IHCTPYKIIA
IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y
Modnakca®
(Moflaxa®)
Cknao:
ditoua pe4o8uHa: MOKCU(DIIOKCAIIH;
1 tabnetka mictTuth 400 Mr MOKCHGIOKCALMHY Y BUTTISIAI MOKCUDIIOKCAIIMHY TidpPOXIOPUIY;

donomidcHi peyoguHU: LIEJIF0JI03a MIKPOKPHUCTaJliyHa, HaTPit0 KpocKapMeso3a, Marti
cTeapar;

000JI0HKA: TimpoMeno3a, Makporos, Tutany giokcup (E 171), 3amisa okcup yepBouui (E 172).

Jlikapcbka ¢popma. TabneTKu, BKPUTI IIiBKOBOIO 000JIOHKOIO.

OcHo8HI (i3uKo-ximMiyHi 81acMuBOCMi: TEMHO-POXKEBI, BKPUTI IJTiIBKOBOIO 060I0HKOI0, TBOOIYKIIi,
KaIlCynomomioHi TabneTku.

dapMaKoTepaneBTHYHA Ipyma.

[TpoTuMikpoOHi 3ac00M [A7IT CUCTEMHOTO 3aCTOCyBaHHs. AHTHOaKTepianbHi 3ac00U IPyIy XiHONOHIB.

Kog ATX JO1M Al4.

dapmakonoziuHi e1acmueocmi.
dapmakoduHamika.

Mexani3M mil

Moxkcudnokcalut - 8-MeTOKCUGTOPXiHOTOHOBHUY 3aci0 i3 MMUPOKUM CIIEKTPOM OaKTEepHUIIUIHOI Ail. In
vitro Mmokcumokcauus eeKTUBHUY 00 6araTh0X IPaMIIO3UTUBHUX Ta 'PAMHETATUBHUX
MIKpOOpraHi3Mis.

BcTaHoBIeHO, 1110 MOKCU(DIIOKCAIlMH e(eKTUBHUM BiTHOCHO OaKTepili, CTiKUX 10 P-
JIJaKTaMHUX Ta MakKpOJIigHUX Ipernaparis.

BakTtepunuaHa mig MoKcu(pIOKCAllMHy CIIpU4YrHeHa iHribyBaHHAM 000X THUIIIB 11
tTonoizoMepasu ([ITHK-ripa3a Tta TomoizoMepasa IV), HeoOXigHUX Oys pertikarii,
TPaHCKpPHUIILii Ta BifHOBNIeHHS 6akTepianbHol [JHK.

BBaxaioTh, 1m0 C8-MeTOKCH 3aJIHIIOK CIPHUSE MOKPALIeHHIO0 aKTUBHOCTI Ta IMOCIa0III0E CeIeKIIii0



PE3UCTEHTHUX MYTaHTIB I'PaMIIO3UTHUBHUX OaKTepilt mopiBHSIHO 3 C8-H 3anumkom. HasBHiCTh
BEJIUKOT'0 UIMKII0aMiHOBOTO 3anuiKy B C-7 m0JI0KeHHi 3anmo0irae ak THBHOMY BiTOKY, IIOB’I3aHOMY
3 reHaMu norA a6o pmrA, sKi BUSIBIIEHO y JesIKUX IPaMIIO3UTUBHUX OaKTepill.

MoxcuokcalyH BOJIOMIE 3aJI€3KHOI0 Bifl KOHIIEHTpallil 6aKTePUIIMAHOI0 aKTUBHiCTI0. MiHimMamnbHi
OakTepuunHi KoueHTparii (MBK), siK mpaBuio, BiAmoBiga0Th MiHiMambHUM iHTiIOyI0UUM
KoHIleHTpanisaM (MIK).

BrniuB Ha KWITKOB J10 JTIIOOWHW

YV mBoX mOCTigKEHHSX 3a y4acCTI0 HOOPOBOJIBIIB MiCIIs TEPOPAIbHOTO 3aCTOCYBAHHS
MOKCH(DIIOKCAMHY Bii3HAYAIKCS HUKUYeHaBeleHi 3MiHM y KAIIKOBI (iopi. 3HMKYBaIach KilbKiCTh
E.coli, Bacillus spp., Enterococcus ta Klebsiella spp., a TaK0xK aHaepo0iB Bacteroides
vulgatus, Bifidobacterium spp., Eubacterium ta Peptostreptococcus. Crioctepiranocs
HigBUIIEeHHS KinbKocTi Bacteroides fragilis. KinmbKicTh BKa3aHUX BUIIE MiKPOOpPraHi3MiB moBepTaiacs
y MeXi HOPMHU YIIPOAOBXK OBOX TUXKHIB.

Pe3ucTeHTHICTD

MexaHi3Mu pe3UCTEHTHOCTI, 3@ PaXyHOK SIKUX iHAKTUBYIOTHCS MEHIUIIIHY, LedaloCIOPUHY,
aMiHOTJIiKO3UAM, MaKpOJIiiy i TeTpauuKIIiHY, He BIJINBAIOTh Ha aHTUOAKTepianbHy e(eKTUBHICTh
MOKcHuGIoKcaluHy. [HIIi MexaHi3Mu Pe3UCTEHTHOCTI, Taki 9K 6ap’epu MPOHUKHEHHS (MIOIIUPEH] y
Pseudomonas aeruginosa) Ta MexaHi3Mu BiITOKY, MOXYTb BIUIUBATH Ha YYTJIUBICTH 0
MOKCHU(DIIOKCALNHY.

®opMyBaHHS PE3UCTEHTHOCTI 10 MOKCU(MIIOKCALMHY in Vitro CIoCcTepiraau K MOCTYIIOBUH IPOIIEC,
SKMH TI0JIITa€ B TOYKOBUX MyTalisix 06ox Tumis II Tomoizomepasu: [JTHK-ripa3u Ta Tonoizomepasu IV.
Moxkcudnokcanut € crabkuM cyoCTpaTOM M7 MeXaHi3MiB aKTUBHOTO BiITOKY Y TPaMIIO3UTUBHUX
MIKpOOpPraHi3Mis.

CrocTepiraeTbcs nmepexpecHa Pe3uCTEHTHICTh 3 iHMUMY QTOpXiHONOHaMu. OgHaK OCKiIbKU
MOKcCU(IOKcauuH iHridye o6uasi Tonoizomepasu Il Ta IV 3i cX03K010 aKTHBHICTIO [eSIKUX
IrPaMIoO3UTUBHUX OaKTepi, 1i 6akTepii MOXKYTh 6yTH PE3UCTEHTHUMHU [0 iHIIMX XiHOJIOHIB, ane
YYTJIMBUMU [0 MOKCU(]IOKCALKHY.

KoHTpONbHI TOYKH
Taomuns 1

Kniniyni MIK Ta KOHTpOIBHI TOUKY OUCKOBOL gudy3il ayist Mokcudnokcanuny (01.01.2012) 3a
nauuMu EUCAST (E€BponeiichbKuit KOMITET 3 TECTYBaHHS aHTUMIKPOOHOI Yy TIIMBOCTI)

MikpoopraHizm YyTnuBun Pe3uctenTHUNI
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, epynu A, B, C, G < 0,5 mr/n > 1 mr/n
318 Mm < 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 Mm <17 mm
KoHnTponbHiI TOYKY, He NOB’'sA3aHi 3 BUgoM™* < 0,5 Mr/n > 1 mr/n

* KOHTpOJIBHI TOYKY, He TIOB’sg3aHi 3 BU0M, Oy/id BU3HaY€Hi TOJIOBHUM YMHOM Ha IIificTaBi JaHUX
(hapMakoKiHeTHKM/(DapMaKOOWHaMIK¥ Ta He 3anexkaTh Bif nomuperHs MIK cnenudiuunux sumis. i
[aHi BAKOPUCTOBYIOTh TiJIBKU IIOA0 BUAIB, SKMM He HafaBa/l KOHTPOJIbHUX TOYOK 38 OKPEMUMU
BHLAMHU, Ta He BUKOPUCTOBYIOTE IIOA0 BULIB, B IKUX IHTEPIpEeTAalliliHi KpUTEPil MiAngaraoTh
BA3HAYEHHIO.

MikpobiooriyHa YyTIHUBIiCTh

YacTtoTa HaOyTOl PE3UCTEHTHOCTI MOXKe 3MiHIOBaTUCS 3aJIeXKHO Biff reorpadivyHOT0 po3TallyBaHHS
periony Ta MpOTAroM 4YacCy, BU3HaYE€HOr0 [JIsl IIeBHUX BU[IiB MIKpoopraHi3aMmiB. bakaHO MaTul AOCTyI
0 JI0KaJIbHOI iH(popMalril 1010 Pe3UCTEeHTHOCTI MiKpoopraHi3miB, 0COOTMBO IIPY JiKyBaHHI TIXKKUX
iH(eKIin.

Y pasi HeoOXimTHOCTI CITif 3BepTaTUCS 3a KOHCY/IbTAli€l0 10 eKCIepTa 3 IUTaHb
aHTUOI0TUKOPE3UCTEHTHOCTI, KOJIM MicCIleBe MOMiHyYBaHHS Pe3UCTEHTHOCTI BUSBIISIETHCS
HACTiTbKY CHUJIBHUM, III0 BIJIMB II€BHOTO JIiIKAPCHKOT0 3aco0y IOHalMeHIIe Ha [esKi BUou
iHdeKITiHTX 30yIHUKIB 3a/TUIIAETHCS il CYMHiBOM.

YyTnauBi BUOH

AepoOHi rpaMIO3UTHUBHI MiKpoopraHizMu

Gardnerella vaginalis

Staphylococcus aureus* (4yTnuBUY 0O METUIUIIIHY)

Streptococcus agalactiae (rpymna B)

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

Streptococcus pyogenes* (rpyna A)

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

AepoOHi rpaMHeraTUBHI MiKpOOpraHisMu

Acinetobacter baumanii
Haemophilus influenzae*
Haemophilus parainfluenzae*
Legionella pneumophila

Moraxella (Branhamella) catarrhalis*

AHaepoOHi MiKpoopraHizMu




Fusobacterium spp.

Prevotella spp.

[H111i MiKpOOPra”iaMu

Chlamydophila (Chlamydia) pneumoniae*
Chlamydia trachomatis*

Coxiella burnetii

Mycoplasma genitalium

Mycoplasma hominis

Mycoplasma pneumoniae*

Bungu 3 MOK/JIMBOI0O Ha0yTOI0 Pe3UCTEHTHICTIO
AepoOHi rpaMI03UTHBHI MiKpOOpraHizMu
Enterococcus faecalis*

Enterococcus faecium*

Staphylococcus aureus (MeTUIUIIIHPE3UCTEHTHUN)
Aepo6Hi rpaMHEraTUBHI MiKpOOpraHi3aMu
Enterobacter cloacae*

Escherichia coli*#

Klebsiella pneumoniae*#

Klebsiella oxytoca

Neisseria gonorrhoeae*

Proteus mirabilis*

AHaepoOHi MikKpoopraHizmu

Bacteroides fragilis*

Peptostreptococcus spp.*

Pe3ucTeHTHi BUOIU

Aepo0OHi rpaMHeraTUBHI MiKpoopraHisMu

Pseudomonas aeruginosa

* [IpoieMOHCTPOBAHO 3a00BiIbHY aKTHUBHICTH L[OMI0 BIJINBY Ha YyT/IMBI LITAaMU IiJ Yac KIiHIYHUX



OOCHIiIXKeHb Y paMKaX 3aTBEPOKEHUX KITIHIYHUX [T0Ka3aHb.

