IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

MOKCHUMAK

(MOXIMAC)

Cknao:
ditoua pevosuHa: moxifloxacin;
1 TabneTka MiCTUThL MOKCH(]IIOKCALIMHY TigPOXJIOPUAY €KBiBaleHTHO MoKcudnokcauruny 400 mr;

0ONOMIdCHI peyoBUHU: 1IeJTI0NI03a MiKPOKPUCTaIidYHa, HaTPilo KpocKapMeno3a, KPEMHII0 TiOKCHI
KoJoigHuY 0e3BOMHUM, IOBIMOH, MarHilo cTeapar, MOKpUTTs Instacoat universal pink AO5G11785:
TiAPOKCUIIPONIIIMETUIILENII0II03a, noJieTusnenriikosns 400, nomietunerriaikons 6000, TUTaHy OiIOKCUL
(E 171), 3amiza okcup uepBoHuii (E 172).

Jlikapcbka ¢popma. TabmeTKy, BKPUTI TIBKOBOIO 000JI0HKOIO.

OcHogHi (i3uko-ximMiyHi 81acmueocmi: OBOOMYKJIIi TaONIEeTKU KalCynononioHoi ¢opMu, BKPUTI
TITiBKOBOIO 000JIOHKOIO, POZKEBOTO KOJILOPY, 3 TUCHEHHSIM «T 75» 3 omHOT0 OOKY Ta rilafieHbKi 3
igmoro.

dapMmakoTepaneBTHYHA rpyna. [IpoTuMikpoOHi 3aco0u OJIs1 CHCTEMHOTO 3aCTOCYBaHHS.
AuTtrbakTepianbHi 3ac00U rpynu XiHOJIOHIB.

Kom ATX JO1M A14.

dPapmakono2iuHi e1acmusocmi
dapmakoOuHamika.

MexaHi3M mil

Moxkcudnokcanut - 8-MeTOKCH(TOPXiHOIOHOBHH 3acil i3 MHUPOKUM CIEKTPOM OaKTepUIUAHOI fii. In
vitro MokcuIokcauH e(peKTUBHUY 000 0araTh0X rPaMIIO3UTUBHUX Ta FPaMHEraTUBHUX
MIKpOOpraHi3MisB.

BcraHoBieHo, 1m0 MOKcHU(IoKCauuH e(peKTUBHUY 11010 OaKTepil, CTIKNKUX [0 B-TaKTaMHUX Ta
MaKpOJIiJHUX IIpenaparis.

BakTepunugHa misi MOKCHGIOKCALMHY CIpUYMHEHA iHTiOyBaHHSIM 000X TUIIB Tomoizomepasu 1



(ODHK-ripa3a Ta Tomoizomepa3sa IV), HeoOXimHuX s pertikaliil, TPaHCKPUIIIii Ta BiTHOBIEHHS
6akTepianbHoi [THK.

BBaxaioTh, 1m0 C8-MeTOKCH 3a/HIIOK CIPHUSE MOKPAIIeHHI0O aKTUBHOCTI Ta II0CIa0IIioe CeeKIlio
PE3UCTEeHTHUX MYTaHTIB I'paMIO3UTUBHUX GaKkTepiit mopiBHsAHO 3 C8-H 3anumkomM. HasBHiCTH
BEJIMKOTO JUIIMKII0aMiHOBOTO 3a/MIIKY B C-7 m0JI0KeHHi 3arnobirae ak THBHOMY BiITOKY,
II0B’SI3aHOMY 3 TeHaMu norA abo pmrA, siKi BUSIBIIEHO ¥ OeSKUX TPaMIIO3UTUBHUX OGaKTepil.

MoxkcugokcalliH BOJIOIi€ 3a71€KHOI0 Bifl KOHIIEHTpaIlil 6aKTepUIIUIHOI0 aKTUBHICTIO. MiHiManbHi
O6akTepuuugHi KoHIEHTpalil (MBK), 3a3Bruual, BignoBifaoTh MiHiMaIbHUM iHTi0yI0UUM
KoHIleHTpamisaMm (MIK).

BrniuB Ha KWITIKOB J10 JTIIOOVHW

Y mBOX mOCTiAXKEHHSX 3a y4acCTI0 HOOPOBOJIBIIIB MiCIIs TePOPabHOTO 3aCTOCYBAHHS
MOKCHU(DIIOKCAMHY Bil3HAYaIKCS HUKUYeHaBeeHi 3MiHM Y KALIKOBiH (Jiopi. 3HUKyBanacs KilbKiCTh
E.coli, Bacillus spp., Enterococcus Ta Klebsiella spp., a Takox aHaepo6iB Bacteroides vulgatus,
Bifidobacterium spp., Eubacterium ma Peptostreptococcus. CriocTepiranaocs migBUIEHHS KiTbKOCTi
Bacteroides fragilis. KinbkiCcTh BKa3aHUX BUIIle MiKPOOpPTaHi3MiB II0BepTaacs y Mexi HOpMHU
YIIPOLOBXK [IBOX THXKHIB.

Pe3ucTeHTHICTE

MexaHi3M1 pe3UCTEHTHOCTI, 3a PaXyHOK SKUX iHAaKTUBYIOThCS MEHIIUIIHY, 11e)aI0CIIOPUHY,
aMiHOTJIIKO3UIM, MaKPOJIiK i TeTPALMKITiHY, He BIIJIUBAIOTh HA aHTUOAKTepianbHy eeKTUBHICTD
MOKCU(IOKCcaUXHY. [HIIIi MexaHi3MU Pe3UCTEHTHOCTI, TakKi K 6ap’epy MPOHUKHEHHS (IIOMIUPeHi y
Pseudomonas aeruginosa) Ta MexaHi3MHU BiITOKY, MOXKYTh BIIJIUBATH Ha YyTJIUBICTh [0
MOKCHU(DIIOKCALIUHY.

dopMyBaHHS PE3UCTEHTHOCTI 10 MOKCU(DIIOKCALMHY in Vitro CIocTepiraau K IOCTYIIOBUH IIPOIIEC,
SKUH TI0JIITa€ B TOYKOBUX MyTalisix 060x TumiB TonoizoMepasu 11, JHK-ripa3u Ta Tomoizomepasu IV.
Moxkcudnokcalut € crabKuM cyoCTpaToM [Jisi MeXaHi3MiB aKTUBHOTO BiITOKY Y TPaM-ITIO3UTUBHUX
MIKpOOpraHi3Mis.

CrmocTepiraeTbcs mepexpecHa Pe3UCTEHTHICTh 3 iHmMUMHU PTopxiHOoNoHaMu. OgHAK, OCKiTbKU
MOKcupIoKcanuuH iHridye o6unsi Tomoizomepasu II Ta IV 3i CX03K010 aKTHBHICTIO JIeSKUX
rpaMIIO3UTHBHUX OaKTepil, 11i 6aKTepil MOXKYTH OyTH PE3UCTEHTHUMHU 0 iHIIUX XiHOJIOHIB, ane
YYTIUBAMU A0 MOKCH]IIOKCAIUHY.

KOHTpOBHI TOYKHU
Tabmuig 1

Kminiunai MIK Ta KOHTPOJIbHI TOYKM AKUCKOBOI Audy3il mns mokcudnokcaruny (01.01.2012) 3a
nanumu EUCAST (€BponeiiCbKui KOMITET i3 TeCTyBaHHS aHTUMIKPOOHOI Yy TIIUBOCTI)

MikpoopraHizm YyTauBui 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, 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 mMr/n

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

320 Mm <17 MM
KoHTponpHiI TOYKY, He NOB’'sA3aHi 3 BUgoM™* < 0.5 Mr/n > 1 mr/n

* KOHTpOJIBHI TOYKY, He TOB’sg3aHi 3 BU0M, Oy/id BU3HaY€Hi TOJIOBHUM YMHOM Ha IIificTaBi JaHUX
(hapMakoKiHeTHKH/(DapMaKOOUHaMIK¥ Ta He 3anexkaTh Bif nomupenHs MIK cnenudiunux sumis. i
[aHi BAKOPUCTOBYIOTh TiJIBKU IIOO0 BUAIB, SKUM He HafaBall KOHTPOJIbHUX TOYOK 38 OKPEMUMU
BHLAMHU, Ta He BUKOPUCTOBYIOTE IIOA0 BULIB, B IKUX iHTEPIpeTAaliliHi KpUTEPil MiAngaraoTh
BA3HAYEHHIO.

MikpobiooriyHa YyTIHUBICTh

YacTtoTa HaOyTOl PE3UCTEHTHOCTI MOXKe 3MiHIOBaTUCS 3aJIeXKHO Biff reorpadivyHOr0 po3TallyBaHHS
periony Ta IpOTAroOM 4YacCy, BU3HaYEHOr0 [JIs IIeBHUX BU[IiB MiKpoopraHi3aMmiB. bakaHO MaTu AOCTyI
0 JIOKaJIbHOI iH(popMalril 1010 Pe3UCTEeHTHOCTI MiKpoopraHi3miB, 0COOTMBO IIPY JiKyBaHHI TAXKKUX
iH(eKIin.

Y pazi HeoOximHOCTI CIifl 3BepTaTUCS 3a KOHCYJIbTAINEIO 10 eKCIlepTa 3 IUTaHb
aHTUOIOTMKOPE3UCTEHTHOCTI, KOJIU MiCIleBe MOMiHyBaHHS PE3UCTEHTHOCTI BUSIBIISETHCS HACTIIbKU
CUJIbHUM, ITI0 BIIJIUB ITEBHOTO JIiIKapChKOro 3aco0y IfoHaliMeHIlle Ha AesKi BUAK iHQeKIinHIX
30yOHUKIB 3aTUINAETHCS i CyMHiBOM.

YyTauBi BUOH

Aepo0OHi rpaMIIO3UTHUBHI MiKPOOPraHi3Mu

Gardnerella vaginalis

Staphylococcus aureus* (4yTnuBUY 0O METULUIIIHY)

Streptococcus agalactiae (rpymna B)

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

Streptococcus pyogenes* (rpyma A)

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

Aepo0OHi rpaMHeraTUBHI MiKPOOpPradizMu

Acinetobacter baumanii
Haemophilus influenzae*
Haemophilus parainfluenzae*

Legionella pneumophila



Moraxella (Branhamella) catarrhalis*

AnaepoOHi MiKpoopraHizmu

Fusobacterium spp.

Prevotella spp.

[H111i MIKPOOPraHi3Mu

Chlamydophila (Chlamydia) pneumoniae*
Chlamydia trachomatis*

Coxiella burnetii

Mycoplasma genitalium

Mycoplasma hominis

Mycoplasma pneumoniae*

Bugu 3 MO2K/JIMBOI0 Ha0yTOI0 Pe3UCTEHTHICTIO
Aepo0OHi rpaMIo3uTUBHI MiKPOOPraHi3Mu
Enterococcus faecalis*

Enterococcus faecium*

Staphylococcus aureus (MeTUIUITIHPE3UCTEHTHUN)

AepoOHi rpaMHeraTUBHI MiKpOoOpraHizMu

Enterobacter cloacae*
Escherichia coli*#
Klebsiella pneumoniae*#
Klebsiella oxytoca
Neisseria gonorrhoeae*
Proteus mirabilis*
AnaepoOHi MiKpoopraHizmu
Bacteroides fragilis*
Peptostreptococcus spp.*

Pe3ucTeHTHi BHOIH

AepoOHi rpaMHeraTHBHI MiKpoOpraHizMu



Pseudomonas aeruginosa

* [IpomeMOHCTPOBAHO 3a0BIIbLHY aKTUBHICTS I[OJ0 BIUIMBY Ha YYTJIUBI LITAMHU IIif] YaC KITIHIYHUX
OOCHiAXKEHb Y paMKaX 3aTBePAXKEHUX KITiHIYHUX IT0Ka3aHb.

#H_[TaMI/I, ki BupoOisitoTh ESBL, 3a3Buuait pe3uCcTeHTHi 0o GPTOpXiHOIOHIB.

