IHCTPYKIIA

JUIS1 MEIMYHOT0 32CTOCYBAHHSA JIIKAPCHKOI0 3200y

ABEJIOKC®
(AVELOX®)

Cknao:

oioua pewosuna: moxifloxacin;

1 ¢makon (250 Ma po3unHy) MICTUTH MOKCH(IIOKCAIMHY Tigpoxjopuny 436 mr, 1o BiJANOBijgae
400 Mr MokcudIIOKCaIuHY;

OONOMINCHI peduoguHU. HATPIIO XJIOPHI, KUCIOTa XJIOPUCTOBOJHEBA PO3BEJCHA, HATPIIO TiIPOKCHI,
BOJIA IUIS 1H €KIIIH.

Jlikapcbka gopma. Pozuun nis iHdy3iil.
Ocnogni Qizuxo-ximiuHi e1acmugocmi: IPO30PHUIA PO3UHH KOBTOTO KOJIHOPY.

dapmakoTepaneBTHYHA rpyna. [IpoTuMikpoOHI Tpemapatu IS CHCTEMHOTO 3aCTOCYBAaHHSI.
AnTtubakrepianbHi 3acobu rpynu xinonoHis. Kog ATX JO1IM A14.

Dapmakonoziuni eracmusocmi.

Dapmakoounamika.

MexaHi3Mm aii

Moxkcudnokcanus npurniuye 6akrepianbai Tonoizomepasu tumy Il (JIHK-ripa3a ta Tonoizomepaza V),
HEeOOXiJH1 JUTs peruTiKalii, TpaHcKpumii Ta penapamnii 6axrepiansroi JJHK.
dapMmakokiHeTHKa/hapMakoIMHaAMIKa

3naTHICTh (PTOPXIHOJNIOHIB 3HUINYBATH OakTepii OE3MOCepeHbO 3aIEKHUTHh BiA X KOHIEHTpAIl.
dapMakoAMHAMIUHI JOCTIIKEHHS (PTOPXIHOJIOHIB Ha TBapUHHUX MOJENAX 1H(EKUIHHO-3amnaibHIX
3aXBOPIOBAaHb Ta y JIOAEH CBigUaTh, L0 OCHOBHUM BM3HAYaJbHUM (AKTOPOM €(EeKTHBHOCTI €
CHIBBITHOIIEHHS MDK IUlomiero miax QapmakokinetnuHor kpuBoo (AUCz) Ta MIHIMAIBHOIO
iHri0yrovoto koHueHtpamiero (MIK).

MexaHi3M pe3uCTeHTHOCTI

Pe3ucTeHTHICTP 10 (TOPXIHOJOHIB MOXK€ BUHMKAaTH B pesynpTaTi Mytamii JIHK-ripasu Ta
tonoizomepazu [V. IHImI MexaHI3MU BKJIIOYAIOTh HAIMIPHY €KCIpecilo e(IIOKCHUX IOMII,
HEMPOHUKHICTh Ta ornocepenkoBaHuii nporeinamu 3axuct JAHK-ripasu. IlepexpecHa pe3uCTEHTHICTh
MO’K€ OUIKYBATUCS M1’ MOKCHU(IIOKCALIMHOM Ta IHIIMMH (PTOPXIHOJIOHAMH.

MexaHi3MU pE3UCTEHTHOCTI, XapaKTepHi A aHTUOAKTepiaJbHUX 3aco0iB, 110 HAJEXaTh O 1HIIMX
KJIaciB, HE BIUIMBAIOTh HAa aHTHOAKTepialbHy €(PEeKTUBHICTh MOKCHU(IIOKCALIUHY.

MerxoBi 3HaAYCHHS

Kumiaigai MIK Ta MexoBiI 3Ha4eHHS TUCKOBOTO MU(PY31HHOTO TECTy MOKCHU(IIOKCAIMHY 3TiTHO 3
EUCAST (€poneiicbkuii KOMITET TeCTyBaHHs aHTUMiKpoOHoi uyTiinBocTi) (01.01.2012):

Tabmuns 1

Mikpooprasizm UyTnusuii Pe3ncrenTHU
Staphylococcus spp. <0,5 mr/n > 1 mr/n

> 24 mm <21 MM
S. pneumoniae <0,5 mr/n > 0,5 mMr/n

> 22 MM <22 MM
Streptococcus rpynu A, B, C, G <0,5 mr/n > 1 mr/n

> 18 Mm <15 mMm
H. influenzae <0,5 mr/n > 0,5 mr/n

> 25 mm <25 MM
M. catarrhalis <0,5 mr/n > 0,5 mr/n

> 23 MM <23 MM
Enterobacteriaceae < 0,5 mr/n > 1 Mr/n




> 20 MM <17 mMm

Me:koBi 3HaUCHHS, HE TTOB’s13aH1 3 BUJIOM OakTepiit™ <0,5 mr/n > 1 mr/n

*He moB’s3aHi 3 BHJaMH MEXKOB1 3HaueHHs OyJd BH3HA4YCHI TOJOBHUM YHMHOM Ha OCHOBI
CHIBBiAHOIIEHHS (PAapMaKOKIHETUYHUX Ta (papMaKoIMHAMIUYHUX JaHUX 1 He 3anexarb Big MIK ams
okpemux BHUAIB. Lli JaHi BUKOPUCTOBYIOTHCS IS BHJIB, 110 HE MAlOTh IHIWBIAYyaJIbHO BH3HAYEHUX
MEXOBUX 3HA4€Hb, 1 HE 3aCTOCOBYIOTHCS JUISI BUIIB, Y SKHX IHTEpIpeTaliiHi KpuTepii miuIsrarTh
BU3HAYEHHIO.

Mikpo06ionoriyHa YyTJIUBICTb

[TommpenicTh HAOYTOT PE3UCTEHTHOCTI BUILJICHUX BUJIB MOKE BapilOBATUCS 3aJICKHO BiJ] MICIIEBOCTI 1
yacy, TOMy HeoOXiJHa JIoKajabHa iH(popMallis Mpo pe3UCTEHTHICTh, OCOOIMBO MPHU JIKYBaHHI TSHKKUX
iHekuiil. Y pasi HeoOXIAHOCTI CIiJl 3BEPHYTHCS 32 KOHCYJBTAIIEIO 70 CIEIaliCTiB, KOJIU MicleBa
MOIIMPEHICTh PE3UCTEHTHOCTI Ha0yJsla TaKOTo PiBHS, 110 KOPUCTH BiJl 3aCTOCYBaHHS 3ac00y, IPUHANMHI
I0JI0 JESKUX BUAIB IHPEKI[IH, € CyMHIBHOIO.

3a3zBuyail YyT/IMBI BUIH MiKpPOOpraHizmiB
Aepo0Hi rpaMIO3UTUBHI MiIKpOOpPraHi3Mu
Staphylococcus aureus™*

Streptococcus agalactiae (rpyma B)
Streptococcus milleri group™ (S. anginosus, S. constellatus ma S. intermedius)
Streptococcus pneumoniae*

Streptococcus pyogenes* (rpyma A)
Streptococcus viridans rpyma (S.viridans, S.mutans, S.mitis, S.sanguinis, S. salivarius,
S. thermophilus)

Aepo0OHi rpaMHEraTUBHI MiKpOOPraHi3MHU
Acinetobacter baumanii

Haemophilus influenzae*

Legionella pneumophila

Moraxella (Branhamella) catarrhalis*
AHaepoOHI MiKpOOpraHi3Mu

Prevotella spp.

[H1111 MiKpOOpraHi3MH

Chlamydophila (Chlamydia) pneumoniae*
Coxiella burnetii

Mycoplasma pneumoniae*

Buau, 17151 IKHX MOKJIMBHIA PO3BUTOK Pe3UCTEHTHOCTI
Aepo0Hi rpaMIO3UTUBHI MIKPOOPraHi3MU
Enterococcus faecalis*

Enterococcus faecium*

Aepo0OHi rpaMHETaTUBHI MiKpOOPTraHi3MHU
Enterobacter cloacae*

Escherichia coli**

Klebsiella pneumoniae**

Klebsiella oxytoca

Proteus mirabilis*

AHaepoOHI MiIKpOOpraHizMu

Bacteroides fragilis*

Pe3ucrenTHI MikpooprasizMu

Aepo0Hi rpaMHETaTHBHI MIKPOOPTraHi3MU
Pseudomonas aeruginosa




*EdeKTHBHICTh JOCTATHHOIO MipOIO MPOJEMOHCTPOBAHA Y KITHIYHUX JTOCITIKCHHSIX.
"Pe3UCTCHTHUI 0 METHIMIIHY S. aureus ayxe 4YacTo € OJHOYACHO PE3UCTEHTHUM 1 10
(GTOPXiHOJOHIB. Y  METHIMUIIHOPE3UCTCHTHHX S. aureus piBeHb PE3UCTEHTHOCTI [0
MOKCH(]IIOKCAllMHy CTaHOBUTH moHaz 50 %.

"llltamu, sxi BUpOONAIOTH OeTa-nakTamaszy posmmpeHoro cmektpa (ESBL), € Takox
PE3UCTEHTHUMH 10 (TOPXiHOJIOHIB.

Dapmaxokinemuxa.

Bevmokmysanns ma 6iodocmynuicme

[Ticnsa ogHOpasoBoi iHQY3ii mpenapary y 1031 400 mMr potsiromM 1 roguHN MaKCUMallbHa KOHIICHTPAIIist
npernapary A0CsATraeTbes y KiHli iHQY3ii 1 crTanoBUTh Tpubau3HO 4,1 Mr/11, mo 6ibie npudban3Ho Ha 26
% LbOTO MOKA3HUKA MPU 3aCTOCYBaHHI MpenapaTy nepopaibHo (3,1 mr/m). [Tokazauk AUC cTtaHOBUTH
O61m3bpK0 39 Mr*ron/n miclis BHYTPIIIHEOBEHHOTO BBEICHHS, 1110 TUIBKU HE3HAYHOIO MIPOIO MEPEBUIITYE
LIel MmapamMeTp MPHU 3aCTOCYBaHHI Mpenapary nepopaibHo (35 mr*roa/n); adbcomroTHa 01010CTYIHICTh
CTaHOBHUTH NpuOIU3HO 91 %. [Ipn BHYTPIIIHEOBEHHOMY BBEJICHHI MOKCH(IIOKCAIMHY HEMAE MOTPeOU B
KOPEKIIii 103 BIAMOBIAHO 70 BiKy abo crtaTi namieHTiB. @apMakoKiHETHKA € JIIHIKHOIO B JAiana3oHi 50—
200 Mr U OTHOPA30BOI MEPOPATBHHOI 103U, 10 600 MT 17151 OAHOPA30BOI BHYTPIITHFOBEHHOT TO3H 1 710
600 mr ans 3actocyBanHs 1 pa3 Ha 100y npoTsirom 10 nHiB.

Posnoodin

MoxkcudnokcauH MIBUAKO PO3MOAUIAEThCS y Mo3acyAMHHOMY mpoctopi. O0’eM posmoauty y
piBHOBaKHOMY cTaHi (VsS) CTAaHOBHUTH OJIM3BKO 2 JI/KT. 3a pe3yabTaTaMu JOCIIKEHb N VItro Ta ex vivo,
3B’sI3yBaHHs 3 OlUIKaMu CTaHOBUTH Npubmu3zHo 40-42 % He3zaneXHO BiJl KOHIEHTpalli mpemnapary.
Mokcudaokcaud B OCHOBHOMY 3B’SI3YEThCA 3 aTbOYMIHOM CHPOBATKH KPOBI.