#HJTaMH, ki BupoOisitoTh ESBL, € 3a3Buuait pe3uCTEHTHUMHU 10 (PTOPXiHOJIOHIB.
[Toxa3HMK pe3ucTeHTHOCTi > 50% B opHil uu GinbIle KpaiH.

dapmakoKiHemuka.

BcMokTyBaHHS Ta 6i0IOCTYIHICTD

[Tpu mepopanbHOMY IPUHXOMi MOKCH(IOKCAIIMH MIBUAKO Ta MalXKe IMOBHICTIO BCMOKTYEThCS.
AGcomoTHa 6iomoCcTymHICTE mocsirae Maixke 91 %.

V miamasowi ;o3 50-800 Mr mpu ogHOpPa30BOMY Ipuiiomi Ta y mo3i 600 Mr Ha moby mpoTsarom 10
ni6 apMakoKiHeTUKA € JIiHilHOI0. PiBHOBaXKHUM CTaH NOCATAETHCS MPOTITOM TPHOX [IHIB.
[Ticna npuiiomy nepopasnbHol fo3u 400 MT miKOBa KOHIIEHTpAI[isl B KPOBi JOCATAETHCS
npotsarom 0,5-4 rogus i craHoBUTH 3,1 Mr/n. MakcuMarnbHa Ta MiHiManmbHa IJIa3MOBi KOHIIEHTpallil B
piBHOBaxkHOMY cTaHi (400 mr 1 pa3 Ha mo6y) cTraHOBNATH 3,2 Ta 0,6 M/ BifOBiAHO.

Po3nodis

Moxkcudnokcanus MBUIKO PO3MOLUISETECS B €KCTPAaBaCKyIIPHOMY IIPOCTOPI, MiC/Is 3aCTOCYBaHHS
no3u 400 mr AUC craHoBuTb 35 MKr/11. O6’€M pO3MOMiny B piBHOBazKHOMY CTaHi JOPiBHIOE 2 JI/KT. K
BCTAQHOBJIEHO B eKCIIEpUMEHTAaxX in vitro Ta ex vivo, 3B’si3yBaHHS 3 O6iIkaMu KPOBi CTAHOBUTD
npu6nu3no 40-42 % Ta He 3aJIeXKUTh Bifl KOHIIEHTPAallil MOKCH(DIIOKCAIHY.

Taonuus 2

[TikoBa KOHIIeHTpallis (CepegHe reoOMeTPUYHE) IiCIIs TEPOPaAbHOT0 IPUHMOMY OOHOPA30BOl NO3K
Mokcudnokcauuny 400 mr

TKaHMHa KoHIileHTpallis MicueBul piBeHb - PiBEHB Y
m1a3Mi KPOBi

[Tma3ma 3,1 Mr/n -

CnuHa 3,6 Mr/1 0,75-1,3

BMicT myxupst 1,6' mr/n 1,7

Cnu3oBa 000710HKa OPOHXiB 5,4 Mr/KT 1,7-2,1

ATTbBEONIAPHI Makpodaru 56,7 Mr/Kr 18,6- 70,0

PigvHa eniTesniaJpHOTO Iapy 20,7 Mr/n 5-7

['alMOpOBa a3yxa 7,5 MI/KT 2,0

ETMOIanbHi Ta3yxu 8,2 MI/KT 2,1

HazanbHi mosminu 9,1 Mr/Kr 2,6

[HTepCTUIiaNbHA piTyHa 1,0% mr/m 0,8-1,4*°

’Kinoui cTatesi opragu* 10,2* Mr/xT 1,72

* BHYTpilIHbOBEHHE 3aCTOCYBaHHS OOHOPa30Bo1 fo3u 400 Mmr.

1 10 ropuH micns BBeeHHS.

2 BinbHa KOHIIEHTpALlif.




3 Big 3 roguH mo 36 TOOUH IIiC/Is BBeOEHHS OO3H.
4 e
B xinmi indya3il.

Memaboaism

Moxkcudnokcanus mipnsrae 6iorpancdopmartii II ¢pasu i BUBOOUTHCS 3 OpraHi3My HUPKaMHU, a TaKOX
i3 (hekanmigMu/xKOBYIO K y HE3MiHEHOMY CTaHi, TaK i y BUTTISAl HeaKTUBHUX CyIbdocnonyk (M1) i
TIIOKYPOHiniB (M2). M1 ta M2 € Tinbku MeTaboiiTaMu, peJieBaHTHUMHU [Jig TIOAWHY, 00UIBa BOHU €
MikpoOiosoriyHo HeaKTUBHUMHU. [1ig wac mocimigKeHsb in vitro Ta KIiHIYHUX JOCTigXKeHb ¢a3u I He
cnocTepiranocst MetaboniyHoi (hapMaKOKiHETMYHOI B3a€MOil 3 iHITMMU IIpellapaTaMy, 3afiTHUMU Y
6ioTpancdopmariii pa3u I 3a yuacTio hepmeHTiB cucTeMu 1utToxpomy P450. O3HaK OKKCITIOBATIBHOTO
MeTabomi3My HeMae.

BugedeHHA 3 0p2aHizMy

[Tepion HamiBBMBeeHHS MOKCU(IIOKCALIMHY CTAHOBUTH Nprubnu3Ho 12 rogun. CepenHiil 3araabHUN
KiipeHc micnsg BBegeHHs 400 Mr ctaHoBUTS Bifg 179 mo 246 Mii/xB. HUpKOBUM KIipeHC CTaHOBUTH
npubnu3Ho 24-53 MJI/XB Ta CBiqYUTH IIPO YaCTKOBY KaHalblleBY peabcopOilito MOKCUGIOKCAIIMHY 3
HUPOK. Ilicns npuitomy mo3u 400 Mr BuBefeHHS i3 ceyeto (6mu3bko 19 % - mikapchkuyt 3aci6 y
He3MiHeHOMY BUTJIAAL, 6mu3bK0 2,5 % - M1 ta 6mu3bko 14 % - M2) ta kanom (61u3sKo 25 % -
JiKapchbKuM 3acid B He3MiHEHOMY BUTJIAAL, 01M13bK0 36 % - M1 Ta BiiCyTHICTh BUBE€HHS Y BUTJISA/]
M?2) 3aranom ctaHoBuJO0 01u3bK0 96 %. CymyTHE BBeIeHHS PaHITUAWHY Ta MpobeHeUXy He 3MiHIOE
HUPKOBUU KJTipEHC MOKCH(DIIOKCAIHY.

dapmakoKiHemuka y pi3HuUX 2pyn nauieHmis.

IlayieHmu AiMHbO20 BIKY Mda NAUIEHMU 3 HU3bKOK MACO miad

[ToBimomusinocs, 110 V 3[OPOBUX HOOPOBOJIBIIIB i3 HU3bKOI0 MaCO0 Tifla (30KpeMa y XKiHOK) Ta y
3[0POBUX NOOPOBOIIBLIIB JIITHHOTO BiKY CIIOCTEpiraiu BUILy KOHIIEHTpaIlil0 MOKCU(DIIOKCAIMHY B
IJ1a3Mi KPOB.

Hupkosa HedocmamHicme.

He BusgBmeHo icTOTHUX 3MiH (hapMaKOKiHETUKY MOKCH(]DIIOKCAIMHY Y MAI[i€HTIB i3 IOPYIIEHHAM
GbyHKIIil HUPOK (BKITIOYAIOUM MALIEHTIB 3 KITipeHcoM KpeatuHiny ~ 20 mn/xs/1,73 M?). OCKibKH
GYHKIIIS HUPOK 3HUXKYETHCS, KOHLIEHTpalid MeTaboniTy M2 (ToKypoHiny) 30iIbIyeThCs [0
NoKa3HuKa 2,5 (y MalieHTiB i3 KnipeHcoM Kpeatuniny <30 mi/xs/1,73 MP).

ITopyweHHA pYHKUIT neyiHKu.

Ha mipcraBi maHuX mOCTigXKeHb papMaKOKIHETHUKH, SIKi IPOBOAMIIN 3@ y4YacTIO MAllieHTiB i3
IIeYiHKOBOI HeocTaTHICTIO (Knacu A - C 3a Knacudikairiero Yaunga - [1'10), HeMOXKIJIMBO BUSHAYUTH,
YU € Pi3HUIIA MOPIiBHSIHO 3i 30POBUMHU JOOPOBOJBIAMU. [TopyuieHHsT QyHKIII meuyinku 6yno
10B’si3aHe 3 Oinbiroio mieto M1 y mma3mi KpoBi, Tofi K Ois BUXiAHOI TiKapchKoi pedyoBUHYU Oyiia
IIOPiBHSHHOIO 3 Mi€10 ¥ 3M0POBUX HOOPOBOJIBLIB. [[OCTAaTHLOTO JOCBiAY K/IiHIYHOT'O 3aCTOCYBaHHS
MOKCU(IOKCAWHY [J1S JTiKyBaHHS MAI[i€HTIB i3 MOpyIeHHAM (QYHKIIil Ie4YiHKY HEMaE.

KitiHiuHi XapaKTepHuCTHKH.



IToxka3auns.

JIikyBaHHSI HUXKUYeHaBeleHUX OaKTepiaabHUX iHPEeKUil, CIPUYNHEHUX YYTIUBUMU [I0
MOKCU(IOKCAMHY MiKpoopraHizMaMmu (OuB. po3ninu «®apMakonoriyHi BIacTUBOCTI», «OcoOIUBOCTI
3acTtocyBaHHs», «[I06iuHi peakilii»), y naiieHTiB BikoM Bif 18 poxkis.

MoxkcubnokcanuH CIifl MIpU3HavYaTy TiJIbKU TOMi, KOJIX 3aCTOCYBAHHS aHTHOaKTepialbHUX 3aC00iB,
SKi 3a3BUYall PEKOMEHAYIOTh 71 HUXK4Ye3a3HaueHUX II0Ka3aHb, BBAXKA€EThCS HENOLIIbHUM:

e ['ocTpuii 6aKTepiaTbHUN CUHYCHT.
e 3aroCTpeHHs XPOHIYHOT0 0OCTPYKTUBHOTO 3aXBOPIOBAHHS JIET€Hb, BK/II0UAI0YU OPOHXIT.

MoxkcudnokcanuH CIifl IpH3Ha4YaTH TiJIbKU TOMi, KOJIX 3aCTOCYBAaHHS aHTHOaKTepialbHUX 3aC00iB,
SKi 3a3BUYall PEKOMEHAYIOTh 719 T0YaTKOBOI'0 JIIKyBaHHS HUXK4Ye3a3HaueHUX II0Ka3aHb, BBAXKA€ThCS
HeJoLiIbHUM ab0 O6y10 HeeheKTUBHUM:

e HerocmiTanbHa THEBMOHIS, 3a BUHSITKOM HET'OCIiTa/IbHOI ITHEBMOHII 3 TSIXKKUM Iepedirom.

e 3amasibHi 3aXBOPIOBaHHS OpraHiB MajioTo Ta3a JIETKOro Ta IIOMIpPHOTO CTyIeHs (Taki K
iH(eK1iliHe ypaxKeHHS BePXHbOTO BiHily CTaTE€BOl CUCTEMHU Y XKiHOK, ¥ TOMY YUCJIi CAJIbITIiHTIT
Ta eHIOMETPHUT), He acolIlifioBaHuX 3 Ty0oOoBapialbHUM abciiecoM 4u abcliecaMu OpPraHiB
MaJioro Tasa.

