IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

ABEJIOKC®

(AVELOX®)

Cknao:
ditoua pevosuHa: moxifloxacin;

1 pnakon (250 M pO3YKHY) MiICTUTh MOKCHU(DIIOKCAMHY Trigpoxiopuny 436 Mr, 110 BiAmoBigae
400 Mr MOKCU(IOKCAINHY;

00ONOMIdiCHI peyoBUHU: HATPilO XJIOPU, KKCJIOTa XJIOPHCTOBOOHEBA PO3BeleHa, HAaTPilo TidPOKCHU,
BOMA [OJIs iH'€KIIiH.

JIikapcbka ¢opma. Po3uuH ans iHy3iu.

OCHOBHI (pi3uKo-XiMiUHI 81acMUBOCMI: IPO30PUX PO3YUH KOBTOTO KOILOPY.

dapMakoTepaneBTHYHA rpyna. [IpoTuMikpoOHi mpenapaTy [Jisi CHCTEMHOTO 3aCTOCYBaHHS.
AnTtubakTepianbHi 3acobu rpynu xiHogoHiB. Kog ATX JO1M Al4.

dapmakono2iuHi e1acmueocmi.
®apmakoduHamika.

Mexani3M mii

Moxkcudmokcauut npurniuye 6akrepianbai Tomoizomepasu tuny II (IHK-ripasa Ta Tomoizomepasa
IV), HeoOxigHi mys pemnikarii, TpaHCKpHUILii Ta penaparii 6aktepianbaoi THK.

dapmakoKkineTuKa/dbapMaKoguHaMiKa

3maTHICTh GTOPXiHONIOHIB 3HUIITYBaTH OaKTepil 6e3mocepeiHbO 3aeXKUTh Bifl X KOHIIEHTpaIlil.
dapmMaKogUHaMIvHi HOCTiIXKeHHS (PTOPXiHOIOHIB Ha TBAPUHHUX MOLENIX iH(eKUiHO-3amaabHuX
3aXBOPIOBaHb Ta y JIIOAEN CBiA4aTh, 10 OCHOBHHMM BU3Ha4Ya/IbHUM (PaKTOPOM e(PeKTHBHOCTI €
CIiBBIOHOIIEHHS MiX IO Iif hapMakoKiHeTHYHOI KpuBolo (AUC,, Ta MiHiManbHOO iHTiOyI040I0
KoHIleHTpauiew (MIK).

MexaHi3M pe3uCTEeHTHOCTI



Pe3ucTeHTHICTh 10 PTOPXiHONOHIB MOXKe BUHUKATH B pe3ybTaTi MmyTanii JHK-ripasu ta
Tonoizomepasu IV. IHII MexaHi3Mu BKII09al0Th HaIMIpPHY €KCIIpeciio epIOKCHIX TOMII,
HEIIPOHUKHICTh Ta OII0CEPeNKOBaHU mpoTeiHaMu 3axucT [JHK-ripasu. [lepexpecHa pe3uCTEHTHICTh
MOXKe OYiKyBaTHCS MiK MOKCH(IIOKCAIIMHOM Ta iHIIMMHU (PTOPXiHOIOHAMHU.

MexaHi3aMu Pe3WCTEHTHOCTI, XapaKTepHi M aHTHOaKTepiaabHUX 3aco0iB, 110 HajeXkaTh [0 iHIIUX
KJIaCiB, He BIJIMBAIOTh Ha aHTHOAKTepianbHy ePeKTUBHICTh MOKCUGIOKCAINHY.

MeX0Bi 3HaYeHHS

Kniniuni MIK Ta MeXk0Bi 3HaueHHS AUCKOBOTO AUGY3iMHOTO TECTy MOKCU(MIIOKCALIMHY 3TigHO 3
EUCAST (€BpormeicbKuil KOMITET TeCTYBaHHS aHTUMiKpoOHOi uyTnuBocTi) (01.01.2012):

Tabmus 1
MikpoopraHizm YyTauunu Pe3uctenTHUI
Staphylococcus spp. < 0,5 mr/n > 1 Mr/n
324 Mmm <21 MM
S. pneumoniae < 0,5 mr/n > 0,5 mr/n
322 Mm < 22 MM
Streptococcus rpynu A, B, C, G < 0,5 mr/n > 1 mr/n
318 Mmm < 15 MM
H. influenzae < 0,5 Mr/n > 0,5 Mr/n
325 Mm < 25 MM
M. catarrhalis < 0,5 mr/n > 0,5 Mr/n
323 Mm < 23 MM
Enterobacteriaceae < 0,5 Mr/n > 1 mr/n
320 Mmm <17 mm
Mexo0Bi 3HaUeHHS, He OB sA3aHi 3 BUgoM OakTepiit* < 0,5 Mr/n > 1 mr/n

*He moB’si3aHi 3 BULaMu MeKOBi 3HaueHHs Oy/1u BU3HAUYeHi TOJIOBHUM YMHOM Ha OCHOBI
CIiBBigHOLIEHHS (h)apMaKOKiHETUYHUX Ta (papMaKOAMHAMIYHUX JaHUX i He 3anexaTts Big MIK gnsa
okpeMux BuAiB. Lli jaHi BUKOPUCTOBYIOTHCS AJIS1 BUAIB, 110 HE MalOTh iIHAUBiNyaTbHO BU3HAUYEHUX
Me2XKOBUX 3HAU€Hb, 1 He 3aCTOCOBYIOThCS OISl BUMIB, y IKUX IHTepIpeTaliliHi KpuTepil mignaraoTsb
BA3HAYEHHIO.

Mikpobiomoriyda YyTIUBICTh

[TourmpeHicTh HaOyTOI pe3UCTEHTHOCTI BUMIIEHUX BUAIB MOXKe BapiloBaTHCS 3aJIe’KHO Bifi MiCIIeBOCTI i
yacy, ToMy HeoOXifiHa JIoKa/lbHa iH(opMallisi mpo pe3uCTeHTHICTh, 0COOIUBO MU JiKyBaHHI TAXKKUX
indexkriii. ¥ pa3i Heo6xigHOCTI Cy1ifl 3BepHYTUCS 3a KOHCYJIbTAlIi€l0 10 CIeliaicTiB, Kou MiclieBa
TOIIMPEHICTh Pe3UCTEHTHOCTI HaOysa TaKoro piBHS, 110 KOPUCTD Bif 3aCTOCYyBaHHS 3aco0y,
IIpAHAKWMHI OO0 AesKUX BUMIB iH(pEKIill, € CYMHIBHOIO.

3a3BHUYaH YyT/IHBi BHAU MiKpoopraHi3mis



AepoOHi rpaMI03UTHBHI MiKpOOpraHizMu
Staphylococcus aureus*

Streptococcus agalactiae (rpyna B)

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

Streptococcus pyogenes* (rpyma A)

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

Aepo06Hi rpaMHeraTUBHiI MiKpOOpraHi3Mu

Acinetobacter baumanii

Haemophilus influenzae*

Legionella pneumophila

Moraxella (Branhamella) catarrhalis*

AHaepoOHi MikKpoopraHizMu
Prevotella spp.

IH1II MIKpOOpPraHi3Mu

Chlamydophila (Chlamydia) pneumoniae*

Coxiella burnetii

Mycoplasma pneumoniae*

Buau, 1/Isi AKX MOXK/THBHH PO3BHTOK Pe3HCTEHTHOCTI

AepoOHi rpaMI03UTHBHI MiKpOOpraHizMu

Enterococcus faecalis*

Enterococcus faecium*

AepoOHi rpaMHeraTHBHI MiKpoOpraHizMu

Enterobacter cloacae*

Escherichia coli**

Klebsiella pneumoniae**

Klebsiella oxytoca

Proteus mirabilis*

Anaepo6Hi MikpoopraHizmu

Bacteroides fragilis*

Pe3ucTeHTHI MiKpoopraHizMu

Aepo6Hi rpaMHEraTUBHI MiKpOOpraHi3Mu

Pseudomonas aeruginosa

*E(eKTUBHICTh JOCTATHLOIO MipOI0 IPOJEMOHCTPOBaHA Y KIiHIYHUX OOCTiAXKEHHSX.
Pe3ncTeHTHUY [0 METULIUIIIHY S. aureus AyzKe 49acTO € OHHOYACHO PE3UCTEHTHUM i 10
(GTOPXiHOJIOHIB. Y MeTUIMTIHOPE3UCTEHTHUX S. aureus piBeHb PE3UCTEHTHOCTI 10
MOKCU(IOKCAIMHY CTAaHOBUTH NOHAM 50 %.

*IlITamu, sKi BUPOOIAIOTE GeTa-nakTaMa3y posmupesoro cuekrpa (ESBL), € Takox
PEe3UCTEeHTHUMHU [0 PTOPXiHOJIOHIB.

dapmakoKiHemuka.

BcmokmyeaHHA ma 6iodocmynHicmb

[Ticnsa ogHOpa3oBol iHQYy3ii mpenapaty y fo3i 400 mMr npoTsarom 1 roguHM MakcuMaabHa
KOHIIEHTpAllisl TpenapaTy AoCATAEThCS Y KiHIi iHdy3ii i craHoBUTh npubnusxo 4,1 mr/m, mo 6inbire
npubnu3Ho Ha 26 % IhOTr0 MOKa3HKWKA IPU 3aCTOCYBaHHI mpemnapaTy nepopanbHo (3,1 Mr/m).
[Toxa3uuk AUC cTaHOBUTH 03bK0 39 Mr*ropn/mn micist BHYTPIIIHLOBEHHOTO BBEOEHHS, ITI0 TiJIbKU
HEe3Ha4YHOI0 MipOI0 IepeBHUIIye Iel TapaMeTp IIPU 3aCTOCYBaHHI IIpenapaTy nepopanbHo (35
Mr*rop/n); abconoTHa 6i0MOCTYIHICTE CTaHOBUTH PuOIN3HO 91 %. [Ipu BHYTPIITHEOBEHHOMY
BBeleHHI MOKCH(IOKCAllMHY HeMa€E MOTPeOr B KOPEKIIil 03 BiATIOBIMHO M0 BiKy abo cTaTi MallieHTiB.
dapMaKOKiHeTHKa € JIiHiIMHOO B mianma3oHi 50-200 Mr A1 ogHOPa30Bol IIepopanbHol 103U, 7o 600 Mr



IJIsT OMHOPa30Bol BHYTPIMIHbOBEHHOI 103H i o 600 Mr s 3acTocyBaHHs 1 pa3 Ha fo0y mpoTsirom 10
OHIB.

Po3no0diz

Moxkcudnokcanut MBUAKO PO3MOTINAETHCS y II03aCygUHHOMY ITpocTopi. O6’eM pO3MOTiny y
piBHOBaxkHOMY cTaHi (VSS) CTaHOBUTH OJIM3bKO 2 JI/KT. 3a pe3ynabTaTaMy OOCIiIXKEHb in Vitro Ta ex
Vvivo, 3B’s13yBaHHS 3 OiIKaMu CTaHOBUTH MpubIu3H0o 40-42 % He3alekHO Biff KOHIIEHTpAIlil
npenapaty. MokcudiIoKcalH B OCHOBHOMY 3B’I3YEThCS 3 albOYMiHOM CUPOBATKU KPOBI.