MaxkcuManbHi koHueHTpauii 5,4 mr/kr ta 20,7 Mr/i (cepeliHi TeOMETPUYHI 3HAUEHHS) CIIOCTepIrainucs y
CJIM30Bi 00OJIOHITI OpOHXIB Ta PIAMHI €MiTENiaTbHOI BUCTUIKM BiIIOBIIHO 4yepe3 2,2 TOIUHU IiCIs
MepopalibHOTO MpUiioMy 1034. BiAmnoBigHa MakcuManbHa KOHIICHTPAIlisl B allbBEOJIAPHUX Makpodarax
cTraHoBuna 56,7 Mr/kr. B piauHi MIKIpHUX OyXUpLiB KOHLEHTpauis 1,75 Mr/m BingMivyanacs udepes
10 roauH micis BHYTPINIHBOBEHHOTO BBeAeHHs. [Ipodins «BibHA KOHIIEHTpAIis — dac» JUis
IHTEPCTULIIATBHOI PIIMHU € aHAJIOTTYHUM MPOQUII0 AJIs IUIa3MHU KPOBI1 3 TOCSTHEHHSM MaKCHUMAallbHOI
BIJIbHOI KOHIeHTpauii 1,0 Mr/n (cepenne reoMeTpruHe 3Ha4€HHA) NpUOIN3HO Yepe3 1,8 roauuu micins
BHYTPIITHFOBEHHOTO BBEJICHHSI ITPETIapary.

Memabonizu

Moxcudnokcauus niansrae 0iotpanchopmanii Il ¢pazu 1 BUBoguThCS 3 opranismy HUpKamu (OJIU3bKO
40 %), a Takox 13 Kajmom/xoButo (6mu3pko 60 %) SK y HEe3MiHEHOMY CTaHi, Tak 1 y BHUIJIAI
cynbocnonyk (M1) 1 rmokyponimie (M2). M1 1 M2 e merabosiTamMu, peeBaHTHUMH JIUIIE IS
JIOJIUHH, 00U]1Ba BOHH € MiKpOOi0JIOT1YHO HEAKTUBHUMH.

ITix wac gocmimkeHs iN Vitro ta kimiHIYHEUX gochikeHb ¢asu | He cmocrepiramocs MeTabOiuHOT
(apMakOKiHETUYHOI B3aeMOJIIi 3 IHIIMMM Ipernaparamu, 3alisHUMH Yy OioTpaHcdopmauii daszu I,
BKJIIOUAIOYU epMeHTU cucTeMu nutoxpomy P450. O3Hak okuCIIOBaIbHOTO METab0113My HEMAE.
Buseoenns

[lepion HamiBBHUBEIEHHS MOKCHU(DIOKCAMHY 3 IUIa3MHU KpPOBI CTAHOBUTH NpuUOIM3HO 12 roauH.
CepenHiii BCTaHOBJICHHH 3araibHUi KiipeHc micis BBeaeHHs 400 Mr ctanoBuTh Bif 179 no 246 mur/xs.
[Ticns BHYTpITHEOBEHHOTO BBeACHHS B 11031 400 MI BUBEIEHHS IMpernapaTy 3 Ce4Yeio Yy He3MIHEHOMY
BUIJISIJII CTAaHOBUIIO Onm3bko 22 %, 3 kanoMm — 26 %. BuBeneHHs 103U (HE3MIHEHOTO MpemapaTy Ta
MeTaboIiTIB) CTAHOBUJIO 3arajioM Onu3bko 98 % micis BHYTPIIIHBOBEHHOTO BBEJEHHS JIIKAPCHKOIO
3aco0y. HupkoBHii KitipeHC CTaHOBUTH MPUOIN3HO 24—53 MIJI/XB Ta CBIIYUTH PO YACTKOBY KaHAIIBIIEBY
peabcopOItito mpemapaty 3 HHpPOK. CymyTHE 3 MOKCH(DIIOKCAIIMHOM BBEJCHHS PaHITUIWHY Ta
npoOeHeI 1y He 3MiHIOE HUPKOBUH KIIIPEHC BUX1THOTO JIIKApChKOTO 3ac00y.

Huproea nedocmammuicmeo

He BusiBiI€HO iCTOTHHX 3MiH (PapMaKOKIHETUKM MOKCH(IOKCALMHY Y MAI€HTIB 13 MOPYIIEHHSIM
(yHKIiT HIPOK (BKJIIOYAIOYH MAIEHTIB 3 KIipeHcOM KpeaTnHiHy > 20 mu/xB/ 1,73 M?). 3i 3HIKEHHIM
¢byHKLIi HUPOK KOHIEHTpalis MeTabomnity M2 (TmokypoHiny) 30UIblIyeThecs Maibke B 2,5 pasza (3
KITipeHcoM kpeatnHiny < 30 Mi/xs/1,73 m?).

Iopywennsa ¢pyuxuyii nevinku




Jani qocnmikeHb papMaKOKIHETUKH, TPOBEICHNUX 32 YYaCTIO TMAIIEHTIB 3 IEYIHKOBOIO HEJOCTATHICTIO
(xmacu A, B 3a xnacudikamiero Yaiinmga—I110), HEe Mal0Th 3MOTH OCTATOYHO BHU3HAUWTH, YU € SKICh
BIZIMIHHOCT1 y MOKa3HHUKaX MAI[I€HTIB 13 MOpyHmIeHHAM (QYHKIII TEYiHKHA Ta 3J0pOBUX JOOPOBOJIBIIIB.
[Mopymienns ¢yHKIiT TediHKU OyI0 MOB’si3aHe 3 OUTBIIO eKcro3uiliero M1 y mia3mi KpoBi, TOMI SK
€KCITO3MITisl BUX1THOI JIIKApChKOT PEUOBUHM Oysia aHAJOTIYHOI €KCIO3UIIIl Y 3J0POBUX JOOPOBOJIBIIIB.
JIOCTaTHBOTO JOCBiAY KIIIHIYHOTO 3aCTOCYBAaHHS MOKCH(IIOKCAIMHY JUISl JIIKYBaHHS MAIliEHTIB i3
MOpyIIeHHAM (DYHKIIIT IEYIHKA HEMaE.

Hoxkniniuni dani 3 besnexu

VY TpamuiiiiHuX JOCTIIKEHHSX 3aCTOCYBaHHsS MOBTOPHUX /103 MOKCH(IOKCAMHY Oylio BUSBIECHO
reMaToJIOriuHy TOKCHYHICTh Ta TeMaTOTOKCUYHICTh y TBapuH. BinMiuaBcs TOKCHYHHMI BIUIMB Ha
neHtpanbny HepBoBy cucremy (LIHC). Lli edextn crnocrepiramucst micis BBEICHHS BHCOKHUX /03
MOKcHU(IIOKCcalMHy a00 Micisi TPUBAJIOTO 3aCTOCYBAHHS.

Bucoxki nepopaipHi 1034 y TBapuH (= 60 MI/KT), Ha TIi IKUX KOHIIGHTpALis y I1a3Mi KpOBi CTAaHOBHIIA
> 20 Mr/1, CIpUYHMHSIIA 3MIHU TTOKa3HUKIB €JIEKTPOPETUHOIPAMH, a B OKPEMHX BUMAAKaX — aTpodito
CITKIBKH.

[Ticas BHYTPIIIHBOBEHHOTO 3aCTOCYBAaHHS CUCTEMHA TOKCHUYHICTH Oyna HAWOUIbII BUPAXKEHOIO MpHU
BBEJICHHI MOKCH()IOKCAIIUHY IIITXOM OOJFOCHUX 1H €KIii (45 MI/KT) 1 HE BiMivanacs pH BBEICHHI
Mokcugiaokcanuny (40 MI/Kr) HUISIXOM MOBUIbHUX 1H(DY31H poTsroM 50 XBHUIIUH.

[Ticns  iHTpaapTepialbHOTO BBEACHHS CIOCTEpIraliics 3amaibHI 3MIHM 3 [OMUPEHHSIM Ha
nepiaprepiaibHi M’SIKI TKAHWHH, 10 CBIIYUTH MPO Te€, IO HEOOXITHO YHHUKATH 1HTpaapTepiaabHOIro
BBE/ICHHS MOKCU(]DIIOKCALIUHY.

MoxkcudaokcaluH BUSBUBCS T€HOTOKCHYHUM ITifl Yac TECTIiB iN Vitro 3 BUKOpHCTaHHIM OakTepiii abo
KIITHH ccaBLiB. Y JOCHIKEHHSX IN VIVO T€HOTOKCHYHICTh HE BigMidajacs, HE3BaXKaroud Ha
3aCTOCYBaHHS Y€ BUCOKHX /103 MOKCH(IOKcanHy. MokcudIokcallH He BUSIBUB KaHIIEPOT€HHOT i1
y IOCHI/KEHHI KaHIIEPOTEeHE3Y Y TBAPHH.

B ymoBax in Vitro MoOkcH]IIOKCAIlMH y BHCOKHMX KOHIICHTpPAIlisSiX BIUIMBAB Ha €JIeKTPOoQi3ionoriuti
rapamMeTpH CEepIeBOi TisITBHOCTI, III0 MOTJIO BUKJIMKATH MO0BXKeHHs iHTepBaty QT.

ITicnsg BHYTPIIIHHOBEHHOI'O 3aCTOCYBAaHHS MOKCH(IOKCAlMHY TBapuMHaM Yy 11031 30 MI/KI HUIIXOM
1H(y31i TpuBanictio 15, 30 a6o 60 XBWIMH BiAMIYanacs 3aJ€KHICTh CTYIEHS MOJ0BXKEHHS IHTEpBaly
QT Bix mBHAKOCTI 1HPY3II: M0 KOpOTIIUM OYB yac iHQY3ii, TO OLIbLI BUpaKeHUM OYJIO OJOBKEHHS
inTepBany QT. Ilogosxkenns iHTepBany QT He cmocTepiranu npu BBeAEHHI 103U 30 MI/KI HIISXOM
1HYy31i TpuBaicTio 60 XBUIUH.

[Ipy BHBYEHHI BIUIMBY MOKCH(JIOKCAMHY Ha PENPONYKTHUBHY (PYHKIIIIO TBapuWH JOBEJIEHO, IO
MOKCH(]JIOKCALlMH MpPOHMKA€E Kpi3b IulaneHTy. locainm Ha TBapuMHAX HE BUSBMIIM TE€PATOTE€HHOI Aii
MOKCH(IIOKCAITUHY a00 TOTIpIIeHHs (HePTUIBLHOCTI MICHS HOTO 3aCTOCYBaHHA. Y TBAPUH CIIOCTEPIrain
He3HayHe 30UIbLIEHHS 4YacTOTH BHIIAQAKIB Bajl PO3BUTKY XxpebTa Ta pebep, aje TUIBKM Yy pasi
3acTocyBaHHs /1034 (20 MI/KT BHYTPIIIIHBOBEHHO), sSIKa aCOIIIOBAJIACs 13 CHIIBHUM TOKCUYHUM BIUTHBOM
Ha opraHi3m Mmarepi. Crocrepirasiocst 30UIbIIEHHS KIJIBKOCTI BHUIAJKIB IEpPEpUBAHHS BariTHOCTI Y
TBapuH Ha (OHI TepameBTHUYHOI KOHIEHTpalli y Iuia3Mmi KpoBi, repeadadeHoi MpH 3acTOCYyBaHHI y
JIFOAMHU.

