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IHCTPYKUIA
NS MeIMYHOr0 3aCTOCYBaHHSA NiKapCbKOro 3acoby

MOKCUMAK
(MOXIMAC)

Cknapg:

Aitoya peyosuHa: moxifloxacin,

1 Tabnetka MiCTUTb MOKCU(IOKCALMHY TiAPOXI0PUAY eKBIB/IEBHTHO MOKCU(IoKcaumHy 400 Mr;

AOMOMIDKHI PEYOBMHU: LIENK0N03a MIKPOKPUCTaNiyuHa, HaTPil0 KPOCKapMenosa, KpemHito AioKcua KonoigHwuiA 6e3BOAHMIA, MOBIAOH, MarHitlo crteapaT, MOKPUTTA
Instacoat universal pink A05G11785: rigpokcunponinmMeTuaLentonosa, nonietuneHrnikons 400, nonietuneHrnikons 6000, TutaHy giokeng (E 171), 3anisa okeug,
uepBoHUA (E 172).

JlikapcbKa hopma. Tabnetku, BKPUTI NTIBKOBOK 060/I0HKOHO.
OCHOBHI (I3VKO-XIMIYHI BNACTUBOCTI: 4BOOMYK/I TabNeTKM KancynonogioHoi (hopmMu, BKPUTI NIBKOBOK 060/I0HKOK, POXKEBOI0 KO/bOPY, 3 TUCHEHHAM «T 75» 3
0AJHOro0 60Ky Ta rnafeHbKi 3 iHLOrO.

dapmakoTepaneBTUYHa rpyna. NMpoTuMikpo6Hi 3aco6u A5 CUCTEMHOrO 3aCTOCYBaHHA. AHTMOaKTepiaibHi 3aC06M rpynu XiHOMOHIB.
Kog ATX JOIM A14.

dapMakosoriyHi BnacTnBOCTI

dapmakogrHamika.

MexaHi3Mm _aii

MokcudokcaumH — 8-MeTOKCUTOPXIHONOHOBUI  3acCi6 i3 LUMPOKMM CMEKTPOM GakTepuumaHol Ail. In vitro MokcudgiokcaumH eheKTUBHUIA  WoAo
6aratbOX rpammo3nTMBHUX Ta rpaMHeraTMBHUX MiKpPOOpPraHi3MiB.

BcTaHOBNEHO, 1O MOKCUMIOKCAUMH eheKTUBHMIA LLIOAO0 6aKTepil, CTINKUX A0 B-nakTaMHUX Ta MakponigHWX npenaparis.

BakTepuumnaHa Ais MOKCUIOKcaLMHy CrpuUYmMHeHa iHribyBaHHsAM 060X TuniB Tonoisomepasu Il (AHK-ripasa ta Tonoizomepasa V), Heo6XigHUX Ans pennikauir,

TpaHCKpUMLii Ta BiAHOBMEHHA 6akTepiasibHOT AHK.

BBaxatoTb, L0 C8-METOKCU 3a/IULLOK CMPUSE NOKPALLLEHHIO aKTUBHOCTI Ta NOC/iab/toe CeneKLito PesnCTEHTHNUX MYTaHTIB rpaMno3UTUBHUX GaKTepiin NOpPiBHAHO

3 C8-H 3anu1wwkom. HasBHICTb BEIMKOr0 AMLMKI0aMIHOBOIO 3a/IMLLKY B C-7 NOMOXKEHHI 3anobirae akTMBHOMY BifATOKY, NMOB’A3aHOMY 3 reHaMu NnorA abo pmrA,


mailto:

AKi BUSIB/IEHO Y [EAKUX FPamno3vTUBHUX GaKTepiii.

MokKcudiokcaumMH BOMOMIE 3a/1eXHOK Bif, KOHUEHTpauii 6akTepuuMAaHOK aKTMBHICTIO. MiHiManbHi  6akTepuumaHi  KoHueHTpauii (MBK), 3a3Buuai,
BIAMOBIAAKOTb MIHIMA/IbHUM THTI6YHOUMM KOHUeHTpauisM (MIK).

Brnave Ha KWLWKOBY hiopy Y NOANHW

Y [BOX AOCMIIKEHHAX 3a y4acTo 106POBO/bLIB NICNsS NePOpabHOro 3acTOCyBaHHS MOKCU(IOKCALUMHY Big3HaYaInCsA HMKYeHaBeAeHI 3MIHN Y KULLKOBIW hnopi.
3HmxKyBanacs Kinbkictb E.coli, Bacillus spp., Enterococcus Ta Klebsiella spp., a Takoxx aHaepo6is Bacteroides vulgatus, Bifidobacterium spp., Eubacterium Ta
Peptostreptococcus. Cnoctepiranocs nNifgBuLLeHHS KinbkocTi Bacteroides fragilis. KinbkicTb BKa3aHMX BuLle MiIKpOOpraHiamiB noseptanaca y MeXi HOpMM
YNPOAOBX ABOX TUXHIB.

Pe3nCTEHTHICTb

MexaHi3M/ Pe3NCTEHTHOCTI, 3a PaXyHOK SKMX IHaKTUBYHOTLCA NEHIUMNIHW, LedanocnopuHK, aMiHOTTIKO3MAM, MaKponign i TeTpauuKiiHK, He BNMBalOTb Ha
aHTM6aKTepiasbHy etheKTUBHICTb MOKCU(IOKCAUMHY. IHLWI MeXaHi3M1 pe3sUCTEHTHOCTI, Taki fK 6ap’epy NPOHUKHEHHS (MowwmpeHi y Pseudomonas aeruginosa) ta
MexaHi3Mu BIATOKY, MOXYTb BMIMBATW HA YYT/IMBICTb 0 MOKCU(IOKCALMHY .