TabneToBana GopMa npenapaTy Modaakca® He peKOMEHAYETLCA OJI 3aCTOCYBAaHHS K MOHOTEpaIlis
IIPY 3alla/IbHUX 3aXBOPIOBAHHSX OpraHiB MaJIOTO Ta3a JIETKOro Ta MOMIpPHOTO CTYIEHSs, ajie MoXe
3aCTOCOBYyBaTHCS B KoMOiHallii 3 iHIMMY BifmoBigHUMY aHTUOAKTepiaTbHUME 3acobaMu (HampuKiIam
i3 edanocnoprHaMu) Yepes 3p0oCTalody Pe3UCTEHTHICTh MOKCHU(IOKcauuny 0o Neisseria
gonorrhoeae (3a BUHATKOM MOKCH(]IIOKCallMHPEe3UCTEHTHUX mTaMiB N. gonorrhoeae) (OuB. po3minu
«®apMakKoJIoTiyHi BlnacTuBOCTI», «OCOBIUBOCTI 3aCTOCYBAHHS»).

Ta6netoBany popmy npemnapaty Modakca® MoXHa 3aCTOCOBYBATH M7 3aKiHUEHHS KypCy
NiKyBaHHS, B SKOMY [109aTKOBa Tepallis apeHTepabHoo GopMo npenapaty Modnakca® Gyma
e(eKTHUBHOIO i MpU3HaY€eHa 3a TAKUMU IT0Ka3aHHSIMU:

- HerocriTajibHa THEeBMOHIS;
- yCKJlafiHeHi iH(eKii MKipy Ta MiAMKIpHUX TKaHUH.

Ta6neToBaHa Gopma mpemnapaTy Modnakca® He peKOMEHAY€EThCS [JIs IT0YATKOBOTO JIiKyBaHHS Gy/Ib-
SIKUX iHGeKIiN MKipy Ta MAMKIPHUX TKaHUH Y4 Y pa3i TAKKOro 1nepediry HerocmiTaabHUX
ITHEBMOHIH.

Crnip 3BepHyTH yBary Ha o(imiiiHi iHCTPYKIIil 3 HaJIe3KHOT'0 3aCTOCYBaHHSA aHTHOAKTepiaTbHUX
3aco0iB.

IIpomunoka3aHHA.

- Bigoma rinepuyTnuBicTh 10 MOKCH]IIOKCALMHY a0 [0 iHIINX XiHOJIOHIB YU OyAb-SKOI 3
IOMOMIXKHUX PEYOBUH IIpenapary.

- Bik go 18 pokis.



- BaritricTs a6o nepiog rogyBaHHs ITPYON0 (IUB. po3Mdin «3acTOCyBaHHS Y Iepiod BariTHOCTI abo
TOyBaHHS T'PYIOIO»).

3axBOPIOBAHHS CYX0XKWJIb, IIOB'A3aHi 3 JIiIKyBaHHAM XiHOJIOHAMU, B aHaMHe3l.

- Bpomxene a6o miarHocToBaHe HabyTe IIOAOBXKeEHHS iHTepBany QT.

- TlopyueHHs eneKTpoliTHOrO 6anaHCcy, 30KpeMa, IPU HECKOPUTOBaHiN rinmokamiemii.

- Kniniyno 3Hauyma OpaguKapmis.

- KniniyHo 3Hauyma ceplieBa HeJOCTATHICTh 31 3HUKEHO GPAKIiEI0 BUKUY JTiBOTO MUTYHOUYKA.
- CuMmnTomMaTWy4Hi apuTMii B aHaMHe3i.

[Ipemapat He CIif 3aCTOCOBYBaTH OQHOYACHO 3 iHIIMMMU IIpeliapaTaMy, AKi IOJOBXKYIOTh iHTepBanl QT
(muB. po3min «B3aemopmis 3 iHIMUMY JTiKapChbKUMM 3ac00aM¥ Ta iHIII BUAY B3aEMOIii»).

Y 3B’s13Ky 3 00MeKeHUMH KITiHIYHUMY JaHUMU 3aCTOCYBaHHS MOKCHUQIOKCALMHY TaK0XK
IIPOTUIIOKA3aHO Yy pa3i mopyleHHsa ¢yHKil nedinku (kinac C 3a knacudikariero Yaunga - [1'10) ta
MiBUILEHOr0 PiBHS TpaHcaMiHa3 (y 5 pa3iB BHUIlle BEPXHBOI MeXKi HOPMH).

B3aemodisn 3 inwumu nikapcbkumu 3acodamu ma iHwi eudu e3aemodiii.

B3aemopmis 3 mikapChbKHMM 3aco0aMu

He MoXHa BUK/TIOUUTYU aguTHBHUM eheKT MOKCU(DIIOKCAIIMHY Ta iHIIKUX JTiKapChKUX 3ac00iB, AKi
MOXYTb CIPUYMHUTH ITOA0BKeHHA iHTepBany QT. BkazaHa B3aeMofiis MOXe IIPU3BECTH [0
30i7bIIIEHHS PU3UKY PO3BUTKY IIIYHOUKOBUX apUTMili, BKJTIOYAI0UH «IipyeTHY» IUIYHOUYKOBY
taxikapmito (torsade de pointes). I3 miel mpuuwHU 3aCTOCYBaHHS MOKCH(IOKCAIMHY B KOMOiHa1Iii 3
Oymb-9KUM i3 HUXKYe3a3HaUeHUX JIiKapChbKUX 3aC00iB MPOTUIIOKa3aHe (OUB. TAaKOXK PO3TiN
«ITpoTUIOKa3aHH»):

- aHTUAPUTMiuHi npenapaTu Knacy [A (Hanpukiag XiHiguH, TigpOXiHiAWH, OU30Iipamin);
- aHTHapUTMiuHi mpemapartu Knacy Il (Hampukiam amiomapoH, coTaon, goderumnin, i0yTumim);

- QHTUIICUXOTUYHI IMpemnapaTy (Hanpukiag ¢GbeHoTia3uHY, MiMO3UM, CEPTUHIOI, Tal0IePU IO,
CYIBbTOIIPUN);

- TPULUKIIIYHI aHTUAENIPECaHTH;

- [esiKi mMpoTUMiKpOOHi 3aco0u (cakBiHaBip, ciapdoKcald, epUTPOMIIMH [JIS BHYTPIITHEOBEHHOTO
BBe[IeHHS, IEHTaMiIVH, IPOTUMaISApiliHi IpenapaTy, 30KpeMa rajiohanTpuH);

- mesiKi aHTUricTaMinu (TepdeHaauH, aCTEMi30JI, Mi30JaCTUH);
- immi (um3anpwup, BiHKaMiH B/B., Oenpunui, nudeMaHin).

MoxkcudnokcalyH cirif 3 00epexkHiCTIO IpHU3HaYaTH MallieHTaM, SIKi IPUIMaloTh IIpenapaTH, 1o
MOXKYTb 3HUKYBaTH PiBeHb KaJlito (HanpUKiaf eTIbOBI Ta Tia3UaHI AiypeTUKH, KJIi3MU Ta IPOHOCHI
3acobu (y BUCOKMX [03aX), KOPTUKOCTEPOinK, aMmpoTepulind B), abo mpenaparTy, misg SKUX OB’ si3aHa



3 KJIiHIYHO 3HauyII0I0 OpaguKapmi€eto.

Mix npuiioMoM IIpernaparis, SKi MicTATh GiBaneHTi abo TpUBaleHTHI KaTiOHU (TaKUX SIK aHTaIUOH,
10 MiCTSATH MarHil YX aOMiHiM, IUIAHO3UH y TabJeTKaX, CyKpaibdart Ta 3acobu, 1110 MiCTSATh 3aj1i30
YY IIMHK), Ta MOKCU(IIOKCAIIMHOM HeoOXigHui iHTepBan 61113bK0 6 TOAMH.

[Tpu ogHOYaCHOMY 3aCTOCYBaHHI aKTUBOBAHOI'0 BYTiJIsA i MOKCU(IOKCALIMHY MTepopasbHo y mo3i 400
MT #0r0 cucTeMHa 0i0HOCTYNHICTh 3HUKYETHCS OinbI HizK Ha 80 % BHACNIgOK IPUTHIYEHHS
abcopOiril. Y 3B’43Ky 3 IIUM OJHOYACHE 3aCTOCYBaHHS I[UX OBOX IIpelapaTiB He peKOMeH0BaHe (3a
BMHSITKOM BUIIQ[IKiB Iepef03yBaHHs, IUB. TAaKOXK PO3fin «Ilepemo3yBaHHS»).

[ToBimomusinocs, 110 micyist 6araTopa3oBOT0 3aCTOCYBaHHS MOKCU(IIOKCALMHY ¥ 3TOPOBUX
noOpoBOIBLIIB criocTepiranocs 36inbineHHsT Cmax AUTOKCUHY Ha mpubnu3Ho 30 % y piBHOBaXKHOMY

crani 6e3 BBy Ha AUC (mrolna i KpuBOIO CIiBBITHOIIEHHS «KOHIIEHTpallisi-4ac») abo Ha HUXKYi
piBHi. OTXe, MOTPeOU ¥ 3aCTEPEXKHUX 3aX0[axX IIPU CYIyTHOMY IIPUNHOMi TUTOKCUHY HEMAE.

[CHYIOTD ITOBiIOMJIEHHS, III0 ITif YacC JOCIiIXKeHb 3a y4acTi0 JOOPOBOJIBIIB, XBOPUX Ha mialerT,
OOHOYaCHe 3aCTOCYBAHHA MOKCUGIOKCAIMHY IIepOpaibHO Ta TJlibeHKIaMiny IPU3BOAMIIO 0
3HUKEHHS KOHILIeHTPallil I1ibeHKIaMiny Ha IIikoBoMy piBHI mpuOnu3Ho Ha 21%. KombGinatis
rnibeHKIaMify 3 MOKCHA(]IIOKCAIMHOM TEOPETHYHO MOXKe IIPHU3BECTH N0 He3HAUYHOI KOPOTKOTPHUBAJIOL
rinepriikeMil. OgHaK 3MiHU y (hapMaKOKIiHETHUII, IKi CIIOCTepiranucs, He IPU3BOAUIN JO 3MiH
dbapMakKoguHaMiYHUX ITapaMeTpiB (PiBEHb IIIOKO3U B KPOBi, piBeHb iHCYIiHY). TaKUM YUHOM,
KJTiHIYHO pesieBaHTHOI B3aEMOIi] MixK MOKCH(IOKCAIIMHOM Ta I'Ti0eHKIaMifoM He BUSBJIEHO.

3MiHa 3HaYEeHHI Mi2KHapPOOHOT'0 HOpPMalli30BaHOro BimHomeHHd (MHB)

Y nmatuieHTiB, SKi OTpHMYyBasX ITepopasbHi aHTUKOATYISHTH V IOEHaHHI 3 aHTUOAKTepiaTbHUMU
IpernapaTaMy, B TOMY YHUCIIi 3 PTOPXiHOJIOHaMHU, MaKpOJlilaMy, TeTpaluK/IiHaM¥i, KOTPUMOKCa30JI0M
Ta JesKUMU IledaoCIOprHaMy, Bifl3HaYalInCs YUCIeHHI BUMTaIKY MigBUIIEHHSI aHTUKOAryISHTHOL
akTUBHOCTI. ®aKTOpaMu PU3MKY € iH(DEKILiVHI 3aXBOPIOBaHHA (1 CyIyTHIil 3anaJbHUM IIPOIEC), BiK Ta
3arajibHUM CTaH nalieHTa. Y 3B’93Ky 3 UMY 00CTaBUHAMM BaXKKO OLIHUTHU, YU CIIPUUUHSIE
inpikyBanHs a0o JiKyBaHHS BimxuiieHHs Moka3Huka MHB (MixkHapomHOro HOPMasi30BaHOTO
BigHOINIEHHS). K 3acTepexXHUM 3aXi MOXKIMBUY YacTimuit MmoHiTopuHr MHB. V pasi HeoOxigHOCTI
CJIiff IPOBECTY HaJleXKHe KOPUTYBaHHS [O3U IePOPaAIbHOr0 KOaryasHTa.