IToxa3uuk pe3ucteHTHOCTL > 50 % B onHil yu Ginblne Kpall.
p

[TokmiHiuHi gaHi 3 6e3meKu

BB Ha KPOBOTBOPHY CHCTEMY (He3HaYHe 3HUKEHHS KiJTbKOCTi ePUTPOIUTIB Ta TPOMOOIIUTIB)
CIIOCTepirascd y IIypiB Ta MaBIl. fK 1 Ip¥ 3aCTOCYBaHHI IHIIKX XIHOJIOHIB, FellaTOTOKCUYHICTh
(mipBuIIeHHS piBHS (EPMEHTIB IEeUiHKYU Ta BaKyoJlbHa Herpafallis) Big3Hadasnacs y IIypiB, MaBI Ta
cobak. Y maBm (ikcyBanu Bunagku HelpoTokcuyHocTi (ypaxenHs LITHC - cynomu). Bkazani edexktu
CIIOCTEPIranucs TiJIbKY IIiC/s MPUMOMY BHCOKHX 003 MOKCU(MIIOKCAIMHY abo micis JOBroTPUBAIOro
3aCTOCYBaHHS IIpenapary.

Moxkcudnokcalus, K i iHII XiHOTOHHU, TOKa3aB FeHOTOKCUYHICTS ITifl 4Yac TeCTiB in Vitro 3
OakTepisiMu abo0 KiriTHHaAMU ccaBliB. OCKiNTbKY BKa3aHUM e(heKT MOSICHIOEThCST B3aEMO/IIiEI0 3
OakTepianbHOIO Tipa30i0 Ta B pa3i BUIIOI KOHIIEHTPAIlil - B3aEMOIi€lo 3 TomoizoMepa3soio II y KitiThHax
CCaBIIiB, MOXKHA MPUIYCTUTH HASBHICTh MIOPOTOBOI KOHIIEHTPALIil 11 TeHOTOKCUYHOCTI. ITim yac
TECTiB in vivo He OyJI0 BUSBIEHO 03HAK FT€HOTOKCUYHOCTI, He3BaXKa4y Ha 3aCTOCYBAHHS BUCOKHUX
o3 MoKcudIoKcauuHy. TaKuM YMHOM, IIperapar IToKa3aB JOCTaTHil moTeHIlian 6e3meKu mpu
3aCTOCYBaHHI TepaneBTUYHOI OO3U AJISA MIOOUHU. MOKCcH(]IIOKCalH He IT0Ka3aB KaHIIEPOTE€HHOT 0
edekKTy mif yac JOoCTigXKeHHs, iKe IPOBOOUIIY Ha IIypax.

BaraTo xiHO/MOHIB ()OTOpEaKTUBHI Ta MOXKYTh IIPOBOKYBaTH peakilil GOTOTOKCUYHOCTI, BUSBIATU
(dboTomMyTareHHu# i PoToKaHIEpOreHHNY epekTH. [Ipu 1[bOMY € maHi 00 BiACyTHOCTI
($OTOTOKCUYHUX Ta POTOT€HOTOKCHYHUX BIACTUBOCTEHM ¥ MOKCU(IOKCALMHY TP MOT0 TECTYBaHHI B
paMKax KOMIIJIEKCHOI ITPOTPaMH IIifl 4ac JOCIIiAXKeHb in vitro Ta in vivo. B Takux caMux yMoBax
XiHOJIOHY JEeMOHCTpPYyBaJlu BKa3aHi epeKTH.

Y BUCOKMX KOHIIEHTPAIIisTX MOKCH(DIIOKCALIMH Mi€ K iHTi6iTOp MIBUIKOT0 KOMIIOHEHTA KapAialbHOTO
IIOBLILHOT'O KOMITIOHEHTa PO3IPAaBJIA0Y0ro KajaieBoro TOKy, TOMYy MOXe IIPU3BECTH [0 IONOBXKEHHS
inTepBany QT. TOKCHKOJIOTiUHI JOCTiKeHHS, SIKi TPOBOOUIN Ha cobaKax Ta IIifl Yac SKUX IIpenapaT
3aCTOCOBYBaJIM IIEPOPaIbHO B f03axX = 90 Mr/kr, 1m0 3abe3medyBaio KOHIEHTpallilo = 16 Mr/m,
BUSIBUJIU MTONIOBKeHH iHTepBany QT 0e3 aputMmiii. OO0OPOTHY HeleTalbHY IITYHOYKOBY apUTMii0
CIIOCTEpIrasy TiIbKY MiC/s BHYTPIITHROBEHHOTO BBEEHHS BUCOKOI KyMYJIATUBHOI 103, IKa OinbIe
HiXk y 50 pasiB mepeBuilyBaia f03y, nependbaueny amns mopunu (>300 Mr/Kr), mo 3abe3mnedyBao
KOHIIEeHTPaIlito B mia3Mi Kposi =200 mr/n (1o Ginbire HiXK y 40 pasiB mepeBUIlyBao TepPaleBTUYHUN
piBEHB).

Bimomo, 1110 XiHOJIOHY CIIPUYHMHSIOTH YPaKeHHS XPSAIIiB BEJIUKUX AiapTPomiambHUX CYTIo0iB y
MoOJIOgUX TBapuH. HaliHKK4a nepopasbHa go3a MOKCHA(IOKCaIMHY, IKa IPU3BOIUTH 0
apTPOTOKCHYHOTO e(peKTy y MOJIOAUX co0akK, y 4 pa3u IepeBulllyBajia MaKCHMaIbHy PEKOMEHI0BaHy
TeparneBTUYHY 103y 400 Mr (mepenbaueny mis 50 Kr Macu Tina), po3paxoBaHy Ha IificTaBi
CIIiBBiHOIIIEHHS [03a/Maca Tifa (MI/KT), i3 KOHIIeHTpalli€l0 B IIJIa3Mi KPOBi y 2-3 pa3u BUIIOK 3a
KOHIIeHTPallilo, mepen0ayeHy B pa3i 3aCTOCYBaHHS MaKCHMaJIbHOI TepaneBTUYHOL JO3H.

TecTu Ha TOKCHYHICTD, SKi IPOBOAUIIMCS Ha IIypax Ta MaBIaX (IOBTOPHE BBEEHHS MIPOTITOM
nepiony o 6 Micsi1iB), He BUSIBUJIM O3HAK PU3UKY I opraHiB 3opy. I1im yac mocmigxkeHs Ha cobakax



3aCTOCYBaHHS TiIbKM BUCOKUX 003 IEPOPaAbHO (= 60 MI/KT) MpU3BOAKUIIO OO KOHIIEHTPAIlil
mpernapary B IIJ1a3Mi KpoBi =20 Mr/1, 110 CIPUYMHAIIO 3MiHU €JIeKTPOPETUHOTPaMU Ta B OKPEMUX
BUTIAgKax IIPU3BOAMIIO [0 aTpodil CiTKiBKH.

[Tpu BUBYeHHI BIIUBY MOKCU(DIOKCAIIMHY Ha PEIPONYKTUBHY (QYHKIIiI0 TBAPUH [OBEIEHO, III0
MOKCHU((DIIOKCAIIMH IPOHUKAE KPi3b myaneHTy. [[oCmigy, [0 TPOBOTUIIKCS Ha LIypax (Ipu
3aCTOCYBaHHI MOKCHU(IOKCALMHY [TIePOPajIbHO i BHYTPIITHEOBEHHO) i MaBIlaX (IIpX 3aCTOCyBaHHI
MOKCU(IOKCALMHY IIepopajIbHO), He BUSBUIM TEPATOTE€HHOI [ii MOKCH(IOKCaIMHY i 10T0 BIJIUBY Ha
bepTunbHicTh. [Ipy BHYTPIIIHEOBEHHOMY 3aCTOCYBaHHI MOKCU(IIOKCAIUHY Y 1031 20 MI/KT y KPOJliB
Bifl3Hauanacs ManbopMallisi ckeneta. BusBneHo 30imbIIeHHS KiTbKOCTI BUKUIHIB ¥ MaBII i KPOJTiB
IIPY 3aCTOCYyBaHHI MOKCU(IOKCAIMHY y TepaleBTUYHIY 0031. Y mypiB 3adikCcoBaHO 3MEHIIEHHS Macu
T171071a, TOYACTiIaHHS BUIIAAKIB BUKUIHIB, HEBENIUKe 30ibIlIeHHs TPUBAJIOCTI Iepiofy BariTHOCTI i
30inbIIeHHS CIOHTaHHOI aKTUBHOCTI ITIOTOMCTBA IIPY 3aCTOCYBaHHI MOKCH(DIIOKCALMHY, HO3yBaHHS
SIKOT0 y 63 pa3u IlepeBUIllyBajo peKOMEHOBaHe.

dapmaxoKiHemuxka.

BcMoKTyBaHHS Ta 6i0IOCTYIIHICTD

[Ipu nmepopalIbHOMY IPUKXOMi MOKCH(IOKCAIIMH MIBUAKO Ta MalXKe IMOBHICTIO BCMOKTYEThCS.
A6cosmoTHa 6i0foCTYIHICTE mocsTae Maiixke 91 %.

Y pmianasosni mo3 50-800 Mr npu omHOpPa3oBoMY mpuioMi Ta y mo3i 600 Mr Ha goOy mpoTsarom 10 mi6
(hapMakKoOKiHeTHKa € JTiHiMHOI. PiBHOBaXKHUY CTaH OOCATAETHCS IPOTITOM TPHOX OHIB. ITicms
npuioMy mepopasnbHoi 103U 400 Mr mikoBa KOHILeHTpallis B KpoBi (C,,,) mocaraetbcs mpotsirom 0,5-4
TOOUH i cTaHOBUTH 3,1 Mr/n. MakcumarnbHa Ta MiHiManbHa II71a3MOBi KOHIIEHTPALlil B PiIBHOBaXXKHOMY
craHi (400 mr 1 pa3 Ha mo6y) cTaHOBIATH 3,2 Ta 0,6 Mr/1 BifmoBigHO.

Po3nodiz

MokcudnokcaluH UIBUAKO PO3MOMINAETHCS B €KCTPABACKYISIPHOMY IIPOCTOPI, MiC/s 3aCTOCYBaHHS
no3u 400 Mr moIa I KPUBOIO CIIiBBIOHOIIEHHS «KOHIIeHTpallisg-4ac» (AUC) cTaHOBUTH 35 MKT/II.
O06’eM po3rmofiny B piBHOBaXXHOMY CTaHi JOPiBHIOE 2 JI/KT. fIK BCTAHOBJIEHO B €KCIIEPUMEHTAX in Vitro
Ta ex vivo, 3B’si3yBaHHS 3 OillkaMu KpOBi CTaHOBUTH pubau3Ho 40-42 % Ta He 3a/I€KUTH Bifl
KOHIIEeHTPaIlil Ipenapary.

Tabmnuiga 2

[TikoBa KOHIIEHTpAllisl (CepeilHE TeOMEeTPUYHE) IiCIs IIePOPaIbHOT0 MIPUIOMY OOHOPA30BOl 103U
Mokcudnokcauuny 400 mr

TKaHVHA KonIeHTpauisa MicueBul piBeHb - pPiBeHb y
m1a3Mi KpoBi

[T1a3ma 3,1 mr/n -

CnrHa 3,6 Mr/n 0,75-1,3

BMmicT myxups 1,6' mr/n 1,7

Cnu3oBa 000710HKa OPOHXIB 5,4 MT/KT 1,7-2,1

ATbBEOIISIPHI MaKpodaru 56,7 MT/KT 18,6 - 70,0

PinuHa enitenianpHoro mapy |20,7 mr/n 5-7

['aliMOpOBa a3yxa 7,0 MI'/KT 2,0

ETMoifianbHi 1a3yxu 8,2 MT/KT 2,1

Hagzasnphai mominu 9,1 Mr/KT 2,6




[HTepcTHUIiaNbHA pinKHa 1,0% mr/m 0,8 - 1,4*
’Kinoui cTatesi opranu* 10,2* mMr/xT 1,72

* BHyTpIiIIHbOBEHHE 3aCTOCYBaHHS ONHOPa30Bol1 go3u 400 wmr.
' 10 roguH micys BBeIEHHS.