®PopmyBaHHS PE3UCTEHTHOCTI 40 MOKCUIOKCALMHY in Vitro cnocTepirany K NOCTYNOBWIA MPOLEC, SKWIA MONSArae B TOUKOBMX MyTaLlisix 060X TUNIB TOMOI30Mepasm
I, AHK-ripa3un Ta Tonoizomepasu IV. MoKcugiokcaumH € cnabknm cyo6cTpaToM Ans MexaHi3miB aKTUBHOIO BIATOKY Y rpaM-no3uTUBHUX MIKPOOPraHi3MiB.
CnocTepiraeTbCs nepexpecHa Pe3nCTeHTHICTb 3 IHWMMKU (hTopXiHOMOHaMKU. OfHaK, OCKiNIbKM MOKCU(IOKCaUMH iHri6ye 06mnasi Tonoizomepasm Il ta IV 3i CX0Xot0
aKTUBHICTIO AeAKMX rpamno3nTUBHUX BakTepiid, Li 6aKTepii MOXYTb OYTW PE3UCTEHTHUMM [0 IHLWIMX XiHOMOHIB, afie YyT/IMBUMU 0 MOKCU(IOKCALMHY .
KOHTPO/IbHI TOYKM

Tabnuus 1
KniHiyHi MIK Ta KOHTPONbHI TOYKM AMCKOBOT Andysii ans MokcudnokcaumHy (01.01.2012) 3a pgaHumm EUCAST (E€Bponencbkuii KOMITET i3 TeCTyBaHHS
aHTUMIKPOOHOT Yy TNBOCTI)

MikpoopraHism UyTnmeuii Pe3nCTEHTHUIA

Saphylococcus spp. <0,5wmr/n >1wmr/n

3 24 Mm <21 mm
S pneumoniae <0,5wmr/n > 0,5 mr/n

3 22 MM <22 MM
Sreptococcus, rpynn A, B, C, G <0,5wmr/n >1wmr/n

3 18 MM <15 mMm
H. influenzae <0,5mr/n > 0,5 mr/n

3 25 MM <25 Mm
M. catarrhalis <0,5wmr/n >0,5wmr/n

3 23 MM <23 MM
Enterobacteriaceae <0,5mr/n > 1wmr/n

3 20 MM <17 mMm
KOHTPO/IbHI TOUKM, He MOB’A3aHi 3 BUAOM* <0.5wmr/n > 1wmr/n

* KOHTPO/IbHI TOYKM, He MOB’A3aHi 3 BUAOM, Oy/nM BM3HAYEHI FOIOBHMM YMHOM Ha MiACTaBi AaHMX (hapMakOKiHETUKMU/(hapMakoAMHAMIKL Ta He 3anexartb Bij
nowmpeHHs MIK cneundiyHmx Bugis. Lii gaHi BUKOPUCTOBYIOTb TiflbKW LWOAO BUAIB, SKUM He HA[aBaiM KOHTPOSIbHMX TOYOK 3a OKPEMUMW BMAAMM, Ta He
BUKOPUCTOBYHOTb LLLOJIO BUAIB, B AKX IHTEPRpeTaLiiiHi KpUTepii NignsraloTb BUSHAUYEHHHO.



MiKpob6ionorivyHa YyTamBICTb

UYacToTa HabyTOl pe3UCTEHTHOCTI MOXE 3MIHIOBATMUCA 3a/1eXKHO Bif reorpaivyHoro posrallyBaHHS PerioHy Ta MpoOTAroM 4acy, BU3HAYeHOro A4Ns NEBHUX BULAIB
MiKpoopraHi3mis. baxaHO MaTu JOCTYN [0 IOKabHOT iH(hopMaLii LWOA0 Pe3UCTEHTHOCTI MiKpOOpraHi3aMiB, 0CO6/IMBO NPU NiKYBaHHI TAXKKNX iH(eKLi.
Y pasi HeobXigHOCTI Cnif 3BepTaTUCA 3a KOHCY/bTalieto A0 eKcrepra 3 MuTaHb aHTUOIOTMKOPE3UCTEHTHOCTI, KOMM MiCLieBe [OMIHYBaHHA Pe3VCTEHTHOCTI
BUABNSETHCA HACTINIbKM CUMbHWM, LLLO BN/IMB NEBHOMO NiKapCbKOro 3aco0y LOHaMeHLLUEe Ha AesiKi BUAW THEKLINHNX 30y AHMKIB 3a/TMLLIAETLCA Mif CYMHIBOM.
YyTnusi Bugm

Aepo6Hi rpaMno3nTUBHI MiKPOOPraHi3aMu

Gardnerellavaginalis

Saphylococcus aureus® (4yTMBWIA 40 METULMNIHY)

Sreptococcus agalactiae (rpyna B)

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

Streptococcus pneumoniae*

Sreptococcus pyogenes* (rpyna A)

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

Aepo6Hi rpaMHeraTuBHI MiKpoopraHiamm

Acinetobacter baumanii

Haemophilus influenzae*

Haemophilus parainfluenzae*

Legionella pneumophila

Moraxella (Branhamella) catarrhalis*

AHaepoOHi MIKPOOPraHi3mu

Fusobacterium spp.

Prevotella spp.

IHLLI MiKpoOpraHiamu

Chlamydophila (Chlamydia) pneumoniae*

Chlamydia trachomatis*

Coxiella burnetii

Mycoplasma genitalium

Mycoplasma hominis

Mycoplasma pneumoniae*

Buan 3 MOXXIMBOIO HAbYTOK PE3NCTEHTHICTHO

AepoOHi rpaMno3nTMBHI MiKPOOPraHi3aMu

Enterococcus faecalis*

Enterococcus faecium*

Saphylococcus aureus (METULUATHPE3UCTEHTHWIA) T

Aepo6Hi rpaMHeraTuBHI MiKpoopraHiamm

Enterobacter cloacae*

Escherichia coli*#




Klebsiella pneumoniae* #

Klebsiella oxytoca

Neisseria gonorrhoeae* +

Proteus mirabilis*

AHaepPOOHI MIKPOOPraHi3mu

Bacteroides fragilis*

Peptostreptococcus spp.*

Pe3ncTeHTHI Bnamn

AepobHIi rpamHeraTyMBHi MiKpoopraHiamm

Pseudomonas aeruginosa
* [1poleMOHCTPOBAHO 3a/10Bi/IbHY aKTUBHICTb LOAO BMAMBY Ha YYTAMBI LUTAMM Nif Yac KAiHIYHMX AOCAIAKEHb Y pamMKax 3aTBEPIXKEHUX KNiHIYHMX MOKa3aHb.