MaxkcumanbHi KOHIeHTpalil 5,4 Mr/kr ta 20,7 Mr/n (cepenHi reoOMeTpUYHI 3HAUYEHHS)
CIIOCTEepiranucs y ciu3oBiit 06010HII OpOHXIB Ta piguHi emiTeniambHOI BUCTINKY BiAMOBiAHO Yepe3 2,2
TONMHY IIiCIIS TEPOPajIbHOr0 MPUKHOMY [03H. BiAnoBigHa MakcUMasbHa KOHIIEHTPALlid B
aNbBEOIIPHUX MaKpodarax CTaHOBUJA 56,7 MI/KT. B piguHi WIKIpHUX MyXUPILiB KOHIEHTpalid 1,75
MT/T BigMidanacs dyepes

10 roguH micnsa BHYTPITHROBEHHOTO BBeOeHHS. [Ipodins «BibHa KOHIIEHTpAIIiS - 9ac» AJIs
iHTepCTHUIiaIbHOl PIIVHYU € aHAIOTiYHUM IPOGI0 OIS MIa3MHU KPOBi 3 JOCATHEHHSIM MaKCHMaJbHOL
BinTbHOI KOHIIeHTpaIlii 1,0 Mr/n (cepeqHe reoMeTpUYHe 3HAYEHHS) TPHUOIN3HO Yyepe3 1,8 romuHu
IIiCJI BHYTPIIIHBOBEHHOI'0 BBEJEHH IIpenapary.

Memab6oiizm

Moxkcudnokcanus mipnsrae 6iorpancdopmartii II ¢pa3u i BUBOOUTLCS 3 OpraHi3My HEpKaMu (OIU3bKO
40 %), a TaKOX i3 Kaymom/KoB4io (671u3bK0 60 %) IK y HE3MiHEHOMY CTaHi, Tak i y BUTISAMI
cynbdocmonyk (M1) i rmokyposinis (M2). M1 i M2 € meTaboniTaMu, peieBaHTHUMHU JIUIIE [T
JIOOUHY, 00UOBa BOHU € MiKp006ioI0TiYHO HEAKTUBHUMU.

ITig wac mocmimKeHb in vitro Ta KIiHIYHUX OOCHTiIXKeHb ¢a3u I He crocTepiranocs MetabomiuyHol
(dhapMaKOKiHeTUYHOI B3a€EMO{Iil 3 iHIMMU IIpellapaTaMy, 3afisHuUMU ¥ 6ioTpancdopmariil ¢pasu I,
BKJIIOYalouu hepMeHTH cucteMu nutoxpoMy P450. O3HaK OKMCITIOBAILHOTO MeTaboi3My HeMae.

BusedeHHs

[Tepion HamiBBMBeeHHS MOKCU(IIOKCALMHY 3 TJIa3MHU KPOBi CTAaHOBUTEL NpuOIKU3HO 12 romus.
CepepnHil BCTaHOBNIEHUM 3arafibHUM KiipeHc micig BBegeHHs 400 Mr ctaHoBuUTH Bif 179 mo 246
MJ1/xB. Iliciig BHYTPIIIHEOBEHHOT 0 BBeeHHS B 1031 400 Mr BUBeleHHS IIpenaparTy 3 CeuYero y
HEe3MiHEeHOMY BUTJISMi CTaHOBUIIO ONU3bKO 22 %, 3 KaroM - 26 %. BuBeneHHS 0o3u (He3MiHEHOTO
npernapary Ta MeTaboJIiTiB) CTaHOBUIIO 3arajoM 01u3bK0 98 % miciisg BHYTPIIHEOBEHHOT'O BBEIEHHS
JikapcbKoro 3aco0y. HupKoBUM KilipeHC CTAHOBUTH MPUOIN3HO 24-53 MJI/XB Ta CBifYUTh IIPO
YaCTKOBY KaHasbIleBy pealbcopOiIlito mpemnapaTy 3 HUPOK. CynyTHE 3 MOKCU(DIOKCAIIMHOM BBEOEHHS
paHiTUAMHY Ta Tpo0eHeuay He 3MiHIOE HUPKOBUM KITipeHC BUXiTHOTO JTiIKapChKOTO 3aC00y.

Hupkosa HeOocmamHicmb

He BusiBneHo icTOTHUX 3MiH (papMaKOKiHETUKY MOKCU(IIOKCALKHY Y [Alli€HTIB 13 IOPYyLIEHHAM
GyHKIIII HUPOK (BK/IIOUAIOYH IMAlli€HTiB 3 KJTipeHcoM KpeaTuHiny > 20 mi/xs/ 1,73 M?). 3i 3HUKEHHAM
GyHKIIIl HUPOK KOHIIEHTpalisa MeTabomity M2 (rmoKypoHiny) 30inbmyeThca Maiixke B 2,5 pa3a (3
KJlipeHcoM KpeaTuHiny < 30 mi/xs/1,73 M°).

ITopyweHHA pYHKUIT neyiHKu

Hani mocmimxkeHb papMaKoOKiHETHKY, ITPOBEIEHUX 3a Y4YaCTIO Malli€HTiB 3 TeYiHKOBOIO HEJOCTATHICTIO
(xkmacu A, B 3a knacudikartieto Yannga-I1'10), He mal0Th 3MOTH OCTaTOYHO BU3HAUMUTH, YU € SIKiCh



BiAMIHHOCTI y TOKa3HMKAaX Malli€HTiB i3 MOpyIIeHHSAM (QYHKII] eYiHKU Ta 3M0POBUX JOOPOBOJIBIIIB.
[MopymenHs GpyHKIl nevinku 6yo mMoB’'ss3aHe 3 0ibII00 eKcrno3uIliero M1 y mna3mi Kposi, Tomi K
€KCITO3UIIisl BUXiMHOI TiKapCchKOi pevyoBHUHU OyJla aHAJIOTiYHOI0 €KCIIO3UIIil ¥ 3HOPOBUX HOOPOBOJIBIIIB.
IoCcTaTHBROTO [OCBiAY KITiIHIYHOTO 3aCTOCYBaHHSA MOKCHU(MIOKCALMHY [JId JIiKyBaHHS IMAIli€HTIB i3
NOpYyIIeHHAM GYHKIIIl Ie4iHKKA HeMae.

[TokniHiuHi OaHi 3 be3neku

YV TpagumiHuX OOCTigXKEeHHSX 3aCTOCYBaHHS IOBTOPHUX 103 MOKCHU(DIIOKCAIMHY 010 BUSBIEHO
remMaToJIOTiYHy TOKCUYHICTh Ta reMaTOTOKCUYHICTh Y TBApUH. BiIMidaBCcs TOKCUYHU BIJIUB Ha
neHTpanbHy HepBoBY cuctemy (LUHC). Li edexTu crocTepiraaucs micisl BBeIeHHS BUCOKUX 103
MOKCU(IOKCaUXHYy abo Iic/ig TPUBAJIIOro 3aCTOCYBaHHS.

Bucoki nepopainbsi 1034 y TBapuH (= 60 MI/KT), Ha TJIi SIKUX KOHI[EHTpAallid y Iaa3Mi KpoBi
ctaHoBuia = 20 MT/1I, CIPUYUHSANYN 3MiHY MOKA3HUKIB €JIEKTPOPETUHOTPaMH, a B OKPEMUX BUITagKax
- aTpodiio CiTKiBKH.

[Ticns BHYTPIIIHROBEHHOTO 3aCTOCYBaHHS CHCTEMHA TOKCUYHICTh Oysa HalOi/IbIn BUPaXKeHOI0 IpH
BBe[IeHHi MOKCH(]IIOKCALIMHY IIITX0M OO0TIOCHUX iH'€KIiit (45 MI/KT) i He BimMidasacs mpu BBefeHHi
MOKcupnokcaurny (40 Mr/Kr) MISXoM HOBUTBHUX 1HQY3iK mpoTaroM 50 XBUINH.

[licng iHTpaapTepiaJbHOTO BBEAEHHS CIIOCTePiraaucs 3alajibHi 3MiHU 3 IOMKUPEHHAM Ha
nepiapTepianbHi M'IKi TKaHUHY, 10 CBITYUTE IIPO Te, 1110 HeoOXigHO YHUKATH iHTpaapTepianbHOTO
BBE[IeHHSI MOKCU(DIIOKCAIUHY.

MoxkcudnokcanyuH BUSBUBCS T€HOTOKCUYHUM IIifl Yac TeCTiB in vitro 3 BUKOpHUCTaHHIM OakTepii abo
KJIITUH cCaBlliB. Y OOCIIiOXKEeHHX in vVivo TeHOTOKCUYHICTh He BimMidasacs, He3BaXKalo4yu Ha
3aCTOCyBaHHS OyzKe BHCOKMX 103 MOKCHU(IOKcaluHy. MOKCU(IOKCallMH He BUSIBUB KaHIIEPOTeHHOI
Oil y mocHmifiKeHHi KaHIIepOTeHe3y y TBapHH.

B ymoBax in vitro MOKCHA]IOKCaIH Y BUCOKUX KOHIIEHTPAIiX BIIJIUBAB Ha €1eKTPoQi3ionoriuHi
napaMeTpHu CepIieBol AisabHOCTI, 1[0 MOTJIO BUKIMKATH MTOA0BXKeHHS iHTepBany QT.

[Ticrisg BHYTPIIHBOBEHHOTO 3aCTOCYBaHHS MOKCHU(IOKCALUHY TBapuHaM y 031 30 MI/KT LIIAXOM
ingysiit Tpusamictio 15, 30 abo 60 XBUNIKH BifMidanacs 3a/IeXKHICTh CTyIEHS IIOOBXEHHS iHTepBalLy
QT Big mBUAKoCTi iHGYy3ii: mo KopoTmuM 6yB Yac iHdy3ii, To 6inbil BupaxkeHUM 0YJI0 MTOIOBXKEHHS
inTepBany QT. [TogosxenHs inTepBany QT He crocTepiranu npu BBedeHHi 103U 30 MI/KT LIJIIXOM
iH(y3il TpuBasicTi0 60 XBUIKH.

[Ipu BUBYEHHI BIJINBY MOKCU(IOKCALIMHY Ha PENPOAYKTUBHY (QYHKIIi0O TBAPUH AOBEHEHO, IO
MOKCU(IOKCALMH IIPOHUKAE KPi3b NaleHTy. [Jocinyu Ha TBapuHax He BUSBUIIU TePaTOTeHHOI il
MOKCU]IOKcalrHy abo moripiieHHsT PepTUIbHOCTI MicIs HOT0 3aCTOCyBaHHS. Y TBApHH
CIocTepirany He3HayHe 30iNbIIIeHHS YaCTOTH BUIMIAAKIB Bafi PO3BUTKY xpebTa Ta pebep, aje TinbKu y
paai 3acTocyBaHHS 003U (20 MI/KT BHYTPIIIHBOBEHHO), IKa aCoOIlifoBaiacs i3 CUIbHUM TOKCUYHUM
BIJIMBOM Ha OpraHiaM Matepi. CrocTepiranocst 30i/bIeHHs KiTbKOCTi BUMTa[IKiB IIepepUBaHHS
BariTHOCTi y TBapuH Ha POHI TepaneBTUYHOI KOHIIEHTpAllii y Mmy1a3Mi KpoBi, nepenbadeHol mpu
3aCTOCYBaHHI y JIIONUHU.

BimoMmo 110 XiHOJIOHY, B TOMY YKCJIi MOKCU(IOKCALWH, CIPAYNHSIIOTh ypaXKeHHS XPAIIiB BEIMKUX
MiapTpomianbHUX CYTI00iB y CTaTeBOHE3PIINX TBapUH.



Kniniuni xapakKTepuCTHKH.

Iloka3aHnHs.

HerocmitanbHa THEBMOHIA.

YcknapgHeHi iHQeKIIiiHI 3aXBOPIOBaHHS WIKIPU Ta MiAMKIPHUX TKaHUH.

MoxcumokcalyH CIifl 3aCTOCOBYBATH TilIbKU TOXi, KOJIM 3aCTOCYBAHHS iHIIKUX aHTUOAKTEpiaTbHUX
IIpenapariB, sIKi 3BU4ailHO PeKOMEHIYIOTLCS [JISI ITOYaTKOBOTO JIiIKyBaHHS IUX iH(EKIIN, €
HeIOIIJIbHUM.

Crnip 3BepHYyTH yBary Ha oiniiHi iHCTPYKIii 3 HalIe’KHOT'0 BUKOPUCTAHHS aHTUOAKTEpiaTbHUX
3aco0iB.