PeuoBuHH, gns sikux Oyja goBefieHa BiICYTHICTh KJTiHIYHO BaroMol B3a€MOZil 3 MOKCU(IOKCAIIMHOM:
PaHiTU[ONH, KanblieBi o0aBKu, TeoisiH, epopasbHi KOHTPAIENTUBH, IIUKJIOCIIOPUH, iTpaKOHAa307I,
MOp(iH IpU mapeHTepaabHOMY BBeeHHi, mpoOeHelua. [ocmigxKeHHd in vitro GepMeHTiB IUTOXPOMY
P450 y momyvHY MigTBePOUIIM BUIlle3a3HavyeHe. 3 OrJIsIAy Ha 3a3HaueHi pe3ynbTaTH, MeTabomiyHa
B3a€EMOfis yepe3 ¢hepMeHTH UTOXpoMy P450 € ManoBiporigHoo.

B3aeMofisl 3 Xap4OBHMMU Ta MOJTOYHUMU IPOOYKTaMU

AGcopOb1rist MOKCHGIOKCAIIMHY He 3a7Ie2KUTh Bifl BXKMBAHHS 1XKi (BKJTI0Ya0Uy MOJIOYHI IIPOAYKTH).
3BaXkaloyu Ha Iie, MOKCH(]IIOKCAI[MH MOXkKe 3aCTOCOBYBATHCh He3alIeKHO Bifl MPUHOMY 1XKi.

Ocob.1ueocmi 3acmocyeaHHsi.

Heo0xifmHO YHUKATH 3aCTOCYBaHHS MOKCUGIOKCAIIMHY NallieHTaM, SKi paHille Manu cepio3Hi mobiusi
peaxii mpu 3acTOCYBaHHI IIpemaparis, 10 MiCTITh XiHOIOH ab0 GTopxiHoMoH (HuB. po3nin «ITobiuni



peaxtii»). JIikyBaHHS TaKuX Malli€HTiB MOKCHU(IOKCALIMHOM CJIifi pO3MOYUHATH JIUIIIE 3a BiCyTHOCTI
anbTepHATHBHUX BapiaHTIB JIIKyBaHHS Ta MIiC/IS PETEIbHOL OIiHKY CIiBBiIHOIINEHHS KOPUCTh/PU3UK
(muB. po3min «IIpoTUIIOKA3aHHSI»).

[ligBuIlleHa YYTAUBICTh/aNePriuHi peakiiii

[ToBimoMISANIOCHE PO TiNepUYyTAUBICTE i aepriuHi peakuii Ha GTOPXiHOIOHU, BKITIOYAIOUN
MOKCU(IOKCALVH, MiCJII IePILIOro 3aCTOCYyBaHHI. AHa(iTaKTUYHI peakiiil MOXKYTh IPOTPeCyBaTH [0
3arpo3/IMBOrO ISl KUTTA aHabiIaKTUYHOIO IOKY HaBiTh IiC/s MEPIIOro 3aCTOCYBaHHSA. B mux
BUMAJKax KJIIHIYHUX IPOSBIB TAKKHUX pPeakliil TinepuyTIUBOCTI CHIifl IPUNUHUTY IIPUMOM IIpenapaTy
Ta PO3IMOYaTH BiNOBIOHY Tepalilo (HanpUKiag MIPOTUILIOKOBY).

[TomoBxkeHHd iHTepBany QTc Ta KIIiHiYHI YMOBH, 3a SKUX MOXKJINBE NOO0BXeHHS iHTepBany QTc

[Tpu 3acTocyBaHHI MOKCHGIOKCAIIMHY Y AesIKUX MallieHTiB MoxkuBe 30inbienHs iHTepBany QT Ha
elleKTpokapaiorpami. AHasi3 pe3ynbsraTiB EKI, oTpuMaHuX y paMKax IporpaMu KJTiHIYHUX
[OCIiXKeHb, II0Ka3as, 1110 TofoBkeHHd iHTepBany QT npu 3acTocyBaHHI MOKCU(DIIOKCALIUHY
CTaHOBUJIO 6 MC * 26 MC - 1,4 % NOpPIBHSAHO 3 BUXIAHUM DPiBHEM.

OcCkinbKHY y XKIHOK Bil3Ha4a€eThCs HoBLIMY iHTepBanl QT mOpiBHAHO 3 Y0JI0BiKaMU, BOHU MOXKYTh
BUSIBUTHCS Oi/IbII YYTJIMBUMHU [I0 IIpeapaTiB, IKi mogoBxKyooTh iHTepBal QT. ITamieHTy miTHROTO BiKy
TAKO0X MOXYTb OyTH Ginblll CHPUMHSATINBUME [0 aCOLif0BaHUX 3 IIpPeIlapaToM BILIMBIB Ha iHTepBa

QT.

[TamieHTaM, sIKi MpUMalOTh MOKCH(IOKCAINH, CITiJ 3 00epeXkKHiCTI0 3aCTOCOBYBATH MpemapaTH, 110
MOXKYTb IIPU3BECTH A0 3HUKEHHS PiBHSA KaJito (IuB. po3minu «[IpoTunokasaHHa», «B3aemomisa 3
iHIITMIMM JTiKapCbKUMM 3aCo00aM¥ Ta iHIIM BUOM B3AEMOIii»).

Crig 3 06epeKHICTIO mprU3HaYaTH MOKCU(IIOKCAIMH TalliEHTaM 3 TPUBAIOYMMH TPOAPUTMOTeHHUMHU
craHamu (0co6JIMBO KiHKaM Ta MallieHTaM JIITHBOTO BiKYy), TaKMMHU SIK TOCTPa MioKappiasbHa imeMis
abo nogosxkeHHs iHTepBany QT, OCKiNbKY I1e MOXKe ITPU3BOAUTHU [0 MiABUILEHHS PU3UKY PO3BUTKY
IIUTYyHOYKOBHUX apUTMili, BKJII0YalOUM «IIipyeTHY» LITYHOYKOBY Taxikapgiio (torsade de pointes), i
3yNUHKU ceplid (auB. po3min «IIpotunoka3anHs»). CTymiHb NOH0BXeHHS iHTepBany QT Moxe
IiABUINYBATUCH i3 MiBUIIIEHHSIM KOHIIEHTpalii mpenapaty. ToMy He CJIifi IepeBUIlyBaTh
PEKOMEHI0BaHy 03Y.

Heo06xigHO 3BaKUTH KOPUCTD Bif TiKyBaHHS MOKCH(IOKCAIIMHOM, 0COOIMBO y BUIIaiKax iHPEKIIin
JIETKOT'O CTYIIEHS, 3TigHo 3 iHdopMalii€lo, 1110 BUKIafeHa y po3mini «OcoO0nMuBOCTi 3aCTOCYBaHHS».

Ao mif 4ac miKyBaHHS penapaToM BUHUKAIOTh CHMIITOMU apUTMil, CHifl IPUNIUHUTH TiKyBaHHS Ta
3pobuTtu EKT.

AHeBpHU3Ma Ta OUCEKITiT a0pPTHU, PErypriTallis/HenoCcTaTHICTL CEpLEBOro KnanaHa

Enigemiomoriuni mocnmigkeHHs CBig4YaTh PO MiIBUIIEHUM PU3UK aHEBPU3MHU Ta OUCEKITi] a0pTH,
0CO0ONIMBO y TAIiEHTIB JIITHOTO BiKYy, Ta perypriraliil aopTaabHOT0 Ta MiTpaJbHOTO KJalaHiB mics
3aCTOCYBaHHST PTOPXiHOMOHIB. [TOBiIOMIISITIOCH ITPO BUITAAKW aHEBPU3MU Ta OMCEKIIil a0pTH, iHOMi
yCKnagHeHi po3pUBOM (BKJIIOUAIOYM JIeTalbHi BUMTQ[IKH), Ta PO perypriTallilo/HefoCTaTHICTh Oy/ib-
SIKOT'0 3 KJIallaHiB Cceplis y MallieHTiB, gKi oTpuMyBanu GTOPXiHOIOHM (quB. po3min «I1ob6iuHi
peaxtii»). ToMy QTOpXiHONOHY CITiff 3aCTOCOBYBATH JIUILIE IIiC/IST PETEIHHOIL OI[iHKM CITiBBiIHOIIEHHS
KOPUCTB/PU3UK Ta POITJISAY IHIINX TepaneBTUYHUX MOXKJIMBOCTEH IS Nalli€HTiB 3 aHEeBPU3MOIO B
aHaMHe3i Y BPOMXKEHOI0 BaJol0 CEPLIEBUX KJIalaHiB, abo AJIs MallieHTiB i3 iarHOCTOBAHOIO
aHeBPU3MOIO a0pTH Ta/abo0 mHCeKIlier0 aopTu, abo 3aXBOPIOBAHHSIM CEPIIEBOT0 KiamaHy, abo 3a



HasIBHOCTI iHMmwMX akTOPiB pu3UKy ab0 CIPUSATIUBUX YMOB

e §K i /I aHEBPU3MU aOPTU Ta AUCEKIIl aOPTH, TakK i IpU perypriTallil/HeloCTaTHICTI CEPIIEBOTO
KJlanlaHa (HallpuKiag, IOpPYyIIeHHS CIOyYHOl TKaHWHHU, TaKi K cHHApoM Mapdana abo
cuagpoMm Enepca - [Taumoca, cuagpoMm TepHepa, xBopoba bexueTta, apTepianbHa rinepreHsis,
PeBMaTOITHME apTPUT) a00 JOIAaTKOBO

e TIpU aHEeBPU3Mi Ta OUCEKIii aopTu (HampuKiIag, CYOUHHI po3iajiu, Taki SK aprepiit Takascy a6o
TiraHTOKJIITUHHUM apTepiiT, abo BimoMuii arepocknepos, abo curgpom Illerpena) abo
IOOaTKOBO

e IIpU perypriraiii/HefoCTaTHICTI ceplieBOro KjanaHa (Hanpukiaf, iHQeKUinHul eHO0KapauT).

Pu3uk aHeBpM3MHU i AUCEKIIil aOPTH Ta iX pO3pUB MoXKe OyTHU MiABUIIEHUY y MAIliEHTIB, IKi OGHOYACHO
OTPUMYIOTh CHUCTEMHI KOPTUKOCTEPOIH.

Y pa3i BUHUKHEHHS panToBoro abgomiHaabHOTO 605110, 0010 y TPyAsSX abo CIHMHI nalieHTaM CJIif
HeralHO 3BEePHYTUCS [0 JIiKaps 3a HeBiOK/IafHOI JOIOMOIOIO.

[TarmienTaM ciig peKoOMeHAyBaTH HeraHo 3BEPTATUCS 3a MEAUYHOIO NOTIOMOI0I0 ¥ pa3i rocTpoi
3a[UIIKK, HOBOT'O Hamaay ceprebuTTs abo po3BUTKY HaOpPsSKy xKuBOTa ab0 HUKHIX KiHIIIBOK.

TaxKi DOpyIIeHHa QVHKIINI IeYiHKu

[Tpu 3acTocyBaHHI MOKCH(IOKCAIMHY ITOBiIOMIIAIOCS IIPO BUMAAKKU QyIbMiHAHTHOTO TENATUTYy, 110
MIOTEHITINHO IPU3BOOUTD 0 IMEeUYiHKOBOI HEAOCTATHOCTI (Y T.4. 3 JIeTaJbHUM HaCIigKOM) (IUB. PO3MiNn
«ITo6iuHi peakirii»). ITamieHTam CIi peKOMeHIyBaTH 3BEPHYTHUCS MO0 JIiKaps IMepef TUM, SK
IIPOMIOBXKYBATHU JTIKyBaHHS, AKIIIO PO3BUBAIOTHCS TaKi 03HAKU Ta CUMIITOMHU (PyJIbMiHAHTHOTO
remnaTuTy, sK II0B’g3aHa 3 KOBTSIHHUILIEI0 aCTeHis, 110 IIBUAKO PO3BUBAETHCS, TEMHA CeYa, CXUJIbHICTh
Io KpoBoTeY abo rmeuyiHnKoBa eHIledanonaris.