Binomo 1o XiHOJIOHM, B TOMY YHCII MOKCHU(DIOKCAI[MH, CIPUYMUHSAIOTh YPaXXEHHS XPSIIIB BEJIUKHX
JiapTpoialbHUX CYTJI00IB Y CTaTEBOHE3PUINX TBAPHH.

Kainiuni xapakrepucTuku.

Hloka3zanns.

HerocnitanbHa mHEBMOHIS.

VYcknaaHeHi H)EeKIiHI 3aXBOPIOBaHHS MIKIPU Ta MAIIKIPHUX TKaHUH.

MoxkcudnokcaluH ClijJi 3aCTOCOBYBAaTH TITbKU TOJ1, KOJH 3aCTOCYBaHHS IHIIUX aHTHOAKTEpiaTbHHUX
mpenapariB, SKi 3BHYaHO PEKOMEHIYIOThCS JJIs IIOYAaTKOBOTO JIKYyBaHHS HHMX I1H(QEKHii, €
HEJIOIITBHUM.

Crin 3BepHYTH yBary Ha oQilliiiHi IHCTPYKIIi 3 HAJIEKHOTO BUKOPUCTAHHS aHTHOAKTEpiabHUX 3ac00iB.

Hpomunor«wanuﬂ.



- TimepuyTnauBicTh 10 MOKCU(DIIOKCAIIUHY, IHIIMNX aHTUOIOTHKIB TPYIH XIHOJOHIB a00 Oy/b-AKOi 3
JOTIOMI>)KHUX PEYOBHH,

- Tepioj BariTHOCTI ab0 TOayBaHHS TPYIII0 (IMUB. PO3AUT «3aCTOCYBaHHS Y IEpioja BariTHOCTI abo
TOJTyBaHHS TPYIIIO»);

- nuTsauui BiK (10 18 pokiB);

- 3aXBOPIOBaHHS/TATOJIOTIS CYXOXKWJIb B aHaMHE31, OB’ s13aH1 13 3aCTOCYBaHHSM XiHOJIOHIB.

[Tix yac JOKMIHIYHMX Ta KIIHIYHUX JTOCIIDKECHb ITICJIS BBEIECHHS MOKCH(IOKCAIIMHY CIOCTEPITaICs
3MIHH €NEeKTPO(i3i0NIOTIYHUX TMapaMeTpiB CEpIeBOi AISIIBHOCTI, L0 MPOSBISIIUCS IOJO0BXEHHSIM
iaTepBany QT. 3 miel mpuunHU MOKCU(IIOKCAIIMH MPOTUIIOKA3aHUH MAIliEHTaM 13:

- BpOIKEHHM a00 HaOyTHUM MOJOBXEeHHAM iHTepBainy QT;

- TIOpYIIEHHSM OaJlaHCy €JIEKTPOIIITIB, 0OCOOIMBO y BUNIA/IKY HECKOPUTOBAHOI TITOKATi€MIi;

- KJIHIYHO 3HAYYIIOW OpaguKapi€ro;

- KIIHIYHO 3HAYYIIOI0 CEPIIEBOI0 HEIOCTATHICTIO 31 3HMKCHHAM (Dpakilii BUKHIY JIIBOTO IITyHOYKA;

- CHUMIOTOMAaTUYHUMH apUTMISIMU B aHAMHE31.

MokcudaoKcalrH He MOXKHA OJJHOYACHO 3aCTOCOBYBATH 3 ITpeTNapaTaMH, siKi IOJOBXKYIOTh iHTepBast QT
(mmB. TakoX po3aia «B3aeMois 3 IHIIUMU JTIKAPCHKUMU 3aC00aMU Ta 1HIIN BUAM B3aEMOIIN»).

Yepes HeoCTaTHIN KITIHIYHUNA JOCBIJ 3aCTOCYBaHHS MOKCH(IIOKCALIMH MPOTHUITOKA3aHHUH MAaIlieHTaM i3
nopymenusaM ¢ynkuii neuinku (knac C 3a kmacudikamiero Yainna—I1'10) Ta miaBHUILIEHHSM DPiBHIB
TpaHCaMiHa3 y IT’Th pa3iB i OUIbIIE.

B3aecmooia 3 inwumu nikapcoKumu 3acodamu ma iHuii 6UOU 63acMO0Ill.

Bzaemosis 3 gikapcbKUMU 3aco0amMu

He Mo’xHa BUKITIOUUTH aIUTUBHUHA €(EKT MOKCU(IIOKCAIIMHY Ta 1HIIHX JIIKAPCHKUX 3aC00iB, 110 3AaTHI
BUKJIMKATH NojoBkeHHs iHTepBany QTc. Lleit edekr moxe mpus3BecTH 10 PO3BUTKY LUTYHOUKOBHUX
apuUTMiil, BKJIIOYAIOYM TONIMOP(HY NIIYHOYKOBY Taxikaplilo Tumy mipyer. I3 1miei npuumHu
3aCTOCYBaHHS MOKCH(DIOKcAIlMHy B KOMOiHAIT 3 OyAb-SIKUM 13 HIDKYe3a3HAYeHHX JIIKapChKUX 3ac001B
MpoTHUIOKa3aHe (IUB. TakoX po3ain «lIpoTunokazanus»):

- aHTUAPUTMIYHI npenapaTtH kiuacy [A (Hanpukiaj XiHiAMH, TAPOXIHIANH, TU30Mipamin);

- aHTHapuTMIuHI npenapartu kiacy Il (Hanpukiaaa amiofgapoH, cotano, TopeTuiia, 1I0yTuiin);

- QAHTUIICUXOTWYHI Mpenapatd (Hampukiaax (EHOTIa3suHM, MIMO3UJ, CEpTHHIOJ, TaJloNepHIoI,
CYJBTOINPUN);

- TPUILIMKIIYHI aHTUJETIPECAHTH;

- JesKl NpPOTUMIKpPOOHI 3acobu (cakBiHaBip, crapguiokcauuH, eputpominud |V, mneHTamiauH,
NPOTUMAJIIPINHI penapaTu, 30KpeMa rainopaHTpuH);

- JIesIK1 aHTUTICTaMIHHI Ipenapatu (TepdeHaauH, acTeMi301, Mi30JaCTHH);

- 1HII1 JiKapchKi 3acobm (um3anpui, Binkamid 1V, 6enpuann, nudemanin).

Moxkcudnokcanus ciiji 3 00epekHICTIO MPUMMATH NallleHTaM, SK1 3aCTOCOBYIOTH IpenapaTH, IO
MOKYTh 3HM)KYBaTH PiBEHb Kalito (HalpHUKIa[] METIbOBI Ta Tia3uaHI AlypeTHKH, IPOHOCHI 3aco00U Ta
KJI13MH (Y BUCOKHX J103aX), KOpTUKOCTepoinu, amporepuiud B), abo npenaparu, moB’A3aHi 3 KITHIYHO
3HAYYIOK OpaguKapIiero.

[Ticns GaraTopa3oBOro 3acTOCYBaHHS MOKCH(DIOKCAIMHY Y 3J0POBUX JOOPOBOJIBINB CIIOCTEPITragocs
3011bIeHHS Cmax IMTOKCHHY Tpubau3Ho Ha 30 % 6e3 BrmuBy Ha AUC un piBeHb BKa3aHOi KPHBOI.
[lin wac mocmiKeHb 3a y4YacTIO JOOpPOBOJBINIB, XBOpHX Ha aiabeT, OJHOYACHE 3aCTOCYBaHHS
MOKCH(]IIOKCALIMHY MEepOopajbHO Ta TJIi0EHKIaMiqy MPHU3BOIWIO JIO 3HIKEHHS MaKCHUMaJIbHOT
KOHIEHTpalii riaideHknaMiny y 1asmi kpoBi npubmusHo Ha 21 %. KomOinamis riiOeHknaminy 3
MOKCH(]IIOKCAIMHOM TEOPETUYHO MOJXKE CIIPOBOKYBAaTH PO3BUTOK HE3HAYHOI KOPOTKOTPUBANIOT
rinepriuikemii. OpHak BigMideHI 3MIHM (apMaKOKIHETUKHM TJIIOCHKJIaMiy HE BUKIMKaIH 3MIH
napameTpiB (papMakoAMHaMIKU (piBEHb TIIIOKO3U B KPOBI, PiBEHb 1HCYNIHY). OTXe, KIIHIYHO 3HAYMMOT
B3a€EMO/Ii1 MK MOKCH(IIOKCAITMHOM Ta TI10E€HKIIaMIJIOM HEMAE.

3mina 3HaueHHs: MIDCHAPOOH020 HOPMANi308aH020 8ioHoweHHSA (MHB).

[ToBimomisiocss TPO  BENMKY  KUIBKICTH  BUMAAKIB  301IBIICHHS aKTUBHOCTI  MEPOPATBHUX
AHTUKOATYJSHTIB y TAlLi€HTIB, SKI OTPUMYBAJIM MPOTHUMIKpOOHI 3acobu, 0COOIUBO (TOPXiHOJOHHU,
MaKpOJIi I, TETPAIMKIIHN, KOTPUMOKCa30J1 Ta Jieski nedanocnopunn. ®aktopamMu pu3uKy € iHGEKIIHHI
3aXBOPIOBAHHs 1 3amajbHUN MpoIec, BIK 1 3aralbHUN CTaH NamieHTa. Y 3B’S3KYy 3 IIMM BaXKKO
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BCTAaHOBHTH, UM caMe BHKJIWKaHi 3MiHn MHB: iHdekiiero abo mikyBaHHsIM. SIK 3acTepekHHUI 3axif
Mo>kHa yacrimie nepeBipsata MHB. 3a motpeOu ciiifi mpoBeCTH HaJICXKHY KOPEKIIIIO 103U IEPOPaTLHOTO
KOAryJisiHTY.

VY KIIHIYHUX JOCHIDKEHHSIX JJIs HUKYCHABEJIECHUX PEUYOBHH Oylia OBEACHA BIJCYTHICTh KIIIHIYHO
3HAUyIoi B3aeMOil 3 MOKCHU(DIOKCAIIMHOM: PaHITHIWH, MPOOCHeNH ], IepopaabHi KOHTPALICTITUBH,
KaJbllieBi 100aBkM, MOp(hIH MpH NapeHTEepPaJbHOMY BBEACHHI, TEO(DiIiH, IMKIOCIOpUH abo
1TpaKoHa30J1.

JlocmiypkeHHst IN VItro i3 3acTocyBaHHSM (epMEHTIB 1uroxpomy P450 noauHu minTBepAwiId I
pesyiabTaTd. TakuM 4YWHOM, MeTaboiYHa B3aeMOis dYepe3 d¢epMmeHTH 1muToxpomy P450 €
MaJIOMOBIPHOIO.

Bzaemonis 3 ixero

Moxkcudaokcalt He BUSBIISE KIIHIUHO 3HAUYILOT B3a€MOIT 3 T7Keto, BKIIIOYAI0YM MOJIOYHI MPOAYKTH.

Ocoonuei 3axo0u de3nexu.

OnuH ¢rakoH mpenapary Npu3HaAYeHUH BUKIIIOYHO JJIsl OJJHOPA30BOT0o 3acTocyBaHHs. HeBukopucranuit
PO3UUH MiJUIATae yTUTi3allii.