IIpomunoka3aHHsi.

- linepuyTauBiCTh 10 MOKCH(IOKCAIIMHY, IHIINX aHTUOIOTUKIB I'pynu XiHOIOHIB ab0 Oyab-IKOi 3
OOIIOMiKHUX PEYOBHH;

- mepion BariTHOCTI a60 rogyBaHHS I'PYAMI0 (IUB. PO3MiNn «3acTOCyBaHHS Y Iepiof BariTHOCTI abo
TONyBaHHS IPYLOI0»);

- ouTsa4ui Bik (mo 18 pokiB);
- 3aXBOPIOBAHHS/MIATOJIOTIS CYX0XKHUJIb B aHAMHE3i, 10B'A3aHi i3 3aCTOCYBaHHIM XiHOJIOHIB.

[1ig 9ac mOKIiHIYHUX Ta KIIHIYHUX JOCTiAKEHb Iic/Isa BBeJeHHS MOKCHU(IIOKCAIIMHy CIIOCTepiraaucs
3MiHU eneKTPOoGi3ioIoriYHNX MapaMeTPiB CepIeBOl MisIbHOCTI, 10 MIPOSIBISINCS MOI0BXKEHHSIM
intepBany QT. 3 wiel npuynHU MOKCUGIOKCAIMH ITPOTUIIOKAa3aHUH NallieHTaM i3:

- BpofkeHUM abo HaOyTuM momoBxkeHHsIM iHTepBany QT;

- nopyuieHHSIM GaslaHCy eeKTPOJIiTiB, 0COOIMBO V¥ BUIIAAKY HECKOPUTOBAHOI rinokasiemil;

KJTIHIYHO 3HAYyII00 OpaguKapmieo;

- KJIiHIYHO 3HAYYII0I0 CePIIEBOI0 HEMOCTATHICTIO 3i 3HUKEHHSIM (Ppakilil BUKUIY TiBOTO
ITYHOYKa;

- CHMIITOMAaTUYHUMHU apI/ITMiHMI/I B aHaMHe3l.

Mokcudnokcalyi He MOXXHa OMHOYAaCHO 3aCTOCOBYBATH 3 IIperapaTaMu, SKi IOJ0BXKYIOTh iHTEpBaJ
QT (mmB. TakoX po3min «B3aemopmist 3 iHIIUMYU JTiIKapCHKUMHU 3aco0aMu Ta iHIM BUIM B3AEMOIIN»).

Yepes HEeOOCTATHIN KIiHIYHUN OOCBI 3aCTOCYBAHHS MOKCH(IOKCAIMH ITPOTUIIOKA3aHUH HallicHTaM

i3 mopyurenHaM ¢yHKIl nedinku (kinac C 3a Knacudikaniero Yainma-I1'10) Ta migBUIIeHHSIM PiBHIB
TpaHCcaMiHa3 y II'ATh pa3iB i GisbIire.

B3aemodina 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemodili.



B3aemogis 3 mikapchKUMU 3acobaMu

He MoXHa BUK/ITIOUUTY aguTHBHUM e)eKT MOKCU(DIIOKCAIIMHY Ta iHIIKX JTiKapChKUX 3ac00iB, 110
3[aTHi BUKIUKATHU NTofoBXKeHHS iHTepBany QTc. Llei egeKT MoxKe IPHU3BECTH OO PO3BUTKY
IIJTyHOYKOBUX apUTMili, BKJII0Yal04y IOJIiIMOP(HY IUTYHOUYKOBY TaXiKapAilo TUIY mipyerT. I3 miel
IPUYMHY 3aCTOCYBaHHS MOKCU(IIOKCAIMHY B KOMOiHalil 3 Oyob-KUM i3 HUXK4Ye3a3HaueHuX
JiKapChKUX 3ac00iB MPOTHUIIOKAa3aHe (OUB. TaKOXK PO3[in «[IpOTUIIOKA3aHHS»):

- aHTHMAPUTMIiuHi mpenapaTy Knacy [A (Hanpukiaf XiHiguH, TiApOXiHiAWH, AU30MIipaMin);
- aHTHAPUTMIiuHI mpenapatu Knacy III (Hampukiag amiomapoH, coTasnoi, godertumin, i0yTumin);

- AQHTUIICUXOTUYHI IpenapaTy (Hanpukiapn GeHoTia3uHu, IiMO3U[, CEPTUHAOJ, TaloNepuao,
CYJBbTOIIPUN);

- TPULMKITIYHI aHTUAENIPECAHTH;

- nesKi mpoTuMiKpoOHi 3acobu (cakBiHaBip, cnapdokcanyH, eputpoMiinus [V, meHTaMiguH,
IPOTUMAJIAPilHI IpenapaTy, 30KpeMa ralopaHTprH);

- OesKi aHTUTicTaMiHHI IpenapaTy (TepdheHanuH, acTeMi30J1, Mi30JIaCTHH);
- inmri mikapchKi 3acobu (nmu3anpup, BiHkaMin IV, 6enpupun, nudemanin).

MoxkcudnokcanuH ciifi 3 00epeXkHiCTio TpUMaTH MallieHTaM, SKi 3aCTOCOBYIOTh IIperaparTH, 1o
MOXKYTh 3HMKYBaTHU PiBeHb Kaslilo (Halpukyaf MeT/IbOoBi Ta Tia3uAHI [iypeTHKY, IPOHOCHI 3aco0u Ta
KJ1i3MH (y BUCOKHUX [03aX), KOPTUKOCTepoiau, aMpoTepuivH B), abo mpemnapaty, OB’ g3aHi 3 K/IiHIYHO
3Hauy1Io0 OpaguKapmiero.

[Ticns 6araTopa3oBOro 3aCTOCYBaHHS MOKCU(IIOKCAIIMHY Y 300POBUX T0OPOBOJIBIIIB CIOCTEPIranocs
36inbmenss C,,, ourokcuny npubnusno Ha 30 % 6e3 BunuBy Ha AUC 4yu piBeHb BKa3aHOI KPUBOI.

[Tig yac mocmimXkeHb 3a y4acTio HoOPOBOJIbLIiB, XBOPUX Ha fiabeT, ogHOYAaCHE 3aCTOCYBaHHS
MOKCU(IOKCALMHY IIepOopaIbHO Ta IMTibeHKIaMifly TpU3BOOUIIO0 00 3HUKEHHS MaKCUMaJlbHOI
KOHIIeHTPallil rmibeHKIaMiny y mia3Mi Kposi mpubnu3Ho Ha 21 %. Kombinanis riniberknaminy 3
MOKCHU(DIIOKCAIIMHOM TEOPETUYHO MOXKE CIIPOBOKYBAaTH PO3BUTOK HE3HAYHOI KOPOTKOTPUBAO]
rineprnikemii. OnHak BigMiueHi 3MiHu papMaKOKiHeTUKY I'MibeHKIaMifly He BUKJIUKAIX 3MiH
mapaMeTpiB papMaKogWHaMiK1 (piBeHb I'JIIOKO3HW B KPOBI, piBeHb iHCYMiHY). OTXKe, KJTiHIYHO 3HAYMMOl
B3aEMOI] MiK MOKCH(IOKCAIIMHOM Ta I'Ii0eHKIaMigoM HEMaE.

3MiHa 3HAYEeHHA MIHCHAPOOHO020 HOPMAAi308aH020 BiOHOWeEeHHs (MHB).

[ToBimoMsANIOCS ITPO BENIMKY KiNTbKiCTh BUMQMKIB 306iNMbIIeHHS aKTUBHOCTI IEPOPaIbHUX
AQHTHUKOATYJISHTIB y MaIli€HTiB, SKi OTPUMyBaJX MPOTUMIKPOOHi 3ac00u, 0co0MMBO HTOPXiHOIOHH,
MakKpOJIigy, TeTPaluKIIiH}, KOTPUMOKCa30J1 Ta fesKi nedanocnopuru. PakTopamMu pU3UKY €
iH(eKIIiMHI 3aXBOPIOBaHHS i 3allaJIbHUY NIPOLIEC, BiK i 3arajpHUN CTaH Nalli€eHTa. Y 3B'3Ky 3 LIUM
BaXXKO BCTQHOBUTH, YUM caMe BUKJIMKaHi 3MiHu MHB: iH(eKIi€eio abo mikyBaHHAM. K 3aCTepeRHUM
3aximg MoxHa 4dacTime mepeBipsty MHB. 3a noTpe6u cig mpoBecTy HajleXXHY KOPEKIIiio f03u
IIepPOpPaIbHOIO KOATryJIAHTY.

V kTiHIYHUX JOCTIIXKEHHSIX OIS HUK4YeHaBeIeHUX PeYoBUH Oyjia JoBefeHa BiICYTHICTh KTiHIYHO
3HAUYII0l B3aEMOZil 3 MOKCH(DIIOKCAIIMHOM: PaHITUAUH, TPOOEeHeIU, TIepopaIbHi KOHTPALIEIITUBH,
KaJbllieBi mo6aBKu, MOp(DiH Ipu MapeHTepaabHOMY BBeieHHi, TeodiniH, uKIocopu abo



iTpakKOHAa3071.

HocnigxeHHS in vitro i3 3acToCyBaHHAIM (pepMeHTiB uuToxpoMmy P450 mroauHu OifTBEpOUIY L
pe3ynbraTu. TakuM unHOM, MeTaboJliuHa B3aemMois yepes3 pepmenTu nutoxpomy P450 €
MaJIOMMOBIPHOIO.

B3aemMopis 3 ixKer

MoxkcudmokcaluyH He BUSBISE KITIHIYHO 3HAYYIIO0l B3aEMO/Iil 3 12Ke10, BKITIOYAI0YW MOJIOYHI TPOOYKTH.

Oco0.1uei 3axo0u 6e3nexu.

OpuH (riakoH mpenapaTty Ipu3HadyeHuN BUKITIOYHO JJI1 O0HOPa30BOTr0 3aCTOCYBaHHS.
HeBukopucTanui po34YuH MiAJIsiTaEe yTUIi3alil.

BcTaHOBIEHO, 1110 HAaBeleHi HUKYe PO3UYUHU € CYMiCHUMU 3 PO3YUHOM AJig iHGy3ii
Mokcudnokcanuny 400 Mr: Bofa A7 iH’€K1Iiit; po3unH HaTpito xmopuny 0,9 %; po3uuH HaTpi0
xJjiopuny 1-MonsgpHuUii; po34uH riaoko3u 5 %, 10 %, 40 %; po3uuH kcunity 20 %; po34yuH Pinrepa;
CKJIafHi pO3YMHM HATPil0 JaKTaTy (pO3YMH XapTMaHa, JIJaKTaTHUY pPO34YuH PiHrepa).

[ady3iliHnl po39nH MOKCU(IOKCAIMHY He CIIif BBOOUTU CYMICHO 3 iHIIMMHU IIpenapaTaMu.

He BUKOPHCTOBYBaTH IIpenapar 3a HasBHOCTI BUAMMHUX TBEPOUX [OMIIIOK a0o0 y pa3i mOMyTHiHHS
PO3YMHY.

[Tpu 36epiranHi y MpoxoJ0gHOMY MiClli MOXKJIMBE BUIIAAiHHS 0Cafly, IKUM PO3UUHSIETLCS IIPU
KiMHaTHi# TemmepaTypi. ToMmy He peKoMeHOyeThCS 30epiraTu iHGy3iiiHUN PO3YKH NIPU TEMIIepaTypi
Huxue 15° C.

Oco6.1ueocmi 3acmocyeaHHsi.

