa rinoTeH3isa
: Hyxe
Backymit .
pioko
3 60Ky guxaJibHOI
CUCTEMHU, OpTraHiB .
3aguiika (BKJIIOYalYM aCTMAaTUYHUY CTAaH) HeuacTto

TPYOHOI KJIITKU Ta
CepenoCTiHHA




HymoTta, 6mroBaHHs, 6ilb y 2KWBOTI, miapes

3HUXKEHHS alleTUTY Ta 3MEeHIIEeHHS BXKUBaHHS 1Xi, Hacro
3amop, OUCIIencisa, gpaaTyneHlliss, TaCTPUT, IIiABUINEHHS
L GnaTyneHn p [IBUII HeqacTo
PiBHSA aMmina3u
3 60Ky TpaBHOTO
TPakTy [ucdarisa, cToMaTUT, acoIilOBaHUM i3 3aCTOCYyBaHHSIM
aHTHOIOTHKA KOJIT (BKJII0OYAl04Yu IICeBOOMeMOpPaHO3HUN
KOJIIT, V PIOKICHUX BUIlaJKaX i3 3arpO3JIMBUMMU [JIA
KUTTS YCKIaOHEeHHSIMHU) (OuB. po31in «OcobmuBOCTi Pimko
3aCTOCyYBaHHS»
[TigBUIlIIeHHA PiBHSA TpPaHCaMiHa3 Hacto
[MopymienHsa GyHKII Ne4YiHKU (BK/II0Ual04U Hewacto
nigBuilieHHs piBHs JIII [makTaTmerigporeHa3u]),
ITigBUIIIEHHS PiBHSA Oinipy0iHy, migBUINIEHHS PiBHSI
3 6oKy mediHKH Ta I'TTII (ramMmMa-TiIyTaMin-TpaHCIeNITHaa3u), MigBUILIEeHHS
KOBUOBHBimHmx |B KPOBI PIBHA JyXKHOI dbochaTasu
HITAX1B 2KoBTsaHUIISA, renaTUuT (IepeBaxKHO XOJIeCTaTUYHUN).
dynpMiHAaHTHUY T'eIlaTUT, [0 MOXKe IIPU3BECTU [0
PO3BUTKY HEOE3MEYHOI [JIsT XKUTTS ITeYiHKOBOI Pimko
HegoCTaTHOCTI (Y T. 4. 3 JiIeTaJIbHUM HacCIigKoM) (OuB. Tyxe
po3min «OcobIMBOCTI 3aCTOCYBaHHSI») pifKo
HeugacTo
CBep0ixK, BUCUIIAHHSI, KPOIIUB THKA, CYyXiCTh MIKipHu IOyxe
. N . . iDKO
Bynbo3Hi IKipHI peakiiil, Taki AK cuHgpoM CTiBeHCa — P
3 O6oky mikipu Ta |[IKOHCOHaA a00 TOKCUYHUH ellilepMaJIbHUN HEKPOJIi3
MiAIIKipHO1 (III0 MOTEHIIMHO 3arPOXKYIOTh XKUTTIO) (AUB. PO3ALT
KJIITKOBUHU «OCOoOIMBOCTi 3aCTOCYBaHHS»)
['ocTpuit reHepani3oBaHui €K3aHTEMaTO3HUU
nyctynbso3 (AGEP)
yery YacToTa

HeBimoMa




HeuacTto
ApTpasnris, mianris Pinko

TenauHiT (OuB. po3ain «OcoOIUBOCTI 3aCTOCYBaHHS»),
IIOCMUKYBaHHS M’a3iB, CyIOMU M’A31B, M's130Ba

: Hyxe
3 OOKy CKEeNeTHO- |caGKicThb .y
MsI30BOl Ta PIAKO
CIIOJIY9HOI Po3pus cyxoxuns (OuB. po3nin «Oco6IuBOCTi
TKAHMHIF 3aCTOCYyBaHHS»), apTPUTHU, PUTIAHICTE M'43iB,

3aroCTpPEeHHS CUMIITOMIB myasthenia gravis (ous.
po3nin «OcobIMBOCTI 3aCTOCYBaHHS»)

Pabnoomiornis
YacToTa
HeBimoMa
HerigpaTalis
3 60Ky HUPOK Ta ) HeyacTo
CeYOBHBITHIX IMopymienHsT GYHKII HUPOK (BKITIOYAI0UM 30iIbIIEeHHS
HIISIXiB PiBHS @30Ty CEYOBUHHU Ta KpeaTHHIiHYy IIJIa3MU KpoOBi), |Pimko
HUPKOBA HEOOCTATHICTH
HeuacTi
3arasnpHa c1abKiCTh (B OCHOBHOMY
acTeHiss a0 BTOMIIIOBAHICTh), BimuyTTs 60J110
3aranbHi (BKII04aioyu Oifb y MoIepeKy, TPyAHiN KiiTii, 0inb y
po3mamu* KiHIIiBKax, 60JII0YiCTh Y IPOEKIIil MaJioro Tasa),
rineprigpo3s
Habpsk
Pigko