#liTamu, sKi BMpo6/1st0Tb ESBL, 3a3BMYail pe3ncTeHTHI 40 PTOPXiHOMOHIB.

*TMokasHWK pe3ncTeHTHOCTI > 50 % B 0AHIN UM GinlbLLe KpaiH.

JokniHiYHI faHi 3 6e3neku

Bnnve Ha KPOBOTBOPHY CMCTEMY (HE3HAYHe 3HWKEHHS KifIbKOCTI epUTPOLMTIB Ta TPOMOOLMTIB) CroCTepirascs Yy LiypiB Ta MaBMn. AK i NPy 3aCTOCYBaHHI iHLLMX
XiHOMOHIB, renaTOTOKCUYHICTb (MiABULLEHHA PIBHA (DEPMEHTIB MeYiHKM Ta BaKyO/fibHa [erpagauis) BifgsHadanacs y WlypiB, MmaBn Ta cobak. Y maBn (hikcyBaiu
BUNALKN HeMpOTOKCMYHOCTI (ypaxeHHs LIHC - cypomu). BkasaHi egekTn cnoctepiranuca Tifbku nicns npuiioMy BUCOKMX 03 MOKCU(IOKCALMHY abo nicns
[OBroTPUBAIOro 3aCTOCyBaHHS npenapary.

MoKcuokcaumH, K i iHLWI XiHOMOHM, NOKa3aB FeHOTOKCWMYHICTb Mif Yac TeCTiB in vitro 3 GakTepiamu abo KniTMHamun ccaBuiB. OCKiNlbKN BKas3aHWA ehekT
MOSICHIOETLCA B3aEMOZIEID 3 6aKTepiasibHOK ripa3oro Ta B pasi BULLOT KOHLUEHTpaLii — B3aEMOZIE0 3 ToMoizomepasoto Il y KniTMHax ccaBuiB, MOXHa NpuUNyCcTUTH
HasfBHICTb MOPOroBOI KOHLEHTpauii 418 reHOTOKCMYHOCTI. Tifg yac TecTiB in vivo He 6y/n0 BUABNEHO 03HAK FeHOTOKCUYHOCTI, HE3BaXKarun Ha 3aCTOCYBaHHSA
BUCOKMX [03 MOKCU(IOKCAUUHY. TakuM YMHOM, NpenapaT MoKasaB [LOCTaTHi MoTeHuian Ge3nekuM NpU 3acTOCyBaHHI TepaneBTUYHOT 03U ANA NHOLUHW.
MoKcudhioKcaLMH He MoKa3aB KaHLLeporeHHoro eqpekTy nif yac LOCNIIKEHHS, SKe NPOBOAWN Ha Ly pax.

baraTo XiHO/IOHIB (DOTOPeaKTMBHI Ta MOXYTb NPOBOKYBATU peakLii POTOTOKCUYHOCTI, BUSBNATM (DOTOMYTareHHWU i POTOKaHLEeporeHHnin edekTn. Mpu LboMy €
[aHi 100 BifCYTHOCTI (DOTOTOKCUYHMX Ta POTOreHOTOKCUYHWNX BNAaCTUBOCTEN Y MOKCU(IOKCALUHY MPW AOro TeCTyBaHHI B pamMKax KOMIMIEKCHOT nporpamu nig,
yac JoCniMKeHb in vitroTa in vivo. B Takux cammx yMoBax XiHOMOHW JeMOHCTPYBa/IN BKa3aHi e(heKTu.

Y BUCOKMX KOHLEHTpaLiiX MOKCU(IOKCAUMH Aie SK iHri6ITOp LBMAKOrO KOMMOHEHTa KapAiaslbHOro MOBISIbHOrO KOMMOHEHTA PO3Npas/soyoro KanieBoro Toky,
TOMY MOXXe MpPW3BECTM A0 NOAOBXeHHS iHTepBany QT. TOKCMKOMOriYHI LOCMIIKEHHSA, AKI MPOBOAMAM Ha cobakax Ta nif Yac SKMX npenapar 3acTOCOBYBas/v
nepopasibHO B Ao3ax = 90 Mr/Kr, o 3abe3neyyBano KOHLEHTpauito = 16 mr/n, BUABUIN NOLOBXKEHHSA iHTepBasty QT 6e3 apuTmiin. OBOpOTHY HeneTanbHYy
LLSTYHOUKOBY apuUTMIt0 CNOCTepirasin TifibKX NiCAA BHYTPILLHLOBEHHOIO BBEAEHHS BUCOKOT KYMYNATUBHOI f03K, fKa Oinblue HiXK Y 50 pasis nepesuilysana [osy,
nepeabayeHy ana nroauHn (>300 Mr/Kr), Wwo 3a6e3nevyBano KOHLUEHTpaLito B nnasmi Kposi =200 mr/n (o 6inblue HiXX y 40 pasiB nepeBuLLyBasio TepaneBTUYHNI
piBEHb).

Bigomo, L0 XiHOMOHM CIPUYMHAIOTL YPaXKEHHS XPALLIB BENIMKUX AiapTpojiaibHUX CyrnobisB y MONOAMX TBapyH. HaliHmk4a nepopaibHa [03a MOKCU(IOKCALMHY,
fIKa NPU3BOANTL 10 apPTPOTOKCUYHOIO eieKTy Y MOMOAMX CObakK, Y 4 pa3n nepesuLLyBasia MakCUMa/ibHY peKOMeH0BaHy TepanesTuUyHy fo3y 400 mr (nepefbayeHy
Aana 50 Kr macu Tina), po3paxosaHy Ha niacrasi criBBiAHOLWEHHA fo3a/mMaca Tina (Mr/kr), i3 KOHUeHTpaLi€e B nnasMi KpoBi y 2-3 pasn BMLLOKO 3a KOHLIEHTpaLito,
nepefbayeHy B pa3i 3aCTOCYBaHHA MaKCMMaJIbHOT TepaneBTUYHOT LO3N.