Crnipm yHMKATH 3aCTOCYBaHHST MOKCUGDIOKCAIMHY TTallieHTaM i3 cepio3HUMU MO0iYHUMY peakIlisiMu B
aHaMHe3i MicJst 3aCTOCYBaHHS JTiKapChKUX 3ac00iB, 110 MIiCTATH XiHOIOHU abo pTopxiHONMOHY (IUB.
po3min «ITo6iuni peakiiii»). JIikyBaHHS TaK{X MaI[i€eHTiB MOKCU(IOKCALIMHOM CJIifl IOYWHATH TilTbKU
3a BiCyTHOCTI a/JIbTEPHATUBHOI Tepallii Ta MiC/Is peTeabHOlL OIiHKY CIiBBiAHOIIEHHS ITepeBaru/pusuk
(muB. TakOXK po3min «IIpoTUnoKa3aHHI»).

[TepeBaru Bif NMiKyBaHHS MOKCHU(IOKCAIIMHOM, 0COOIMBO V pa3i HETSIXKKUX iH(EKIiN, HeoOXigHO
omiHIOBaTH, 6epy4u mo yBaru indopmatlito, ska MiCTUTBCS Y LIbOMY PO3MiJIi.

[MomoBxeHHd inTepBany OT. Ta KHTiHIUHI YMOBH, 3a IKUX MOKIINBE MOOOBXEeHH inTepsany QT

BcTaHOBIIEHO, 110 MOKCH(IIOKCAIIMH Y OKPEMUX TAIIEHTIB IPHU3BOOUTH [I0 IIOMOBKEHHS iHTEpPBaIy
QTc na enekTpokappiorpami. Ctyminb nogopxeHHs inTepBany QT Moxe 36inbiryBaTrcs 3i
30iNbIIEHHSIM KOHIIEHTpallil ITpemapary y Ija3Mi KpoBi IIpu MIBAOKIM BHYTPIITHROBEHHIHN iHY3ii.
ToMy CIifi HOTPUMYyBaTHUCS PeKOMeHalliil o0 TPUBaJIOCTi iHQYy3ii, AKa TOBUHHA CTAHOBUTY He
[menre 60 xBUIMH, Ta HEe TIEPEBUIYBATH BHYTPIMHbOBEHHY 003y 400 Mr 1 pa3 Ha goOy. Bimbm
meTanbHO OUB. V po3minax «IIpoTumnoka3aHHsS» Ta «B3aeMopmis 3 iHIIUMYU MiKapChKUMU 3aco0aMu Ta
iHIIT BUOKU B3aEMOII».




Tepamnito MokcHu(DIOKCAUIXHOM NPUIUHAIOTh IPY IOSIBi CHMIITOMIB, 10 MOXYTh OyTH IIOB’sI3aHi 3
CepIIeBOI0 apUTMi€l0, He3aleXKHO Bifj TOTO, YX MiATBEPHXKYEThCA 1ie pedyibraTamu EKT'.

Moxkcudnokcanus ciifi 3 00epekHiCTI0O 3aCTOCOBYBATHU TAI[iEHTaM 3i CTaHaMHU, 110 CIIPUSIOThH
PO3BUTKY apuUTMil (HalpuKIag, TOCTpa illeMist Miokapaa), OCKiNIbKY TaKi XBOPi MalOTh MigBUILIEHUN
PU3UK BUHUKHEHHS IITYHOYKOBOI apuTMil (BKJII0Yal0Uy IOTiMOP(HY LITYHOUYKOBY TaxikKapAilo TUIY
mipyeT) Ta 3yIUHKY CepIis (OUB. TaKOXK po3pinu «IIpoTunokalaHHsa» Ta «B3aemofis 3 iHIIUMU
nmiKapCcbKUMU 3aco0aMu Ta iHIII BUAU B3aeMofiti»). HeoOximHO 3 00epexkHiCTI0 3aCTOCOBYBaTH
MOKCU]IOKCAIIMH TallieHTaM, SIKi 3aCTOCOBYIOTh JIiKapChKi 3ac00H, 110 MOXKYTh 3HUKYBATU PiBEeHb
KaJlito (OUB. TaKOX po3finu «[IpoTuUoka3aHHsI» Ta «B3aeMomis 3 iHIMUMHU JTiKapCbKUMU 3aco0aMu Ta
iHII BUOM B3aEMOMii»).

Crnip 3 06epeXHiCTIO TpU3HaYaTH MOKCHA(]DIIOKCAIIMH MallieHTaM, SKi OTpUMYIOTh JTiIKapChKi 3aco0y,
1110 TIOB’AA3YIOTh i3 KITiHIYHO 3HAUyII0I0 OpafiuKaphieo (IUB. TaKOX po3ain «[IpoTuioKa3aHH»).

Y XiHOK Ta Ialli€HTiB JIITHLOTO BiKy MOXe CIIOCTepiraTucs OinbIlla YyTIUBICTE [0 il Mpemnaparis, 110
BUKJIMKAIOTh IO0BXKeHHs iHTepBany QT,, Takux sIK MOKCU(IOKCALMH, TOMY TaKi XBOpi mOTPeOyIoTh
0Cc00IMBOI yBaru.

[ligBuIileHa YYTAUBICTh/aNePrivyHi peakiiil

[ToBiZOMIIANIOCS PO BUMAAKUA PO3BUTKY Till€PUYTIUBOCTI Ta ajleprivHuX peakii Mmicys IepIIoro
3aCTOCyBaHHS (DTOPXiHOJIOHIB, BK/II0Yal0YX MOKCHUGIOKcanuH. AHadiakKTUUHI peakilil MOXKYThb
HalOyBaTu HopmMu HeOE3MeYHOTo A7 KUTTS IIOKY HaBIiTh IIiCJIA MEPIIOro 3aCTOCYBaHHS IIpenapary. Y
pasi KIiHIYHOT0 ITPOSBY TSAXKKUX Peakiliii TinepyyTIuBOCTi HeOOXiAHO MPUIIUHUTH 3aCTOCYBaHHS
MOKCHU(IOKCALMHY Ta I0YaTH BiANOBiAHE JiKyBaHHS (HAPUKJIa[ TEePAIilo IIOKY).

TaxKi DopyIeHHa QVHKIINI IeYiHKu

[Tpu 3acToCcyBaHHI MOKCU(IOKCALMHY TIOBIIOMIISANIOCS PO BUNIaAKK QyIbMiHAHTHOTO TelaTUTY, 1110
MOXKe MPU3BOAUTH A0 PO3BUTKY IE€UiHKOBOI HEIOCTATHOCTI (BK/II0UAIOYH JIeTalbHi BUMIaKH) (OUB.
po3min «ITo6iuHi peakiii»). ¥ pa3i BUHUKHEHHS CUMITOMIB Qy/IbMiHAHTHOTO TeIIaTUTY, TAKUX K
aCTeHid, 10 IBUAKO PO3BUBAETHCS Ta CYIIPOBONXKYETHCS XKOBTAHULIEI0, TEMHOI CEYEl0, CXUJIBHICTIO
10 KpoBOTeY ab0 MediHKOBOIO eHIledasonaTielo, nalieHTaM PeKOMEHAYETLCS IPOKOHCYIbTYBATUCS 3
JIiKapeM Ilepe[ IPONOBXKEHHAM JIIKyBaHHA.

[Tpu mosBi 03HAK MOPYIIEHHS QYHKIIII MeviHKu HeoOXiIHO MPOBECTU [OCTigKeHHSI QyHKI
IIeYiHKH.

TskKi MKipHi peakirii

[Tig yac 3acTocyBaHHS MOKCHU(IOKcauHy (IuB. po3min «[To6iuyHi peakii») MOBiqoMIIsAIOCS PO
BUITAAKHU TSXKKHUX IIKIPHUX Peakilii, BKIII0Yalo4Yu TOKCUYHUY emmigepManbauil Hekpori3 (TEH),
TaKOX BifoMmuiil 9K cuHapoM Jlaienmna), cuagpom CtiBeHca - [IxkoHcoHa (CCII) Ta rocTpuu
reHepasi3oBaHUU eK3aHTeMaTo3HuM nycTynbo3 (I'TEIT), ki Mornu 3arpoxyBaTu XKUTTIO abo OyTu
neTanbHUMHU. [1ig yac mpu3HaAYeHHS JTiKapChKOTo 3aco0y Malli€HTiB CIIif momnepeaKaT PO 03HAKHU
Ta CUMIITOMU TSKKUX Peaklid IIKIpY i CTapaHHO 3a HUMU cIliocTepiraTtu. [Ipu mossi o3Hak Ta
CHMIITOMIB, IIJO0 CBiA4aTh PO TaKi peakiiil, MOKCU(IOKCALMH CJIii HETallHO BiAMIHUTH i PO3TNISHYTH
arnbTepHATHBHE JiKyBaHHSA. AKIO NIpX Tepallii MOKCU(IOKCAIMHOM Y TallieHTa PO3BUHYIINUCH TAXKKI
mkipHi peakuii, Taki gk CCJII, TEH a6o I'TETII, nikyBaHHS MOKCU(IOKCAIIMHOM y LIbOTO IallieHTa y
JKOJHOMY pa3i He CJIif IOHOBJIIOBATH.



[TarieHTH, CXUIBbHI 10 PO3BUTKY CYIOM

BimoMmo, 110 XiHOJIOHY MOXKYTh BUKIUKATHU CcymoMu. Ciif 3 00epekHiCTIO MpH3HayaTH IX IallieHTaM,
sKi MatoTh mopymmeHHs 3 60ky LIHC a6o iHmri ¢pakTopu pu3uKy, 10 MOXKYTb TPOBOKYBATH
BUHUKHEHHS CyaoM ab0 3HUXKYBaTH CyJOMHUM mopir. ITpu mosiBi cymoM He0oOXimHO MPUITHHUTH
3aCTOCYBaHHSI MOKCH(IOKCAIIMHY Ta BXKHUTH BiIMOBIAHUX 3aXOMiB.

TpuBami, iHBamiIM3yI0Yi Ta MOTEHITIHHO HEOOOPOTHI cepio3Hi MobiyHi peakirii

[ToBimoMnsiyocs Ipo PifKiCHI BUMaAK¥M TPUBAIUX (IPOTAroM MicsliB abo pOKiB), iHBalIiAN3yo0UNX Ta
MOTEHITIHO HeOOOPOTHUX CePHO3HMX MOOIYHUX peaklliif, 10 BIJIMBAIA Ha Pi3Hi, iHOmi mekinmbka
CHCTEM OpraHi3aMy (CKejeTHO-M I30BYy, HEPBOBY, IICUXiUHY Ta OpTaHiB YyTTS) y MAlli€HTIB, AKi
3aCTOCOBYBAJIU XiHOJIOHU Ta (TOPXiHOJIOHM, He3aleXKHO Bif BiKy IallieHTa Ta iCHyI04YuX (pakTOpiB
pu3uKy. Crifg HeraiHO NPUIUHUTUA 3aCTOCYBaHHS MOKCH(IOKCALUHY IIPU PO3BUTKY MEPLIAX
CUMIITOMIB Oy[Ib-5IKOI Cepi03HO1 MOOiYHOI peakilil, malieHTaM CIIif MOPafuTH 3BEePHYTHUCS 3a
KOHCYJIbTAIli€l0 00 JIiKaps.

[TepudepnyHa HelponaTis

Y narieHTiB, SKi OTpHMYyBalIu XiHOJIOHU Ta QTOPXiHOJIOHU OYyJIM 3apeEeCTPOBaHi BUMIAaOKU CEHCOPHOI
ab0 CeHCOMOTOPHOI IMoIiHeNpoIarii, 10 MPU3BOOUTH A0 IapecTesil, rimectesii, gusecrtesii abo
cnabkocrti. [TarieHTaM, sKi 3aCTOCOBYIOTh MOKCHU(IOKCALMH, PEKOMEHIYETHCS MOBIIOMIIATH JIiKapio
IIPO PO3BUTOK B HUX TAKWUX CUMIITOMIB HeWpomarii, IK 6ifb, Me4iHHS, TOKOJIOBaHHS, OHIMIHHS a60
cnabKicTh, epPII HiXK IPOIOBXKYBATH JIIKyBaHHS, [JIS TIONEPEXKEHHS PO3BUTKY MOTEHIIINHO
Heo0OPOTHUX CTaHiB (OuB. po3min «I1o6iuHi peakirii»).