BcTanoBineHo, 110 HaBeIeH1 HIDKYE PO3YMHU € CYMICHHMH 3 PO3UYMHOM IS iH(Y3ii MOKCH(IIOKCAUHY
400 mr: Boja s iH’eKuid; po3unH Hatpito xiuopuny 0,9 %; po3unH HaTpito XJopuay l-MoIspHMIL;
po3unH riroko3u 5 %, 10 %, 40 %; pozunn kcwirity 20 %; po3uun Pinrepa; ckiamHi poO3YHHHA HATPItO
nakrtaty (po3uuH XapTMaHa, JakTaTHUM po3unH Pinrepa).

[ady3iitanit po3urH MOKCHU(IIOKCATUHY HE CIIiJI BBOJUTH CYMICHO 3 IHIIIMMH TIperapaTaMu.

He BukopucroByBaTH mpenapar 3a HasSBHOCTI BHIMMHUX TBEPAUX IOMIMIOK ab0 y pa3l MOMYTHIHHSA
pO3YHHY.

[Tpu 30epiranHi y mpoXoJ0JHOMY MiClll MOKJIMBE BUITAIHHS OCaly, SKU POZUYUHIETHCS MPU KIMHATHIH
temrepatypi. Tomy He pekoMeHTyeThes 30epiratu iH]y3iitHuid po3unH npu Temneparypi Hmwkde 15° C.

Ocoobnueocmi 3acmocysanns.

Crin yHHKaTH 3aCTOCYBaHHS MOKCH(IOKCAllMHY NallieHTaM 13 CepHO3HUMHU MOOIYHUMH peaklisiMu B
aHaMHe31 MICJIsI 3aCTOCYBaHHS JIKApChKUX 3ac001B, MO0 MICTATh XiHOJIOHH a00 (TOPXIHOJOHU (JMB.
po3nin «ITobiuHi peakiii»). JIikyBaHHS TaKMX MaLI€HTIB MOKCU(IIOKCAIIMHOM CIIiJ] TOYNHATH TUIBKU 32
BIJICYTHOCT1 aJIbTEpHATHBHOI Tepamii Ta MICIS PETeNbHOI OLIHKM CIIIBBIJHOIIEHHS IepeBaru/pu3nk
(uB. Takox po3ain «IIpoTunokasaHHsm»).

[lepeBaru Bijx JiKyBaHHS MOKCH(IIOKCALIMHOM, OCOOJMBO y pa3l HETSDKKMX 1H(DEKIid, HeoOX1aHO
OLIIHIOBATH, OepyuH J10 yBaru iHGOpMallito, IKa MiICTUTBCS Y LIbOMY PO3ALII.

IHonmosxxenus igTepBany QT Ta KIiHIYHI YMOBH, 33 IKMX MOKJINBE HOJA0BKEHH 1HTepBasty QT

BceranoBieHo, 1110 MOKCU(IIOKCAIIUH Y OKPEMHUX MAIIEHTIB MPU3BOAUTDH 10 MOJIOBKEHHS 1HTEpBATY
QTc Ha enextpokapaiorpami. CrymiHb moAoBXkeHHs iHTepBany QT Moxe 30iablIyBaTucs 3i
301IBIIEHHAM KOHIEHTpalli MmpernapaTy y Iia3Mmi KpoBl MpPH MIBUIKIA BHYTPIIIHBOBEHHIN 1HQY3Ii.
ToMmy ciiJl AOTpUMYBAaTUCS PEKOMEHJAIii MO0 TpuBaNoCTi iH(QYy3ii, sika MOBUHHA CTAHOBUTH HE
MeHiie 60 XBUJIMH, Ta HE NEPEBMIIYBaTH BHYTPIIIHbOBEHHY 103y 400 mr 1 pa3 Ha n00y. buibi
JeTajdbHO 1uB. y po3ainax «lIpotunokasanus» Ta «B3aeMosis 3 iHIIMMH JIKapChbKUMHU 3ac00aMu Ta
1HII1 BUJIM B3a€EMOMII».

Tepanito MOKcH(IIOKCATMHOM NPUITUHSAIOTH IPH MOSIBI1 IT1]] Yac JIIKyBaHHS CUMIITOMIB, 1110 MOXKYTb OyTH
MIOB’s13aH1 3 CEPLIEBOI0 aPUTMIEL0, HE3aJIEKHO BiJ] TOTO, UM MIATBEPAXKYEThCS e pesynpTaramMu EKT.
MoxcudnokcanuH ciiji 3 00epexHICTIO 3aCTOCOBYBATH MaIll€EHTaM 31 CTaHaAMH, 110 CIPUSIOTH PO3BUTKY
apuTMii (Hampukiaa, rocTpa imemMis MioKapAa), OCKUIbKM Taki XBOpl MalTh MiJBUIEHUN PU3HK
BUHUKHEHHS IIIJTyHOUYKOBOI apUTMIi (BKIIIOYAIOYH MOJIIMOP(GHY IITYHOUYKOBY TaXiKapAilo TUITY MIPYeET)
Ta 3yMUHKU cepus (auB. Takox po3ainu «lIpotunokazanus» Ta «B3aeMonis 3 IHIIMMHU JTIKapCHKUMHU
3aco0amMu Ta 1HIN BHAM B3aemomii»). HeoOXigHO 3 00epexHICTIO 3aCTOCOBYBATH MOKCH(IIOKCAITMH
narfieHTam, sKi 3aCTOCOBYIOTH JIIKAPCHKi 3aCO0M, 1[0 MOXKYTh 3HIDKYBATH PiBE€Hb Kaliio (IUB. TAaKOX
po3ninn  «IIporumokasanus» Ta «B3aemomis 3 IHIIMMH JIIKApCHKUMH 3aco0aMH Ta 1HII BUIU
B3aEMO/IIY).



Criz 3 00epeXHICTIO TPU3HAYATH MOKCH(IIOKCAIIMH TaIli€eHTaM, K OTPUMYIOTh JIIKapChKi 3aCO0H, 110
OB’ A3YIOTh 13 KJIIHIYHO 3HAYYIIOI0 OpajuKapIiero (JUB. TaKOXK po3ain «[IpoTunokazanHs»).

VY KIHOK Ta MaIl€HTIB JITHHOTO BIKY MOKE CIIOCTEpIraTrcs OLIbIIa Yy TIIMBICTh JI0 il Mpenaparis, 110
BUKJIUKAIOTH MMOA0BXKeHHS iHTepBany QTc, Takux sk MOKCcH(]IOKCAIIMH, TOMY TaKi XBOpPi MOTPEOYIOTh
0COOHMBOT yBary.

[TiBUIIEHA YYTIMBICTE/AJEpriydi peakiul

[ToBimomisiocss PO BUMAAKKA PO3BUTKY TIMEPUYYTIMBOCTI Ta aJepridHUX peaKIliil MiCisl Mepuioro
3aCTOCYBaHHSA (DTOPXIHOJIOHIB, BKJIIOYAIOYM MOKCH(IOKcanuH. AHa(ITaKTHYHI peakuii MOXYTh
HaOyBatu popmu HeOE3MeUHOro AJis KUTTS MIOKY HaBITh MICJsI MEPUIOro 3aCTOCYBaHHS mpenapary. Y
pasi KIIHIYHOTO TPOSBY TSOKKUX PEaKIi TiNepuyTIMBOCTI HEOOXITHO NMPUIUHUTH 3aCTOCYBaHHS
MOKCH(]IIOKCALIMHY Ta [MOYaTH BiMOBIIHE JIKYBaHHS (HAPHUKIA]] TEPAIi0 HIOKY).

Tsokki nopyiieHHs QYHKIT HeYiHKH

ITpu 3acTocyBaHHI MOKCH(IIOKCAIIMHY MOBIIOMIISIIOCS PO BUMAAKH (YJIbMIHAHTHOTO T€MaTUTY, IO
MOX€ MPU3BOJUTH 10 PO3BUTKY MEUYIHKOBOI HEJOCTATHOCTI (BKJIIOYAIOYM JIETadbHI BUITAAKH) (IUB.
po3ain «lloGivyni peakmii»). ¥ pa3i BUHUKHEHHS CHUMIITOMIB (DYIbMIHAHTHOTO T'eMaTHUTYy, TaKUX 5K
acCTeHisl, 10 MIBUJIKO PO3BUBAETHCS Ta CYMPOBOKYETHCA KOBTSHUIICIO, TEMHOIO CEYEH0, CXUIIBHICTIO
710 KpoBOTEY a00 MEYiHKOBOO eHIle(anonarieio, naieHTaM peKOMEHY€EThCSI TPOKOHCYIBTYBATUCS 3
JiKapeM repes MpoAOBXKEHHIM JIIKyBaHHS.

[Tpu mosiBi 03HAK MOpyIIEHHS (YHKIIIT MeYiHKH HEOOX1THO MPOBECTH JOCITiIKEHHS (YHKIIIT MeYiHKH.
Tsoxki OyIb0O3HI WIKIPHI peakirii

ITig gac 3acTocyBaHHS MOKCHU(IIOKCAIIMHY ITOBITOMIISLIIOCS PO BUMAKH O yIbO3HHUX IIKIPHUX PEAKIIii,
Takux Ak cuHapom CriBeHca—/[)koHCOHa a00 TOKCHMYHHUUN emMiepMajbHUIl HEKpOJi3 (IUB. PO3MIiT
«[Tob6iuni peakmii»). Ilpu mosiBi peakmiii Ha IMmKipi Ta/ab0 CIM30BHX OOOJOHKAX MAaI[i€HTaM
PEKOMEHIYEThCSI HETaliHO 3BEPHYTHUCS 0 JKaps, MepIl Hi’K MPOIOBKYBATH JIIKyBaHHS.

[NarieHTH, CXMIBHI 10 PO3BUTKY CYJIOM

Binzomo, 1110 XiHOJIOHU MOXYTh BUKJIUKATH cynoMu. Ciijl 3 00epexHICTIO MpU3HAYATH IX MallieHT aMm,
saKki MarTh mopymeHHs 3 Ooky [[HC abo iHmi ¢daktopu pu3HMKy, MO MOXYTh ITPOBOKYBATH
BUHUKHEHHS Cyl0M a0o 3HMXKYBaTu cynoMHHUil nopir. Ilpu mosiBi cyaoM HEOOXiTHO NMPUIUHHUTH
3aCTOCYBaHHS MOKCHU(IIOKCAIIMHY Ta BXKUTH BIJIMOBIAHUX 3aXO0/I1B.

TpuBani, iHBaJIIN3YI0Yi Ta MOTEHLITHO HEOOOPOTHI cepilo3Hi MOGIUHI peaKIlii

[ToBimomitsiocs PO PIAKICHI BUNAIAKU TPUBAIUX (IPOTIATrOM MicsliB a00 POKIB), IHBAIU3YIOUUX Ta
NOTEHLIHHO HEOOOPOTHUX CEPHO3HMX MOOIYHMX peakiliif, 10 BIUIMBAJIM Ha Pi3HI, 1HOAI JEKUIbKa
CUCTEM OpraHi3My (CKEJIETHO-M 30BYy, HEpPBOBY, NCHXIYHY Ta OpraHiB UyTTs) y Malli€HTIB, SKi
3aCTOCOBYBAJIM XIHOJIOHM Ta (TOPXIHOJOHH, HE3aJEKHO BiJ BIKy Malli€eHTa Ta iICHYIOUMX (aKTOpiB
pusuky. Ciig HerailHO NPUIUHUTH 3aCTOCYBAaHHS MOKCH(DIIOKCAIIMHY IPH PO3BUTKY MEPIINX
CUMNTOMIB OyJb-KOi Cepio3HOI MOOIYHOI peakiiii, MamieHTaM CIliJl HOpaAuTH 3BEPHYTHUCA 3a
KOHCYJIBTAIIIEIO JIO JTIKAPA.