* TIoBimOMIISIZIOCS PO PiIKiCHI BUNaAKU TPUBAIUX (IPOTATOM KiJIbKOX MicsIliB abo
POKiB), iHBaNMiAM3yIO4YUX i TOTEHIIINHO HEOOOPOTHUX CEPHUO3HUX NOOIYHUX peakliii, 110
BILIMBAJI Ha Pi3Hi CUCTEMU OpraHi3My Ta OpraHU YyTTA (BKJII0OYAlO4YM TaKi peakilil, IK
3amalieHHsI CYX0XKUIKiB, PO3PUB CYXOXKUJIKIB, apTpasris, 6ib y KiHIiBKaxX, MOPYIIEeHHS
XOoOu, HeWpollaTis, II0B’sA3aHa 13 mapecTe3i€lo, genpeciss, BTOMJIIOBAHICTh, IIOPYILIEHHS
naMm’siTi, po3Jjlagy CHY i MOPYILIEHHS CJIyXy, 30py, CMaKy Ta HIOXY), y Nalli€HTiB, SKi
3aCTOCOBYBaJId XiHOJIOHU Ta (PTOPXiHOJIOHHU, He3aJIe’KHO Bif BiKy i HasgBHOCTI (paKTOpiB




pu3uKy (OuB. po3minn «OcoBIMBOCTI 3aCTOCYBaHHS»).

** TloBigOMIISAJIOCS IIPO PiOKICHI BUIIaJKX aHEBPU3MM aOPTU Ta PO3IIapyBaHHS CTIHKU
aopTH, iHOMi yCKIagHeHi po3puBOM (Y TOMY YHCIIi JIETaJIbHUM), @ TAKOXK
peryprirailii/HefoCTaTHOCTi OyOb-AIKOTO 3 KJlallaHiB ceplls y MallieHTiB, AKi
3acTOCOBYyBanu PTOpXiHOIOHYU (OAUB. pO3ail «OCOOIUBOCTI 3aCTOCYBAHHS»).

Y pigkicHuX BUIaAKax IIicis JIIKyBaHHS iHIIMMU GTOpXiHOIOHaAMU OYII0
3apeecTpoBaHO Taki MobiyHi peakilii, AKi MOXKyTb TaK0XK CIIOCTepPiraTUuCs Ipu
3aCTOCyBaHHI MOKCU(IIOKCaUHY: MTiABUIIEHHS BHYTPIIIHBOYEPEITHOT O TUCKY
(BKJIIOUAIOYH ifionaTUYHY BHYTPIIIHbOYEPEIIHY TiIepTeH3ii0), rinepHaTpieMis,
rinmepkanbllieMisi, reMoJIiTUYHA aHeMist, peakiii ¢poToceHncubinizairii (DUB. po3min
«OCcOoOIUBOCTI 3aCTOCYBaHHS»).

ITogi0domaeHHA npo nido3prosaHi nobiuHi peakuii

[ToBimoMmeHHs Mpo MoOiIUHi peakirii mmicss peecTpatiii TiKapcbKoro 3acody Mae
BaXKJIUBe 3HauYeHH. lle mae 3MOry IpOBOOUTH MOHITOPHUHT CIiBBIOHOIIIEHHS
KOPUCTBL/PU3UK IIPU 3aCTOCYBaHHS ITHOT'0 JIIKapChKOTro 3aco0y. Megu4HUM Ta
apmalieBTHYHMNM ITpalliBHUKaM, a TaKOXK MallieHTaM abo X 3aKOHHUM
MIpefCcTaBHUKAM CJIiJl TOBIOMJISITH PO yCi BUITQAKU MMiZ03pI0OBaHUX MTOOIYHUX peaKIin
Ta BiCYTHOCTi e(peKTUBHOCTI JTiKkapCchKOT0 3aco0y uepe3 ABTOMaTH30BaHY
iHpopMaliiiHy cucteMy 3 (hapMaKOHArIsA4y 3a ImocunaHHsaM: https / aisf.dec.gov.ua.

TepMiH NpHIAaTHOCTI
2 POKH.
VYMoBM 30epiranHs

30epiraTtu B OpuUTiHaANIbHIN YyIAKOBIIi ITpU TeMIiepaTypi He Buile 25 °C. 30epiratu B
HEeOOCTYIIHOMY IJIS OiTeu MicCIi.

YnakoBka

ITo 5 a6o o 10 TtabneTok y GiicTepi; mo 1 6icTepy B KOPoOIli 3 KAPTOHY.
KaTeropisz Bignmycky

3a penemnTomMm.

BupooHuK

TOB «ACTPA®APM», YkpaiHa.



Micie3Haxo/dKeHHsI BHPOOHHKA Ta aJpeca MiCIisi IPOBaaXKeHHsI HOTr 0
IisTIHLHOCTI.

08132, KuiBcbKka 0071., KneBo-CBATOIIMHCHKUM P-H, M. BuitaeBe, Bys. KuiBcbka, 6.