Peakiiii 3 60Ky ncuxiku

[NcuxiyHi peakil MOXyTh BUHUKATH HaBITh MiC/ISI MEPIIOT0 3aCTOCYBaHHS (TOPXIHOJIOHIB,
BKJIIOYal0Y¥ MOKCH(IOKCAIMH. Y PiAKICHUX BUIIafKaX OeNpecis YM IMCUXiYHiI peaklilil IporpecyBaiu
10 PO3BUTKY CYillMOANbHUAX TYMOK i TaKUX IIPOSIBiB caMoarpecii, Sk cimpodu caMoryocTBa (AuB. PO3Misn
«ITo6iuHi peakiiii»). fIKIIO y nalieHTa PO3BUBAIOTHCS TaKi peakilii, TiKyBaHHS MOKCH]IIOKCAITHOM
CJIi[l IPUNVHUTY Ta BXKUTHU BigNOBiAHUX 3axo0fiB. HeoOximHO moTpuMyBaTucs 06epekHOCTI,
IpU3HaYalyu MOKCUGIOKCAIMH TallieHTaM, 3 IICUXiYHUMM 3aXBOPIOBAHHSIMU B aHaMHe3i abo 3
HasBHICTIO TAKUX HUHI.

[liapes, acolrifioBaHa i3 3aCTOCYBaHHIM aHTHOIOTHKIB, BKIIIOYAIOYHN KOTIT

Bunapku miapei, acorifioBaHoi i3 3acTocyBaHHSIM aHTHOiOTHKIB (AA]L), Ta KOJITYy, acOIif0BaHOTO i3
3aCcTOCyBaHHSIM aHTHOiIOTHKIB (AAK), BK/TIOUa0uy IICeBOoMeMOPaHO3HUH KOJIIT Ta fiapero,
aconitoBany 3 Clostridium difficile, cnocTepiranucs y 3B’43KYy i3 3aCTOCYBaHHIM aHTHOIOTUKIB
IIMPOKOTO CIEKTPa [il, B TOMY 4MCJIi MOKCHU(]IoKcauuHy. CTymiHb IPOSIBY LIUX SBUIL MOXKE
KOJIMBATUCS Biff miapel JI€TKOTO CTyIeHs A0 KOJITy 3 JIeTaJlbHUM HacligkoM. ToMy BaxKIuBO
BpPaxOByBaTX UMOBIPHICTh TAKOTO [iarHO3y y MAlli€HTIB, y IKUX Iif Yac abo micis 3aCTOCYyBaHHS
MOKCcU(]IIOKCAIUHy PO3BUBAETLCS TAXKKa miapes. [Ipu migo3pioBaHit abo mipgTBepaxeHin AAJL a6o
AAK nikyBaHHS i3 3aCTOCYBaHHSM IIPOTUMIKPOOHUX 3ac0o0iB, BKITIOYAl0Yd MOKCU(IIOKCAIUH, CITi
IPUIIMHUTH Ta HeTaWHO PO3MOYATH BifiMOBiAHI TepameBTUYHI 3axoau. KpiM 1mboro, HeoOXiqHO BXKUTHU
BiOIIOBiAHMX 3aXOMiB, CIIPSIMOBAHKX Ha KOHTPOIL iH(DeKIIil, 3 MeT0I0 3HMXKEHHS PU3UKY 11 IIepefayi.
[TamienTaM, y IKUX PO3BUBAETHCS TSAXKKa Oiapes, IPOTUIIOKA3aHi IIpenapaTy, 10 IPUTHIYYIOTh
[IePUCTaIbTUKY.



[TarieHTH, XBOPi Ha TSAXKKY MiaCTEHi0

MoxkcudrokcanuH ciig 3 00epexkHiCTI0 3aCTOCOBYBATH ITallieHTaM 3 TSIKKO0I0 MiacTeHielo (myasthenia
gravis), OCKiJIbKM 11 CUMIITOMH MOXKYTb ITIOCUIIOBATUCS.

3amarieHHd CYXOXKMIKA Ta PO3PUB CYXOXKHUIIKIB

[Tig gyac Teparmil xiHoToHaMu Ta GTOPXiHOJIOHAMK MOXKYTh CIIOCTEPIraTHCS 3arajeHHs Ta PO3PUBU
CYXOXKUJIKiB (0COONIKBO, ane He 00MeXKYyI0UHCh, aXiJIZIOBOTO CyX0XKMIKa), iHOM1 - ABOCTOPOHHI, II10
PO3BUBAIOTHCS HABITh IPOTATOM 48 rofuH MiCIsd MOYaTKY JIiKyBaHHS 1 MOXKYTh TPUBATH HaBITh
BIIPOAOBXK HEKITbKOX MICALIB MiC/d IPUNIUHEHHS JIIKyBaHHA (OUB. po3ninu «[IpoTunoka3aHHsa» Ta
«ITo6iuHi peakirii»). PU3UK TEHOUHITY Ta PO3PUBY CYXOKUJIKIB IMiABUINYETHCS Y MAIli€HTIB TITHLOTO
BiKy, IIaIli€HTIB i3 HUPKOBOI HEJOCTATHICTIO, ITAlli€HTIB 3 TPAHCIJIaHTaTaMU COJIiIHUX OpraHiB Ta y
XBOPUX, SKi OTPUMYIOTh CYIYTHE JIIKyBaHHS KOPTUKOCTEpOifamMu. ToMy CIIifi yHUKATH OHOYACHOTO
3aCTOCyBaHHS i3 KOPTUKOCTEPOIgaMH.

[Tpu mosIBi ePIIMX CUMIITOMIB TEHAUHITY (Hanpukiap 6omicHoro HabpsikaHHsA abo 3amaneHHs)
3aCTOCYBaHHST MOKCU(IOKCAIIMHY CJIif] IPUMMHUTH Ta PO3ITJISHYTH albTePHATUBHY Tepario. [
YIIKOIKeHOi(1X) KiHIiBKK(0K) CITifl pO3M0oYaTH BifMOBigHe JTiKyBaHHS (HAIpUKIIam, iMMo0imisalis).
[Ipy pO3BUTKY CHMIITOMIB TEHAMHOIATIl HE CIIifl 3aCTOCOBYBAaTH KOPTUKOCTEPOIH.

AHeBpH3Ma aOPTHU Ta PO3IIaPYBaHHSA CTIHKM a0pTH, PEerypriTallis/HeqoCTaTHICTh KIalaHiB cepis

EnigeMiosnoriuni gocnigKeHHs CBifYaTh IPO MiABUINEHUN PU3UK aHEBPU3MU a0PTU Ta PO3LIapyBaHHS
CTiHKM aOpPTH, 0COOIMBO ¥ MALi€HTIB JTiITHHOTO BiKy, Ta PO3BUTKY perypriralil Ha aopTaJbHOMY i
MiTpaJbHOMY KJlallaHaXx IIiCjIsg 3aCTOCYyBaHHS (PTOpxiHOMOHIB. [10BifOMIIAI0CS PO PigKiCHI BUNIAAKU
aHEBPU3MH aOpTH Ta PO3IIapyBaHHS CTiHKU aOPTH, iHOAI YCKIafHEHI pO3PKUBOM (Y TOMY YHCIIi
JleTalbHUM), @ TAKOXK PerypriTanii/HegocTaTHOCTI Oyab-IKOT0 3 KJlallaHiB ceplis y Malli€eHTiB, AKi
3aCcTOCOBYyBanu GTopxiHOIOHU (OuB. po3xmin «[1o6iuHi peakii»). ToMy (pTOPXiHOIOHHU CIIif
3aCTOCOBYBATH JIUIIIE IIiCJISl PeTeIbHOI OI[iIHKY CIiBBIHOLIEHHS KOPUCTH/PU3HK Ta PO3TTIALY iHIIUX
TepaleBTUYHUX MOXKJINBOCTEH IJIS MAlliCHTiB 3 aHeBPU3MOI0 ab0 BPOKEHO0 Bagoi0 CEPIIEBOT0
KJIallaHa B aHAMHE31 4¥ [IJIs MallieHTiB i3 miarHOCTOBaHOI0 aHEeBPHU3MOI0 aOPTHU Ta/abo
po3lIapyBaHHAM CTIHKY aOpTHU YU 3aXBOPIOBAHHAM CepLIEBUX KJIallaHIB, a TAKOXK 3a HagBHOCTI IHIINUX
(daxTopiB pu3uKy abo CTaHiB, 10 CIPUSIOTh PO3BUTKY i aHEBPU3MH aOPTH Ta PO3LIApyBaHHS CTiHKH
aopTy, i perypriTaril/HefOCTaTHOCTI KJlallaHiB ceplid (HaIpuKiIaf, IOPYLUIeHHS CIIOIYYHOl TKaHUHH,
Taki K cuHapoM MapdaHna abo Backynsipuui cuanpoM Exmnepca - [laHmoca, cungpoM TepHepa,
xBopoOa bexueTa, apTepiasibHa rinepTeH3isi, peBMaTOIIHUM apTPUT) a00 TaKOXK aHEBPU3MHU a0OpPTH Ta
ii po3mIapyBaHHS (HaNpuKia, CyAXHHI po3naay, Taki K apTepilT Takasicy a0o riraHTOKJIITUHHUN
apTepiit, abo Bimomui aTepockiepos, abo curaapom Illerpena), abo Takox
peryprirarii/HeloCTaTHOCTi KanaHiB cepus (Hanpuknaf, iHQeKIiiHui eHI0KapauT).

Pu3WK PO3BUTKY aHEBPU3MHU i Po3IIapyBaHHS CTiHKU aOPTH, @ TaKOXK IX PO3PUBY MOXKe OyTH
IiABUIIEHUY Y MAI[i€HTIB, IKi OTPUMYIOTh OMHOYACHY TePallil0 CHCTEMHUMU KOPTUKOCTEPOITaMHu.

Y pa3i BUHUKHEHHS panToBoro abmomiHambHOTO 605110, 000 y TPyAsSX abo CIHMHI nallieHTaM CJIif
HeraHO 3BEPHYTUCS OO JIiKaps 3a HeBiAKIagHOK JOMIOMOTOI0.

[TamienTaM ciig peKOMeHAyBaTH HeraiHo 3BEPHYTUCS 3a MEAUYHOI0 AOIIOMOI010 ¥ pa3i IosiBU
TOCTPOI 3aQUIIKY, TPUCKOPEHOTO CepreduTTs abo PO3BUTKY HAOPSKY XKMBOTA UM HUXKHIX KiHIIiBOK.

[NanieHTH 3 MOPYIIeHHAM (QYHKITI HUDOK

[TamieHTaM JiTHBOTO BiKY, SIKi MalOTh po3nagu 3 60Ky HUPOK, CJIifl 3 00epekHICTIO MpU3HadyaTh



MOKCHUGIOKCAIMH, SKIIO BOHU HE CIIPOMOXKHI MiITPUMYBaTH HaJeXHUN 00'€M PigUHU B OpraHiami,
OCKilTbKY 3HEBOIHEHHS 30i/bIllye pU3UK BUHUKHEHHSI HUPKOBOI HEJOCTATHOCTI.

[MopyienHs 3 60Ky OpraHiB 30py

Y pagzi noripmenHs 30py a6o 6yAb-SKOTO BIJIUBY Ha OpraHu 30py HeoOXigHO HeraHO 3BEPHYTHUCS 3a
KOHCYTIbTAIli€l0 10 MiKaps-ohTanbMosora (QuB. po3hinyu «30aTHICTh BIJIMBATH Ha IMIBUAKICTh peakilii
P KepyBaHHi aBTOTpaHCIIOpTOM abo poOoTi 3 iHmMMu MexaHiaMamu», «I106iyHi peakiii»).