[lepucdepuyna HeBpomaris

VY narfieHTiB, sIKI OTPUMYBAJIU X1HOJOHU Ta (PTOPXIHOJOHU OyJM 3apeeCTpPOBaHI BUMAJKH CEHCOPHOL
abo CEeHCOMOTOpPHOI MoJliHeHpomnarTii, 10 MPU3BOAUTH 1O Mapectesii, rimecresii, nusecresii abdo
cnabkocri. [lamienTam, sKi 3aCTOCOBYIOTh MOKCH(IIOKCAIIUH, PEKOMEHIYETHCS TIOBIIOMIISATH JIIKaprO
PO PO3BUTOK B HUX TAKUX CHUMIITOMIB HepomnaTii, ik Oi1b, MEUiHHS, MOKOJIIOBAHHS, OHIMIHHS a00
calKIiCTh, MepIl HIK MPOJOBXKYBATH JIIKYBaHHSA, IS TMOMNEPEHKEHHS PO3BUTKY IOTEHLIHHO
He00OpOoTHUX cTaHiB (quB. po3ail «[lo0iuHi peakiii»).

Peakii 3 00Ky NCUXIKH

Icuxiyni peakiiii MOXKYTh BUHHKATH HaBITh MiCJIsI IEPIIOTO 3aCTOCYBaHHS (PTOPXIHOJIOHIB, BKIIOYAIOUN
MOKcHU((IOKCcalMH. Y PIAKICHUX BHUITaJKax JIEMpecis Y MCUXIYHI peakilii MporpecyBajid A0 PO3BUTKY
CyinuAaIbHUX AYMOK 1 TaKHX IMpOsBIB camoarpecii, sik cnpodu camoryoctsa (auB. po3ain «IloOiuni
peakmii»). Skmo y marieHTa pO3BHUBAIOTHCA TaKl peakilii, JIKyBaHHS MOKCH(DIOKCAIIMHOM CIif
NPUITMHUTH Ta BXXUTH BiANOBITHUX 3ax0iB. HeoOXiaHO HOTpUMyBaTUCS 00E€PEKHOCTI, MPU3HAYAIOUN
MOKCH(IIOKCAITMH TalliEHTaM, 3 TICUX1YHIMH 3aXBOPIOBAHHIMH B aHaMHE31 a00 3 HAsSBHICTIO TAKUX HUHI.
Hiapesi, acoliiioBaHa i3 3aCTOCYBaHHSAM aHTHOIOTHKIB, BKIIOYAIOUU KOIIT

Bunanku giapei, aconiifoBanoi 13 3acTocyBaHHSIM aHTHO10THKIB (AA/l), Ta KOIiTY, acOIiiOBaHOTO 13
3actocyBaHHsAM aHTHOIOTUKIB (AAK), BKIIOUalouM TMCEBIOMEMOPAHO3HHI KOMIT Ta Aiapero,
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acomiioBany 3 Clostridium difficile, crocrepiranucst y 3B’s3Ky i3 3aCTOCYBaHHSM aHTHOIOTHKIB
IIMPOKOTO CIIeKTpa [ii, B TOMy 4YHCIi MokcuduokcanuHy. CTymiHb NpOSBY LHUX SIBHUIL MOXKeE
KOJIMBAaTHCS BIJ Jlapei Jerkoro CTYHEeHS 0 KOJITY 3 JIeTAJIbHUM HacligkoM. ToMy BaKIMBO
BpaxoBYBaTH HMOBIpHICTh TAKOT'O JiarHO3y Y MAali€HTIB, Y AKUX Mia 4ac abo Micisl 3aCTOCYBaHHS
MOKCHU(DIIOKCAITMHY PO3BHBAETHCS TsDKKa miapes. [Ipu mimo3proBaniii abo miaTBepkeHin AAJl a6o
AAK 1nikyBaHHA 13 3aCTOCYBaHHSAM NPOTUMIKPOOHHX 3ac00iB, BKIIOYAIOYM MOKCHU(DIOKCAIMH, CIij
MPUIMHUTH Ta HETaHO PO3MOYATH BIAMOBIAHI TepaneBTHYHI 3ax014. KpiM 115010, HEOOX1HO BKUTH
BIJIMOBITHUX 3aXO/(iB, CIIPSIMOBAHNX HA KOHTPOJIb 1H(DEKIIii, 3 METOI0 3HMKEHHS PU3HKY ii mepenayi.
[TamienTam, y SIKUX pO3BMBA€THCS TSDKKA Jiapesi, NPOTUIIOKA3aHl Ipernapard, IO NPUTHIYYIOTh
[EPUCTAIIBTHUKY.

[MamieHTH, XBOPi Ha TSHKKY MIacTEHIO

MoxkcudIIOKCaIH CITifi 3 00epEKHICTIO 3aCTOCOBYBATH MMAI[iEHTaM 3 TSLKKOIO MiacTeHiero (myasthenia
gravis), OCKUIbKHU TI CHMIITOMH MOKYTb IIOCHJITFOBATHUCH.

3ananeHHs CyX0KMJIKa Ta PO3PUB CYXOKUIIKIB

ITig wac Teparmii XiHOJTOHaMH Ta (TOPXiHOJOHAMH MOXKYTh CIOCTEpPITaTHCS 3alaJeHHS Ta PO3PUBHU
CYXOXXMJIKIB (0COOJIMBO, ajne He O6M6>KyIO‘H/ICB ax1JUI0BOTO cyxoncpmxa) 1HOJ1 — JIBOCTOPOHHI, IO
PO3BHBAIOTHCA HABITh NPOTATOM 48 TOAMH IMICHs MOYATKy JIKYBaHHS 1 MOXYTh TPHUBAaTH HaBiTh
BIIPOJOBXK JIEKUIBKOX MICSILIB MiCAs HNPUIUHEHHS JIKyBaHHS (IuB. po3auin «IIpoTumokazanHs» Ta
«[1oOiyni peakmii»). PU3UK TEHIUHITY Ta PO3PUBY CYXOKHJIKIB IiJBUINYETHCS y MAIIEHTIB JITHHOTO
BiKy, MAII€HTIB 13 HUPKOBOIO HEJOCTATHICTIO, MAIIEHTIB 3 TPaHCIUIAHTaTaMU COJIITHUX OpraHiB Ta y
XBOPHX, SIKI OTPUMYIOTh CYITYTHE JIIKYBaHHS KOPTHUKOCTepoigamu. ToMy ciiji yHHKaTh OJHOYACHOTO
3aCTOCYBaHHS 13 KOPTUKOCTEPOiAaMHU.

[Ipr mosBI MepmIMX CHUMNTOMIB TEHAMHITY (HampuKiIaa OomicHOTO HaOpsikaHHS abo 3arajeHHs)
3aCTOCYBaHHA MOKCH(IOKCALIMHY CJiJl NMPUIMHUTH Ta PO3IVISHYTU albTepHATUBHY Tepamito. s
VIIKO/DKEHOI(MX) KIHIIBKU(OK) CJi po3MOYaTy BIAMOBIAHE JiKyBaHHS (HAMpUKIal, iMMOOLTI3aIis).
ITpu po3BUTKY CUMITOMIB TEHJMHONATII HE CIIi/1 3aCTOCOBYBATH KOPTUKOCTEPOiIH.

AHEBpH3Ma a0pPTH Ta PO3MIAPYBAHHS CTIHKU a0PTH

Eninemionoriuni JOCTiKEHHS CBITYaTh PO MIABUIECHUNA PU3UK aHEBPU3MHU aOPTH Ta pO3IIapyBaHHS
CTIHKM aOpTH MiCsl 3acCTOCYBaHHS (DPTOPXIHOJIOHIB, OCOOJIMBO y MAII€HTIB JITHHOrO BIKY. Tomy
(TOPXIHOJIOHU CJI1/1 32CTOCOBYBATH JIMLIE MICIIsl pETEIbHOI OLIHKY CITiBBITHOLICHHS IepeBaru/pusrK Ta
PO3IJIsAAy IHIIMX TEparneBTUYHUX MOXKJIMBOCTEH Ul Malll€HTIB 3 aHEBPU3MOIO B aHamHe3l abo y
NAIi€HTIB 13 JIarHOCTOBAHOK aHEBPU3MOIO A0PTH Ta/ab0 pPO3LIAPYBAaHHSAM CTIHKM aopTH, abo 3a
HasIBHOCTI IHIIMX (PaKTOpiB pU3MKY ab0 CTaHiB, 1110 MPOBOKYIOTh AaHEBPU3MY aOPTHU Ta pO3IIApyBaHHS
CTIHKHM aOpTH (Hampukiaja, cuHapoM Mapdana, BackysipHuil cunapom Exnepca — Jlannoca, aptepiit
Takasicy, TIraHTOKJIITUHHUM TeMIopaibHHUI apTepiit, xBopoOa bexuera, aprepiaibHa TrinepTeH3is,
aTEpOCKIIEPO3).

VY pasi BUHUKHEHHS palnToBOro abJ0MiHaIbHOIO 0010, 000 y Ipyasx ado CIHHI HallleHTaM CJIiJ
HeraiHo 3BEpHYTHCS J0 JIiKaps 3a HEB1JIKIAHOO JJOMTOMOTO10.

ITariesTu 3 mopyiueHHasM GYHKINT HUPOK

[TamienTamM JTHHOTO BIKY, SIKI MalOTh po3iaaud 3 OOKy HHUPOK, CIil 3 OOEpEeXHICTIO MpPU3HAYATH
MOKCHU(IIOKCAIMH, SIKIIIO BOHU HE CIPOMOKHI MIATPUMYBATH HaJeXKHHUM 00’€M PIIMHU B OpraHi3Mi,
OCKIUJTbKU 3HEBOHEHHS 301IbIITYE PU3UK BUHUKHEHHS HUPKOBOI HEJOCTAaTHOCTI.

[opymieHHs 3 60Ky OprasiB 30py

V pa3i noripieHHs 30py a00 OyIb-SKOT0 BIUIMBY Ha OpraHU 30py HEOOX1THO HEraiHO 3BEpHYTHUCS 3a
KOHCYJIBTAIIIEI0 10 JiKaps-odTampMoora (IUB. po3ainu «3JaTHICTh BIUTUBATH HA MIBUAKICTH peakIlii
IIpHU KEpyBaHHI aBTOTPAHCIIOPTOM abo poOOTi 3 IHIIMMH MexaHi3MaMuy, «I1o614H1 peakuii»).
Jucrnikemis

Sk 1 mpu 3acTocyBaHHI BCIX (PTOPXIHOJIOHIB, MiJl Yac JIIKYBaHHS MOKCU(IOKCAIIMHOM MOBITOMIISIOCS
PO BHUITAJKU BiAXWJICHHS BiJl HOPMH MOKAa3HHKIB TJIIOKO3M KPOBI, SIK Y BUIJIA/I TIMOTITIKEMii, TaK 1y
dbopmi rimeprmikemii (auB. posnin «I[loGiuni peakmii»). Jlucriikemis po3BuBajacs MEPEBAXHO Yy
MAIl€HTIB JITHBOTO BIKY, XBOpUX Ha Jiaber, sKi OTPUMYBAJM OJHOYACHO 3 JIKYBaHHSIM
MOKCH(IJIOKCAITMHOM TepOpajbHi TIMOTIIKeMIUHI 3aco0u (Hampukian cCynb(GOHIJICEUOBHHY) abo




iHcymiH. [loBigomusaiocss TMpo BUMAAKH TIMOTIIKEMIYHOT KOMH. XBOPHUM Ha ITyKpPOBHM miaber
PEKOMEHIYEThCS PETEILHO KOHTPOIIOBATH PIBEHB TTIOKO3H B KPOBI.