TecTn Ha TOKCUYHICTb, fIKi NPOBOAWMNCSA Ha Lypax Ta MaBnax (MOBTOPHE BBELEHHS NPOTAroM rnepiofy Ao 6 MicALiB), HE BUABUIN 03HaK PU3UKY A5 OpraHiB 30py.
IMig vac gocnigpkeHb Ha cobakax 3aCTOCYBaHHSA TifIbKN BUCOKUX 403 NepopasibHO (= 60 Mr/Kr) npnsBoAWIO L0 KOHLUEHTpaLii npenapaty B naasMi Kposi =20 mr/n,




L0 CMIPUYNHSANO 3MIHW eNeKTPOPETUHOrpaMm Ta B OKPEMUX BUMAAKaX NPU3BOAWIIO [0 aTpoil CITKIBKU.

Mpy BUBYEHHI BMNAMBY MOKCU(IOKCALMHY Ha PenpoLyKTVMBHY (PYHKLiO TBapvH [LOBEAEHO, L0 MOKCU(IOKCALUUH MPOHWKAE Kpi3b nnaueHTy. Jocnigw, wo
MPOBOAMANCA Ha Lypax (Npn 3aCTOCYBaHHI MOKCU(IOKCALUHY NepopasibHO | BHYTPILLHLOBEHHO) | MaBMax (Mpy 3acToCyBaHHI MOKCU(/IOKCALMHY NepopasibHO), He
BUSIBAMM TEPATOreHHOI Aii MOKCU(NOKCALUMHY | AOro BNAMBY Ha (hepTUbHICTb. Mpu BHYTPILLHLOBEHHOMY 3aCTOCYBaHHI MOKCU(IOKCaUMHY Y A03i 20 Mr/Kr y
KponiB Bif3Ha4yanacs ManbhopMaLyis ckeneta. BusiBneHo 36iMbLUeHHS KilbKOCTI BUKUAHIB Y MaBn i KPoiB Npu 3aCTOCyBaHHI MOKCU(IOKCALMHY Y TepaneBTUYHIN
[03i. Y LWypiB 3a(hiKCOBAHO 3MEHLUEHHS Macu njoga, noyacTilaHHA BUMNaAKIB BUKUAHIB, HEBEMKe 30i/bLUEHHS TPUBAIOCTI Nepiofy BariTHOCTI i 36i/bLUeHHS
CMOHTAHHOT aKTMBHOCTI MNOTOMCTBA MPY 3aCTOCYBaHHI MOKCU(IOKCALMHY, A03YBaHHA AKOT0Y 63 pa3un rnepesuLLyBa/io peKOMEH0BaHe.

dPapmakoKiHe TuKa.

BCMOKTYBaHHS Ta 6i0f0CTYMHICTb

Mpu nepopasibHOMY NPUIAOMI MOKCUMDNOKCALMH LLBMAKO Ta MaiXke MOBHICTIO BCMOKTYETbCA. ABCONOTHA 6i040CTYMHICTb AocsArae Make 91 %.

Y pianasoHi go3 50-800 mr npu ogHopas3oBomy npuiioMi Ta y Aosi 600 mr Ha goby npotdarom 10 fi6 ¢apMakKoKiHETMKa € NiHINHOW. PiBHOBaXXHWI CTaH
[OCAraeTbCA NPOTAroM TPbOX AHIB. icns npuiiomy nepopanbHoi fo3n 400 Mmr nikoBa KOHUeHTpauis B KpoBi (Cyay) AocCAraetbes npoTtarom 0,5-4 rofuH i
cTaHoBuTb 3,1 Mr/n. MakcrmasibHa Ta MiHiMasibHa M1a3mMoBi KOHLEHTpaLii B piBHOBaXkHOMY cTaHi (400 mr 1 pas Ha fo6y) cTaHoBnaThL 3,2 Ta 0,6 Mr/n BignoBiAHO.
Po3nogin

MokcudiokcaumH LIBMAKO PO3MOAINAETLCA B €KCTPaBaCKy/NApHOMY MNpPOCTOpi, Micna 3acTocyBaHHA fo3n 400 Mr naouwia nif KpvBOK CNiBBIAHOLLUEHHS
«KOHLeHTpauif-yac» (AUC) ctaHoBUTb 35 MKr/n. O6’eM po3MnoAiny B piBHOBXXHOMY CTaHi JOPIBHIOE 2 NI/Kr. AK BCTAHOB/IEHO B eKCMEPMMEHTAX in Vitro Ta ex vivo,
3B’A3yBaHHA 3 6i/IKaMW KPOBi CTaHOBUTbL NPM6/IM3HO 40-42 % Ta He 3aNeXNUTb Bif KOHLEHTpaLiT npenapary.

Tabnuugd 2
MikoBa KOHLEHTpaLis (cepefiHe reoOMeTpUYHe) Mic/s NepopasibHOro NPUInOMY 0AHOPA30BOT 403U MOKcUdokcauuHy 400 mr
TKaHuHa KoHueHTpauis MicLeBKin piBeHb - PiBEHb Y
nnasmi Kposi

Mnasva 3,1 mr/n -

CnuHa 3,6 mr/n 0,75-1,3

BMmicT nyxups 1,61 mr/n 1,71

CnnsoBa 060/10HKa 6POHXiB 5,4 mr/kr 1,7-21

ANbBeONApHI Makpoaru 56,7 Mr/Kr 18,6 — 70,0

PigvHa eniTenianbHOro wapy 20,7 mr/n 5-7

"aiMopoBa nasyxa 7,5 mr/kr 2,0

ETMOIganbHI nasyxu 8,2 mr/kr 2,1

HasanbHi nosninu 9,1 mr/kr 2,6

IHTepcTULiaIbHa pignHa 1,02 mr/n 0,8-1,423

YKiHoui cTaTeBi opraHu* 10,24 mr/Kkr 1,724

* BHYTPILUHbOBEHHE 3aCTOCYBaHHS 0HOPa3oBoi Ao3n 400 mr.