[uCcrioikeMisa

4K i mpu 3acToCyBaHHI BCix PTOPXiHOMOHIB, Mif Yac JTiKyBaHHS MOKCHA(]IIOKCAIIMHOM IIOBiIOMIISAIOCS
IIPO BUNAAKU BiIXUJIEHHS Bil HOPMU ITOKa3HUKIB TJII0KO3U KPOBI, K y BUTJIAA] TiMIOTIiKeMil, TaK iy
dopmi rinepriikemii (nuB. po3gin «I1ob6iuHi peakiii»). [JucriikeMis po3BuBanacs nepeBaxHo y
TAIliEHTIB JIITHROTO BiKYy, XBOPUX Ha fiabeT, sIKi OTpUMYyBaii OMHOYACHO 3 JIiKYBaHHSIM
MOKCU(IOKCAllMHOM IIepopasbHi rinorjaikeMiuHi 3aco0u (Hampukiag cyabGoHincevyoBuHy) abo
incymnid. [ToBimoMsnocs Ipo BUMAAKHU TillOT/IiKeMiuHOi KoMu. XBOPUM Ha IyKpOBUH fiabeT
PEKOMEHYEThCA PETEIbHO KOHTPOJIIOBATU PiBEHb I'JIIOKO3U B KPOBI.

[IpodinakTka peakiriii poTocerHcubimizartii

[Tig yac 3acTocyBaHHS XiHOJIOHIB y MAIli€EHTiB peeCTpPyBaIucs peakilil ¢poTtoceHcubinizanii. OfHaK, 3a
NaHUMHU JOCITi?KeHb, IIPU 3aCTOCYyBaHHI MOKCUGIOKCAIIMHY PU3UK iHAYKIII peakiiii ¢poTo-
ceHcubimnizanii COHTYHOT0 BUIPOMIHIOBAaHHS YU yNIbTPadioIeTOBOrO OIPOMiHIOBaHHS IPOTITOM
JIIKyBaHHS MOKCH(DIIOKCALITHOM.

[NamienTty 3 medbilliTOM TII0K030-6-bochaT-gerinporeHasu

[TanieHTH 3 HEAOCTATHICTIO aKTUBHOCTI I'JTI0K030-6-pocdaT-gerinporeHasy, a TaKoX Malli€HTH, ¥ SKUX
I IaTOJIOTiSl € B POOUHHOMY aHaMHe3l, CXUJIbHI 10 PO3BUTKY T'eMOJIITUYHUX peaKlid mifl yac
NiKyBaHHS XiHOJOHaAMU. TakKuM YMHOM, MOKCH(DIIOKCALIMH CJIifl 32aCTOCOBYBAaTHU 3 00€PeXHICTIO ITiii
KaTeropil maiieHTis.

3ananeHHS TKaHWH B [lepiapTepiadbHil 30Hi

Moxkcudnokcanus, po34uH s iHQy3ill, TpU3HaUYeHUY BUKITIOYHO 71 BHYTPIITHEOBEHHOTO
3acTtocyBaHHs. Crif yHUKaTH iHTpaapTepiaJbHOTO BBEAEHHS, OCKIJIbKY B AOKITIHIYHUX JOCITIIXKEHHIX
IIpU TaKoMy c1ioco0i BBe[IeHHS CIIOCTepiranocs 3amnajeHHs TKaHUH B IlepiapTepianbHii 30Hi.

[NamienTy 3i cnennbiYHUMYU YCKIagHEeHNMHU iHGEKLiIMY MKipY Ta MigIIKipHOL KIiTKOBUHU

KniniyHa epeKTHUBHICTh 3aCTOCYBaHHS MOKCU(IOKCALMHY IIPY JIIKyBaHHI TSIXKUX 1HPEKIH,
IIOB’sI3aHUX 3 OIiKaMu, GaciuTy Ta iHpiKoBaHOI HiaOETHYHOI CTOIH, 110 CYIPOBOOKYETHCS
OCTEOMIi€eJIiTOM, He BCTAaHOBJIEHA.

Bonus Ha 6iojorivusi Tectu

Moxkcudnokcali MOXKe BIJIMBaTH Ha Pe3yIbTaTU aHalli3y Ha HasBHICTb Mycobacterium spp.
IIJISXOM IIPUTHIYeHHS MiKoOaKTepiaJIbHOT'0 POCTY, 110, Y CBOIO Yepry, MOxKe IIPU3BECTH [I0
XUOHOHETaTUBHUX PE3YIIbTATIB Y XBOPHUX, SIKi MpUMaloTh MOKCUGIOKCAIMH.



[TartienTy 3 iHMEKITiIMY, BUKITUKAaHUMU METUIIUTIHOPE3UCTEHTHUM 30JI0TUCTUM CTa(iTOKOKOM
(MRSA)

Moxkcudnokcanud He peKOMEHOYEThCS 15 JIiKyBaHHS iHGEKIIiN, CIPUYNHEHUX MEeTUIUITiH-
pe3ucrentHUM Staphylococcus aureus (MRSA). ITpu HasgBHOCTI mimo3pu abo migTBepAXKeHHS 00
ingexuii, BuknuKanoi MRSA, HeoOXigHO po3moyYaTy JTiKyBaHHS BilIIOBIIHUM aHTHOAKTEePiaTbHUM
mpemnapaToM (OuB. po3min «PapMaKomuHaMiKa»).

IadopMallis Ipo DONOMiXKHI PEYOBUHU

Llei#t mikapchbkuit 3aci6 Mictuth 787 Mr (mpubnau3Ho 34 MKMOJIb) HATPi0 B OMHOMY (JIaKOHi, I10
micTuTh 250 M1 po3uuHy O iHGYy3il, 1m0 ekBiBaneHTHO 39,35 % MakcuMasnbHOI fO60BOI 103U
HaTpio (2 r) 3rimHo 3 pekoMeHaaltismMu BOO3 mist mopociol M0OuHM.

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

Beameka 3acTocyBaHHS MOKCU(IOKCALMHY Y IIepiof BariTHOCTI y TIOAWHU He BUBUeHA. Pe3ymbTaTi
OOCHiAKEeHb Ha TBapMHAX BKa3ylOTh Ha PENPOOYKTHBHY TOKCUUHICTH (AuB. po3ain «dapmMakosIoriyHi
BJTIaCTUBOCTI»). [IOTEHLINHUYI PU3UK A1 JIOOUHU HE BCTAHOBJIEHUU. 3 OT/ISINY Ha eKCIIePUMEHTaIbHO
BCTAHOBJIEHU! PU3UK IIKiOINBOI0 BIIMBY (QTOPXiHOIOHIB Ha XPAILi, SKi HECYyTh OCHOBHE
HaBaHTaXKEHHS, y CTAaTEBOHE3PiIMX TBAPUH Ta BPaxXxOBYIOUM PO3BUTOK 000OPOTHUX ypaxKeHb CYTriIo0iB y
OiTel, IKi OTPUMYBaJIM JIiKyBaHHS OesIKUMU (QTOPXiHOJTOHAMH, MOKCU(DIIOKCALH He CJIif Ipu3HadaTh
BariTHUM XiHKaM (OuB. po3min «IIpoTunokasaHHI»).

l'ogyBaHHd TPYANI0

HeMae maHux 1110710 3aCTOCYBaHHS IIpelapaTy y lepiof ronyBaHHA I'PYAI0 V XKIiHOK. Pe3ynsTaTu
OOKJIIHIYHUX OOCiAXKEeHb CBIYaTh, 110 HEBeJIMKa KiJIbKiCTh MOKCU(IOKCALIMHY IIDOHUKAE Y TPyOHE
MOJIOKO. Y 3B’93KY i3 BiICYTHICTIO JaHUX LIOAO BIIJINBY Ha HEMOBJIAT, IKMX FOAYIOTh TPYANI0, Ta
BPaXOBYIOUM €KCIIEPUMEHTAIbHUM PU3UK IIKIATUBOTO BINTUBY (PTOPXiHOJIOHY Ha XPSIIi
CTaTEBOHE3PIINX TBApUH, 110 HECYTh OCHOBHE HaBaHTaXEHHS, TOAYBaHHS IPYANI0 IPOTUIIOKa3aHe
IIig 9ac JiKyBaHHS MOKCH(IOKCAIMHOM (OuB. po3ain «[IpoTUioKa3aHHS»).

D®epTUNLHICTD

IocmimKeHHS Ha TBApUHAX He BUSBUIIM BIIUBY Ha PepPTUILHICTD (AUB. po3min «PapMaKoJIOTiuHi
BJIACTUBOCTI»).

30amuicmb eniueamu Ha weudKicmb peakuyii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexXaHizMamu.

IocmigXeHHs BIIMBY MOKCU(MIOKCALIMHY Ha 3MaTHICTh KEPYBaTH aBTOTPAHCIIOPTOM Ta IIPalfoBaTH 3
MeXxaHi3MaMu He npoBogunucs. [Ipote GTOpXiHOIOHY, BKTI0OYAl0UYU MOKCU(IOKCALUH, MOXKYTh
BIIJIUBATH HA IIBUOKICTh peakilil Mpu KepyBaHHiI aBTOTPaHCIIOPTOM abo poboTi 3 iHIIUMHU
MexaHi3MaMy, CIPUYUHSIOYN peakllii 3 00Ky LleHTpaIbHOI HEPBOBOI CHCTEMU (HaIllpUKIaL



3araMOpOYeHHS, TOCTPY THMYacoBY BTpaTy 30py) abo roCcTPy Ta KOPOTKOTPUBAJY BTpaTy CBifOMOCTi
(HemmpuTOMHICTB) (OuB. po3nin «ITo6iuni peakuii»). [TalieHTaM PEKOMEHOYETLCS IIEPEBIPUTH CBOIO
peaxiito Ha MOKCUGIIOKCAIH Tepef TUM, SK KepyBaTH aBTOTPAHCIIOPTOM abo ImpalloBaTy 3 iHIIUMU
MeXaHi3MaMHu.

Cnoci6 3acmocyeaHHss ma do3u.

EO3YBaHHH

PexomeHpoBaHUi pexkuM go3yBaHHS 400 Mr MoKcudIOKCcaIlMHy vy BUTIAAI iHGy3ii 1 pa3 Ha mo0by.

[TouaTKOBa BHYTPIllTHEOBEHHA TepaIis MoxKe OyTH ITPOAOBXKEHA IIJITXOM IIEPOPAIbHOTO
3acTocyBaHHS TabneToK MoKcudnokcanuay 400 Mr 3a yMOBY HasIBHOCTI KJTiHIYHUX ITOKa3aHb.

Y xomi KNiHIYHUX HOCTifXKeHb OiNbIIiCTh MallieHTiB Iepexoausia Ha IepopaabHUM IIUISTX 3aCTOCYBaHHS
MOKCU(IOKCALMHY IPOTSATOM 4 OHIB (HerocmiTaabHa MHEBMOHisA) abo 6 gHiB (ycKnagHeHi iHQeKITiiHi
3aXBOPIOBaHHS LIKipU Ta MiAMKIPHUX TKaHWH). PeKOMeHI0BaHa 3arajbHa TPUBAMICTh
BHYTPIITHEOBEHHOT' 0 Ta II€POPAJIbHOTO JIIKyBaHHS CTAHOBUTH 7/-14 OHIB [y HETOCHiTalIbHUX
IIHEBMOHiY Ta 7-21 meHb 05 YCKIagHeHuX iHQeKIIiNHUX 3aXBOPIOBaHb IIKipY Ta MigIIKipHUX TKaHUH.