* BinbHa KOHI|EHTpAlif.

* Big 3 romuH mo 36 TOOUMH MiCys BBEOEHHS MO3H.

'V xinni ingysii.

Memaboizm

Moxkcudnokcanus mipnarae 6iorpancopmariii I ¢pasu i BUBOOUTECS 3 OpraHi3aMy HUPKaMHU, a TaKOX
i3 exanisIMu/XKOBUIO K Y He3MiHEHOMY CTaHi, TakK i y BUTJIAi HEaKTUBHUX CyIbdocnonyk (M1) i
TIIOKYpPoHigiB (M2). M1 ta M2 € Tinbku MeTabosiTaMu, peJieBaHTHUMH [JIS TIOOUHY, 00UIBa BOHU
Mikpo06ionoriuHo HeakTuBHi. [1ig Yac HOCTimXKeHs in vitro Ta KIiHIYHUX OOCHimXeHb ¢a3u I He
crocTepiranocst MeTaboiuHol (apMaKOKiHETUYHOI B3aEMO[Iii 3 iHIITMMU IIpellapaTaMy, 3aiTHUMU Y
6ioTpancdopmMmariiio pa3u I 3a yuacTio hepMeHTiB cucTeMu uToxpoMy P450. O3HaK OKMCHIOBAJIBHOTO
MeTabomi3My HeMae.

BusedeHHs 3 0p2aHi3my

[Tepion HamiBBHMBeeHHS IIpenapaTy CTaHOBUTD MpuOnu3Ho 12 rogud. CepeqHilt 3aranbHUM KIlipeHC
micrst BBegeHHs 400 Mr cTaHOBUTSD Bim 179 mo 246 Mi/xB. HUpKOBUi KTipeHC CTaHOBUTH MTPUOIM3HO
24-53 MII/XB Ta CBigYUTH IIPO YaCTKOBY KaHa/lbIleBY peaObcopOlIito mpemaparty 3 HUPOK. [Ticis
npuiiomy no3u 400 Mr BuBefeHHs i3 ceuero (mpubnusno 19 % - nikapcekuii 3acid y He3aMiHeHOMY
BUTTIsAOI, TpuOmu3Ho 2,5 % - M1 Ta 61mu3bpko 14 % - M2) Ta kamom (mpubnu3so 25 % - mKapCchKun
3acib y He3amiHeHOMY BUTTISAL, mpubnu3Ho 36 % - M1 Ta BigCyTHICTh BUBE[EHHS V BUTISAI M2)
3arajyioM cTaHoBuiO 67113bK0 96 %. CynyTHE BBeJEeHHS PaHITUAUHY Ta MpobeHeluay He 3MiHIOE
HUPKOBHUY KJTipeHC IIpernapary.

dapmakoKiHemuka y pisHuUx 2pyn nauieHmis.

IlauyieHmu AiMHbO20 BIKY Ma NAUIEHMU 3 HU3bKOK MACO Mmiad

Y 3mopoBux M06GPOBOIBINB i3 HU3BKOI0 MAcoI0 Tifla (30KpeMa y XKiHOK) Ta y 3[[0POBHX J0OPOBOJIBIIB
JIITHBOTO BiKY CIIOCTEpiraiay BUIy KOHIIEHTPALI0 IIpernapaTy B IJla3Mi KPOBI.

Hupkosa HedocmamHicme.

He BusiBneHo icTOTHUX 3MiH (papMaKOKiHETUKN MOKCU(IOKCALKHY Y Nalli€HTiB i3 IOPyIIeHHIMA
GbyHKIIIl HUPOK (BKITIOYAIOUM MALEHTIB i3 KmipeHcoM KpeaTuHiny ~20 min/xs/1,73 M°). OCKinbKH
GYHKIIISE HUPOK 3HUXKYETHCS, KOHIIEHTpallisg MeTaboniTy M2 (TmoKypoHiny) 30inbIyeThCs [0
IIOKa3HUKa 2,5 (y mali€eHTiB i3 KiipeHcoM KpeaTuHiny <30 mi/xs/1,73 M.

IopyweHHA PYHKUII NeYiHKU.

Ha mipcraBi maHuX mocmigXeHb papMaKOKiHETHKH, SIKi IPOBOAYIIM 3@ Y4YacTIO MAIli€HTiB i3
IIeYiHKOBOIO HefmocTaTHiCTIO (knacu A-C 3a knacudikaiieto Yarnmga-I1'10), HEMOXKINBO BU3HAYUTH, YU
€ Pi3HUIlA MOPIBHSHO 3i 30POBUMHU J0OPOBOJBIAMU. [TopylieHHsT QPyHKIIII neyinku O6yo moB’si3aHe 3



6inbImnoio miero M1 y mma3mi KpoBi, TOAi SIK Aisl BUXIAHOI TiKapChKOl peY0BUHY Oyyia MOPiBHAHHOIO 3
i€ y 3MopoBUX M0OPOBOIIBIIB. [I0CTAaTHLOTO JOCBIAY KIIHIYHOT0 3aCTOCYBaHHS MOKCH(IIOKCALIUHY
[JIs TiKyBaHHS MAI[i€HTIB i3 MOPYIIeHHAMYU (QYHKIIl TeYiHKY HEMAE.

Kniniuni xapakKTepuCTHKH.
Iloka3aHHs.

JlikyBaHHST HUXK4Y€eHaBeJleHUX OaKTepialbHUX iHPEKIIN, CHPUYNHEHUX YYTIIUBUMU [I0 IIperapary
MiKpoopraHizmMamu (OuB. po3ninu «PapMaKoIoTiyHi BIacTUBOCTI», «OCOOIMBOCTI 3aCTOCYBaHHS»,
«ITo0OiuHi peaxkirii»), y namieHTiB BikoM Bifm 18 pokiB. Mokcudokcalys ciig mpu3HadyaTy TiTbKU TOI,
KOJI 3aCTOCYBaHHS aHTHOAKTepialbHUX 3ac00iB, SKi 3a3BUYall PEKOMEHAYIOTh [JIST T0YAaTKOBOTO
NMiKyBaHHSA HUXKYeHaBeleHUX iHpeKil, HenolinbHe a00 KoMK BKa3aHe JiKyBaHHS 0ys10
Hee(eKTUBHUM.

['ocTpuit 6aKTepianbHUM CUHYCUT (MiarHOCTOBAHUM i3 BUCOKHMM CTYII€HEM BipOTigHOCTI).

3arocTpeHHs XpOHIYHOTO 0OCTPYKTUBHOTO 3aXBOPIOBAHHS JIETEHIB, B TOMY YHCIIi
OpoHxiTy.

HerocmitanbHa THEBMOHisI, 32 BUHSITKOM HETOCIIITAIbHOI THEBMOHII 3 TAXKKHUM
mepebirom.

3amanbHi 3aXBOPIOBaHHS OPTraHiB MaJioro Ta3a IIOMIPHOTO Ta CEPETHbOI0 CTYIIEHS
(BKITIOYAKOUM iH(EKITiNHI ypaXkeHHS BEPXHbOT0 BifIiTy CTaTEBOL CUCTEMU Y XKIHOK, Y TOMY YUCIIi
CaJIBITIHTIT Ta EHOOMETPUT), He acollifioBaHi 3 Ty0ooBapianbHUM abciiecoM abo abciiecamMu opraHis
MaJioro Ta3a. TabneToBaHa ¢popMa IpenapaTty MokKcuMaK He PeKOMEHOYEThCS Il 3aCTOCYBaHHSA 5K
MOHOTEpAIlis IPX 3allaJIbHUX 3aXBOPIOBAHHSX OPraHiB MaJIOTO Ta3a MOMIpPHOTO Ta CEPEIHLOTO
CTYIIEeHsI, ajle MOXKe 3aCTOCOBYBAaTUCSA Y KOMOiHallil 3 iHIIMMY BifMOBiTHUMYU aHTHOAKTEPiaTbHUMU
3acobamMu (Hampukiaf, 1edanocrnopuHaMu) yepe3 3p0CTaloyy Pe3uCTEHTHICTh MOKCHU(IIOKCAIIUHY [0
Neisseria gonorrhoeae (3a BUHATKOM MOKCH(]IOKCAIMHPEe3UCTEHTHUX InTaMiB N. gonorrhoeae) (ous.
po3minu «Ocob6IUBOCTI 3aCTOCYyBaHHSI», «PapMaKOIOTiYHi BIaCTUBOCTI»).

TabmeToBaHy hopMy MOKCHUGIOKCAIMHY MOXKHA 3aCTOCOBYBATH 7 3aKiHYEHHS KypCy NiKyBaHHS, B
SKOMY CTapTOBa Tepallis IapeHTepabHO0 (OpMOI0 MOKCHU(pIoKcauuny 6yna eQeKTUBHOIO i
IIpHU3HayYeHa 3a TAKUMHU ITOKa3aHHSIMU:

- HerocIlitaJbHa IIHEBMOHI;
- yCKJlafHeHi iHdeKii mKipy Ta MAMKIpHUX CTPYKTYP.

TabmeToBaHa opma mpenapaty MokcuMak He peKOMEHYETHCS [JIS CTAPTOBOTO JIiKyBaHHS OyOb-
SKUX iHGeKIiN MKipy Ta MAMKIpHUX CTPYKTYpP abo y pasi TAKKOoro nepebiry HerocmitanabHOI
ITHEBMOHIil.

Cnip 3BepHyTH yBary Ha o(iliiiHi iHCTPYKIIii 3 HaJIe3KHOT'0 3aCTOCYBaHHS aHTHOAKTepiaIbHUX
3aco0iB.

IIpomunoka3aHHs.



- Bigoma rinepuyTnuBicTh 10 MOKCH]IIOKCALMHY a0 [0 iHIINX XiHOIOHIB, a00 g0 Oyagb-IKOi 3
IOMOMIXKHUX PEYOBUH IIpenapary.

- Bik go 18 pokis.

- BarituicTs abo mepion romyBaHHS TPYAAI0 (OUB. PO3in «3acTOCyBaHHS y Mepiof BariTHOCTI abo
TOAYBaHHS TPYOOI0»).

- IlamienTy i3 3aXBOPIOBAHHAMY CYX0XKUJIb, [I0B'I3aHUMU 3 JIIKYBaHHAM XiHOJIOHAMY, B aHaMHe3I.

Y nporeci JOKITIHIYHUX 1 KJTIHIYHUX JOCTIAKEHb IIiC/Is 3aCTOCYBaHHS MOKCU(DIIOKCALIUHY
crocTepiranucs 3MiHU B eleKTpodizionorii ceplis y BUTTALi nogoBxeHHs iHTepBany QT. Tomy 3
MipKyBaHb 6e3MeKH IperapaTr IPOTUIIOKa3aHO MallieHTaM i3:

BpomKeHUM abo giarHOCTOBaHMM HAaOyTUM IOHOBXKeHHAM iHTepBany QT;

- TIOpYLIEHHSIMU €JIeKTPOJIiTHOTrO OasaHCy, 30KpeMa IIpy HeCKOPHUTOBaHil rimokanmieMii;

KJIiHiYHO 3Ha4yIIoo OpafguKapieo;

KJIiHIYHO 3HQYYIIOI0 CePIeBOI0 HEOCTATHICTIO 3i 3HMKEHOI0 (PakKIli€l0 BUKUATY JTiBOTO
[ITyHOYKa;

- CHMIITOMAaTUYHUMH apPUTMiSIMM B aHaMHe3li.

[Ipemapat He CIlifg 3aCTOCOBYBaTH OQHOYACHO 3 iHIIMMHU IIpellapaTaMy, SIKi IOJOBXKYIOTh iHTepBanl QT
(muB. po3min «B3aemopmis 3 iHIMUMY JTiKapChbKUMM 3aC00aM¥ Ta iHIII BUAY B3aEMOIii»).