Y pa3i BUHUKHEHHSI CUMIITOMIB IUCQYHKIII IeUiHKK HeoOXiHO TPOBECTH aHasi3u QyHKIIil
MIeYiHKN/00CTEeXKEeHHSI.

Tsxki mKipHi mo6iuHi peakirii

[Tpu 3acTocyBaHHS MOKCH(IOKCAIMHY MOBIIOMIISANIOCS PO TSIXKKi MKipHi mobiuHi peakii (TIITIP),
BKJTI0Yal04YX TOKCUYHUY elifepManbuuid HeKposi3 (TEH: Takox Bimomuii ik cuHapoM Jlaiiemnna),
cungpoM CriBeHca — [IxkoHCcoHa (CCJI) Ta rocTpuii reHepasi3oBaHui €eK3aHTEMATO3HUM IyCTYJIb03
(TTEII), ssKi MOXYTb 3aTPOXKYyBaTH KUTTIO a00 IPU3BECTHU [0 JIE€TAIBHOI0 HACIOKY (OUB. PO3MiN
«[To6iuni peakuii»). ITig yac mpu3HayeHHS NALiEHTY CJIiM MOBITOMUTH IIPO O3HAKU Ta CUMIITOMU
TIITIP Ta peTenbHO ClOCTepiraty 3a HUMU. [Ipu MOsIBi 03HAK Ta CUMIITOMIB, 1110 BKa3yIOTh Ha Il
peaxiiii, 3acTocyBaHHS MOKCU(MDIIOKCAIIMHY CJIif] HETalHO MPUIIUHUTY Ta PO3TIISHYTH MOXKJIUBICTh
arbTepHATHBHOTO JIiKyBaHHSA. fKIIO y IallieHTa pOo3BUIach Taka cepio3Ha peakuis, sk CCII, TEH a6o
[TEII mipg yac 3acToCcyBaHHSIM MOKCHU(IOKCAIMHY, B JKOOHOMY Pa3i He CIIiJ IIOHOBJIOBATH JIiKyBaHHS
MOKCHU(IOKCALXHOM.

[larienTy, CXUIIbHI 0 PO3BUTKY CYIOM

Bimomo, 1110 XiHOI0HU MOXKYTh CIIPOBOKYBAaTHU PO3BUTOK CYAOMHUX HallafiB. MoKCHuGIOKCAlUH
CJIif 3aCTOCOBYBaTH 3 00epexkHiCcTIO narfienTaM i3 po3nagamu [THC ab6o 3 iHmuMu ¢pakTopaMu
PHU3HUKY, 10 MOXKYTh CIPUYUHUTH CYIOMHI Hamagu a00 3HU3UTH MOPIr BUHUKHEHHS OCTaHHIiX. Y pasi
BUHUKHEHHS CYOOM HeoOXigHO MPUIMHUTYU 3aCTOCYBaHHSI MOKCH(IOKCAIMHY Ta BXKUTH BiIIOBITHUX
3ax0fiiB.



TpuBari, Taki, 1110 TPKU3BOASATH M0 HEMi€3MaTHOCTI Ta MOTEHITINHO HEOOOPOTHI Cepiro3Hi mobiuHi
eaxIil

[ToBimoMIIsiNIOCS TIPO Ay2Ke PifKiCHI BUTIaIKX TpHBaIuX (Micsii abo poKH), 10 MPU3BENH [0
He[lie3[MaTHOCTI, Ta MOTEHIINHO HeOOOPOTHUX CEePHO3HUX MOOIYHUX pPeakIliil mikapCchbKuUx 3aco0iB, 110
BIIJIMBAIOTh Ha Pi3Hi, iHOMi OeKinbKa, CUCTEMU OpraHi3aMy (OIIOPHO-PYX0Ba, HEPBOBA, IICUXiYHA Ta
CEeHCOpHa CUCTEMH) IAIli€EHTIB, SIKi OTPHMYyBaIu XiHOJIOHU Ta GTOPXiHOJIOHU He3aJle’kKHO Bifl BIiKy i
HasiBHI pakTOpU pu3uKy. MoKcu(DIOKCAIMH CJIifl HeralHO IPUIIMHUTH IIPU IEPIINX 03HaKax abo
cuMIITOMax Oy[b-sK0i cepiio3Hol mo0iyHol peakilii, a mallieHTaM CJIifi 3BePHYTUCS [0 JIiKaps 3a
KOHCYJIbTALIEIO.

[TepudepuyHa nonmiHekponaTisa

Y narienTiB, sSKi mpuiMany XiHOJIOHYU Ta (PTOPXiHOIOHY IOBiMOMIISIIIOCH ITPO BUIIAOKU CEHCOPHOI a00
CEHCOPHO-PYXO0BOI MOIiHeXWponarii, 1110 MPU3BOAUTH [0 MapecTesil, rimocresii, gusecTesii abo
cnabkocTi. 3 MeTOoI0 3anobiraHisl pO3BUTKY MOTEHIINHO HEOOOPOTHOTO CTaHy NPU PO3BUTKY TaKUX
CHUMIITOMIB HEBpOIATii, K 6ijib, IEYiHHS, TOKOIIOBaHHS, OHIMiHHS a00 cIa0KicTh, MaIlfieHTaM, SKi
OTPUMYIOTh MOKCH(DIJIOKCAIMH, CJIif] TOBIAOMUTH IIPO Iie JIiKapsi, IepLI HiXK IPOI0BXKYBaTH JIiKyBaHHS
(muB. po3min «ITobiuHi peakirii»).

Peakiril 3 60Ky IICUXiKT

Peaxiiii 3 60Ky ICUXiK¥M MOXKYTb PO3BUBATUCS HABITH ITiCJIS IEPIIOr0 3aCTOCYBAHHS XiHOJIOHIB,
BKJTIOHAI0YX MOKCHUGIOKCAIMH. Y PiAKiCHUX BUIAAKaX fAenpecis abo MCUXOTUYHI peakIlii mpu3BOguIn
[0 BUHUKHEHHS CYilluoaTbHAX JYMOK Ta PO3BUTKY caMmoarpecii, 30kpeMa cipob camoryOcTBa (OuB.
po3min «ITo6iuHi peakiiii»). ¥ pa3i BUHMKHEHHS Y MallieHTa TaKUX peakiliii HeoOXiIHO IPUIUHUTH
3aCTOCYyBaHHS MOKCHU(IOKCAIMHY Ta BXKUTHU BiJIOBIIHUX 3aXO0MiB.

PekxoMeHmoBaHO 3 00epeXkHICTIO MPHU3HaYaTH MOKCHU(IOKCAIIKH MMallieHTaM, SIKi CTpaXKmaloTh
nmcuxo3aMu, abo MallieHTaM, sIKi MalOTh B aHaMHe3i IICUXiYHi 3aXBOPIOBAHHS.

[liapesi, acollifioBaHa i3 3aCTOCYBaHHSIM aHTUOIOTHKIB, BKIIIOUYAIOYH KOJIT

Y 3B’s13Ky 3 3aCTOCYBaHHSM aHTHOIOTHKIB IIMPOKOTO CIIEKTPA [ii, B TOMY YKCIIi MOKCHU(IOKCAINHY,
TIOBiOMJISIIOCS IIPO BUHMKHEHHS aHTHOI0THKacoLioBaHoi giapei (AAII) Ta
aHTubioTUKacoIifioBaHoro KomiTy (AAK), BKTl04ao4u nceBgoMeMOpaHO3HUH KOTIT i
Clostridium difficile-acomiitoBany miapero, IKi 3a CTyII€HEM TSKKOCTi BapilOlOTh Bif] TOMipHOL
miapel OO KOJITY 3 JIeTaIbHUM HaCJigKOM. ToMy BaXK/IHBO 3BaXKUTH Ha IeH JiarHO3 y Malli€HTiB, y
SKUX Iif 4ac abo Mmicist 3acToCyBaHHS MOKCU(IOKCAIMHY CIIOCTepiraeThCcs TAXKKa Aiapes. [Tpu
nimo3pi abo migTBepakeHHi AAIl ab6o AAK nikyBaHHS aHTHOaKTepiadTbHUMHU 3aco0aMu, BKIIOYAUHU
MOKCHU(GIIOKCAIIKH, CJIi IPUIWHUTYA Ta HeTralHO BXKHUTH BIiIMIOBIIHUX TepalMeBTUUYHUX 3ax0fiB. [[o TOTO
K, HeoOXiHO BXKUTHU HaJIe’KHUX CaHiTapHO-eIileMiYHUX 3aX0/iB 3 METOI0 3MEHILIEHHS PU3UKY
mepenadvi 3axBoploBaHHsA. [IpemnapaTy, 0 MPUTHIYYIOTh IIEPUCTANTBTUKY, IPOTUIIOKa3aHi NallieHTaM,
y SIKUX CIIOCTepiraeThCs Cepiio3Ha giapes.

[TalieHTH, XBOPi Ha MiaCTEHIiI0 IpaBic

MoxkcudnokcanuH Cifi 3aCTOCyBaTu 3 00epekHICTIO MallieHTaM 3 MiaCTeHi€l0 I'paBic y 3B'SI3KY 3
MOZKJIMBICTIO 3arOCTPEHHS CUMIITOMIB.



3ananeHHd Ta PO3PHB CYXOZXKUJLIA

3amnaneHHs Ta PO3PUB CYXOXKUIIIA (0COOIUBO aXi/IOBOTO CyX0XKUJIIA), iHOMI O6iaTepaibHi, MOXYTh
CIIOCTepiraTucs B pasi MiKyBaHHS i3 3aCTOCYBaHHSM XiHOJIOHIB Ta (PTOPXiHOIOHIB HABITh MIPOTATOM
nepmux 48 TOOUH Bif MOYaTKYy JIiKyBaHHSA. [10BiIOMIISIOCS TaKOXK PO TaKi BUMAOKH, 10
CIIocTepiranucs yepe3 feKijibKa MicsIliB Mic/ig NpUNUHEeHH NiKyBaHHS. [1if yac Tepamil xiHoloHaMH,
B TOMY YHCJIi MOKCH(]IIOKCAIIMHOM, iCHY€E MiIBUINEHNM PU3UK PO3BUTKY 3allaJIeHHS Ta PO3PUBY
CYX0K1JTb, 30KPEeMa Y Ialli€HTiB JIITHHOT'O BiKY, MAIiEHTIB 3 MOPYIIEeHHIM QYHKIIii HUPOK,
TIAI[iEHTIB 3 TPAHCIIJIAHTOBAHUMH TBEPIUMHU OpraHaMy i XBOpux, AK1 OTPUMYIOTh CYIIYTHIO TEpallito
KOPTUKOCTepPOigaMu. ToMy CIlifi yHUKATH CYIyTHbOTO 3aCTOCYBaHHS i3 KOPTUKOCTEPOimgaMH.

[Tpu nepimMx CUMIITOMax TEHOUHITY, SK 601b0BHY HAaOpSK a00 3amaaeHHs CIlif TPUIUHUTH
JiKyBaHHS MOKCH(DIIOKCAI[MHOM Ta PO3TJISHYTU albTepHATUBHE JIiKyBaHHS. YpaXkKeHill (-UM) KiHITiBIi
(-xam) 3abe3meyn Ty HaleXKHe JTiKyBaHHS (Hampukiam, iMmmobinisamiio). He ciig 3acTocoByBaTH
KOPTHKOCTEPOIOY ITPU 03HAKaX TEHIWHOIATII.