Cnoci6 3acToCcyBaHHS

[TpemapaT BBOAUTH BHYTPIIITHLOBEHHO Y BUTIsAMI Oe3nepepBHOl iHdYy3il TpUBasicTIO He MeHIIIe
60 xB (TakoX [uB. po3xin «Oco6IMBOCTI 3aCTOCYBAHHS»).

3a HasIBHOCTI IT0OKa3aHb, PO34MH [7g iH(Y3il MOKHa BBOOUTU dyepe3 T-nmomiOHuM KaTeTep pa3oM i3
cyMicHUMU iHGY3iiHUMYU po3ynHaMu (AuB. Po3min «OcobnuBi 3axony 6e3meKn»).

IopyweHHA GYHKUIT HUPOK/NeYiHKU

[MTauieHTH, sIKi MalOTh MOPYIIEHHS QYHKIIII HUPOK Biff TIETKOTO [I0 TSXKKOT0 CTYIEHs, Ta MalliEeHTH, SIKi
nmepe0yBalOTh Ha XPOHIYHOMY [iasi3i, HallpUKJIIaf Ti, XTO TPOXOAUTh TEMO/iali3 Ta JOBTOTPHUBAIUM
aM0ynaTOpHUY MEepUTOHeaIbHUM fiani3, He ToTpeOyoTh KOpeKiil 1031 (6inbll JOK/IafHO JUB. ¥
po3nini «®apMaKoIOoTiuyHi BIaCTUBOCTI»).

CTOCOBHO TALIi€HTIB i3 MOPYIIeHHSAM (DYHKIII1 TeYiHKU JOCTaTHLOI iHdopMallil HeMae (IUB. PO3MLN
«IIpoTunoKa3aHHsg»).

IHwi ocobausi epynu nauieHmia

[TamieHTH JIITHROTO BiKYy Ta XBOPi 31 3HUKEHOIO MACOIO Tijla He MOTPeOyITh KOPEKITii J03H.

Himu.

Y 3B’3Ky 3 HEraTUBHUM BIJIMBOM Ha XPSIIli MOJIOAUX TBapUH (OuB. po3ain «PapmMaKoiIoriyHi
BJIACTHBOCTi») 3aCTOCYBaHHS MOKCU(IOKCALMHY AiTAM (BikoM 0 18 poKiB) mpoTUioKa3aHe (OUB.
po3pin «[IpoTunoka3aHHs»).

EdekTuBHICTh Ta 6e3neKa 3aCTOCYyBaHHS MOKCH(]IIOKCALIMHY [AiTSIM Ta MifAJiTKaM He BCTAHOBJIEHI
(muB. po3min «IIpoTUnoKa3aHHI»).



Ilepedo3yeaHHA1.

He pexomMeH0BaHO IPOBOAUTH CIleljia/ibHi 3aX0AU IICJIs BUIIAJKOBOTO IepPefo3yBaHHd. Y
pa3si nepeno3yBaHHS IPOBOAATH CUMIITOMaTAYHE JIiKyBaHHSA. OCKiJIbKY MOXKIIMBE
nopoBxkeHHs iHTepBany QT, moTpiben EKI-moniTopunr. OmHOYacHe 3aCTOCYBaHHS
aKTUBOBAHOTI'0 BYTisA i3 mo3010 Mokcudmokcauuny 400 mr, 1mo Oya BBefleHa TepopabHO
a00 BHYTPIIIHLOBEHHO, 3MEHIIYE CUCTEMHY 0i0IOCTYIHICTh JTiKapchKOTro 3aco0y Ha moHas 80
% ab0 20 % BigmosigHO. [IpHiioM aKTHBOBAHOIO BYTI/IA Ha [T0YATKOBIiM cTazil abcopOil
MoxKe OyTH e(eKTUBHOIO TPOQiNaKTUKOIO HAMIJIMIIKOBOTO 30i/IbIlIeHHS CUCTEMHOI €KCIIO3UIIil
MOKCHU(DIIOKCALMHY y pa3i Iepefo3yBaHHs MiC/Is MepoPaabHOr0 MPUINOMY JTiIKapChKOT 0
3aco0y.

ITo6iuHi peakuii.

HaBepeni Huxk4e mobiyHi peakiil criocTepiranucs y Xofi KIiHIYHIX AOCTiAKEHb Ta ¥
mic/sIpeecTpalliiHui mepion 3aCcToCyBaHHS MOKCHU(IoKcauHy B 0o3i 400 Mr Ha goly (nuiie
BHYTpIIIHbOBEHHA Tepallisi, CTymiHYacTa [BHYTpIlIHbOBEHHA/ TepopaibHa] Ta nepopanbHa). [To6iuni
peaxkiil knacudikoBaHO 3a IX YaCTOTOIO.

Bci mo6iyni peakiiii, 3a BUHITKOM HYIOTH Ta Aiapel, CiocTepiraaucs 3 4acToTo MeHIe 3 %.

B KoxHi rpymni HebaXaHi fBUIla BU3HAUEH] Y TOPSAOKY 3MEHIIEeHH 1X TAKKOCTi. YacToTa BU3HaYeHa
TaKuM 4uHOM: YacTi (=1/100, <1/10), HeuacTi (=1/1000, <1/100), moomuuoki (=1/10000, <1/1000),
pigkicHi (<1/10000), HeBimoMO (He MOXKHa OLIIHUTH Ha OCHOBI JOCTYIIHUX JAHUX).

Knacu cuctem Jacri Heuacri [ToomuHOKI PinkicHi Hesigomo
opraHiB
[adekuii Ta inBazii  |cymepirdexkuii,

1OB’g3aHi 3
[De3UCTEHTHUMU
GakTepismu abo
rprOKaMu, HallpUKITa/
opanbHUM Ta
BariHaMIbHUN
[KaHIKI03

3 60Ky KpOBOHOC-HOI aHeMis, TeKOIIeHis, HeUTpOIleHid, MinBUIIEHHS PiBHS

Ta niMdaTUy-HOI TPOMOOIIUTOTIEHI, mpPoTPOMOiHy/

cucTeM TpoMOoIUTEMIsT, €03MHODITis, 3meniIenus MHB,
TOJJOBXKEHHS IIPOTPOMOIHOBOTO QrpaHyJIOLUTO3,

[uacy/36inbmensss MHB MMAHIUTOIEHis




3 60Ky iMyHHOI
cucTeMu

anmeprivHi peakii (DUB. po3min
«OCOOIUBOCTI 3aCTOCYBaHHS»)

aHadinakcis,
BKJIIOYAIOYY Y
[PiOKiCHUX BUIagKax
0K, ITI0 3aTPOXKY€E
DKUTTIO (TUB. PO3MiN
«Oco6IUBOCTI
3aCTOCYBaHHS»),
anepriunuit HaOpsK/
QHTiOHEBPOTUY-HUN
HaOpsK (BKIIIOYAI0YU
HaOpsIK rOpTaHi, [0
TOTEHLIKHO 3arPOXKye
PKUTTIO (DUB. PO3MiN

«Oco6muBOCTi
3aCTOCYBaHHS»)

EHIOKPUH-HI po3nafu CHHOPOM
HeameKBaTHOL
cekperrii
QHTUOIyPEeTUY-HOTO
ropmory (CHCAIT)

[TopymeHHS rineprinigeMis rinepriikeMis, rirmorikeMis,

MeTaboTi3-My Ta rinepypukeMis rinorimikeMiuHa

xapuyBaHHS [koma

[cuxiuni po3magu*

[peax1iil CTpUBOKEHOCTI,
i TBUIIEHHS TICUXOMOTOPHOI
AKTHBHOCTI/ 30yMKEeHHS

MabibHICTh HACTPOIO,
menpecis (y pigkicHuX
BUTIaIKaX 3 MOXKIIUBOIO|
camoarpeciero, Imo
MIPOSIBIISIETHCS SIK
cyinupaneHi inei/
myMK# 200 cripo6u
camory6cTBa) (BUB.
po3min «OcobmuBoCTi
3aCTOCYBaHHS»),
rasTIoIMHALl, meripii

mernepcoHai3a-1is,
TICUXOTUYHI peakiii
(3 MOXKJTUBOIO
camoarpecieio, 1110
POSIBIISIETHCS SIK
cyinupaneHi inei/
InymMKu a6o cripobu
camory6cTBa) (EUB.
[po3min
«Oco6muBOCTi
3aCTOCYBaHHS»)

3 60Ky HEPBOBOI
cucTemu*

T0JI0OBHUM Oif1b,
3arTaMOpPOYeHHS

mapecTesii/ mu3ecTesii,
MOPYIIEHHS CMaKy (BKII0OYa0uu
areB3il0 y PigKiCHUX BUNAKax),
CIITyTaHICTh CBIOMOCTI Ta BTparta
opieHTarii, posnagu cHy
(mepeBaxHO iHCOMHIs), TpeMop,
BEPTUTO, COHJIUBICTh

rimecre3sis,
TOPYIIEHHS HIOXY
(BKJIIOUAIOYH BTPATY
HIOXY), TQTOJIOTiYHi
CHOBHIIHHS,
TOPYILIEeHHS
KOOpOMHAIIL
(BKJII0YAI0YY pO3Jiaf
XOOu BHACIIZOK
3amaMoOpoYeHHs abo
BEPTUTO), CYLOMHI
Hamnany (y ToMy YuCi
grand mal Hanagy)
(ouB. po3min
«Oco0muBOCTL
3aCTOCYBaHHS»),
[TOpYIIEHHS yBary,
[pO37Ta] MOBJIEHHS,
amHe3id,
mepubepuyHa
Helponaris Ta
moJTiHenponaris

rimepecresis

3 GoKy opraHiB 30py*

TOpYIIEHHS 30PY, BKIII0OYA4X
MUIITIOIII0 Ta PO3MUTICTH 30py
(0co6MBO mif 9ac peakuii 3 60Ky
LTHC) (muB. po3minm «Oco6muBOCTi
3aCTOCYBaHHS»)

boTodhobist

TPaH3UTOPHA
BTpaTa 30py
(oco6nuBoO Tig yac
[peakiii 3 60Ky
[THC) (ouB. po3pinu
«Oco6mIuBOCTI
3aCTOCYBaHHS»,
«3maTHICThb
BIIIMBATH Ha
IITBMIKICTh PeaKIIii
Ipy KepyBaHHI
@BTOTPAHCIIOPTOM
200 iHIIUMHI
IMexaHi3MaMu»),
yBeiT Ta
GinaTepambHa
rocTpa
TpaHCiTIOMiHaIiSg
[palinyKK# (OUB.
D030
«Oco6IuBOCTI
3aCTOCYBaHHS»)




3 60Ky opraHiB ciIyxy
Ta BeCTUOY-TISIPHOTO
amapaty*

M3BiH y Byxax,
[IOPYIIEHHS CIyXy
BKJIIOYAI0YU TITYXOTY
(3a3BMuail 060POTHY)

3 60Ky cepus**

TOJOBXKEHHS
inTepsany QT y
XBOpUX i3
rimokamiemiero (Ous.
[po3ninu «IIpoTUIoKa-
BaHHS», «OCOOIUBOCTI
3aCTOCYBaHHS»)

monoBxeHHs iHTepBany QT (ous.
po3nin «Ocob6nuBoCTi
3aCTOCYBaHHS»), IOCUIIEHE
cepre6uTTs, Taxikapmis,
biOpunsLis mepemcepnsp,
CTeHOKapAis

[TTYHOYKOBL
TaxiapuT™il,
HEIIPUTOMHICTh
(HampuKIag rocTpa Ta
KOPOTKOTPHUBAIa
BTpaTa CBiZOMOCTI)

Hecmerdivni
apuTMmii, mipyeTHa
IITTYHOYKOBA
raxikapnis (torsade
de pointes) (ouB.
[po3min
«OcobmuBoCTi
3aCTOCYBaHHS»),
BYIHMHKA cepIist
(ouB. po3min

«OCco0MUBOCTL
3aCTOCYBaHHS»)
3 60Ky cymum** [Ba3omuIaTallis apTepianbHa BaCKYJIiT
rinepTeHsis,
rinoTeH3ig