Y 3B’s13Ky 3 00MeKeHUMH KITiHIYHUMHY OJaHUMM 3aCTOCYBaHHS IIperapaTy TaKoXK IIPOTHUIIOKAa3aHo
malfieHTaM i3 nmopymeHHIMU QyHKLIl nedinku (knac C 3a knacudikariero Yaunga-I1'10) Ta namieHTam
i3 mipBuUIIeHUM piBHEM TpaHcaMiHa3 (y 5 pa3iB BHUIIle BepXHbOI MeXKi HOPMH).

B3aemodisa 3 iHwumu nikapcoKumu 3acobamu ma iHwi eudu é3aemoditi.

He MoXHa BUK/TIOUUTH aguTHBHUM e()eKT MOKCH(DIIOKCAIIMHY Ta iHIINX JTiKapChKUX 3aco0iB, AKi
MOXYTb CIIPUYUHUTH MTONOBKeHHS inTepBany QT. Bka3zaHa B3aeMOIisi MOXKe IIPU3BECTH [0
30iNTbINIEHHS PU3UKY PO3BUTKY IINTYHOUYKOBUX aPUTMil, BKITIOYAIOYH «IiPYyETHY» IUTYHOUYKOBY
taxikapgito (torsade de pointes). I3 miel mpuuwHU 3aCTOCYyBaHHSI MOKCH(IOKCAIMHY B KOMOiHa1ii 3
Oynmb-sIKUM i3 HUKYe3a3HaueHHUX JTiKapCchKuX 3ac00iB MIPOTUIIOKAa3aHe (IUB. TaKOXK PO3Mis
«IIpoTUNOKa3aHH»):

- aHTHAPUTMIiuHi npenapaTyu Knacy [A (Hanpukiaf, XiHiguH, TigpoXiHiAWH, gU30mIipamin);
- aHTHApPUTMIiuHi mpenapaTu Kiacy III (HampuKiag, aMiofmapoH, coTasnon, qodeTumin, i0yTumin);

- AQHTUIICUXOTUYHI IpenapaTy (Hanpukiafn, GeHoTia3uHy, IiMO3U[, CePTUHAOJ, Tal0lePULo,
CyNbTOIIPHUL);

- TPULIMKIIIYHI aHTUIEIIPECAHTH;

- mesiki TpoTuMiKpoOHi 3aco0u (Hampukiag, cakBiHaBip, criapdmokcaluyt, epUTPOMIIIUH TS
BHYTPIITHEOBEHHOTO BBEIEHHS, IEHTaMiIVH, TPOTUMAJISPiiiHi IpemnapaTy, 30KpeMa raiohaHTpUH);

- OesiKi aHTUricTaMiHM (HallpuKiaf, TepdeHaanH, acTeMi3oll, Mi30JIaCTUH);



- immni (Hampukitag, nu3anpun, Binkamin IV, benpunun, nudemaHin).

Moxkcudnokcanus ciif 3 00epeXkHiCTio TpU3HaYaTH MallieHTaM, SKi IPUUMalOTh IIperapaTH, 0
MOXKYTb 3HUKYBaTU PiBeHb KaJlito (HanpuKiaf, NeTaboBl Ta Tia3uOHl OiypeTUKH, KJIi3MU Ta IPOHOCHI
3aco0u (y BECOKHKX [03aX), KOPTHKOCTepoinu, aMpoTepulinH B), abo mpemapaTH, Oist SIKUX OB’ sI3aHa
3 KJIiHiYHO 3HAuyI00 OpafuKapIieso.

Mix mpuiioMOM IIpernaparis, sKi MicTaTh 6iBaneHTi abo TpUBaneHTHI KaTioHU (TAKUX SK aHTAIUOH,
1110 MIiCTSTh MarHiit abo amoMiHil, DUmaHO3UH y TabneTKax, cykpandat Ta 3acobu, 110 MiCTATh 3a/1i30
abo ITMHK), Ta MOKCH(IOKCAIMHOM HeOoOXimHUY iHTepBas MpuOIn3HO 6 TOMUH.

[Ipu ogHOYaCHOMY 3aCTOCYBaHHI aKTHBOBAHOI'0 BYTiJIIA 1 MOKCU(IOKCALMHY ITepopajbHO y 703i 400
MT cucTeMHa 0i0goCTYIHICTh MpenapaTy 3HUKYEThCS Oinbi HixK Ha 80 % BHACTIMOK MPUTHIYeHHS
1ioro abcopOiiii. Y 3B’43Ky 3 IIUM OgHOYACHEe 3aCTOCYBaHHS IIMX ABOX IIpelapaTiB He peKOMeH0BaHe
(3a BUHAATKOM BUIIQ[IKiB Iepefo3yBaHHs, OIUB. TaKOXK PO3Hin «Ilepeno3yBaHHSD»).

[Ticnsa 6araTopa3oBOro 3aCTOCYBAHHS MOKCUGIOKCAIMHY Y 3[0POBUX JOOPOBOJIBIIIB CIIOCTEPIranocs
30inbmenus C,,, ourokcuny npudnusuo Ha 30 % y piBHOBaxXHOMY cTaHi 6e3 BBy Ha AUC abo Ha
HuxK4i piBHi. OTXKe, MOTPeOH y 3aCTePeXHUX 3aX0flaX IIPU CYMyTHbOMY IPUHUOMI IUTOKCUHY HeMae.

[Tig yac mocmimXkeHb 3a y4acTio HoOPOBOJIbLIiB, XBOPUX Ha fiabeT, ogHOYAaCHEe 3aCTOCYBaHHS
MOKCH(GIOKCAIMHY [TepopabHO Ta IIibeHKIaMiny IPU3BOAMIIO 0 3HUXKEHHS KOHIIeHTpallil
rinibeHKIamMiny Ha mikoBoMy piBHI mpubau3Ho Ha 21 %. Kombinatis rinibeHknaMiny 3
MOKCHU(IOKCAIMHOM TEOPETUYHO MOXKe IPU3BECTU [0 HE3HAYHOI KOPOTKOTPHBAJIOL rinepriikemil.
OpHak 3MiHM y (hapMaKOKIHETHII, IKi CIIOCTepiranucs, He IPU3BOOUIN OO 3MiH (papMaKOAUHAMIYHUX
napaMeTpiB (piBeHb I'JIIOKO3HU y KPOBI, piBeHb iHCYIiHYy). TaKUM YMHOM, KIiHIYHO peleBaHTHOL
B3aEMOMI] MiK MOKCH(IOKCAIIMHOM Ta I'Ii0eHKIaMioM He BUSIBJIEHO.

V manieHTiB, SKi OTpHMyBasX ITepoOpasbHi aHTUKOATYISHTH Y IOEIHAHHI 3 aHTHOAKTepiaTbHUMU
IpernapaTaMy, y TOMY YKCIi 3 GTOPXiHOJIOHAMH, MaKpOJIifaMi, TeTPALUKIIiHaMU, KOTPIMOKCAa30JI0M
Ta OesKUMU IedaroCcopuHaMy, Bifl3HaYaIuCs YUCIeHHI BUMTaKY MiIBUIIEHHS aHTUKOATyISHTHOI
akTHBHOCTI. ®aKTOpaMu PU3UKY € iH(DeKIiMHI 3aXBOpIOBaHHA (i CyIyTHil 3amaibHUM IPOIEC), BiK Ta
3arajibHUM CTaH Malfi€HTa. Y 3B’A3Ky 3 UM 00CTaBUHAMU BajKKO OLIHUTH, YA CIPUUUHSIE
indikyBanHs abo NiKyBaHHS BiIXWUJIeHHS ITOKa3HUKA MiXKHAPOOHOT'O0 HOPMaJli30BaHOTO BiJHOIIEHHS
(MHB). fIk 3acTepexXHu# 3axif MOKIUBUY YacTimmi MoHiTOopuHT MHB. V pa3i HeobxigHOCTI ¢
IIPOBECTY HaJleXXHe KOPUT'YBaHHS [O3U [1€POPAJILHOI0 KOaryyisHTa.

PeuoBuHH, qns sikux Oyja qoBefeHa BiICYTHICTh KJTiHIYHO BaroMol B3a€MOZil 3 MOKCU(TIOKCAIITHOM:
PaHITUOWH, KanbIlieBi mobaBKu, TeodiliH, mepopaibHi KOHTPALENTUBY, ITUKIOCIOPHH, iTPAaKOHA30J1,
MOp(iH Ipu MapeHTeparbHOMY BBeieHHi, mpobeHelua. [ocmigKeHHd in vitro GepMeHTiB IUTOXPOMY
P450 y mopvHY migTBEPAWIN BUllle3a3HaueHe. 3 OTJIsIy Ha 3a3HaueHi pe3ynbTaTd, MeTabomiuyHa
B3aeMogisa uepes pepmentu nutoxpomy P450 mamnmosiporifHa.

AGcopO1ist MOKCH(IOKCAIMHYy He 3aJIeXKUTh Bifl BXXUBAHHS 1XKi (BKJTI0Yal0YX MOJIOYHI TPOAYKTH).
3Baxkamyy Ha I1e, MOKCH(IIOKCAIIMH MOXKe 3aCTOCOBYBATUCS He3aJIeXKHO Bif BXKMBaHHS 1XKi.

Oco06.1ue8ocmi 3acmocyeaHHsi.

[MTamieHTaM, y SKMX B aHaMHe3i criocTepiranucs cepio3Hi mobiyHi peaxiii Ha miKapchKi 3aco0u rpymnu
XiHO/IOHIB ab0 ¢TopxiHOMOHIB (OUB. po3min «[1o6GiuHi peakmii») cig YHUKATH 3aCTOCYBaHHS
MOKCHU(DIIOKcanuHy. JIikyBaHHS TaKUX INalli€HTiB MOKCU(IOKCAIIMHOM MOXKJIMBE JIUIIE MiCIIsa
peTenbHOI OIiHKHY CIIiBBiIHOIIIEHHS KOPUCTi 3aCTOCYBAHHS 0 PU3UKIB Ta 3a BifCYTHOCTI



abTePHATUBHUX BapiaHTiB JIiKyBaHHS (OuB. po3ain «IIpoTunoka3aHHsa»).

Heo06xigHOo 3BaKUTH KOPUCTD Bif] TiKyBaHHS MOKCHGIOKCAIIMHOM, 0COOMBO V BUIIaiKax iHPEKIIin
JIETKOT'O CTYIIEHS TSIKKOCTI, 3TiflHO 3 iHpopMalli€lo, 1110 BUKJIafieHa y po3aini «OcobmuBoCTi
3aCTOCYBaHHS».

[IponoHroBaHi, iHBanigM3y04i Ta MOTEHIIIMHO HE3BOPOTHI cepito3Hi HeOaXxaHi peakIlil Ha JTiIKapCbKUU
3acib

Y matieHTiB, 9Ki OTpUMyBaJIX XiHOJIOHU Ta GTOPXiHOJIOHU, HE3aJIe’KHO Bifl IXHBOTO BiKYy i HaBHOCTI
bakTopiB PU3UKY, CIIOCTEPIranucs ayxKe piaKicHi BUNAgKU MIPOJIOHTOBAHUX (BIIPOMOBXK Mics1iB abo
POKiB), iHBaNMiAM3yOUUX Ta MOTEHIIINHO HE3BOPOTHUX CEPHO3HUX HeOakKaHUX peakIliil Ha JTiKapChbKUM
3acil, 110 BIIMBAIOTh Ha Pi3Hi, iHOAI MHOXKMHHI CHCTEMU OpraHi3My (M’s130BO-CKEJIETHY, HEPBOBY
CHCTeMH, TICUXiKy, OPTaHHU YyTTs). 3aCTOCYBaHHS MOKCHU(IIOKCALMHY HEOOXiqHO HETalHO MPUIAHUTH
TIiCJIs TTOSBY MEePIIKX 03HAK ab0 CUMIITOMIB Oyb-IKOI Cepiio3HO01 HeOaxkaHol peakilil i malieHTam Ciif
IIOPAgUTU 3BEPHYTUCS [0 JIiKaps.