[IpodinakTrka peakiiii hoToceHcHOLTIZAIT

[Tix wac 3acTocyBaHHsI XiHOJIOHIB y MAIli€HTIB peeCTpyBaIKCS peakiii ¢porocerncudimizamii. OgHak, 3a
JAHUMHU JOCIIDKEHb, TPU 3aCTOCYBaHHI MOKCHU(IIOKCAIMHY pHU3UK IHAYKIIl peakmii  ¢oro-
ceHcuO1i3anii OyB HU3PKUM. Y BCAKOMY pa3i MaijieHTaM HeoOX1THO YHHUKATH BIUIUBY TPUBAJIOTO Ta/abo
IHTCHCUBHOTO COHSIYHOTO BHUIIPOMIHIOBAHHS Y YJIbTPaQioiIeTOBOrO OMPOMIHIOBAHHS IPOTATOM
JKyBaHHS MOKCH(IOKCALIUHOM.

[MamienTr 3 gediUTOM III0K030-6-hocdar-nerigporenasu

[TamieHTH 3 HEOCTATHICTIO aKTUBHOCTI TIFOK030-6-GocdaT-neriaporeHasu, a TaKoX MaIll€HTH, Y SKAX
1151 TATOJIOTiSI € B POAMHHOMY aHAMHE31, CXHJIbHI 10 PO3BUTKY T'€MOJIITHYHUX PEAKIi IMiJ] 4ac JIKyBaHHS
xiHoJIoHaMU. TakuM YHHOM, MOKCHU(IIOKCAIIMH CiJ 3aCTOCOBYBAaTH 3 OOEPEKHICTIO i KaTeropii
MAIIEHTIB.

3anajieHHs TKaHUH B IepiapTepiasibHIN 30H1

Mokcudnokcanus, pozunH s iH(Y3id, NpU3HAYCHWH BUKIIOYHO IS BHYTPIIIHHOBEHHOTO
3acrocyBaHHA. Ciil yHUKaTH 1HTpaapTepiadbHOTO BBEIEHHS, OCKUIBKY B JOKIIHIYHHUX JTOCIHIIKCHHSIX
IIPU TAaKOMY CIIoco0i BBEJICHHS CIIOCTEPIraiocs 3anajieHHs] TKaHWH B IepiapTepiaibHii 30Hi.

[MamienTy 3i cnenudivHUMU YCKIATHEHUMH 1HQEKITISIMH IIKIPH Ta MIITKIPHOI KJIITKOBUHU

Kniniuna e(pekTuBHICTH 3acTOCYBaHHS MOKCH(IOKCAIMHY TPH JKYBaHHI TSOKKUX 1H(EKIiH,
MOB’sI3aHUX 3 omikamu, ¢acuuTy Ta 1H(GIKOBaHOT M1a0eTHUYHOI CTOMM, IIO CYNPOBOKYETHCS
OCTEOMIETITOM, HE BCTAHOBJICHA.

BruiB Ha 6i070T149HI TECTH

Moxkcudiokcaiii MOXe BIUIMBAaTH Ha Pe3yJIbTaTH aHai3y Ha HasBHiCTH Mycobacterium spp. uuisixom
MPUTHIYEHHS] MIKOOAKTEPIiaJIbHOT'O POCTY, 1110, Y CBOKO YEepry, MOXKE MPU3BECTH JI0 XUOHOHETATHBHHUX
pe3yJIbTaTIB y XBOPHX, SIKi MPHIMAaIOTh MOKCH(DIOKCAIIIH.

[MamieHTH 3 iHGEKISAMU, BUKIMKAHUMU METHUIMJIIHOPE3UCTEHTHHUM 30J0TUCTUM _CTadiIOKOKOM
(MRSA)

Mokcudnokcallud He pPEeKOMEHAYeTbCS JUIsd JIIKYyBaHHS 1H(EKUiH, CHPUYMHEHUX METUIMIIIH-
pesucrentHum Staphylococcus aureus (MRSA). [pu HasiBHOCTI Tijo3pu abo MiATBEPKEHHS 010
iH(ekuii, Buknukanoi MRSA, HeoOxigHO po3mouaTH JiKyBaHHS BIAMOBIIHUM aHTHOAKTEpiallbHUM
npenapaToM (AuB. po3au «PapMakoIUHAMIKAY).

Indopmarris npo AoNOMiKHI PEUOBUHU

Le#t nikapcpkuii 3acid MicTUTh 787 Mr (mprban3HO 34 MKMOJIb) HATP1tO B OJHOMY (hJIaKOHI, 110 MICTUTD
250 M po3uuHy ans iHQY3iH, mo ekBiBaseHTHO 39,35 % makcuManbHOi 10060BOi 1031 HaTpio (2 T)
3riiHO 3 pekomenaaisMu BOO3 nist 1opociioi g0 iuHu.

3acmocyeanns y nepioo eazimuocmi abo 200y8anHs 2pyoor0.

BaritHicTh

besmneka 3actocyBaHHs MOKCH(IIOKCAIIMHY y TI€PIO BariTHOCTI y JIIOJAWHU HE BUBUYEHA. Pe3ymbpTaTn
JOCIIJKeHb Ha TBapHHAX BKa3ylOTh Ha PENPOIYKTHBHY TOKCHUHICTh (IUB. po3nin «Dapmakonoriyi
BJIACTUBOCTI»). [loTeHIIHHMIA PU3UK IS TIOIMHNA HE BCTAHOBJICHHH. 3 OTJISATY Ha €KCIIEPUMEHTAIBLHO
BCTAaHOBJICHUH PHU3UK UIKIAJIMBOTO BIUIMBY (TOPXIHOJOHIB Ha XpAll, SKI HECYyThb OCHOBHE
HABaHTA)XEHHS, Y CTATE€BOHE3PLINX TBAPUH Ta BPaXxOBYIOUH PO3BUTOK OOOPOTHUX YpakeHb CYTJo0iB Yy
TITeH, SIKi OTPUMYBAJIH JIKYBaHHS JESIKUMH (PTOPXiHOJOHAMH, MOKCU(DIOKCAIIMH HE CIIi MpU3HAYaTH
BariTHUM >XKiHKaM (IuB. po3ail «IIpoTunokazanss»).

TonyBaHHS rpyJUIIO

Hemae maHux mioo 3actocyBaHHs Npemnapary y Mepioj roayBaHHS TPyAll0 Yy KiHOK. Pesymbratu
JOKIJIIHIYHUX JIOCHI/DKEHb CBITYaTh, M0 HEBEIHMKA KUTbKICTh MOKCHU(IIOKCAIIMHY MPOHUKAE Y TPYIHE
MOJIOKO. Y 3B’A3KY 13 BIACYTHICTIO JAaHUX II0JI0 BIUIMBY Ha HEMOBJIT, SKUX TOAYIOTH TPYAJ0, Ta
BPaxOBYIOUM CKCIIEPUMEHTAIbHUN PH3UK UIIKAJTUBOTO BIUIUBY (TOPXIHOJOHY Ha XAl
CTaTE€BOHE3PUIMX TBAPHUH, IO HECYTh OCHOBHE HaBaHTAXEHHs, TOAYBaHHS IPYIII0 IPOTUIIOKA3aHE Mif
Yac JIIKyBaHHS MOKCHU(IIOKCAITMHOM (IuB. po3ain «IIpoTumnokasants»).

DepTUIBLHICTD




JlocipkeHHsT Ha TBapWHAX HE BUSBWIM BIUTMBY Ha (EPTUIBHICTH (IUB. po3nain «DapmakoyioriuHi
BJIACTHUBOCTI»).

30amuicme  enaugamu Ha WEUOKICMb peakyii npu KepysamHi asmMompaHcnopmom abo HuUMU
Mexarnizmamu.

JlocmipKeHHsT BILIMBY MOKCH(IIOKCAlIMHY Ha 3/1aTHICTh KEPYBaTH aBTOTPAHCIIOPTOM Ta MPALIOBATH 3
MexaHi3Mamu He mnpoBonwiucs. Ilpore ¢ropxiHomoHM, BKIIOYAIOYM MOKCHQIOKCALUH, MOXYTh
BIUIMBATHU HA IIBUJIKICTH peakKIii Mpu KepyBaHHI aBTOTPAHCIOPTOM a0 poOOTI 3 IHIIMMHU MEXaHI3MaMH,
CHPUYHUHSIOUN peakIlii 3 00Ky IIEHTpaJbHOI HEPBOBOI CHUCTEMHU (HANPHUKJIAJA 3allaMOPOYEHHSI, TOCTPY
THUMYAcOBY BTpaTy 30py) ab0 TocTpy Ta KOPOTKOTPUBAIY BTPATY CBIIOMOCTI (HEMPUTOMHICTH) (IHB.
po3nin  «IloGiyni peakuii»). IlamieHTaM peKOMEHAYETbCS TMEPEBIPUTH CBOIO pEaKIilo Ha
MOKCHU(DIIOKCAIIMH NIEpe]l TUM, K KepyBaTH aBTOTPAHCIIOPTOM abo0 MPAIIOBATH 3 IHITUMHU MEX aHI13MaMH.

Cnocio 3acmocysanna ma 003u.

Jlo3yBaHHs

PexomennoBanuii peskxum go3yBanns 400 mr mokcudiokcauuny y Burisiai iHdysii 1 pa3 Ha 100y.
[TouaTkoBa BHYTPIIIHFOBEHHA Teparisi MOXke OyTH MPOIOBKEHA IUISIXOM MEPOPATBHOTO 3aCTOCYBAaHHS
tabsnerok Mokcudokcauuny 400 Mr 3a yMOBH HasiBHOCTI KJIIHIYHHX TTOKa3aHb.

VY xoni KIHIYHUX AOCIHIHKEHb OUIBIIICTh MALI€HTIB MEPEX0IIIa Ha IEPOPATBHUN IUISIX 3aCTOCYBaHHS
MOKCHU(DIOKCAIMHY MPOTAroM 4 NHIB (HerocmiTaabHa MHEBMOHIs) a00 6 MHIB (yCKiIaaHeH 1H(peKIiHH1
3aXBOPIOBAaHHS MIKIpM Ta MIAMKIPHUX TKaHWH). PekoMeHaoBaHa 3arajibHa  TPUBAIICTh
BHYTPIIIHBOBEHHOI'0 Ta IMEPOPaJIbHOrO JIKYBaHHS CTAHOBUTh 7—14 1HIB [Js HEroCHiTaJbHUX
MTHEBMOHIH Ta 7-21 neHb Ui yCKIIaJHEHUX 1HQEKIIHHIX 3aXBOPIOBAHb MIKIPU Ta MiAIIKIPHUX TKAHWH.
Cnocib 3acTocyBaHHS

[IpenapaT BBOOWTH BHYTPIIIHBOBEHHO y BHIIIAII Oe3mepepBHOI iHQY3ii TpuBajgicTio He MeHIe
60 xB (Takoxx AuB. po3AiT «OcoOIMBOCTI 3aCTOCYBAHHS).