3 6oKy muxanbHOL
cucTemu, rpynHOi
|KJIiTKY Ta opraHis
cepenoCTiH-HS

3amuInKa (BKIIOYAYU
ACTMATUYHUN CTaH)

3 60Ky IIITyHKOBO-
|[KHIIKOBOTO TPAKTY

HynoTa, G/TI0BaHHS,
Ginb y IIITyHKOBO-
|[KMIITKOBOMY TPaKTi Ta
[y YepeBHii
MOPOXKHUHI, fiapes

BHUKEHHS aIlleTUTY Ta 3MEeHIIEeHHS
BXKIBaHHS 1Ki, 3aII0p, OUCIIEINCis,
bnaTynentmis, ractpur,
MinBUIEHHS PiBHS aMinasu

micdarisi, CTOMaTHT,
acorriioBaHui i3
3aCTOCYBaHHSIM
QHTHOI0THKA KOJIT
(BKITIOYAIOYHU
rceBroMeMOpa-HO3HUH]
KOJIT, IO Y PiAKiCHUX
BHUIIaTKaX
acorriioBaHM i3
3arpO3TMBUMHE OJIS
DKUTTS YCKITQMHEHHSIM)
(muB. po3min

minBUIEHHS PiBHS Ginipy6iny,
[TTII (ramMarmytamin-
TPAHCIeNTHAA3M), TyKHOI
ibocdaTasu Kposi

«OCco0mUBOCTL
3aCTOCYBAHHS»)
TemaTo-6inmiapHi TiBUINEHHS PiBHSA mopymeHHs GYHKINI TediHKy PKOBTSIHULS, TenaTuT |bynpMiHaHTHUAN
TOpYIIEeHHS TpaHCaMiHa3 (BKJIIOYalO4M MifIBUIEHHS PiBHA  |(IepeBakHO relaThT, 0 MOXe
UIIT (;maKTaT-merigporeHasw)), XOTIeCTAaTUIHUM) MPU3BECTH 10

[DO3BUTKY
HeOe3meyHol aIst
DKVTTST TIEYiHKOBOI
HeIoCTaTHOCTI (IUB.
[po3min
«OCOoBIHBOCTI
3aCTOCYBaHHS»)

3 60Ky IIKipy Ta
mimkipHEOl
|KJTiTKOBUHHI

cBepOiXK, BUCUTIAHHS,
|[KpOIIUB’THKA, CYXiCTbh IIKipH

Oy1b03Hi MWKipHi
peaxtiii, Taki K
CHHIPOM

200 TOKCHYHUHK
eninepMabHUN
HeKpoi3 (1o
TIOTEHIIINHO
3aIrPOXKYIOTh
DKUTTIO) (OMB. PO3MiN
«OCco0mUBOCTL
3aCTOCYBaHHS»)

rocTpui reHepa-
1i3oBaHUM
leK3aHTe-MaTO3HUM]

CriBeHca-[IxoHCOHA|nycTynH03 (TEII)

3 60Ky OIOpHO-
[DyXO0BOi crcTEMH,
CIIOTy4HOI TKAHUHU*

apTpanris, Mianris

TeHOUHIT (IUB. PO3MiN
«Oco6IUBOCTI
3aCTOCYBaHHS»),
MTimBUIIIEHHS
M’s130BOT'O TOHYCY,
cymoMu M's13iB,
M’s130Ba CITa0KiCTh

[DO3PUB CYXOXKHUJIKIB
(ouB. po3min
«OCco0MUBOCTL
3aCTOCYBaHHS»),
apTpuTH,
TOCHUIIeHHS
[PUTITHOCTI M'A31B SK
cuMITOMY
myasthenia gravis
(muB. po3min
«Oco0mUBOCTL
3aCTOCYBaHHS»)

[pabmo-mioni3

3 GOKy HHPOK Ta
(Ce40-BUAUTEHOTO
TPaKTy

Imerigpararis

OpYyIIEeHHS QYHKII
HIPOK (BKITIOYA04U
36iTbIIEHHS PiBHS
@30Ty CEYOBUHU KPOBi
Ta KpeaTHHiHY),
HIPKOBa
HEeOOCTATHICTh (OUB.
po3min «Oco6muBOCTL

3aCTOCYBaHHS»)




3arasnpHi po3nagy Ta [peakuil y micui oraHe CaMOIIOYyTTs (IlepeBaxkHO [HaOPIK
cTaH MicIsa in’exnii Ta iHdys3ii acTeHiss ab0 BTOMIIOBA-HICTR), 60l
BBEIEHHSI* (BKTI04a0uy Gisb y CIUHI, rPyRHil
JIiTHi, Y OiAHII Ta3a Ta y
iHI[iBKaX), IIOCUJIEHE
oToBUAiNEeHHS, (TpoMb0-) dhebiT
micui iHy3il

* TIoBigOMIISITIOCS TIPO PifKiCHI BUIIaKK TPHBaIMX (IPOTATOM MicAIliB abo pOKiB), iHBaligu3yo0unux Ta
MOTEHITINHO HEOOOPOTHUX CEePHO3HUX MOOIYHUX peaklliii, 110 BIJIMBAIA Ha Pi3Hi, iHOMi meKinbKa
CHCTeM OpraHi3My Ta OpraHiB 4yTTS (BK/II0YAIOUYX TaKi peakllil K 3amajleHHs CyX0XKUIKIB, pO3PUB
CYXOXKWUJIKiB, apTpaJris, 6inb y KiHLliBKaX, IOPYIIeHHs X0OU, Helponaris, 0B s13aHa i3 mapecTesi€lo,
[enpecis, BTOM/IIOBaHICTh, IOPYIIEHHS [1aM AT, pO3JIafy CHY Ta IOPYIIEHHS CIIyXy, 30py, CMaKy Ta
HIOXY), V IIaIli€HTIB, IKi 3aCTOCOBYBAJIA XiHOJIOHU Ta (PTOPXiHOJIOHU HE3aJeXHO Bifl BIKy Ta iCHYIOUYUX
(daxTopiB pu3uKy (muB. po3min «OcoBIUBOCTI 3aCTOCYBAHHS»).

** TToBimOMIIAIOCS IPO PigKICHI BUNIAJKA aHEBPU3MU aOPTHU Ta PO3IIapyBaHHS CTIHKYW aOpTH, iHOMI
yCKJIafiHEeHi PO3pKBOM (y TOMY YHCJIi IeTaJlbHUM), & TAaKOXK perypriTalil/HeloCTaTHOCTI OyAb-IKOTO 3
KJIallaHiB ceplisl y MallieHTiB, gKi 3aCTOCOBYBanu GPTOPXiHOIOHYU (OUB. Po3ain «OcoO6nuBoCTi
3aCTOCYBaHHS»).

YacrtoTa PO3BUTKY HUXKYEHABEOEHUX e(beKTiB € BHUIIIOIO0 IIPH BHYTpiH.IHBOBeHHOMy IIJIsAXy BBEOEHHSA
IIpernapaTy 3 IMoOaJIbIIO IIEPOPATBEHOIO Tepaniefo abo 6e3 Takoi.

YacTo: migBUIlleHHS PiBHS raMMa-TIyTaMinTpaHc@epasH.

HeuacTo: mITyHOYKOBa TaxiapuTMis, TimoTeH3is, HabpsK, acoliiioBaHUM i3 3aCTOCYBaHHIM
aHTUOIOTHKA KOJIT (BKJIIOUal0uM IICeBAOMEeMOPAHO3HUY KOJIIT, V PiAKiICHUX BUIIaiKaX acoliiioBaHUM i3
3arpo3/IMBUMHU [OJIS XKUTTS YCKIAOHEHHSIMHU, OUB. Po3in «Oco0IMBOCTI 3aCTOCYBaHHS »), CyIOMHi
Hamanu (y ToMmy uucii grand mal vanagu) (ouB. po3min «Oco0nMMBOCTI 3aCTOCYBaHHS»), TaIIOIMHAL,
TIOpYyIIeHHs QYHKIlI HUPOK (BKITI0Yai0o4y 30iIbIIeHHS PiBHSA @30Ty CEUOBHHU KPOBi Ta KpeaTuHiHy),
HUPKOBa HEJOCTATHICTh (OUB. po3min «OcoONMMBOCTi 3aCTOCYBaHHS»).

Y pigkicHUX BUIIafKaX IiCys MiKyBaHHS iHIMMMU GTOPXiHOJIOHAMH TTOBiHOMIISIIOCS PO 1MoOiuHi
edexTH, AKi BIpOTiZHO MOXYTh TaK0XK BUHUKHYTH IIifl 4aC JIiKyBaHHS MOKCU(DIOKCALUHOM:
MigBUIIEHHS BHYTPIIIHBOYEPEHOT0 TUCKY (BKTI0YAKYH ilioNNaTUYHY BHYTPIIIHEOYEPETHY
rinepreHsiio), rinepHaTpieMis, rimepkKanblieMiss, reMoIiTUYHA aHeMis, peakilii poToceHncubinizarrii
(muB. po3min «OcoBIUBOCTI 3aCTOCYBAHHS»).

[ToBimomIeHHs PO Mimo3poBaHi Mo6iYHI peakirii

[ToBimoMIeHHS IIPO Migo3poBaHi MOOIYHI peakil Mic/ig peecTpaliil IpenapaTy € BaXIUBUMU. BoHu
[al0Th 3MOTY IIPOBOOUTH Oe3MepepBHUI MOHITOPUHT CIIiBBiTHOIIEHHS KOPUCTI Ta PU3UKY
3aCTOCYBaHHS JIiKapChKOro 3aco0y. IIpalliBHUKY CUCTEMH OXOPOHU 3[I0POB’S TOBUHHI IIOBIIOMISATH
npo Oynb-sKi migo3pioBaHi mobiyHi peaxiiii.

HecymicHicmo.

He moxHa BBOAUTH iHQY3iMHNY PO3YKMH MOKCU(IOKCALMHY OMHOYACHO 3 iHIIMMHA HECYMiCHUMH 3
HUM PO3YMHAaMHU, 10 SKUX HajlexkaThb: pO34YKH HaTpiwo xnopuny 10 %; po3uus HaTpito xmopuny 20 %;
PO34MH HaTpilo rifpokapboHaty 4,2 %; po3unH HaTpilo rifpokapboHaty 8,4 %.



Lle#t mikapchbKu# 3acib He CIif 3MilTyBaTH 3 iHIIKMHU ITperlapaTaMy, KpiM TUX, II0 3a3Ha4eHi y po3mini
«0co011Bi 3ax00u O€3MEKN».

Tepmin npudamuocmi.

5 POKiB.

YMoBu 30epiranHsi.

30epiratu B HEAOCTYIIHOMY IJISI OiTeW MicCIii.

30epiratu B CyXoMy, 3aXUIIeHOMY Bifl CBiT/Ia MicIli mpu Temnepartypi He Huxk4de 15 °C.
He 3amopoxyBatu.

[TpemapaT moBUHEH 30€piraTuCh B OpUTiHAIbHIN yIaKOBII.

VYnakoBka.

[To 250 mn po3uuny y ¢makoHax. [1o 1 ¢pnakoHy pa3oM 3 iHCTPYKIIEO A MEIUYHOTO 3aCTOCYBaHHS
B KapTOHHIN IMayIii.

Kareropis Bigmycky.

3a perenTom.

Bupo0OHuK.

Baiiep AT', HimeuyuyuHna / Bayer AG, Germany

Micue3HaxoIKeHHsI BHPOOHHKA Ta aipeca Miclsi IpoBaIXKeHHs HOro Tis/IbHOCTI.
Kaizep-Binsrensm-Anee, 51368, JleBepky3seH, Himeuunna/

Kaiser-Wilhelm-Allee, 51368, Leverkusen, Germany.