AnHeBpu3Ma i po3lIapyBaHHI a0pPTU

EnigeMiosnoriuni gocnigKeHHS CBiA4YaTh IPO MiABUINEHUN PU3UK aHEBPU3MU i pO3IIapyBaHHSI a0pTU
icys 3aCTOCYyBaHHS (TOPXiHOJIOHIB, 0COOIMBO B TITHHOMY BiIli.

Tomy HTOPXiHOJIOHU CJTifi 3aCTOCOBYBATHU TiJIbKY ITiCJI PETENIbHOI OLIHKY CITiBBiJHOIIEHHS KOPUCTh-
PU3UK i micas po3rigay iHIIKWX MOXKJIMBUX BapiaHTIB JIiKyBaHHS Y NAI€HTIB 3 BUIlafKaMU aHEeBPU3MU
y ciMeiliHOMY aHaMHe3i, a0 y nallieHTiB 3 BXKe AiarHOCTOBaHOI0 aHeBPU3MOI0 Ta/a00 Po3IIapyBaHHIM
aopTy, abo 3a HaIBHOCTI iHIKX PaKTOPiB pU3nUKy ab0 CTaHiB, 110 CIPHUSIIOTH PO3BUTKY aHEBPU3MHU
Ta/ab0 po3iIapyBaHHS aopTH (HampuKiag cuHopoM Mapdana, cymuHHMM cuHapoM Enepca-IlaHno,
aprepiit Takascy, TiraHTOK/TITUHHUY apTepiiT, xBopoba bexyeTra, apTepianbHa rinepTeHsis,
[iarHOCTOBaHUM aTEPOCKIEPO3).

Y pagzi pantoBoro 6010 B KUBOTI, TPyAsSX abo CIuHi malieHTaM CJlifi HEBigK/IaAHO 3BEePHYTHUCS [0
JiKaps y BiAmiNieHHS HeBigKIagHOI MeIUYHOI TOITOMOTH.

I[TopoBxkenHs inTepBany QTc Ta KIiHiYHI VMOBH, 33 SKUX MOXKIUBE IIOOOBXeHHd iHTepBany QTc

[Tpu 3acTocyBaHHI MOKCHGIOKCAIMHY Y AesKUX MallieHTiB MoxknuBe 30inbieHHs iHTepBany QT Ha
elleKTpokapaiorpami. AHari3 pe3ynsraTiB EKI, oTpuMaHuX y paMKax IporpaMu KJTiHIYHUX
IOCTiAKeHb, TI0Ka3as, 110 MogoBkeHHS iHTepBany QTc mpu 3acTocyBaHHI MOKCH(DIIOKCAIIUHY
CTaHOBUJIO 6 MC * 26 MC - 1,4 % IOPIBHSAHO 3 BUXITHUM DiBHEM.

OcCkinbKY y XKIHOK Bii3HadaeThCs HoBLIMY iHTepBanl QT mOpiBHAHO 3 Y0JI0BiKaMU, BOHU MOXKYThb
BUSIBUTHCS OiNIbII YyTIMBUMH [0 IIPenaparis, ki momoBxkytoTs iHTepBan QT. ITalieHTu NiTHBOTO BiKY
TAK0XK MOXKYTh OyTH OinbIll CIPUUHSATIMBUMHU [I0 aCOIlilioBaHUX i3 ITpernapaToM epeKTiB Ha iHTepBas

QT.

[TamieHTaM, sKi MpuUiiMalOTh MOKCUGIOKCAMH, CITiJ 3 00epeXkHiCTI0 3aCTOCOBYBAaTH IIperapaTH, 110
MOXKYTb IIPU3BECTH A0 3HUKEHHS PiBHSA KaJito (IuB. po3minu «[IpoTunokasaHHsa», «B3aemomisa 3
iHITMMY NTiKapChbKUMM 3aco0aMu Ta iHII BUOYM B3AEMOiit»).

Cripg 3 o6epexkHiCTIO MpU3HAYaTH MOKCUGIOKCALMH HaIliEHTaM i3 TPUBAIOUYUMU ITPOaPUTMOT€HHUMU
cTaHaMu (0COONIMBO XiHKaM Ta IallieHTaM JIiTHhOTO BiKy), TAKMMHU SIK TOCTpa MioKapzianbHa imemis
abo nopmoBxkeHHs iHTepBany QT, OCKiNbKY 1le MOXKe IIPU3BOOUTHU [0 IMiABUIIEHHS PU3UKY PO3BUTKY
IIJTyHOYKOBUX apUTMili, BKJIIOYal04H «IipyeTHy» IUIYHOUKOBY Taxikappaiio (torsade de pointes), i



3yIUHKY cepls (OuB. po3ain «IIpoTunoka3anHsa»). CTymiHb MOOOBXKeHHS iHTepBany QT moxe
MiABUIIYBATUCH i3 MiABUIIEHHSIM KOHIIEHTpallil Ipenaparty. ToMy He CJIifi IepeBUIlyBaTH
PEKOMEHJ0BaHy [03Y.

AIKIIO Mg 9ac JiKyBaHHS IMpernapaToM BUHHUKAIOTh CAMIITOMU apUTMil, CIIig IPUNIWHUTHY JIiIKyBaHHS Ta
3pobuTtu EKT.

[ligBuIleHa YYTAUBICTh/aNePriuHi peakiiii

[ToBigOMIIANIOCS IIPO BUMAAKU PO3BUTKY TiepUYyTIUBOCTI Ta aJepPrivHUX peakiiiil Miciis epIlioro
3aCTOCyBaHHS (DTOPXiHOJIOHIB, BK/IIOUAI0YX MOKCHU(IOKcanuH. AHa(iTaKTUYHI peakiiil MOXYyTh
HaOyBaTu opMu HeOE3MEeUHOT0 AJI KUTTS LIOKY HaBiTh IiC/Is MepIIoro 3aCTOCYBaHHS Impemnapary. Y
BUIIQ[IKaX KJIiHIYHOTO MIPOSIBY TSKKUX Peaklliil TimepuyTIUBOCTI HEOOXigHO MPUNMHUTH 3aCTOCYBAHHS
MOKCHU(DJIOKCAMHY Ta [104YaTH BifMIOBIOHY Tepalio (Hampukiag IPOTULIOKOBY).

TSKKi 3aXBOPIOBAHHA IIEYiHKH

[Ipu 3acTocyBaHHI MOKCU(DIIOKCAIMHY ITOBIIOMIISIOCS IIPO BUMAAKKA QYIbMiHAHTHOTO FeaTUTYy, 1[0
IIOTEHIINHO TPU3BOIUTD OO MTeYiHKOBOI HEOOCTATHOCTI (Y T.4. 3 JIeTaJIbHUM HaCJiIKOM) (ouB.
po3min «ITo6iuni peakii»). [TalienTam CIii peKOMeHOyBaTH 3BEPHYTHUCS [0 JIiKaps mepeq TUM, SK
IIPOMIOBXKYBATH JTIKyBaHHS, SKIIIO PO3BUBAIOTHCS TaKi 03HAKM Ta CUMIITOMHU (PyJIbMiHAHTHOTO
TemaTUTy, SK IIOB’g3aHa 3 KOBTSIHHUIIEIO aCTEeHis, 110 IIBUAKO PO3BUBAETHCS, TEMHA CeYa, CXUIIbHICTD
[0 KpoBOoTeY abo ImevyiHKoBa eHIledaonaTis.

Y pasi BUHUKHEHHS CUMIITOMIB IUCOYHKIII MediHKM HeOOXiIHO IPOBECTH aHai3u QyHKIII
ne4YiHK1/00CTeXEeHHS.

Cepiio3Hi 6y1b03HI peakiii mKkipu

[ToBigommsiniocs mpo OyIb03Hi peakiii MKipy Mpu 3aCTOCYBaHHI MOKCU(IIOKCAIIMHY, TaKi SK CUHIPOM
CriBeHca-[I2K0HCOHA a00 TOKCUYHUY eIifilepManbHUN HEKPoi3 (ouB. po3min «[To6iuHi peakii»).
fKI10 BUHUKAIOTh peakilil 3 60Ky mKipu Ta/abo cau30BuX 000JI0HOK, IalliEHTaM CJIifi peKOMeHIyBaTu
HeTalHO 3BEePHYTUCS OO JIiKaps, Iepll HiXK IIPOOBXKYBaTHU JIiKyBaHHS.

[TaIrieHTH 3i CXUIBHICTIO 0 CYIOMHUX HalaMiB

BimoMmo, 110 XiHOJTOHK MOXKYTh CIIPOBOKYBaTH PO3BUTOK CyJOMHUX HamafiB. MoKCUGIOKCALUH CIIif
3aCTOCOBYBaTH 3 00epexkHiCTIo mallieHTaMm i3 po3nagamu [THC a6o 3 iHmuMu GakTopamMu pU3UKY, 110
MOXKYTh CIIPUUMHUTHU Cy[IOMHi Hamaau ab0 3HU3UTHU MOPIT BUHUKHEHHS OCTaHHiX. Y pa3i BUHUKHEHHS
CymoM HeoOXigHO MPUNMHUTHU 3aCTOCYBAHHS MOKCU(MIOKCAIIMHY Ta BXKUTH BiANIOBIIHUX 3aXO0iB.

[TepudepryHa HeWpOMAaTis

Y mallieHTiB, SIKi TpuMany XiHOMIHY Ta GTOPXiHONIOHY, BKIII0Yal0uYu MOKCHU(IOKCAIMH, 3a(ikKCOBaHO
BUIIQ[IKA CEHCOPHOI ab0 CEHCOPHO-PYX0BOI MOJIiHelpomaTii, 1[0 MPU3BOAUTE [0 ITapecTesiii,
rimoecTesiit, mu3ecteliit abo cmabKocTi. AKII0 PO3BUBAIOTHCS TaKi CHMIITOMY HEBPOIMATii, sIK Oinb,
TIeviHHA, IOKOII0OBaHHS, OHIMiHHS a00 cabKicTh, MallieHTaM, AKi OTPUMYIOTh JTiKyBaHHS
MOKCHU(IOKCAIXHOM, CJIifi TOBIHOMUTH IIPO Ife JIiKaps, IepIl HikK IPOJOBKYBaTH JIiIKyBaHHS OIS
IoTepeKeHHs PO3BUTKY HE3BOPOTHIX CTaHiB (IuB. po3min «I1obiuHi peakirii»).

Peakiiii 3 60Ky ncuxiku

Peaxiiii 3 60Ky ICUXiK¥M MOXKYTb PO3BUBATUCS HABITh ITiCJIS TIEPIIOr0 3aCTOCYBAHHS XiHOJIOHIB,



BKJTIOYAl0YX MOKCH(IIOKCAIMH. Y PigKiCHUX BUIIaKaX Oempecis abo MCUXOTUYHI peakllii Mpu3BOOUIIN
[0 BUHUKHEHHS CYillugaJbHUX JYMOK Ta PO3BUTKY caMoarpecii, 30kpeMa o ciupo0 camory0cTBa (OuB.
po3min «ITob6iuni peakirii»). ¥ pa3i BAHMKHEHHS Y MallieHTa TaKUX Peakilii HeoOXimHO IPUIUHUTH
3aCTOCYyBaHHS MOKCH(GIOKCAIMHY Ta BXKUTH BiIIOBIIHUX 3aX0fiB. PeKOMeHIOBaHO 3 00epeXkHiCTIO
IpHU3HAYaTH MOKCH(IOKCAIIMH MallieHTaM, SIKi CTpaXKaalTh IICHX03aMH, abo malfieHTaM, sKi MaloTh B
aHaMHe3l [ICUXi4YHI 3aXBOPIOBaHHS.