3a HasgBHOCTI MOKa3aHb, PO3YMH i 1H(QY31i MOXKHAa BBOAMTU yepe3 T-MoaiOHUI KaTeTep pa3oM i3
CyMICHUMH 1H(Y31HHUMEU po3unHamMu (AMB. po3ail «Oco0aMBi 3aX01u Oe3MeKn»).

Lopywenusa @pynkyii HUpox/neuinku

[TamienTH, sSKi MarOTh MOPYIIEHHS (YHKIII HUPOK BiJ JIETKOTO JI0 TSDKKOTO CTYIEHS, Ta Malli€HTH, SIKi
nepedyBarOTh Ha XPOHIYHOMY Jiaii3i, HAPUKIAA Ti, XTO MPOXOAUTH reMOJiali3 Ta JOBrOTPUBAIHI
amMOynaTOpHUI IepUTOHEANBHUH A1alli3, He HOTPeOYIOTh KOpeKLii 103U (OL1bII JOKIAIHO TUB. Y PO3LIi
«®DapMaKoJIOTIYH1 BIACTUBOCTI»).

CTOCOBHO Malli€HTIB 13 MOpPYIMEHHIM (YHKLII MEYiHKM AOCTaTHBOI iH(popMalii HemMae (IUB. PO3JLT
«[IpoTumnokaszanss»).

Inwi ocobnusi epynu nayienmis

[TamienTH TITHBHOTO BIKY Ta XBOPI 31 3HIHKEHOIO MAacOI0 TiJIa HE TOTPEOYIOTh KOPEKIIii J03H.

Jimu.

VY 3B’A3Ky 3 HETaTHBHUM BIUTMBOM Ha XpsIli MOJOIWX TBapuH (AuB. po3fin «DapmakoyoriuHi
BJIACTHUBOCTI») 3aCTOCYBaHHS MOKCHU(]IIOKcannHy OiTsM (BikoM 10 18 poOKiB) mMpoOTHIIOKa3aHE (IIMB.
po3ain «[IpoTunokazanus).

EdextuBHicTh Ta 6e3meka 3acTOCYBaHHA MOKCHU(DIOKCAIIMHY AITSM Ta MiJUTITKaM HE BCTAHOBJIEH] (JUB.
po3ain «[IpoTumnokazanus).

Ilepeoosysanns.

He pexomeHJ0BaHO MPOBOAUTH CIElLiajbHI 3aXOJH MICJIs BMUIIAJKOBOTIO Mepeao3yBaHHs. Y pasi
nepe03yBaHHs POBOISITh CHMIITOMATHYHE JIIKYBaHHS. OCKUTBKH MOYKIJIMBE TIOJIOBKECHHS IHTEPBATY
QT, norpiben EKI'-moniTopunr. OpHOYacHe 3acTOCYBaHHS AKTMBOBAHOTO BYTIUIA 13 103010
Mokcudiokcanuay 400 mr, mo Oyna BBeleHa NEpPOpabHO a00 BHYTPINIHHOBEHHO, 3MEHIIIYE
CUCTEMHY O010JI0CTYIHICTH JIiKapchkoro 3aco0y Ha monan 80 % abo 20 % ignosigHo. [Ipuitom
AKTUBOBAHOTO BYTLISI HA MOYATKOBiM cTaaii abcopOirii Moxe OyTH edeKTHBHOIO MPOdiTakTHKOIO
HAJTHIIIKOBOTO 301JIBIICHHS] CHCTEMHOI €KCITO3UIIT MOKCH(IOKCAIIMHY Y pa3i Iepeno3yBaHHs Micls
MepopPaTHLHOTO MPUHOMY JIIKAPCHKOTO 3aCc00Y.
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Ilo6iuni peakuii.

HaBeneni Hmkde mOOIUHI peakiii crocTepiraivcs y XOMi KIIHIYHUX JIOCHIKeHb Ta Y
MICISAPEECTPALIMHUIN TTep1oa 3acTOCyBaHHS MoOKcuduiokcaruHy B 1031 400 mr Ha 100y (mumne
BHYTpPIIIHROBEHHA Tepalisi, CTyiHYacTa [BHYTPIIIHbOBEHHA/ MepopaibHal Ta nepopanbHa). [1o6iuni
peakiii kiaacudikoBaHO 3a X 4aCTOTOO.

Bci no6iuni peakiiii, 32 BAHATKOM HYIOTH Ta Jiapei, CocTepirajimcs 3 4acToToro MeHie 3 %.

B koxHil rpymi HeOaxkaHi sIBUIA BU3HAYCH] Y MTOPSAKY 3MEHIIICHHS iX TsOKKOCTi. YacToTa BU3HAUCHA
takuM yuHOM: 4acTi (>1/100, <1/10), neuacti (>1/1000, <1/100), mooaunoxki (>1/10000, <1/1000),

piakicui (<1/10000).
Knacu cucrem Yacri Heuacri [TooauHoKi PinxicHi
OprasiB
Indexuii Ta cynepingexuii,
1HBa3i11 MOB’sI3aHl 3
PE3UCTEHTHUMU
OakTepismMu abo
rpuOKamH,
HaAIPUKIIA]
OpaJIbHUM Ta
BariHaJIbHUN
KaHH103
3 OoKy aHeMis, JIEHKOIIEHIs, IT1IBUIIICHHS PIBHS
KPOBOHOCHOI Ta HEUTpOMEHis, POTPOMOIHY/
aiMmpaTruaHOi TPOMOOILIUTOIIEHIS, 3menmeHHss MHB,
CHCTEM TpoMOoIHTEMIS, arpaHyJIOIUTO3
€03uHOLITIsA,
TIOJTOB)KEHHS
IpOTPOMOIHOBOTO
4acy/301IbIIICHHS
MHB
3 00Ky IMYHHOL aJiepriuHi peaxii aHagi1akcis,
CUCTEMH (uB. po3ain BKJIIOUAIOYH Y
«OcobauBocCTI PIAKICHUX BHUITaJIKaX
3aCTOCYBAHHS») IIOK, 1[0 3aIPOXKY€
KUTTIO (TUB. PO3ALI
«OcobnuBocTi
3aCTOCYBAHHS»),
aslepriyHui HaOpsIK/
AQHT10HEBPOTUYHHM
HaOpsIK
(BKITIOHYAOUH
HaOpsK ropTaHi, 110
MOTEHIIHHO
3arpoKye KHUTTIO
(muB. po3nain
«OcobnuBocTi
3aCTOCYBaHHSI»)
[TopymieHnns rinepuiniaemist rinepriikemis, rinoriikemMis
MeTaboui3mMy Ta rinepypukemis
XapyyBaHHSA
INcuxiuui peaxiii JIa0UIBHICTE JenepcoHatizais,
posnaan™® CTPUBOKEHOCTI, HACTpPOIO, ACTIpecis | MCUXOTHUYHI
IT1/IBUIIICHHS (Y piakicHEX peakii (3
MCUXOMOTOPHOT BUIIA/IKAX 3 MOKJIMBOIO
MO>KITUBOIO camoarpeciero, 1o
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aKTUBHOCTI/

camoarpecieto, 1o

IMPOABIISAETHCA K

30yIKEHHS MPOSIBISETHCS K cyinuganbHi i1ei/
cyiuaaibHi i1ei/ JTyMKH abo cripoou
IyMKu abo cripobu | camoryOcTBa)
caMoryOcTBa) (muB. | (AMB. pO3.IiT
po3ain «OcobmuBocTi
«OcobauBOCTI 3aCTOCYBaHHS»)
3aCTOCYBAHHS»),
TaTrfoLMHAaII T
3 OoKy TOJIOBHUI Oi1b, | TIapecTesii/ rinecresis, rinepecresis
HEPBOBOL 3alaMOPOYCHHS | AM3ecTe3ii, HOPYIICHHS HIOXY
cucremu™ MOPYIIEHHS CMaKy | (BKJIFOYAOYH BTPATy
(BKITFOUAIOYH HIOXY), TTaTOJIOTTYH1
areB3il0 y PIIKICHUX | CHOBHIIHHS,
BUIIAQJIKAX ), HOPYIICHHS
CILUTyTaHICTh KOOpAWHAIII1
CBIOMOCTI Ta (BKIIFOYArOYH PO3JIaJ
BTparTa OpieHTaIlii, XOJIM BHACIIIIOK
pO3JIaiu CHY 3araMopOYCHHS a00
(mepeBaxHO BEPTHUTO), CYAOMHI
1HCOMHIs), TpeMop, | Hamaau (y ToMy
BEPTHUTro, COHIUBICT | uncii grand mal
Haraju) (IuB.
po3ain
«OcobmmBOCTI
3aCTOCYBAHHS»),
MOpYILIEHHS yBard,
pO3I1aa MOBIICHHS,
aMHe314,
nepudepuyHa
HeliporaTis Ta
ToJIIHEeHponaris
3 OOKy opraHiB MOPYILEHHS 30Dy, ¢dorodobis TpaH3UTOpHA
30py* BKJTFOYAIOYH BTpaTa 30py

JIUILIOHIIO Ta
PO3MHUTICTb 30py
(ocob6mmBO T Yac
peaxiriit 3 60Ky
I[MHC) (nuB. po3ain
«OcobmmBOCTI
3aCTOCYBaHHS»)

(0co06sMBO TTiJT Yac
peaxiriii 3 60Ky
HHC) (muB.
po3IiIHN
«OcobamBOCTI
3aCTOCYBAHHSY,
«31aTHICTE
BILUIMBAaTH Ha
MIBUKICTh peakiii
IpU KepyBaHH1
aBTOTPAHCIIOPTOM
a00 IHIITUMH
MeXaHi3MaMmny),
YBEIT Ta
OinarepaibHa
rocrpa
TPaHCUTIOMiHAIIS
panIy>KKH (IUB.
po3ain
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«Oco0bnuBocTi