110 roauH nicns BeegeHHs.

2 BinbHa KOHLeHTpauis.

3 Big 3 roguH o 36 roanH nicns
4y KiHLi iHOy3iT.

BBE/IEHHS [103M.



MeTabonism

MokcudokcaumH nignsarae 6iotpaHchopmauii 11 gasm i BUBOAUTLCA 3 OpraHiaMy HUpKamm, a TakoxX i3 (heKanisiMn/HKoBYIO AK Y He3MIHEHOMY CTaHi, Tak iy BUrnsgi
HeaKTUBHMX cynbdocnonyk (M1) i rniokypoHigis (M2). M1 ta M2 € Tiflbku MeTabosniTaMu, pefieBaHTHUMM 419 NHOAMHKN, 06MaBa BOHW MIKPO6i0N0riYHO HEeaKTUBHI.
Mg yac gocnifmkeHb in vitro Ta KAiHIYHMX gocnifgkeHb asu | He cnocTepiranocs MeTabonivHOT (hapMakoKIHETUUHOT B3aEMOAIT 3 IHLIUMIK npenapaTtamu, 3agisHMM
y 6ioTpaHcthopMauito dasn | 3a yyacTro hepMeHTIB cucTemu UnToxpoMy P450. O3HaK OKUCHHOBaIbHOM0 MeTaboni3My HEMaE.

BuBefeHHA 3 opraHiamy

Mepiog HaniBBMBEAEHHS npenapaTy CTaHOBUTb MPM6IM3HO 12 roamH. CepefHiin 3arasibHUA KnipeHe nicns BBeAeHHs 400 mr cTaHOBUTL Big 179 go 246 mMn/xB.
HvpKoBWiA KNipeHC CTaHOBUTb NPUBAN3HO 24-53 MNI/XB Ta CBiAYMTbL MPO YaCTKOBY KaHa/nbLEBY peabcopbuito npenapaty 3 HUPOK. Iicns npuitomy ao3un 400 mr
BMBeLEHHS i3 ceyeto (Nprbn3HO 19 % - nikapcbKuid 3acib y He3MiHeHOMY BUrNaai, NpubansHo 2,5 % - M1 ta 6113bko 14 % - M2) Ta kanom (npubamsHo 25 % -
NiKapCbKWI 3aci6 y HeamiHeHOMY BUrNa4i, NprbnansHo 36 % - M1 Ta BiACYTHICTb BUBEAEHHS Y BUrNs4i M2) 3aranom ctaHoBuI0 6113bKo 96 %. CynyTHE BBEAEHHS
paHiTUAMHY Ta NpobeHeunay He 3MiHHOE HUPKOBUIA KNipeHC npenapary.

dPapmMakoKiHeTuKay pi3HWX rpyn nayieHTis.

MauieH TV NiTHLOrO BiKY Ta NauieHTW 3 HU3bKOK MacCoo Tifa

Y 300p0BUX SOOPOBO/ILLIB I3 HA3bKOK Macoto Tina (30Kpema y XIHOK) Ta 'y 340p0BUX L0OPOBO/bLIB IITHLOrO BiKy COCTEPIrasiv BULLY KOHLEHTpaLito npenapaty
B Nna3mi KpoBi.

Hu1pkoBa HeJOCTATHICTb.

He BMABEHO ICTOTHMX 3MiH (hapMaKOKIHETVKM MOKCU(MIOKCALMHY Y MALIEHTIB i3 NOPYLUEHHAMMN (YHKLIT HAPOK (BK/IKOYAKOUM NALIEHTIB i3 KNIPEHCOM KpeaTUHIHY
>20 Mn/xB/1,73 M2). OCKiNbKN (DYHKLLS HAPOK 3HUKYETLCS, KOHLEHTpaLis MeTabonity M2 (FnoKypoHifdy) 36inblIyeTbCs A0 MOKasHUKa 2,5 (y nauieHTis i3
KnipeHcom KpeaTuHiHy <30 Mn/xB/1,73 m2).

[MopyLUEHHST (PYHKLIT NEYiHKN.

Ha nigctasi faHUX AocnifkeHb (PapMakoKiHETUKM, AKi MPOBOAWAM 3a Y4aCTHO MauieHTIB i3 MeYiHKOBOK HepocTaTHICTIO (knacu A-C 3a knacugikauiero
Yainnga-M’to), HEMOXMBO BU3HAYUTK, YN € PI3HULSA NOPIBHAHO 3i 340POBUMM A0OPOBOMbUAMK. MOpYLLEHHS (YHKLIT NeviHKy 6y/0 NoB’sa3aHe 3 GiNbLLOKD Aieto
M1 y nnasmi KpoBi, ToAi AK Aia BUXIAHOI NiKapCbKOI PeYoBMHU Oyna MOPIBHAHHOK 3 [I€H0 Y 3[0pOBUX A06pOBOMbLIB. [JOCTaTHLOr0 A0CBIAY K/IHIYHOMO
3aCTOCYBaHHA MOKCUMIOKCALUHY A9 NIKYBAHHA NaLieHTIB i3 NOPYLUEHHAMMN PYHKLIT MEYiHKN HEMaE.