AHTHGiOTHKACOITII0OBaHA Hiapes, BKIYA0YH KOIIT

Y 3B’sI3KY i3 3aCTOCYBaHHSAM aHTUOIOTHKIB IIMPOKOTO CIEKTpa fiii, B TOMY YUCJIi MOKCU(IIOKCALUHY,
MTOBiHOMIISITIOCS PO BUHUKHEHHS aHTUOioTHKacoIiiioBaHol miapei (AAII) Ta
anTubioTHKacomiioBanoro Komity (AAK), Bkirodatouu rceBgoMeMOpaHo3Huit KomiT i Clostridium
difficile-acouilioBaHy fiapelo, fKi 3a CTyIleHEM TSIXKKOCTi Bapilol0Th Bif MOMIpHOI Aiapel 4o KOJiTy 3
JeTaIbHUM HacigkoM. ToMy BaxKJIMBO 3BAXKUTH Ha Ie¥ HiarHO3 y MAallieHTiB, y AKUX i 4yac abo
iCJIs 3aCTOCYBaHHS MOKCHU(]IIOKCALIMHY CIIOCTEPIraeThCs TSKKa miapes. [Ipu migo3pi abo
ninTBepaxkenHi AAJl abo AAK mikyBaHHS aHTHOAKTepialbHUMU 3aco6aMu, BKII0Yal0un
MOKCHU(DIIOKCAIIWH, CJTif IPUMUHUTH Ta HETaHO BXUTH BiANIOBIMHUX TepaneBTUYHUX 3aX0MiB. TaK0X,
HeoOXigHO BXKUTHU HaleXHUX CaHiTapPHO-eIMigeMiYHUX 3aX0MiB 3 METOI0 3MEHIIEHHST PU3UKY Ilepegaydi
3axBOoprooBaHH. [IpenapaTty, 10 MPUTHIYYIOTh IEPUCTAIbTUKY, IPOTUIIOKA3aHi IallieHTaM, y SKUX
CIIOCTEPIraeThCs CEpPO3Ha Aiapes.

[Ta1rieHTH 3 MiaCTeHi€l0 Ipasic

MoxkcumokcauuH ciif 3 00epekHiCTI0 3aCTOCOBYBATH TallieHTaM 3 MiaCTEHi€I0 I'paBic y 3B'sI3KY 3
MOXKJIUBICTIO 3aTOCTPEHHSI CUMIITOMIB.

3amnaneHHsd, PO3PUB CYX0XKUIIb

3anasieHHsI Ta PO3PUB CYX0XKHUJb (0COOIMBO axil;IOBOT0 CYX0XKUJIIA), iHofAi OGilaTepasnbHi, MOXKYTh
CIIOCTepiraTucs y pasi JiKyBaHHS i3 3aCTOCYBaHHSIM XiHOJIOHIB, BKJII0Ual0YM MOKCU(IOKCALIMH, Ta
(dbTOpXiHOiHAMU HaBiTh MPOTATOM Iepiuux 48 roguH Bifl MOYaTKYy NTiKyBaHHSA. [T0BiIOMIISIOCS TaKOXK
IIPO TaKi BUIIaAKH, 10 CIIOCTEpIraanucs yepes OeKislbKa MiCALIB Iicd NPUIXHEeHH JIiKyBaHHA. [1ifg
yac Tepariii XiHOJIOHaMH, B TOMY YUCJIi MOKCU(IOKCAIMHOM, Ta PTOPXiHOMiHAMH iCHYE TiABUIIEHUN
PU3UK PO3BUTKY 3allajieHHs Ta PO3PUBY CYXO0XKWUJIb, 30KpeMa y IallieHTiB JIITHHOI'O BIKY, IIAI[i€HTIB 3
MOPYILIEHHAM (QYHKIII HUPOK, Malli€HTiB, SKUM ITPOBOAUIIACS TPAHCIJIAHTALisl OPraHiB Ta XBOPUX, SKi
OTPUMYIOTh CYNIyTHIO Tepalilo KOPTUKOCTepoigaMu. ToMy Cllif yHUKaTH OGHOYaCHOTO 3aCTOCYBaHHS
KOPTUKOCTEPOIIB.

[Tpu mepuInx CUMITOMax TeHAKUHITY (600, HaOPsIKy a0 3amasieHHs) MalieHTaM CHIifl TPUIHHUTH
JiKyBaHHS MOKCH(DIIOKCAIIMHOM, 3a0€e3MeUnTH CIOKiN ypaXKeHil (-uM) KiHIIiBII (-KaM) Ta HeTaiHo
3BEPHYTHCA A0 JIiKaps [AJig OTPUMaHHS BifIIOBIGHOIO JIiKyBaHHS (HallpUKJIaf, HaKjIafleHHS IUHN)
ypaXXeHoro CyX0oXKuis (ous. po3ninu «IIpoTunoka3sanHsa», «[106iuHi peaktii»). He pekoMeHAyeThCS
OJIHOYACHEe 3aCTOCYBaHHS KOPTUKOCTEPOIiB IIPU MOSIBi CAMIITOMIB TEHIMHOIIATII.

[NauieHTH 3 po3nagaMu QYHKINI HIPOK

Crnip 3 06epeXHiCTIO 3aCTOCOBYBATH MOKCH(DIIOKCAIMH ITallieHTaM JIiTHbOTO BiKYy i3 po3nmagamu
GYHKIIII HUPOK, IKIII0 BOHU He MOXKYTh 3a0e3MeYr Ty MPUMoM OOCTaTHLOI KiTbKOCTi PifHU, TOMY IO
3HEBOOHEHHS MOXKe MiIBUIINTYA PU3UK BUHUKHEHHS HUPKOBOI HEOOCTATHOCTI.

IlopyIlieHHS 30PY

ZKII0 crocTepiraeThCs MOPYLIEHHS 30py a0o iHIINY BIIJIUB Ha OpraHu 30Dy, CJIif HeraHo



3BEPHYTHUCS OO0 odTanmbMosora (IUB. PO3Tiny «3MaTHICT BIJIMBATY Ha IIBUAKICTh PeakKIlil mpu
KepyBaHHI aBTOTpaHCIOPTOM abo iHmmMMu MexaHiaMamu», «I[1o6iyHi peakii»).

3amob6iraHHs peakiissiM GOTOYYTIUBOCTI

[Tpu 3acTocyBaHHi XiHOJIOHIB y Talli€HTiB Bifl3Ha49al0ThCS peakdii poTouyTauBocTi. IIpoTe
OOCIIIXKEHHS TToKa3allu, 110 MOKCU(MIIOKCAIIMH Bigpi3HIEThCSA HUKYUM PU3UKOM BUHUKHEHHS
dboTouyrnuBocTi. He3Baxarouu Ha I1ie, CIIil peKOMEHOyBaTH NallieHTaM YHUKATH 5K
ynbTpacdioneTOBOro OMpoMiHeHHSs, TaK i TpuBajoi Ta/abo iIHTEHCHBHOI [il COHIYHOTO CBIiT/IA MifT Yac
JIiIKyBaHHSI MOKCHU(IOKCALIHHOM.

ucrnikemisa

4K i mpy 3acTOCyBaHHI iHIMNX (HTOPXIHOJIOHIB, IPH 3aCTOCYBaHHI MOKCMMaKy CIOCTEpIiramucs
BiIXUJIEHHS PiBHA I'JIFOKO3U Y KPOBi, BKJIIOUHO TilOTJIiKEMIis Ta rinmepriikemis. Y malieHTiB, AKi
3aCTOCOBYBajiu MOKCcUMaK, OUCTJIIKEMist pO3BUBajlacs lIepeBakHO Y Malli€HTIB JIITHBOTO BiKYy 3
niabeToM, SIKi OTpUMYyBaJid CYIyTHIO Tepalliio TepopaJbHUMHU TillOTTiKeMiYHUMH JTiKapChbKUMHU
3acobamu (HampuKiag, CynboHinceuoBrHa) abo incymninoM. IToBimoMIIsIIocs Ipo BUMIaAKK
rinornikeMiyHoi KoMu. Y mallieHTiB i3 niabeToM peKOMEHIOBaHE PETEIbHE CIIOCTEPEXEHHS PiBHSA
TJIIOKO3H Y KPOBi (muB. po3min «ITobiuHi peakii».

[NamieHTH 3 HEOOCTATHHOIO AaKTUBHICTIO TII0K030-6-bocdaTmerinporeHasu

ITamienTtn i3 ciMeliHuM a00 0coOUCTUM aHAaMHE30M HeNOCTAaTHLOI aKTUBHOCTI I'JTI0OK030-6-
dbocdaTnerigporeHasu Iif Yyac JiKyBaHHS XiHOJIOHaMHU MalOTh CXUJIbHICTh [0 TeMOJIITUYHUX PeakKIlii.
Tomy TakuM malieHTaM cif 3 06epekHiICTI0 3aCTOCOBYBATH MOKCH(DIIOKCAIUH.

[TalieHTH 3 3anaJbHAM 3aXBOPIOBAHHIM OPraHiB MaJoro Tasa

[TamieHTaM 3 YCKIagHEHUM 3alaIbHUM 3aXBOPIOBAHHSM OpPraHiB Majioro Tasa (HalpHKIIaf,
acoIliioBaHUM i3 TPYyOHO-sI€YHUKOBUM abcriecoM abo abCIiecoM MaJioro Tasa), Ajis SKUX BBaXKa€ThCS
HeoOXiIHUM TIPOBefIeHHsI BHYTPIIITHROBEHHOI Tepartii, TikyBaHHS IpenapaToM MoKCcHMakK y ¢hopmi
TabNeTOK, BKPUTHUX 000710HKOI0, 110 400 MT He PEKOMEHAYEThCS.

3ananbHe 3aXBOPIOBAHHS OPraHiB Mayioro Ta3a Moxe OyTu cupuuyuHeHe 6akTepieio Neisseria
gonorrhoeae, pe3auCTeHTHOO 00 GTOPXiHONOHIB. TOMY B TaKUX BUIIafKaX eMIIipuYHe 3aCTOCYBaHHSI
MOKCU(IOKCalMHy He0OXiMHO MpU3HavyaTy OJHOYACHO 3 iHIIUM BifNOBiZHUM aHTHUOIOTUKOM
(HampuKag, i3 nedanocIopuHOM), IKI0 HEMOZK/IMBO IIOBHICTIO BUK/IIOUUTH HasIBHICTb Neisseria
gonorrhoeae, pe3auCTEHTHOI 00 MOKCHU(IOKCAIIAHY.

Akmo micng 3 gHIB MiKyBaHHS He BinOyBa€eThCS MOKpALlaHHS KIIiHIYHOT'0 CTaHy, Teparilo Cliif
IeperasaHyTH.

[NamienTy 3i cnennbiYHUMYU YCKITagHEHUMHU iHGEKLiIMY KipY Ta MigIIKipHOI KITiTKOBUHU

KniniyHa epeKTHBHICTh BHYTPIIITHEOBEHHOTO 3aCTOCYBaHHS MOKCU(IOKCALMHY B pa3i JIiKyBaHHS
TSIKKOI iH(eKIii, moB’s13aH0i1 3 omikaMu, GacIuTOM Ta OiaOeTUYHOIO CTOIIO0, IO CYIIPOBOAXKYEThCS
OCTEOMI€ETOM, He BCTAHOBJIEHA.

Bonus Ha 0ionoriubi Tectu

JIikyBaHHS i3 3aCTOCYBaHHSIM MOKCH(DIOKCALMHY MOXKe MePeIIKOAXKaTH TPOBEeIeHHIO
KyJIbTYPaJbHOTO aHasi3y 00 BUSABIIEHHSI Mycobacterium spp. y 3B’I3Ky 3 IPUTHiUeHHAM



MiKp006i0I0TiYHOT0 POCTY, 1110, 3i CBOT0 OOKY, MOXKe IIPHU3BECTH A0 XUOHOHETaTUBHUX PE3YJIbTaTiB ¥
3pa3Kax Bifl XBOPUX, AKi Ha JaHUU MOMEHT NPUUMal0Th MOKCU(IOKCAIVH.