[TamieHTH 3 TOPVIIEHHIM GVHKII1 HUPOK

Crnip 3 06epeXHiCTIO 3aCTOCYBaTH MOKCHU(IIOKCALIMH TallieHTaM JIiTHhOTO BiKy 3 po3yafaMu QyHKIIil
HUPOK, SIKIIIO BOHK HE MOXKYTh 3a0€3MeYUTH IPUINOM AOCTAaTHHOI KiTbKOCTi PifWHY, TOMY IO
3HEBOJHEHHS MOXKE IMigBUIIATA PU3UK BUHUKHEHHS HUPKOBOI HEIOCTATHOCTI.

[MopyieHHs 3 60Ky OpraHiB 30py

ZAKII0 crocTepiraeThCs MOPYILIEHHS 30py a0o iHIINY BIIJIUB Ha OpraHu 30Dy, CJIif HeraHo
3BEPHYTHUCS OO0 odTanbMoora (IUB. PO3Tiny «3MaTHICTE BIJIMBATY Ha IIBUAKICTh PeakKIlil mpu
KepyBaHHI aBTOTpPaHCIopTOM abo po6oTi 3 inmuMu MexaHizmaMu», «I1o6iuHi peaxiii»).

[TpodinakTrKa peaxiii ¢poToceHcubimisarrii

[Ipu 3acTOCyBaHHi XiHOJIOHIB y MalliEHTIB Big3Ha4alOThCA peakilil GoTouyTnuBocTi. [TpoTe
OOCIiIXKEeHHS I0Ka3ally, 110 MOKCU(DIIOKCAH BigPi3HAEThCSA HUXKYUM PU3UKOM BUHUKHEHHS
¢dborouyTnusocTi. He3Baxaruu Ha Iie, ClIiil peKOMEHOyBaTU MallicHTaM YHUKATU 5K
ynbTpadioieTOBOro OIPOMiHEHHS, TaK i TpuBajol Ta/abo iIHTEHCHBHOI [il COHIYHOTO CBiTJIa i 9ac
JIiKyBaHHST MOKCH(IOKCAIIMHOM.

[MamienTty 3 medillTOM rT0K030-6-bochaTaerigporeHasu

IMTarmienTu 3 ciMeHuUM ab0 0COOUCTMM aHAMHE30M HeIOCTAaTHLOI aKTUBHOCTI I'JIF0OK030-6-
dbocdaTaerigporeHasu I 4ac JIiKyBaHHS XiHOJIOHAMHU MaIOTh CXUJIBHICTh IO FeMOJIITUYHUX peakii.
ToMmy TakuM TallieHTaM CJIifi 3 06epekHICTI0O 3aCTOCYBaTH MOKCU(IOKCALIKH.

IHdopMallis Ipo JONOMiXKHi PeYOBUHU

[MTamieHTaM 3 PifKUMHU CIIaAKOBUMHU MpobieMaMy HeIIepeHOCUMOCTi rajlakTo3u, AedilluToM JaKTasu
Jlarmma a6o Manmba®CcopOITiero III0KO3M Ta rajlakKTO3W He CIIif MpUMMaTH Iei mpermapar.

[TalieHTH i3 3alalbHUM 3aXBOPIOBAHHSIM OPraHiB MaJIOr0 Ta3a

[TamienTam 3 YCKJIaAHEHUM 3alldJIbHUM 3dXBOPHOBAHHIM Opl"aHiB MaJIOTr'o Ta3a (HaanKnan,



acoIil0BaHUM 3 TPYOHO-I€UHUKOBUM abcliecoM abo abcuecoM Majoro Tasa), 4 SKUX BBaKaeThCs
HeOOXimHMM MIPOBefeHHs BHYTPIIIHLOBEHHOI Tepailii, TikyBaHHs mpemapatoM Modnakca® y Gopmi
TabJIeTOK, BKPUTUX 000710HKOI0, 10 400 MI' He PEKOMEHYEThCS.

3amnanbHe 3aXBOPIOBAHHS OPTraHiB MaJjioro Ta3a Moxe OyTu cupuuyuHeHe OakTepieio Neisseria
gonorrhoeae, pe3uCTeHTHOIO 00 GTOPXiHONOHIB. TOMY B TaKWX BUIIafKaX eMIIipU4YHe 3aCTOCYBaHHS
MOKCHU(IOKCAMHY He0OXiMHO MpU3HavYaTH OJHOYACHO 3 iHIIMM BifMOBiZHUM aHTHOIOTHKOM
(mampukmnap 11e¢anoCIOpHHOM), SIKIII0 HEMOXKIMBO MMOBHICTIO BUK/IIOUUTH HasBHICTL Neisseria
gonorrhoeae, pe3UCTEHTHOI 10 MOKCHU(]IIOKCALIAHY .

fdxmo micng 3 gHiB MiKyBaHHS He BinOyBaeThCs MOKpPAIlaHHS KJIIHIYHOTO CTaHy, Tepallilo CIIif
ePeragHyTH.

it

Mokcu@dnokcanys CIpUYNHIOE YpaXKeHH XPAIIB Y MOJIOAUX TBAPUH, TOMY 3aCTOCYyBaHHS
Ipenaparty giTaMm (BikoMm f0 18 pokiB) IPOTUIIOKA3aHO.

[TartienTH 3 iHGEKITiIMY, BUKITNKAHUMY METUIUIiIHPE3UCTEHTHUM 30J10TUCTUM
ctadinokokoM (MRSA)

Mokcudnokcalui He peKOMEeHAYEThCA AJIS JIiKyBaHHS iHGEKIiM, CHPUYNHEHUX METULIUITiH-
PE3UCTEHTHUM 30/I0TUCTUM cTadinokokom (MP3C). Y pasi nmigo3proBanoi abo migTBepaKeHo01
indexuii, cmpuurHeroi MP3C, HeoOXigHO po3moYaTy JIiKyBaHHS BifIOBIIHUM aHTHOAKTepiaTbHUM
3acobom (muB. po3min «dapMaKoIOTiyHi BMaCTUBOCTI»).

[NauieHTy 3i cenuivYHUMHY YCKNagHEeHUMY iHGeKIiIMY KipX Ta MigIIKipHOI KIiITKOBUHU

KniniyHa epeKTHUBHICTh BHYTPIITHROBEHHOTO 3aCTOCYBaHHS MOKCU(IOKCAIMHY B pa3i JiKyBaHHS
TIKKOI iH(eKIii, moB’s3aHoi 3 omikaMu, GacuTOM Ta OiaOeTUYHOIO CTOIIO0, IO CYIIPOBOAXKYEThCS
OCTEOMIi€eJIiTOM, He BCTAaHOBJIEHA.

BriuB Ha Gionoriudi Tectu

JIikyBaHHS i3 3aCTOCYBaHHIM MOKCH]IOKCAIMHY MOXKe IIePeIIKOIKaTh TPOBENEeHHIO
KyJIbTYpaJIbHOTO aHasi3y 10f0 BUsABIEeHHS Mycobacterium spp. y 3B’A3Ky 3 IPUTHIYEHHIM
MiKp00Oi0IOTiYHOT0 POCTY, III0, ¥ CBOIO YEPT'y, MOXKe MPU3BECTH [0 IIOMUIIKOBO HETAaTUBHUX
pe3ybTaTiB y 3pa3Kax Bifl XBOPHUX, SIKi Ha JaHUU MOMEHT IIPUMMal0Th MOKCH(DIIOKCAIINH.

UCTIiKeMisa

4K i mpu 3aCTOCYyBaHHI iHIIKUX (PTOPXiHOJIOHIB, IIPX 3aCTOCYBaHHI MOKCU(DIIOKCALIMHY CIOCTEpiraaucs
BiOXWJIEHHS PiBHIB I'/TFOKO3U B KPOBi, BKJIIOUAIOUHU TilOTJIIKEeMIil0 Ta TrinepriikeMiio, 3a3Budau y
namieHTiB i3 giaGeToM, II0 CYyIyTHBO 3aCTOCOBYIOTH IIEPOPAIbHI rimoriikeMiyHi 3aco0u, (Hampukiaf,
rnibenknamin) abo iHcymin. [ToBigoMIsniocs Ipo BUNAAKYU rinornikeMivyHoi komu. [TanieHTam 3
miabeToM peKOMEHI0BaHe PeTeNIbHE CIIOCTEPeKEeHHS PiBHIB ITIOKO3K B KPOBi (OuB. po3min «ITo6iuHi
peaxirii»).

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py001o.



BariTHICTD

Besneka 3acTocyBaHHS MOKCH(IIOKCAIMHY Y IIepiof BariTHOCTI He BCTaHOBJIeHa. Pe3ynbrat
OOCIiIXKeHb Ha TBApUHAX BKa3yHTh Ha PENPOOYKTUBHY TOKCUYHICTH (OUB. po3ain «PapMaKoIoriuyHi
BJIACTUBOCTI»). [IOTEHIINHUY PU3UK [OJIS JIIOOUHU He BCTaHOBJIEHUM.

Y 3B’13Ky 3 pU3UKOM IIOMKOMXKEHHS (TOPXiHOJIOHAMY OTIOPHUX CYTJI00iB MOIOOUX TBApUH (3a
eKCIIePUMEeHTAIbHUMHU OaHUMK) Ta 3 000POTHUMH YPaxKeHHSIMU CYTI00iB, OMMCAHUMH y HOiTeH, sKi
OTPUMYBAJIH JTiKyBaHHS AESIKUMU (GTOPXiHOJIOHAMU, MOKCHU(IOKCAllMH He MOXKHA IPU3HaYaTu
BariTHUM XiHKaM (OuB. po3mdin «IIpoTUnoKa3aHHSI»).

T'ongyBaHHA TPYANI0

MoxcudmokcauyH, K i iHmi XiHOJIOHY, K [T0Ka3aHO, CIPUYMHSIE ypaXKeHHS XPSIIB CyTiio6iB
MOJIOAUX TBapuH. Pe3ynbTaTy JOK/IIHIYHUX JOCIIiAXKEHDb CBiAYaTh, 110 HEBEJIMKA KiJIbKICTh
MOKCH(DIIOKCAIMHy MOXKe MOTPAIIATH Y IPygHe MOoJIoKo. HeMae gaHuX 110710 3aCTOCYBaHHS
MOKCHU(DIIOKCAMHY KiHKaM, AKi TOAYIOTh TPYAAI0. YHACIIOOK OO Y IIepiof rofgyBaHHS IPYIAI0
3aCTOCYyBaHHS MOKCHU(IOKCAIMHY IPOTUIIOKA3aHO (OUB. Po3fin «[IpoTumnokasaHHI»).

DepTUNLHICTD

IocnimXeHHS Ha TBapUHAX He BUSBUIIM IOTIipIIeHHS QepTUIbHOCTI (IuB. po3min «®apmMakonoriuyxi
BJIACTUBOCTI»).

30amHicmb eniueamu Ha weudKicme peakuii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexaHi3mamu.