KniHIYHI XapaKTePUCTUKWN.
lNoka3aHHA.
JlikyBaHHS HWXYeHaBeAeHUX 6GakTepiaslbHUX IH(EKLIA, CNpUYMHEHMX YYTAMBUMK A0 Mpenapaty MikpoopraHiamamy (avB. po3giny  «®apmakonoriyHi
B/IaCTMBOCTI», «OCO6/IMBOCTI 3aCTOCYBaHHA», «[06IYHI peakuii»), y nauieHTiB BiKOM Big 18 pokiB. MoKcugioKcaunH cnif npusHadaT TifbKKU TOAI, KOM
3aCTOCyBaHHS aHTUOaKTepiasibHMX 3ac006iB, SKi 3a3BMYali PEKOMEHAYHOTb A4/ MOYAaTKOBOr0 NliKyBaHHS HKYeHaBeAeHMX IH(EKLi, HegouiflbHe abo KoM BKasaHe
NiKyBaHHS 6yN10 Hee(heKTUBHNM.
"ocTpwnii 6akTepiaNbHUI CUHYCUT (AiarHOCTOBaHMIA i3 BUCOKMM CTYMNeHEM BipOrigHOCTI).
3aroCTpeHHs XPOHIYHOIo 06CTPYKTUBHOIO 3aXBOPHOBAHHSA NIEreHiB, B TOMY YMCI BPOHXITY.
HerocnitasibHa MHEBMOHiS, 32 BUHATKOM HErOCMiTaIbHOI MHEBMOHIT 3 TAXKUM nepebirom.
3anasbHi 3aXBOPHOBaHHSA OpraHiB Masioro Tasa MOMIpHOro Ta CepefHbOro CTyneHs (BK/IKOYakoumM iHEKLIAHI YpaXKeHHS BEPXHbOrO Bifainy crateBoi
CUCTEMM Y XKIHOK, Y TOMY 4uCAi CanbMiHrT Ta eHAOMETPUT), He acouiioBaHi 3 TybooBapiaibHMM abcuecom abo abeuecamy OpraHiB Masioro Tasa.
TabnetoBaHa hopma npenapaty MOKCUMaK He PEKOMEHAYETLCA A5 3aCTOCYBaHHS SIK MOHOTEpanis npu 3ana/ibHUX 3axXBOPHOBAHHAX OpraHis Maaoro Tasa



MOMIPHOTO Ta CepefHbOro CTYMeHs, ase MOXE 3aCTOCOBYBATWUCA Yy KOMOIHAUIT 3 IHWMMK BIAMNOBIAHMMM aHTMGaKTepia/lbHUMKN 3acobamu (Hanpukniag,
LiethanocnopnHammn) yepes 3pocTarody pPesncTeHTHICTb MOKcUiokcauuHy Ao Neisseria gonorrhoeae (3a BUHATKOM MOKCU(IOKCALMHPE3UCTEHTHUX LUTaMIB
N. gonorrhoeae) (amB. po3ginm «OcobmMBOCTI 3aCTOCYBaHHA», «PapMaKonorivyHi BNacTUBOCTI»).
TabnetoBaHy (hopMy MOKCU(IOKCALMHY MOXKHa 3aCTOCOBYBaTM A5 3aKiHYEHHS KYpCy NiKyBaHHSA, B SIKOMY CTapToBa Tepanisi napeHTepasibHOK (OPMOKD
MOKCMMNOKCaLMHY 6yna ed)eKTUBHOK | Mp13HaYeHa 3a TaKMMK MoKa3aHHAMU:
- HerocniTtajibHa NHEBMOHis;
- YCKnafiHeHi iH(eKUiT WKipy Ta NigWKIpHUX CTPYKTYP.
TabneTtoBaHa hopma npenapaTy MOKCUMMaK He PeKOMeHAYETbCA ANS CTapTOBOro NiKyBaHHS Gyab-SKMX iH(EKUiA WKipKn Ta MigWKIipHUX CTPYKTYp abo y pasi
TSHKKOI 0 nepebiry HerocnitasibHOT MHEBMOHIT.
Cnip 3BepHY TV yBary Ha oiLiiHi iIHCTPYKLIT 3 HAIEXXHOI 0 3aCTOCYBaHHA aHTMOaKTepiaslbHUX 3aco0iB.

MpoTunokasaHHs.

- Bigoma rinepuytnmsicTb 4O MOKCU(IOKCaLUHY abo A0 iHWKX XiHOMOHIB, 260 0 6yAb-AKOI 3 4ONOMIKHUX PEYOBUH MpenapaTy.

- Bik go 18 pokis.

- BariTHicTb ab0 nepiof rofyBaHHA rpyAAto (AVB. po34in «3acToCyBaHHSA y nepiog BariTHOCTI ab0 roflyBaHHSA rpyaLto»).

- [MauieHTn i3 3aXBOPHOBAHHAMM CYXO0XW/b, NOB’A3aHUMU 3 NIKYBaHHAM XiHO/IOHaMW, B aHAMHE3I.

Y npoueci AOKNIHIYHUX |1 KNIHIYHUX AOCAifKeHb MiCNs 3aCTOCYBaHHS MOKCUMIOKCALUMHY CnocTepirannucs 3MiHW B eneKTpodisionorii cepus y Burnagi
noAoBXeHHA iHTepBasly QT. Tomy 3 MipKyBaHb 6e3mnekun npenapar NPOTUNOKa3aHo MnaLieHTam i3:

- BPOMYKEHVM abo [iarHoCTOBaHUM HabyT!M MOLOBXeHHAM iHTepsany QT;

- MNOPYLLEHHSMWN eNEeKTPONITHOro 6anaHcy, 30Kpema Npu HECKOPUroBaHil rinokaniemit;

- KNiHIYHO 3HaYyLL0H0 bpaanKapaieto;

- KNIHIYHO 3HAYYLL0H0 CepLEeBO0 HEAOCTATHICTHO 31 3HUXKEHOH (DPaKLIiEr0 BUKMAY NIBOTO LLUTYHOUKA;

- CMUMMNTOMATUYHUMM apPUTMISIMU B aHaMHe3i.

Mpenapat He cnij 3aCTOCOBYBATN OHOYACHO 3 IHLLUMMW NpenapaTamu, SKi NOAOBXYHTb iHTepBan QT (AMB. po3ain «B3aemogis 3 iHLWMMKM NiKapCbKUMKU 3acobamu
Ta iHLWI BUAM B3aEMOAIi»).