[MarieHTy 3 iHGEKIiAMY, BUKIMKAHUMY MEeTAIUITIHOPEe3UCTEHTHUM 30JI0TUCTUM CTa(iIOKOKOM
(MRSA)

Moxkcudnokcanud He peKOMEHOYEThCS I JIiKyBaHHS iHQEKIiN, CIPUYNHEHUX MEeTUIUIIiH-
PE3UCTEHTHUM 30JI0TUCTUM cTadinokokoM (MP3C). ¥ Bunagky migo3pioBaHol abo migTBepaKeHo1
indexuii, cmpuurHenoi MP3C, HeoOXiqHO pPO3MoYaTy JTiKyBAHHS BiMIOBIIHUM aHTHOAKTepiaTbHUM
3acobom (muB. po3min «dapMaKoIOriyHi BIaCTUBOCTI»).

it

MokcudnoKcalluH CIPUYMHIOE YPaKeHHS XPSAIiB Y MOJIOOUX TBAPUH, TOMY 3aCTOCyBaHHS IIpemnaparTy
miTsaM (BikoM mo 18 pokiB) mpoTuIioKa3aHo.

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

Beameka 3acTocyBaHHS MOKCU(IOKCALMHY Y IIePiof BariTHOCTI He BCTaHOBNIeHA. Pe3ynbTaTtu
OOCIiIXKeHb Ha TBApUHAX BKA3yHTh Ha PENPOAYKTUBHY TOKCUYHICTH (OUB. po3ain «PapMaKoIorivyHi
BJIACTUBOCTI»). [IOTEHIINHUY PU3UK [OJIS JIIOOUHU He BCTaHOBJIEHUM.

Y 3B’13Ky 3 pU3UKOM IIOMKOMXKEHHS (TOPXiHOJIOHAMY OTIOPHUX CYTJI00iB MONIOOUX TBApUH (3a
eKCIIePUMEHTAIbHUMHU OaHUMK) Ta 3 000POTHUMH YpaxKeHHSIMU CYTI00iB, OMMMCAHUMH y HOiTeH, sKi
OTPUMYBAJIM JTiKyBaHHS AEIKUMU (GTOPXiHOJIOHAMM, MOKCHU(IOKCAllMH He MOXKHA IPU3HaYaTh
BariTHUM XiHKaM (OuB. po3mgin «IIpoTUnoKa3aHHI»).

[Iepion rogyBaHHSA TPYOOI0

MoxcudmokcauuH, 5K i iHmi XiHOJIOHY, K [T0Ka3aHO, CIPUYUHSIE YpaXkKeHHS ¥ Xpsli cyrinobis
MOJIOAUX TBapuH. Pe3ynbTaTy JOK/IIHIYHUX JOCIIiAXKEHb CBiYaTh, 110 HEBEJIMKA KiJIbKICTh
MOKCH(DIIOKCAIMHy MOXKe MOTPAIJIATH Y IPygHe MOoJIoKo. HeMae gaHuX 110710 3aCTOCYBaHHS
IIperapaTy XiHKaM, AKi FOOyTh I'PYAI0. YHACIILOK BOT0 Y IIepiof rOgyBaHHA I'PYLALI0
3aCTOCYyBaHHS MOKCHU(IOKCAIMHY IPOTUIIOKA3aHO (OUB. Po3fin «[IpoTumnokasaHHS»).

QOepTUNLHICTS.

HocrnigXeHHS Ha TBapUHAX He BUSIBUJIU BIIUBY Ha (PePTUNBHICTD (OUB. po3ain «®apMaKOIOTiyHi
BJIACTUBOCTI»).

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

HocrnigxeHb BIIMBY MOKCU(DIOKCALIMHY Ha 30aTHICTh KepyBaTHA aBTOTPAHCIIOPTOM Ta IIpalioBaTH 3
IHIMMMU MexaHi3MaMu He npoBoauiau. OgHak (PTOPXiHOJIOHY, BKIIIOUAOUU MOKCU(DIIOKCALH, MOXKYTh
IIPU3BOIUTH [I0 MOTipIIEHHS 30aTHOCTI KEPyBaTH aBTOTPAHCIOPTOM a0o MpallloBaTH 3 iHIIUMU
MexaHi3MaMu 4epe3 BUHUKHEHHS peakilid 3 60Ky [IHC (HampuKiaf, 3allaMOpPOYeHHs, TOCTPa



THMYacoBa BTpaTa 30py, AuB. po3hin «I1o6iuHi peakiii») abo rocTpa KOpOTKOTPHBasa BTpaTa
CBimoMoCTi (HEmPUTOMHICTh, TUB. Po3ain «ITo6iynHi peakiii»). [TauienTam ciif peKOMeHIyBaTH
CIIOCTEpITaTy 3a CBOEIO PEaKIli€lo Ha MOKCU(DIIOKCAIMH IIepef TUM, SIK KepyBaTé aBTOTPaHCIOPTOM
abo mpaloBaTy 3 iHITUMH MeXaHi3MaMH.

Cnoci6 3acmocyeaHHss ma do3u.
Lopocai
PexomeHpayeThcst npuiimaty 1o 1 Tabnerii (400 Mr) MoKcudIoKcaluHy Ha go0y.

TabmeTKu crig mpuiMaT He PO3XKOBYIOYH, 3allMBalOYX NOCTATHLOIO KiNbKicTiO Bogu. [Ipemapar
MOKHA IIpUIMaTy He3aJieXkHO Bifl 4acy BXKUBaHHS 1XKi.

Tpusasicmb mepanii

TpuBamicTh Teparii TabneToBaHo0 GopMoI0 penapaTy MoKCUMaK 3aleXUTh Bifl TUMY iHGeKIil i
CTQHOBUTH:

0 3aroCTpPeHHs XPOHIYHOT0 0OCTPYKTUBHOTO 3aXBOPIOBAHHS JIET€HiB, B TOMY YKCI OPOHXITY
- 5-10 gHiB;

0] HerocIitajbHa ITHEeBMOHisS - 10 OHiB;

0 rocTpuit 6aKTepiaTbHUN CUHYCUT - 7 OHIB;

0 3anasbHi 3aXBOPIOBAHHS OpraHiB Majioro Ta3a IIOMIpDHOI'0 Ta CEPeIHbOro CTyneHs - 14
OHIB.

3a maHUMMU KJTiHIYHUX OOCTiXKEeHb TPUBAIICTh JIiKyBaHHS TabieTOBaHOIO (POPMOIO IIpernapary
MoxkcuMak cTaHoBua O0 14 mHiB.

CmyniHyacma (BHympiwHb08€HHA NepopaabHa) mepanis

[Tig yac KMiHIYHKUX OOCTiAXKEHb CTYMiHYaCcTOl Tepatnil OinbLUIiCTh MallieHTiB mepexonunia 3
BHYTPIITHEOBEHHOTO Ha IepOpabHUY LIIAX BBeAEHHS MOKCU(IOKCALMHY IIPOTATOM 4 [HIiB
(HerocrmiTasbHa THEBMOHIsT) abo 6 OHIB (ycKiTamHeHi iHdeKii MKipy Ta MiAMIKipHUX TKAHUH).
PekomMeH0oBaHa 3arajibHa TPUBAJIICTh JIiKyBaHHSA TaOleTKaMy Ta PO3YKMHOM A iHdy3itt MokcuMak
CTQHOBUTH 7-14 OHIB A7 HErocCIiTaJbHUX THEBMOHIN Ta 7-21 meHb IS yCKiIafHeHUX iH(eKIii mKipu
Ta MiAMKIPHUX TKAHUH.

He pekomMeHOy€eThCS TepeBUIlyBaTH BKasaHy 703y (400 mr 1 pa3 Ha no0y) Ta TPHUBAIiCTh JTiKyBaHHS
IJ1S1 KOJKHOTO ITOKa3aHH4.

IlauieHmu AimMHb0O20 BiKY/NAUiEHMU 3 HU3bKOI MACO0 Miad

Kopexkuist ;o3u Ojisi MallieHTiB JiTHLOTO BiKy/MallieHTiB i3 HU3bKOI0 MacoIo Tijla He OTpi0Ha.

ITopyweHHA GYHKUII neviHku

[TamieHTaM i3 mopymeHHAMY QYHKIIII IeUiHKKY KOPEKIis o3u He MOTpiOHa (IUB. TAaKOXK PO3is
«Oc0o0IMBOCTI 3aCTOCYBaHHS»).



Hupkosa HeOocmamHicmb

[I71s nauieHTiB i3 HUPKOBOI HENOCTATHICTIO IOMIPHOIO Ta CEPEeIHbOI0 CTYIIEHS TAXKOCTI (y TOMY
4HCHIi IIpY KiipeHci KpeaTuriny <30 mi/x8/1,73 M%), a TaK0XK [AJIs MAIiEHTIB, SKi mepeGyBaTh Ha
Oe3mepepBHOMY reMofiiai3i Ta JOBrOTPUBaIOMYy aMOyIaTOPHOMY IIEPUTOHEATbHOMY [iarisi,
KOPEKIIis 03U He moTpibHa (muB. po3min «®apMaKoIoTriuHi BIacTUBOCTI»).

Himu.

Moxkcudnokcalut MpoTUIoKa3anuy gitaM (Bikom mo 18 pokis). EdbekTuBHICTL Ta 6e3meka
3aCTOCYBaHHST MOKCU(IOKCAIIMHY OiTSIM He BCTAHOBJIEHI (OUB. TaKOXK po3min «I[IpoTUIIOKa3aHHS»).

Ilepedo3yeanHns.

Y pasi BUIaikoBOro nepefo3yBaHHs He peKOMEHI0BAaHO XKOOHUX crieludivHnX 3axomiB. Y pasi
Ilepeno3yBaHHS CJIif OPIEHTYBATUCS Ha KIIIHIYHY KapTUHY 1 IPOBOOUTUA CUMITOMaTUYHY
nigTpuMytouy Teparito Ta EK[-MOHITOpUHT y 3B’s13Ky 3 MOXKJIUBICTIO ITOAOBKeHHS iHTepBany QT.

OpHOYacHe 3aCTOCYBaHHSI aKTHBOBAHOT'O BYTiIA 3 103010 MOKCcHUpokcanuny 400 Mr nepopasbHO
Ipu3Befie 10 CKOPOUEHHS CUCTEMHOI JOCTYITHOCTI JTiKapchKoro 3aco0y Oinbiie Hik Ha 80 %. Y pasi
nepero3yBaHHS B Pe3yJibTaTi IepopaIbHOr0 IPUIOMY J1iKapChKOro 3aco0y 3aCTOCYBaHHS
aKTUBOBAHOI'0 BYTiJIS HA MTOYATKOBIM cTamii abcopOirii Moxe OyTH eeKTUBHUM [JIA 3ano0iraHHs
36inbIIEHHI0 CUCTEMHOI [Iil MOKCUGIOKCAIUHY.

ITo6iuni peakuii.

Huxue HaBeneHo moOiyHi eeKTH, OTPUMaHI Ha MifiCTaBi BCiX KIiHIYHUX HOCIIIXKEHD i3
3acTtocyBaHHSIM MoKcudnokcanuny 400 Mr (mepopajiibHa Ta CTyIiHYacTa Teparis), Ta ix 4acToTa.

[To6iuni peaxiii, HaBedeHi y KOJIOHII «4aCTi», CIocTepiramucs i3 9actoTow MeHIne 3 %, 3a BUHITKOM

HYOOTH Ta Aiapel.

Y koxHi# rpymni HeOaxkaHi SBUIA BU3HAYEH] Y TOPSOKY 3MEHIIEHHS iX TAXKKOCTi. YacToTa BU3HaYeHa

TaKuM 4uHOM: 4YacTi (=1/100, <1/10), HeuacTi (=1/1000, <1/100), mooguHOKi
(=1/10000, <1/1000), pigkicHi (<1/10000).