3aCTOCYBaHHS»)
3 00Ky opraHiB JI3BiH y ByXax,
CIIyXy Ta MOPYUICHHS CITyXy
BECTHOYIISIp- BKJIIOYAIOYN
HOTO anapary™ IIIyXOTy (3a3BUyai
000pOTHY)
3 6oky cepus MOJIOBKECHHS MIOJIOBKECHHS [UTYHOYKOBI HecrenudivHi
intepBany QT y | intepBany QT (muB. | TaxiapuTmii, apuTMii, lipyeTHa
XBOPHX 13 pO3 LT HEIPUTOMHICTb IUIYHOYKOBA
rinokanieMiero | «OcoOimMBOCTI (HanpuKIaa rocTpa | Taxikapmais
(IUB. pO3MIIM | 3aCTOCYBAHHS»), Ta KopoTkoTpuBaia | (torsade de
«IIporumnoxka- MTOCHJICHE BTpaTa CBiOMOCTi) | pointes) (aus.
3aHHI, cepueouTTs, po3ain
«OcobuBOCTI | Taxikap/Iis, «OcobnuBocTi
3aCTOCYBaHHS») | (iOpHIISIis 3aCTOCYBaHHSI»),
nepeacepb, 3YINUHKA cepls
CTCHOKAp/Iisi (mmB. po3main
«OcobnuBocTi
3aCTOCYBaHHS)
3 00Ky cynuH Ba3oqMJIaTalIlis apTepiajgbHa BaCKYJIT
rinepTeHsis,
rinoTeH3is
3 OoKy 3aTUTIIKA
JTUXaTbHOL (BKITIOYArOUH
CHCTEMH, ACTMaTHYHUH CTaH)
IpyIHOT KIITKU
Ta OpraHiB
CEPeIOCTIHHA
3 Ooky HYyJ0Ta, 3HWKEHHS aneTuty | amcdaris, CTOMaTHT,
ITyHKOBO- OJr0BaHHS, OUTb | Ta 3MEHILICHHS acoriiioBanuit i3
KHIITKOBOTO y IUTYHKOBO- BXKMBAHHSA %Ki, 3aCTOCYBaHHSAM
TPaKTy KHIIKOBOMY 3a1op, JUCTIECis, aHTUO10THKA KOJIT
TpaKTi Ta 'y ¢dnaryneHuis, (BKITIOHYAOUH
YepeBHiN racTpur, nceBJioMeMOpa-
MOPOKHUHI, MIJBUIIEHHS PIBHA | HO3HUI KOJIT, 110 Y
Tiapes amiiasu PIAKICHUX BHUITaKaX
acolloBaHui 13
3arpo3JIMBUMU JIJIS
KATTS
YCKJIQJTHEHHSIMH )
(muB. po3nain
«OcobnuBocTi
3aCTOCYBaHHSI»)
['emaToOuniapHi | MiJBUIIEHHS NopyIIeHHs! GYHKIIT | )KOBTSHHILIA, TeNaTUT | (yIbMIHAHTHUIHI
MOPYLIEHHS piBHS MEYiHKU (mepeBaxHO renaTuT, 10 MOXKe
TpaHcaMiHa3 (BkITHOUAIOUM XOJIeCTaTHYHUI) MIPU3BECTH 10
M1JBUILEHHS PIBHS PO3BUTKY
JIAI (makTat- HeOe3MMeyHol s
JieriaporeHasm)), KUTTS TICYIHKOBOI

1IBUIIICHHS PIBHS
outipy6iny, ['TTII
(ramMmmarmyTamin-

TPAHCIENITUIA3H),

HEIOCTATHOCTI
(mmB. po3mia
«Oco0IMBOCTI
3aCTOCYBaHHS)
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myxHOi pocdarazu
KpOBI

3 00Ky MIKipu
Ta MAMKIPHOT
KIITKOBUHU

CBEpOIK,
BUCHUIIAHHS,
KpOIIUB’ IHKA,
CyXiCTb HIKipH

OyJIbO3HI MIKIpHI
peaxiiii, Taki siK
CHUHJIPOM
CriBeHca—
Jl>xoHCOHA 200
TOKCUYHUM
eniaepMaIbHUI
HEKpoJIi3 (110
MMOTEHIIHO
3arpoXKylTh
XKUTTIO) (MB.
po3ain
«OcobamBOCTI
3aCTOCYBaHHS)

3 GOKy OIOpHO-
pyxoBoi
CHCTEMH,
CIIOIy4HOIL
TKaHUHU*

apTpairis, Mianris

TEeHJIUHIT (IUB.
po3ain
«OcobnmBocTi
3aCTOCYBAHHS»),
[T ABUIECHHS
M’SI30BOT'O TOHYCY,
CYJIIOMH M 5I31B,
M’s130Ba CIa0KICTh

pO3puUB
CYXOXWJIKIB (JIUB.
O3
«Oco0MBOCTI
3aCTOCYBaHHS),
apTPUTH,
ITOCHJICHHS
PUTITHOCTI M’ sI31B
SIK CHMIITOMY
myasthenia gravis
(muB. po3ain

«OcobnuBocTi
3aCTOCYBAHHS»)
3 00Ky HUPOK Jieriipararis MOpyIIeHHs QyHKIIT
Ta HUPOK (BKJIFOYAIOUU
CEYOBUUIBHOIO 301IbIIEHHS P1BHSA
TPaKTy a30Ty CEYOBUHU
KpOBI Ta
KpeaTuHiHy),
HUPKOBA
HEJIOCTATHICTH (JIMB.
pO3Iin
«OcobnuBocTi
3aCTOCYBaHHSI»)
3aranbHi peakuii y Micii | rmoraHe HaOpsIK
pO3JIa/In Ta CTaH | iH’ €Ki Ta CaMOTIOYYTTS
MicCIst 1HOy3ii (mepeBaXkHO acTeHis

BBeIEHHA*

ab0 BTOMJTIOBA-
HICTB), 00T
(BKJTIOYArOUU OUIb y
CIHHI, TPYIHIH
KJIITII, Y JISTHIT
Taza Tay
KIHITIBKaX),
ITOCHJICHE
MOTOBUIIJIEHHS,
(TpoM60-) hebiT y
Micii 1Hy3ii
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* TToB1MOMIISIIOCS! TIPO PIAKICHI BUTIAKH TPUBATUX (MPOTATOM MICSIIIB 200 POKIB), IHBATIIU3YIOUYHX Ta
MOTEHI[IITHO HEOOOPOTHHUX CEPHO3HUX MOOIYHMX PEaKIliil, 110 BILTUBAJIM HA Pi3Hi, 1HOI IEKiIbKa CUCTEM
OpraHi3mMy Ta OpraHiB 4yTTs (BKIIOYAIOUYH TaKl PEAKIi SK 3aMaIeHHs CYX0KHIIKIB, PO3PUB CYXO0XKHIIKIB,
apTpairis, Oi1b y KiHIIIBKaX, MOPYIIEHHS XOIH, HEHpomaris, MOB’s3aHa 13 MmapecTesi€ro, Aerpecis,
BTOMJIIOBAHICTbh, MOPYIICHHS I1aM’sITi, PO3JIaJid CHY Ta TOPYIICHHS CIyXY, 30pY, CMaKy Ta HIOXY), Y
MAII€HTIB, SKi 3aCTOCOBYBAIM XiHOJOHU Ta (PTOPXiIHOJIOHM HE3AIEKHO BiJ] BIKY Ta iCHYIOUHX (haKTOPiB
pu3HKy (uB. po3ait «OcoOIUBOCTI 3aCTOCYBAHHS).

YacroTa po3BUTKY HM)KUEHABEACHUX €(EKTIB € BUIIOK NpU BHYTPIIIHHOBEHHOMY LUISIXY BBEICHHS
mpernapary 3 MoJajIbIIOK NepOpabHOI0 Teparieto ado 6e3 Takoi.

Yacro: miABHUINEHHS PiBHS raMMa-TiayTaMiaTpanchepasu.

HeuacTo: nuryHo4KOBa TaxiapuTMis, TIIMOTEH3151, HAOPSIK, ACOIIMOBAHMM 13 3aCTOCYBAHHSIM aHTHO10THKA
KOJNIT (BKJIIOYAIOYM TICEBJOMEMOpDAHO3HMN KOJIIT, Yy PIAKICHUX BHUMAIKaX acoIliifoBaHUH i3
3arpo3MBUMU JUIS KUTTS YCKIQJAHEHHAMH, IOUB. po3ain «OcoOIMBOCTI 3aCTOCYBAHHS»), CYAOMHI
Haraau (y Tomy unci grand mal manaan) (nuB. po3zain «OcoOIMBOCTI 3aCTOCYBAHHSY), TATIOIUHALLIT,
nopyuieHHss GyHKIIT HUPOK (BKIIOYArOYM 30UIBLICHHS PiBHS a30Ty CEYOBHHM KPOBI Ta KpEaTUHIHY),
HUPKOBA HEJIOCTATHICTH (IUB. po3aia «OcoOIMBOCTI 3aCTOCYBAHHS»).

VY piAKICHUX BWIAAKax IICHs JIIKYBaHHS IHIIUMHU (TOPXIHOJOHAMHU MOBIAOMIISUIOCS MPO MOOIYHI
eeKTH, IKi BIpOT1THO MOKYTh TaK0>K BAHUKHYTH ITi]] 9aC JIKyBaHHS MOKCH(IIOKCAIIMHOM: ITiIBUIICHHS
BHYTPIIIHBOYEPEIIHOTO THUCKY (BKJIIOYAIOUM 1JIOMATUYHY BHYTPIINIHbOYEPENHY TiNepTEH31I0),
rinmepHarpieMis, rinepKaiblieMis, TEMOJITHYHA aHeMis, pabaomioni3, peakiii GOTOUyTIUBOCTI (AUB.
po3ain «OcobIMBOCTI 3aCTOCYBAHHS).

[ToBigOMIICHHS PO MMiI03POBaHI MOOIYHI peakKitii

[ToBigoMyeHHsS TpO MiJO3PIOBaHi MOOIUHI peakilii micis peecTparlii mpemnapary € BaXJIUBUMU. BoHu
JAal0Th 3MOTY TIPOBOAMTH O€3MepepBHUN MOHITOPHHT CITIBBIIHOIIECHHS KOPUCTI Ta pPHU3HKY
3aCTOCYBaHHS JiKapcbkoro 3acoOy. IlpaiiBHUKK cHCTEMU OXOPOHHU 3J0POB’S MOBHUHHI MOBIIOMIIATU
po OyAb-sIK1 MiA03proBaHi MOOIYHI peaKii.

Hecymicnicmep.

He mMosxHa BBoaUTH 1HQY31HHUN po34MH MOKCU(IOKCAIMHY OJHOYACHO 3 IHIIMMHU HECYMICHUMHU 3 HUM
PO34YMHAMHU, JI0 SIKUX HaJleXkaTh: po34unH HaTpito xjaopuay 10 %; po3unn Hatpito xaopuny 20 %; po3unH
HaTpio ripokapOoHaty 4,2 %; po3uuH HaTpito riipokapOoHary 8,4 %.

Le#t mikapchKkuit 3aci0 He ciiA 3MILNIYBATH 3 IHIIMMU IperapaTaMy, KpiM THX, 110 3a3Ha4€H1 Y PO3ALIi
«Oco0nuBi 3ax0/111 O€3MEKn.

Tepmin npuoammnocmi.
5 pOKiB.

YmoBH 30epiraHus.

30epiraTi B HEIOCTYITHOMY JJIsl TITEH MicCIIi.

30epiratu B CyXoMmy, 3aXHILEHOMY BiJ] CBITJIa MICIIl IpU Temnepartypi He Hikue 15 °C.
He 3amopoxyBaru.

[IpenapaT noBuHEeH 30epiraTUCh B OPUTiHAIBHIN yIaKOBII.
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YnakoBka.
ITo 250 M po3uuny y ¢uakonax. Ilo 1 ¢uakony pa3om 3 IHCTPYKIIEIO 1151 MEAMYHOTO 3aCTOCYBaHHS B
KapTOHHIN MayvIi.

Kareropis Binmycky.
3a pelLenTtom.

BupoOHuk.
baitep AI', Himeuunna / Bayer AG, Germany

Micue3HaxoakeHHsI BHPOOHHKA Ta ajpeca MicUsi IPOBAZKeHHS HOro AislJIbHOCTI.

Kaiizep-Binsrensm-Anee, 51368, JleBepkysen, Himeuunna/
Kaiser-Wilhelm-Allee, 51368, Leverkusen, Germany.
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