HocmimKeHb BINIMBY MOKCU(IOKCALIMHY Ha 3JaTHICTh KePyBaTH aBTOTPAHCIIOPTOM Ta IIpallloBaTH 3
iHmuUMY MexaHi3MaMu He mpoBogunu. OgHak GTOPXiHOJIOHY, BK/II0UAl0YH MOKCHU(IOKCAIMH, MOXKYTh
CIIPUYUHSTH TOTIpPIIEHHS 3MAaTHOCTI KEPyBaTH aBTOTPAHCIIOPTOM abo ImpalffoBaTu 3 iHIIUMHU
MeXaHi3MaMu 4yepe3 BUHUKHEHHS peakiliit 3 60Ky IIeHTPalbHOI HEPBOBOI CUCTEMHU (TAKUX SK
3alraMOpPOYEeHHS, TOCTPa THMYacoBa BTpaTa 30py, AuB. po3min «Ilo6iuni peakirii») abo roctpoi
KOPOTKOTPHUBAJIOL BTPATH CBiJOMOCTi (HEIIPUTOMHICTb, TuB. po3min «Ilo0iuni peakirii»). ITamieHTam
CJIil peKOMEHIyBaTH CIIOCTePiraTH 3a CBOEIO Peakilielo Ha MOKCHU(IIOKCALIMH Tlepef] TUM, SIK KepyBaTH
aBTOTPAHCIIOPTOM abo IpalfoBaTH 3 iHIIMMU MeXaHi3MaMHu.

Cnocid 3acmocyeaHHsi ma do3u.
Hopocai
PekomengyeThcst mpuiiMatu 1o 1 Tabneriri (400 Mr) MokcudpIOKCALMHY Ha H00Y.

TabmeTKu crifg IpuiiMaT He PO3XKOBYIOYY, 3allMBal0YX OOCTATHLOIO KiNbKicTIO Bogu. [Ipemapar
MOXKHa IpUMMaTH He3aJiexkHO Bif MpuitoMy 1xi.

Tpusasicmbs mepanii

TpuBanicTs Teparmii TabneToBaHoo0 GopMoio npenapaTy Modmakca® 3amexkuTh Bif TUNY iHeKIIii i
CTaHOBUTD:



- 3aroCTpeHHsI XpPOHIYHOTO 0OCTPYKTUBHOTO 3aXBOPIOBAHHS JIeTeHb - 5-10 mHiB;
- HerocIiTajbHa NHeBMOHiA - 10 mHIB;
- rocTpuii 6aKTepiaabHUE CUHYCUT - /7 [HIB;

- 3ala/IbHi 3aXBOPIOBaHHS OPraHiB MaJIOr0 Ta3a JIETKOro Ta IMOMIPHOTO CTyneHs - 14 gHiB.

CmyniHyacma (8HympiwHb08€HHA i NepopaabHa) mepania

[ToBimomusinocs, 110 i Yac JOCiXKeHb CTYIiHYacTOl Tepatil GisbIIicTh MallieHTiB Tepexonusa 3
BHYTPIIIHBOBEHHOT 0 Ha TIepOpaJbHUY LIIAX BBeAEHHS MOKCU(IOKCALUHY IIPOTATOM 4 [HiB
(HerocrmiTanbHa MHEBMOHIS) abo 6 OHIB (yCKiIagHeHi iHdeKil Kipy Ta MiAMIKIpHUX TKAaHUH).
PekomeHOBaHa 3arajibHa TPUBAJIICTh JIiIKyBaHHS TaOleTKaMu Ta PO3YMHOM MOKCHQIOKCALIMHY
CTaHOBUTH 7-14 OHIB O HETrOCHiTAJbHUX MTHEBMOHIU Ta 7-21 meHb OIS yCKIIafHEHUX iH(eKIil mKipu
Ta MIIKIPHUX TKaHWH.

[TepeBuntyBaty BKa3aHy 103y (400 mr 1 pa3 Ha go0y) Ta TPUBaIiCTh JIiKyBaHHS [JI KOXKHOTO
IIOKa3aHHS He DEKOMEHIYEThCS.

IlauieHmu AiMHbO20 BIKY/NAUIEHMU 3 HU3bKOK MACO Miad

Kopekriist no3u asis maiieHTiB TiTHBOTO BiKy/MallieHTiB 3 HU3BKOIO Macoo Tila He MOTpiOHa.

I[TopyweHHsA pyHKUII nevyiHKu

[TauieHTaM i3 mopymeHHSIMHU GYHKIII IeYiHKKY KOPEKIis 03U He MOTPiOHa (IUB. TAKOXK PO3Mis
«Oc06IUBOCTI 3aCTOCYBaHHS»).

IopyweHHAa dYHKUIT HUDOK

[l71g nauieHTiB i3 MOPYLIIEHHSIMU (PYHKII1 HUPOK Bifi IETKOTO A0 TSIKKOTO CTYNeHs (y TOMY YUCIIi IpH
KyipeHci kpeaTuHiny < 30 mn/xs/1,73 M%), a TaKOX A7IA HAL€HTIB, SKi mepebyBaoTh Ha
Oe3nepepBHOMY TeMOfIiali3i Ta JOBroTpHUBaIOMy aMOyIaTOPHOMY IIePUTOHeaTbHOMY Aiamisi,
KOPEKIIisl 1031 He moTpiOHa (muB. po3min «®apMaKoIOTiuyHi BTaCTHUBOCTI»).

Himu.

Moxkcudnokcalut MpoTUnoka3anuy gitaMm (Bikom mo 18 pokis). EdhekTuBHICTL Ta 6e3meka
3aCTOCYBaHHST MOKCU(IOKCAIIMHY OiTSAM He BCTAHOBJIEHI (OUB. TaKOXK po3min «I[IpoTUIIOKa3aHHS»).

Ilepedo3yeanns.

Y pasi BUIaikoBOro nepefo3yBaHHSI He PeKOMEHI0BAHO XKOOHUX ClleludiuHnX 3axomiB. Y pasi
[Iepeno3yBaHHSA CIIif OPIEHTYBATUCS Ha KIIIHIYHY KapTUHY 1 IPOBONUTUA CUMIITOMATUYHY
nigTpuMytouy Teparito Ta EK[-MOHITOPUHT y 3B’s13Ky 3 MOXKJIUBICTIO ITOA0BKeHHS iHTepBany QT.



OpHOYacHe 3aCTOCYBaHHST aKTHBOBAHOTO BYTilIsA 3 03010 MOKcupokcanuny 400 Mr mepopasbHO
IPU3BeNie 10 CKOPOUYEHHS CUCTEMHOI HOCTYIIHOCTI JTiKapchKOro 3aco0y Oinbire Hixk Ha 80%. Y pasi
nepeno3yBaHHs B Pe3yJIbTaTi IePOPAIbHOTO IPUHOMY JTiKapChKOro 3aco0y 3aCTOCYBAaHHS
aKTHMBOBAHOTO BYTi/JIS Ha IMOYATKOBiM cTafii abcopObirii Moxke OyTH eeKTHBHUM [Jig 3anobiraHHs
30iNbIIIEHHIO CUCTEMHOI [Iii MOKCHU(IOKCALUHY.

ITo6iuni peakuii.

Huxye HaBemeHo moOiuHi edeKTH, OTpUMaHi 3i BCiX KITiHIYHUX OOCTiAXKEHD i3 3aCTOCYBaHHAM
Mokcudnokcaurny 400 Mr (TiTbKY B/B Tepallis, CTyliHYacTa Tepamis [B/B Ta mepopaibHa] Ta
ImepopaibHa Tepalis) Ta MOCTMapKeTUHTOBUX 3BiTiB. [T00iuHi peakiril kmacudpikoBaHi BiilIOBiTHO [0
YacTOTH iX 1MosBU. Yci mobiuHi peakiril criocTepiranucs 3 4acToToi MeHIle 3 %, 3a BUHATKOM HYIOTH
Ta giapel. Y KoxHil rpyni no0iyHi sBUIa 3a3Ha4eHi y MOPAAKY 3MEHIIEHHS iX cepiio3HocTi. HacToTa
BM3HAYAETHCS HACTYITHUM YMHOM: 4acTo > 1 % < 10 %, Hevacto > 0,1 % < 1 %, pigko > 0,01 % <
0,1 %, nyxe pigko < 0,01 %.

Tabmuus 3
Knacu cucrem  [Jacto Heuacto Pinxo [lyxe pigko Hesigomo
opraxiB
(MedDRA)
[Hdekuinni Cynepindexuis, mo
yCKITaTHEHH S BUHWKIIA BHACTITOK
0akTepianpHOI YU
rpHOKOBOI
[PE3UCTEHTHOCTI,
HapUKIan
OpasibHUM 4u
BariHaTbHUN
|[kargUmO3U
3 6oy IAHeMis1, TeMKOIeHisl, HeUTPOIEeHis, [ligBUIEeHHS PiBHS
|KpOBOHOCHOI Ta TPOMOOIUTOIIE IS, TpOMOOLUTEMIS, TpoTPOMOiHy/ 3MEHIIEHHST
miMbaTuIHOI e03uHOGITis. MHB,
cucteM TTomoBXKEHHS TPOTPOMGIHOBOTO QrpaHyJIOLNUTO3,
yacy/ 36impmenas MHB MaHIKUTONEHIs
3 6oky imyHHOI Anepriuni peaknii (ouB. po3pin IAHadinakcis, BKIII0OYangu
cucTeMu «OCOOTUBOCTI 3aCTOCYBAHHS») pinKicHI BUNIAOKY IMIOKY
(1110 3arPOKYE KUTTIO),
anmeprivHui HAOPSK/
QHT1I0HEBPOTUYHUY
HaOpSIK, BKJIIOYAI0YH
HaOpsiK ropTaHi (110
[TOTEHLINHO 3arPOXKy€e
DKUTTIO)
3 60Ky CHHIPOM IOPYIIEHHS
eHIOKPUHHOI cekperii
cucTemu QHTHIIYPETUIHOTO
ropmony (CITAIT)
[TopyiieHHS CinepninigeMis CinepriikeMis, inmormikeMis,
MeTabosi3My Ta rinepypuxkeMis rinoriikeMiuyHa KoMa
Xap4yyBaHHSA (ouB. po3min
«Oco6IuBOCTI
3acToCyBaHHS»
3 60Ky mcuxiku* Peakiii CTPHBOXKEHOCTI, JTa6inbHICTb HACTpOIO, [lernepcoHamizanis,
MTigBUIIEHHS ICUXOMOTOPHOI [memnpecisi: pigko 3 MICUXOTUYHI peakii 3
@KTUBHOCTI/ 30yIKEeHHS MOKJTMBOIO CaMOarpecieio, [MOKIIMBOI CaMoarpeciero,
TaKoIo AK CyilupambHi TaKOIO SIK CyiluanbHi
imei/mymku abo cipobu imei/ mymku abo cripo6bu
caMory0GCTBa, JUB. PO3MNT [caMOryGCTBa, JUB. PO
«Oco6muBOCTI «Oco6IUBOCTI
3acTOCyBaHHS». 3acTOCYBaHHS»
TamonrHaLil




3 60Ky HEPBOBOI
cucTeMu*

TomoBHUM 6ifb,
3aIraMoOpOYEHHS

TTapecresis/

mr3ecTesis

[TopyuieHHS CMaKy (BKJIIOYa4u
areB3ii0 y PigKiCHUX BUIafKax).
CIUIyTaHICTh CBIOMOCTI Ta BTpaTa
opieHTarii, po3nagu cHy
(mepeBaxHO OE3COHHS), TPEMOP,
BEPTUTO, COHJIUBICTh

[inecresis, MOPyLIIEHHS
HIOXY (BK/IIOYAIOYU BTPATY
HIoXy). [laTonoriuni
CHOBU[iHHS, TOPYIIEHHS
KoopauHallii (BKII0Yayu
[pO31am X0O¥ BHACTILOK
3amamMopoueHHs1a60
BEpTUTO), CyOOMHI
Hanagy 3 PisHUMU
KITiHIYHUMU IPOSIBaMU, Y
TOMY YKCJIi BEJIUKI
eImiNenTUYHI Haamu, JUB.
po3min «OcobnuBoCTi
3aCTOCYBaHHS»
[lopyiIeHHs yBary,
[pO3/1agy MOBJIEHHS,
aMHe3is, nepudepudHa
HelpomaTis Ta
mostiHedponartis