Tabmuis 3

Knacu cuctem [HacTi HeuacTi TToommHOKI PigkicHi
opraHis
(MedDRA)
[HekuirHi Cymepindexiris,
VCKITamHEHHS |10 BUHUKIIA

BHACJIIIOK

OakTepianbHOI

200 rprbKOBOI

[PE3UCTEHTHOCTI,

Halpukiag

opanbHUR abo

BariHaTbHUMN

KaHOUI03K




3 6oy

AHeMisl, TeMKOIeHis, HEUTPOIIeHid,

[TigBUIIEHHS PiBHSA

AKTUBHOCTI/ 30yIKEHHS

BUIIa[KaX i3
[MoxTHBOIO
CaMoarpecieio, Takom
K cyiuxpanbHi imei/
myMK# abo cripobu

KPOBOHOCHOI Ta TPOMOOITUTOIIEHIsI, TPOMOOIUTEMIS, poTpOMOiHy/
miMmdaTryHOl €03UHOGIIIS, TOTOBKEHHS sMeHIneHHss MHB,
cucteM MpoTpoMGiHOBOTO Yacy/36imbIIeHHS ArpaHyI0IUTO3
MHB

3 60Ky iMyHHOI AnepriuHi peakirii AHadimakcis,
cucteMu BKJTIOUAIOYH PigKiCHi

BUIIA[KH IIOKY (IO

3arpOXKYyE KUTTIO),

anmepriyuuil Habpsk/

QHTIOHEBPOTUYHUN

HaOPSK, BKITIOYAIOYN

HaOPsK ropTaHi (1o

MTOTEHLIWNHO 3aTPOXKYE

DKUTTIO)
[TopyiienHs linepninifemis [ineprnikemis, [inornikemis
ImeTaboniamy Ta rinepypukemis
XxapyyBaHHS
[Ncuxivyni Peaxiiii cTpUBOXKEHOCT, TabinpHicTh HacTpolo, |[lenepconanisa-1is,
po3mamu’ MigBUIIEHHS [ICUXOMOTOPHOL menpecis (y pigKicHEX |[ICUXOTHYHI peakil

(3 MOKJIMBOIO
caMoarpeciero,
TAKOI0 SIK
cyluumanbHi
imei/mymku abo

amapaty

(3a3Buuai 000POTHY)

camory0OCTBa), cripo0u
rasTIoIHalil camory6CTBa)
3 60Ky HepBOBOi [[onoBHwMIL Oine,  |[TapecTe3is/ [inoecte3is, Cinepecresis
cucreMu’ 3allaMOpPOYeHHS |IM3ecTe3is, MOPYIIeHHS CMaKy [OPYILIEHHS HIOXY
(BKJTI0YalO4M areB3ilo y piAKiCHUX |(BK/II0YAIOUU BTPATy
BUIIaZIKaX), CIIYTaHICTh CBiJOMOCTI [HIOXY), IATOJIOTiUHi
Ta BTpaTa Opi€HTallil, pO3/Tafy CHy |[CHOBHUIIHHS,
(mepeBaxkHO 6€3COHHS), TPEMOD,  [IOPYINEHHS
BEPTUTO, COHTIUBICTD KOOpAUHAIIil
(BKJTIOYAl04YU PO3Jaf
XOOU BHACHIIOK
3armamMopoueHHs abo
BEPTUT0), CYOOMHI
Haragy 3 Pi3HUMHU
KTIHIYHUMU IPOSBAMU
(v Tomy uucni grand
mal Hamagu),
MOPYIIEeHHS YBarH,
[pO371ady MOBJIEHHS,
aMHe3isd,
mepudepryHa
HeHpoIaTia Ta
MOJTiHeNpoIaTis
3 60Ky OpraHiB [TopyiieHHs 30pY, BKIIOYAIUH DoTodobis [TpaH3UTOPHA
30py [UIIJIONII0 Ta HeYiTKICTh 30py BTpaTa 30py
(ocoOnuBo Iif yac peaxuiit 3 60Ky (ocobmuBo i 9ac
LTHC) [peaxiif 3 60Ky
[THC)
YBeiT Ta
GimaTepanbHa
rocTpa
TpaHCUTIOMIiHAIS
[paliyKKU
3 60Ky opraHiB [[3BiH y ByXax,
CITyXy Ta MOPYIIEHHS CIyXY,
BECTHOYIISIPHOTO BKITFOUAIOUM TITYXOTY




3 6oky cepust  [[TomoBxkenHs QT- |[TomoBxkenns QT-iHTepsay, [TInyHOYKOBa Hecnenudiuna
IHTepBay y [MoCUiIeHe cepreOuTTs, TaXikapmis, [raxiapuTMis, APUTMif,
XBOPHUX i3 hiOpuIsiLis mepencepas, HEIPUTOMHICTH (TOOTO |«ITipyeTHa»
rimoKalieMi€lo  |cTeHOKapmis rocTpa Ta [IJIYHOYKOBa
KOpPOTKOYacHa BTpaTa |raxikapmis (torsade
CBimOMOCTi) de pointes),
BynuHKa cepls
3 00Ky CyguHHOI Bazogunaratis ApTepianbHa
CHCTEMU rinepTeHsid,
apTepianbHa
rinoTeHsis
3 60Ky 3amuInKa (BKIYAUn
MUXaIbHOI QCTMATHUYHUN CTaH)
cucTeMu,
opraHiB rpynHoi
KJTITKU Ta
CepemoCTiHHS

3 60Ky TPaBHOTO|
TPaKTy

Hynorta,
OroBaHHSA, 6inb y
DKUBOTI, miapes

SHUKEHHS aleTUTy Ta 3MEeHINeHHS
BXKMBAHHS 1Ki, 3a10p, TUCIIETCid,
(dbaTymeHIis, raCTPUT,
MifBUINEHHS PiBHA aMina3u

[ucdaris, CTOMaTHT,
AcoIlifioBaHuH i3
3aCTOCYBaHHSAM
AHTHOIOTHKA KOJIIT
(BKJTIOUAIOYUH
[ICeBIOMeMOpPaHO3-HUH|
KOJIIT, y PiOKICHUX
BUIIATKaX
acoIIifioBaHUH i3
3aTrpO3TUBUMH [IJIsI
DKUTTS

PYXO0BO1
cucTeMu’

MOCMUKYBaHHS M’ 43iB,
CynoMu M’s3iB,
IM’s130Ba ciabKicTh

CKJTaAHEHHSIMMU)
[emaTo-6imiapHi [[TigBuIeHHS [TopyieHHs GyHKIII Me4iHKu DKoBTsiHUIS, renaTuT |[OynbMiHAaHTHUN
[TOPYILIEHHS PiBHSA (BKmro4arouu miguieHss JIIT (mepeBaxHO TemaTUT, 110
TpaHCcaMiHa3 (MmakTaTHerigpo-reHasu)), XOJIeCTAaTUYHUI) TMOTEHIIIMHO MOXKe
minBuieHHS piBHA 6inipy6iny, [IPU3BECTHU [0
migsuimenns ['TTII (raMMa- [PDO3BUTKY
TTyTaMi-TpaHCIeNnTURa3u), HeOe3meyHol It
MigBUIIIEHHS Y KPOBi PiBHS JTyKHOL DKUTTS TI€4iHKOBOI
dbochaTasu HEJOCTaTHOCTI (Y
T.4. 3 JIETaJIbHUM
HACJTiTKOM)
3 60Ky IKipH Ta CBep0ixk, BUCHIIAHHS, Bynpo3Hi MKipHi
MigIKipHOI KPOIIMB'THKA, CYXiCTh WIKipH [peaxiril, Taki siK
KITiTKOBUHU cuaapoM CTiBeHCa-
[I>x0HCOHA abo
TOKCUYHUMN
emIigepManbHUN
HEKpPOJIi3 (110
[TOTEHIINHO
3arpoXyIOTh
DKUTTIO)
3 60Ky OTIOPHO- ApTpanris, Mianarisa [TeHOUHIT, PO3pUB CyXOXKUIIE,

QPTPUTH, PUTITHICTH
IM’q13iB, 3arOCTpEHHS
CUMIITOMIB
myasthenia gravis

3 60Ky HUPOK Ta
CeYOBHUIIIb-HOI
CUCTEMU

[lerigpaTauis

[MopymenHs QyHKIii
HUPOK (BK/II0YA04H
30inbIIEHHS a30Ty
CEYOBUHU Ta
KpeaTHHIHY 1a3Mu
KPOBi), HUPKOBa
HEJOCTaTHICT




3aranbHi 3aranmpHa cnabkicTh (B ocHOBHOMY [HaOpsik
po3nagy’ acTeHist a00 BTOMJIEHICTE), BigUyTTA
Gosio (BKo4Yaouu Oinb y
onepeKy, TPyOHiN KiiTii, 6inb y
KiH1iBKaX, 60II0YiCTh V IPOEKIIii
MaJioro Ta3a), rineprigpos

*[Tpu 3acTOCYyBaHHI XiHOJIOHIB Ta (TOPXiHOJIOHIB IOBIAOMIISANIX IPO OyKe PifKiCHI BUIIafKU
IIPOJIOHTOBaHUX (BIPOOBXK MiCAIiB ab0 POKiB), iHBaMigN3yI0UNX i IOTEHIIHO HE3BOPOTHUX
cepiio3nux HebaKaHUX Peakllii Ha JTiKapChbKuM 3aci0, 110 iHOMi BIIMBAIK Ha KifTbKa CUCTEM
OpraHi3My Ta OpraH” 4yTTs (BKII0YAIOUYU TaKi peakllil K TeHOWHIT, PO3PUB CYX0XWUJIJIL, apTpairid,
6inb y KiHIIiBKaX, MOPYIIEHHS XOU, HEeBPOIIaTil, IIOB'sg3aHi 3 ImapecTesi€lo, Jenpecis, BToMa,
MOPYLIEHHS IaM sITi, PO3/Iafyl CHY Ta IOPYIIEHHS CIIyXy, 30py, CMaKy Ta HIOXY) V AeIKUX BUIIafKax
He3aJIe’KHO Biff HAsBHOCTI (aKTOPiB pU3MKY (AuB. po3min «OcoOIMBOCTI 3aCTOCYBaHHS»).

Y pigkicHUX BUTlafKaX Iicysd NMiKyBaHHS iHIMMMU GTOPXiHOIOHAMHU OYJI0 3apeeCTPOBaHO Taki mobiuHi
peaxiiii, 9Ki Moriu 6, MOXKJIMBO, TAKOXK CIIOCTEPIraTUCS MPU 3aCTOCYyBaHHI MOKCHU(IIOKCALIUHY:
MigBUIIEHHS BHYTPIIIHbOYEPEITHOT0 TUCKY (BK/TI0YAKYH ili0NTaTUYHY BHYTPIIIHEOYEPETHY
rinepreHsiio), rinepHaTpieMis, rimepkKanbIieMis, reMoOJiTUYHA aHeMist, pabooMiosnis, peakiril
dboTocencubinizariii (quB. po3min «Oco6MMBOCTi 3aCTOCYBAHHS»).

Tepmin npudamuocmi.

4 poKH.

YMmoBH 30epiranssi.
30epiratu npu TeMiepatypi He Builie 30 °C B opuTiHa/IbHil yIaKOBII.

30epiratu y HeJOCTYIIHOMY OJISI OiTeM MicCIi.

VYnakoska.
[To 5 TabmeTok y 6mictepi. ITo 1 GicTepy ¥ KapTOHHIN yIIaKOBIIi.

[To 10 Tabnetox y 6iictepi. [To 1 abo 10 GmicTepiB y KapTOHHIN yIaKOBIIi.

Kareropis Bigmycky.

3a pelemnToM.

BupoOHHUK.



Makrneonc ®apmacsoTukanc JliMitemn.

Micue3HaxoaKeHHsI BHPOOHHKA Ta ajjpeca MicIsi MPOBaIKeHHsI HOT0 Tis/IbHOCTI.

Binepx Txema, IT1O Jlogximaiipa, Texcin baami, Hictpikt ConaH, Ximauan I1Ipagern, 174101, Iumis.