Y 3B’A3KYy 3 0OMEXeHVMU KMiHIYHUMU [JaHUMK 3aCTOCYBaHHA MpernapaTy TakoX MPOTWUMNOKas3aHO nauieHTaMm i3 MopyLleHHAMU (yHKUIT nediHku (knac C 3a
Knacugikauieto Yaringa-’to) Ta nawieHTam i3 nigBuLLEHMM piBHEM TpaHcaMiHa3 (y 5 pasiB BuLLEe BEPXHbLOT MEXi HOpMM).

B3aemogisi 3 iHLLIMMK NiKapcbKUMM 3ac06aMu Ta iHLWi BUAW B3aEMOSINA.

He MOXHa BMKIOUNTW agUTUBHUIA eDeKT MOKCUMDNOKCALMHY Ta iHWMX NiKapCbKUX 3aco6iB, SKi MOXYTb CMPUYMHWUTL MOAOBXEHHS iHTepBany QT. BkasaHa
B3aEMOJisi MOXE NPU3BECTU A0 36i/bLUEHHA PU3NKY PO3BUTKY LLTYHOUKOBUX apUTMIN, BK/OHYAOUM «MipyeTHY» LLTYHOUKOBY Taxikapaito (torsade de pointes). I3
LI€El NPUYMHM 3aCTOCYBaHHA MOKCU(/IOKCALUMHY B KOMOIHAUIT 3 OyAb-AKUM i3 HuK4Ye3a3HayeHUX NiKapCbKuxX 3acobiB MpOoTUMNoKasaHe (AMB. TaKOX PO34iN
«[POTUNOKA3aHHS»):

- aHTMapuUTMIYHI npenapatu Knacy 1A (Hanpuknag, XiHiguH, rigpoxXiHignH, Ausonipamis);

- aHTMapuUTMiYHi npenapatu Knacy 11 (Hanpuknag, amiofapoH, coTanon, JoeTunig, ibyTunig);

- aHTUMCUXOTUYHI NpenapaTn (Hanpuknag, MeHoTiasnHK, NiMo3ng, CEPTUHAO/, ranonepnaon, CynbTonpua);

- TPULUMKNIYHI aHTUAENPECAHTY;

- AesiKi NPOTUMIKPOGOHI 3aco6u (Hanpuknad, cakBiHaBip, cnapgoKcalH, epUTPOMILMH AN BHYTPILLHLOBEHHOIO BBEAEHHS, MEHTaMiAVH, NPOTUMANAPIHI



npenapaTu, 30Kpema rasiopaHTpuH);

- [esKi aHTuricTamiHm (Hanpuknag, TepeHaanH, acTeMisos, Mi30N1acTUH);

- IHWI (Hanpuknag, umsanpug, BiHkamiH 1V, 6enpuann, gudemanin).

MokKcuhnokcaumnH cnig 3 06epeXxHICTIO Npu3HayaTh nauieHTam, siKi NpuiiMatoTb MpenapaTy, Lo MOXYTb 3HMXKYBATW PiBEHb Kanito (Hanpuknag, netnboBi Ta
Tia3ngHi AiypeTuKW, KnisMum Ta MPOHOCHI 3acobu (y BUCOKMX [03aX), KOPTUKOCTepoign, amdoTepuumnH B), abo npenapaTtu, Aig AKUX MoB’s3aHa 3 KAiHIYHO
3HauyLLOK bpaanKapaieto.

Mix npuitomom npenapartis, SKi MICTATb 6iBaNeHTi ab0 TPUBANEHTHI KaTiOHWM (TakKUX SIK aHTaUWam, Lo MICTATb MarHiin abo antoMiHii, AMAaHO3MH y TabneTkax,
CyKpanar Ta 3acobu, L0 MIiCTATb 3a/1i30 ab0 LMHK), Ta MOKCU(IOKCALMHOM HeOOXiAHWIA iHTepBan NPU6IN3HO 6 rOAunH.

[Mpn 0gHOYaCHOMY 3aCTOCYBaHHI aKTUBOBAHOMO BYTi/IA I MOKCU(DIOKCALUHY MepopasibHO Yy A03i 400 Mr cucTeMHa 6i040CTYMHICTL NpenapaTy 3HWKYETLCS Oi/bLu
Hi>K Ha 80 % BHaC/IA0K NPUIHIYEHHS MOro abcopbuii. Y 3B’A3KY 3 LM OfiHOYACHe 3aCTOCYBaHHS LMX [BOX NpenapaTtiB He peKoMeHA0BaHe (3a BUHATKOM BUNaKiB
nepefo3yBaHHSA, AMB. TaKOX Po3A4iN «lepefo3yBaHH:A»).

Micna 6aratopa3oBoOro 3acToCyBaHHA MOKCU(IOKCALMHY Y 3[40pOBMX [06POBOMbLIB crocTepiranocs 36iblieHHA Crgx AMTOKCUHY npubnnsHo Ha 30 % y
piBHOBaXXKHOMY cTaHi 6e3 Bnavney Ha AUC abo Ha Hukui piBHI. OTxe, NOTPebn Y 3aCTepeXKHUX 3aXofax npy CynyTHbOMY NPUAOMi JUTOKCUHY HEMAE.

MMig yac JocnifpkeHb 3a yyacTio A06pOBO/bLIB, XBOPUX Ha AiabeT, ofHOYacHe 3aCTOCYBaHHA MOKCU(/IOKCaLUMHY NepopasibHO Ta rnibeHknamigy npussoamno 4o
3HWKEHHS KOHLEHTpaUii rnibeHKnamiay Ha nikoBoMy piBHI Npu6an3Ho Ha 21 %. KombiHauis rnibeHknamigy 3 MOKCU( IOKCaLMHOM TEOPETUYHO MOXE NPU3BECTU
[0 HE3HAYHOI KOPOTKOTPUBaAOi rinepriikemii. OgHaK 3miHW y (hapMakKOKIHETUL, AKI CMOCTEPIraincs, He NPU3BOAUAN L0 3MIH (hapMaKoAMHAMIYHWX NapameTpiB
(piBEHb NTIOKO3M Y KPOBI, PiBEHb IHCYNiHY). TaKUM YMHOM, KNIHIYHO pefieBaHTHOT B3aEMO/IT Mi>XK MOKCUMIOKCALMHOM Ta rNibeHKaMifoM He BUSBNIEHO.