Cimepecresis

3 60Ky opraHis
30py*

[Topy1uieHHS 30pY, BKIIOYAI0YH
[MUIITIONI0 Ta HEYITKICTh 30Dy,
oco6uBO mif Yac peaxiiiit 3 60Ky
LTHC, guB. po3min «OcobmuBoCTi
3aCTOCYBaHHS»

[TpaH3UTOpHA BTPaTa 30py
(0coGIHBO IIif

luac peaxiit 3 6oky LITHC
(ouB. po3min
«Oco6IuBOCTI
3acTOCYBaHHS»

Ta «30aTHICTD

BIIIMBATH Ha LIBUMKICTh
[peaktii mpu KepyBaHHi
@BTO TpaHCIOPTOM abo
iHITMMH MexXaHi3MaM#»)),
yBeiT Ta GimatepanbHa
rocTpa TpaHCiNoMiHalisg
[palinyKKu (OUB. PO3Min
«OCco0mUBOCTI
3aCTOCYBaHHS»)

3 60Ky oprasis
cryxy Ta
BeCTHOYIIIPHOTO
amapaTy*

[[3BiH y ByXax, IOpYIIeHHS
CITyXy BKJIIOYAIOYH TIIyXO0Ty
(3a3BU4ail 000POTHY)

3 60Ky cepus**

TTomoBxkenHs QT-
iHTepBaJy Y XBOPUX
i3 rimokaniemiero,
MUB. PO3IiMKN

[Tonosxenns QT-iHTepBaiy, OUB.
po3min «OcobnuBoCTi
3aCTOCYBaHHS»

[Tocunene cepuebUTTS, Taxikapmis,

[II1yHOUKOBi TaxiapuTMii,
HENIPUTOMHICTh

(ToOTO rocTpa Ta
KOPOTKOYacHa BTpaTa

«IlipyeTHa» MITyHOYKOBa
Taxikappmis (torsade de
[pointes), 3ynuHKa cepIis.

«OcobmuBOCTL bibpumnsiis nepencepns, cBimoMoCTi).
3aCTOCYBaHHS» Ta  |CTEHOKApPMis.
«ITpOTHITOKA3aHHSI»
3 60Ky cynuH Basogunartanis IApTepianbHa rinepreHsis, [BackymiT

aprepianbHa rimoTeHsis

3 60Ky muxambHOL
cucTeMu, OpraHis
rPYIHOI KITiTKA
Ta CepefoCTiHHSA

3amuiKa (BKIIOYanydn
QCTMaTWYHUH CTaH)

3 60Ky TpaBHOL
cucteMu

Hymota, 61t0BaHHS,
0i7b B XKUBOTI,
miapest

[ToripuieHHs aneTUuTy Ta
3MEHIIeHHS BXKUBaHHSA 1XKi, 3a110p,
mucrierncisi, GnaTynexuis,
TaCTPOEHTEPUT, IMiIBULIEHHS PiBHSA
aminasu

[ucdaris, cromaTurt,

KOJIIT, BKIIIOYAO4Yl
mceBOOMeMOpPaHO3HUM
KOJIT, y pifKiCHUX
BUIIA[IKaX i3 3arpO3JIMBUMHA
I JKUTTS YCKIafHEHHS
MU

aHTHOI0THKO-aCOLiOBaHUH]

TemaTto-GiniapHi
[OPYIIEHHS

[ligBUILIEeHHS PiBHA
TpaHCcaMiHas3

[TopyuierHs GyHKUil meyinKu
(BK/II0Yar0uH migBuineHHs JITIT
(JTakTaTHerin

[poTreHasw)), MigBUILIEHHS PiBHS
6inipy6iny, migsumenns [TTII
(raMMa-rIyTaMin-TpaHCIeNnTHaa3n),
ifBUIEHHS B KPOBi PiBHSA JTyXKHOL
bocdaTaszu

DKOBTSIHUIIS, TENIATUT
(mepeBaXkHO X0NleCTaTUY
HMI)

OynpMiHAHTHUM TeNaTuT,
1110 IOTEHIIIMHO MOXKe
MPU3BECTH 10 PO3BUTKY
HeOe3meuHol Iy XKUTTS
TeYiHKOBO1
HEeOCTaTHOCTI, y T.4. 3
TeTaJIbHUM HaCIigKoM,
muB. po3min «OcoOmuBOCTi
3acTOCyBaHHS»

3 60Ky IIKipu Ta
minmKkipHOi
KJTiTKOBUHUI

CBepOixK, BUCUIIAHHS,
KPOIIMB'sIHKA, CYXiCTh MIKipU

Bynpo3Hi mKipHi peakii,
TakKi IK CHHOPOM
CriBeHca -J]2X0HCOHa ab0
TOKCUYHUYN
enlimepManbHUN HEKPOTIi3
(1110 TTOTEHIIIAHO
3arpOKYIOTH KUTTIO), IUB.
po3nin «Oco6nuBoCTi

3aCTOCYBAaHHA»

[TEII




3 60Ky OIOpHO-
[pyX0BOi crcTeMu™

IApTpautrig, mianris

TeHOUHIT, TigBUIeHUNR
TOHYC M’'sI3iB, CymoMH
M’s131B, M’s130Ba CIIA0KiCTh

Po3puB CyX0XKUIb (IUB.
po3nin «Ocob6nuBoCTi
3aCTOCYBaHHS»),apTPUTH,

[Pabmomionis

[pUrigHiCTH M'A3iB,
3aroCTPEHHS CUMIITOMIB
MiacTenii (myasthenia
gravis) (muB. po3pmin
«Oco6IuBOCTI
3aCTOCYBaHHS»)

3 60Ky HEPOK Ta [TopymenHs QyHKUil
Ce4OBUBITHUX HUPOK (BKJIIOUAIOYHN
IIIXiB 36iNbIIEHHS a30Ty
Ce4OBHHU Ta KpeaTUHIHY
[71a3MU KPOBi), HUPKOBa
HeJO0CTaTHICTh

3arasibHa cabKicTh (B oCHOBHOMY [Habpsk

aCTeHist 9Yu BTOMIIEHICTD), BifUyTTa
Gorio (BKTIOYa04HU 6iTb y
[omepexy, TPyAHiM KiiThi, 6inb y
KiHIIiBKaX, 60JII0YiCTh Y POEKIIii
MaJIoro Tasa), rimeprigpo3

lerifnpaTaris

3aranbHi cTaHU*

*Tlyke pigKo MOBiIOMIISIOCS PO BUMIAAKU TPpUBaIuX (Micsti abo poKu), TaKuX, 110 IPU3BENH [0
BTPATH Hi€3MaTHOCTI Ta MOTEHIIHHO HEOOOPOTHUX CEPHO3HUX MOOIYHUX peaklliil TiKapCchKuX 3aco0iB,
110 BIIJIMBAIOTh Ha HeKinbKa, iHodi 6araTo, CUCTEM OpPTaHiB Ta OpraHiB YyTTS (BKII0YalOuM TaKi
peaxiii, 9K TEHOWHIT, PO3PUB CYX0XKUJIIS, apTpairis, Oib y KiHIiBKax, MOPYLUIEHHS XOAH, TI0B’I3aHi 3
IapecTe3iel0 HelpoIarTil, Aenpecis, BTOMa, IOPYIIEeHHS IaM’sITi, IOPYIIEHHS CHY Ta IIOPYLIeHHS
CITyXY, 30Py, CMaKy Ta HIOXY) y 3B’43KY i3 3aCTOCyBaHHSIM XiHOJIOHIB Ta ()TOPXiHOJIOHIB y AEeIKUX
BUIIa[IKaX He3aJIe’kKHO Bil HASBHUX YMHHUKIB pU3UKY ( OUB. po3ain «OcoOMMBOCTi 3aCTOCYBaHHS»).

Y pigkicHuX BuUIlafKax Iicys NTiKyBaHHS iHIMMMU GTOPXiHOIOHAMHU 0YJI0 3apeeCcTPOBaHO Taki mobiuHi
peaxii, ki Mornu 6, MOXKJTMBO, TAKOXK CIIOCTEPIraTUCS MPU 3aCTOCYBaHHI MOKCHU(IIOKCALIMHY:
MigBUIIEHHS BHYTPIIIHBOUYEPEIIHOTO TUCKY (BK/IIOYAl04H ifionaTuyHy BHYTPIIIHbOYEPEHY
rinepTeHsiio), rinepHaTpieMis, rinepKaiblieMisi, TeMOJIiTUYHa aHeMis, peakil poToceHcuObinizariil
(muB. po3min «OcoBIUBOCTI 3aCTOCYBAHHS»).

** 'V malrieHTiB, SKi oTpuMyBanu PTOPXiHOIOHH, TOBITOMIISIIOCS ITPO BUIAKKA aHEBPU3MHU Ta OUCEKITil
aopTH, iHKOJIU YCKIagHeHi pO3pUBOM (BK/TI0YAl04M JeTajlbHi BUIIAIKK), Ta
peryprirariii/HeqocTaTHOCTI 6yIb-sIKOT0 3 KJlamaHiB cepis (ouB. po3min «Oco6nmuBoCTi
3aCTOCYBaHHS»).

3BiT PO OYiKYBaHi MOOiYHiI peakirii

3BiTHICTH IIpo IepenbauyBaHi MoOiYHi peakiiil micisa peecTpatiii TikapcbKoro 3aco0y Ma€ BaxkKJIuBe
3HaueHH4. lle mae 3MOry IpofoBXKYyBaTA MOHITOPUHT CIIiBBITHOLIEHHS KOPUCTH/PU3UK JIIKAPCHKOTO
3aco0y. Indpopmariito mpo Oynb-sKi mependavyBaHi mobGiuHi peakil Cif mogaBaT BiATOBITHO OO0
BHMOT 3aKOHOZIaBCTBaA.

Tepmin npudamuHocmi. 5 POKiB.

YMmoBH 30epiraHHsi.

36epiraté B OpUTiHANbHINA YIAKOBII /I 3aXUCTY Bif mii Boytoru. s TiKapCchKOro 3aco0y He MoTpiOHi
crneliangbHi TeMnepaTypHi yMoBU 306epiranus. 30epiratu y HEIOCTYIIHOMY 7 HiTed MicIii.



YnakoBka.
I[To 5 TabneTok y GmicTepi; mo 1 6rmicTepy B KapTOHHIN KOPOOIIi;
o 7 TabneTok y 6micTepi; mo 1 abo mo 2 6micTepu B KAPTOHHINA KOPOOIIi;

o 10 TabneTok y Gmictepi; mo 1 6ricTepy B KapTOHHIM KOPOOIIi.

Kareropis Bigmycky.

3a pelemnToM.

BupoOHUKH.
KPKA, n.x., HoBo mecTto, Cnoseria/ KRKA, d.d., Novo mesto, Slovenia.
KPKA-®apwma 1.0.0., XopBartisi/ KRKA-Farma d.o.o0., Croatia.

TAIl ®apma 'mM0X, Himeuunna/ TAD Pharma GmbH, Germany.

Micne3HaxomKeHHsI BAPOOHHUKIB Ta IX apecH Miclsi MpoBaJKeHHs Jisl/IbHOCTI.
[MImap’emika necta 6, 8501 HoBo mecto, CrmoBerisi/ Smarjeska cesta 6, 8501 Novo mesto, Slovenia.
B. Xonesma 20/E, 10450 fActpebapcko, Xopsatisi/ V. Holjevca 20/E, 10450 Jastrebarsko, Croatia.

Xawni-JIoxmans-1lITpacce 5, 27472 KykcxaBeH, Himewunna/ Heinz-Lohmann-Strasse 5, 27472
Cuxhaven, Germany.