Y nauieHTiB, AKi OTPMMYBann MepopaibHi aHTUKOarynsaHTU Y NoefHaHHI 3 aHTMbaKTepialbHUMK npenapaTaMu, Y TOMY Ynchi 3 PTOpXiHONOHaMK, Makponigamu,
TeTpauuKIiHamn, KOTPMMOKCA30/10M Ta JesKMMU LiethanocnopnHamu, Bif3HavasMcs YNCIEHHI BUNAAKWU NiABULEHHA aHTUKOArynsaHTHOI akTUBHOCTI. daKTopamu
PU3MKY € TH(EKLiNHI 3axBOprOBaHHA (i CynyTHI 3anafbHWIA Npouec), BiK Ta 3ara/lbHWin CTaH naujieHTa. Y 3B’A3KY 3 LMW 06CTaBMHAMMW BaXKKO OLIHWUTM, Y
CNPUYNHSAE [H(IKYBaHHA abo NiKyBaHHSA BifXWUMEHHA MOKa3HMKA MiXXHApOAHOro HopMasizoBaHOro BigHoweHHs (MHB). Ak 3acTepexkHuid 3axif MOXIUBUI
yacTilmii MoHiTopuHr MHB. ¥ pasi HeobXiAHOCTI CAif NPOBECTM HaNeXXHe KOPUryBaHHS 031 NepopasibHOro KoarynsHTa.

PeyoBuHU, ANs AKUX Oyna [oBefeHa BifCYTHICTb KMiHIYHO Baromoi B3aeMOAil 3 MOKCU(IOKCALMHOM: paHITUAMH, KanblieBi 006aBKW, TeodiniH, nepopanbHi
KOHTpALEeNTVBY, LUMKIOCTOPUH, ITPaKoHas3o/, MOPMiH Npu napeHTepasibHOMY BBefeHHI, npobeHeuns. LocnifpkeHHs in vitro depmeHTiB uutoxpomy P450 y
MOLNHW MIATBEPAUN BULLE3a3HAYeHe. 3 Ornaay Ha 3a3HayeHi pe3y/ibTaTu, MeTabonivHa B3aeMogis vepes epmeHTH uutToxpomy P450 manosiporigHa.

A6CopOLiS MOKCU(IOKCAUMHY He 3a1eXUTb Bif, BXXMBAHHSA Xi (BKIHOYAKOUM MOJSIOYHI MPOAYKTY). 3BaXKatoum Ha Lie, MOKCUQIOKCaLMH MOXe 3aCTOCOBYBATUCA
He3a/1eXXHO Bif BXXMBaHHA 1XKI.

Ocob6MBOCTI 3aCTOCYBaHHSA.

MauieHTam, y SKMX B aHamHe3i crocTepiraniucs cepiio3Hi MobivHi peakLii Ha NikapcbKi 3ac06y rpynu XiHOMOHIB a60 (hTOPXiHOMOHIB (AMB. po3ain «o6iyHi
peakuii») Cnif, YHWKaTU 3acTOCyBaHHS MOKCU(IOKCaUMHY. JliKyBaHHA TakMX MauieHTIB MOKCUM(IOKCAUMHOM MOX/MBE JiMLIE MiCNA PeTesibHOT OLiHKK
CNiBBIAHOLLEHHS KOPUCTI 3aCTOCYBaHHA 40 PU3MKIB Ta 3a BIACYTHOCTI aflbTeEPHATUBHUX BapiaHTIB NiKyBaHHA (AMB. po3ain «[poTunoKasaHH:»).

HeobXigHO 3BaXXUTM KOPUCTL Bif NiKyBaHHS MOKCU(IOKCALMHOM, O0COGAMBO Y BuNafKax iH(EKLii Nerkoro CTyneHs TSHKKOCTI, 3rigHo 3 iH(opmauieto, Lo
BUKNafdeHa y po3aini «Ocob6MBOCTI 3aCTOCYBaHHSA».

[MpONOHIOBaHiI, iHBaNiAM3YHOYi Ta MOTEHLIHO HE3BOPOTHI CEPi03HI HebaxaHi peakLiii Ha NikapcbKuiA 3acib

Y nauieHTiB, AKi OTPUMYBaIM XiHOMOHW Ta (PTOPXIHOMIOHW, HEe3a/1eXKHO Bif TXHbOT0 BiKY i HAABHOCTI (PaKTOPIB PU3MKY, CMIOCTEPIra/INCA Ay>Ke PIAKICHI BUNALKM
MPOSIOHroBaHUX (BMPOAOBX MicALiB abo POKiB), iHBaMiAM3YOUMX Ta MOTEHUINHO HE3BOPOTHUX CEPMO3HUX HebakaHWX peakuiinl Ha NiKapcbKuid 3acib, Lo
BM/MBAKOTbL Ha Pi3HI, IHOLI MHOXWHHI CUCTEMU OpraHismy (M’A30BO-CKeNeTHY, HepBOBY CUCTEMM, MCUXIKY, OpraHn 4yTTs). 3aCTOCYBaHHA MOKCU(IOKCALUHY
Heo6XigHO HeraiHO NPUNUHUTK NiCNS NOSBU NEPLUNX 03HaK abo CMMNTOMIB Oy Ab-IKOI CEPIn03HOI HebaXKaHOT peakLil i nauieHTam cnig nopagnTi 3BepHYTMCA A0




nikaps.

AHeBpu3Ma i po3LlapyBaHHs aopTu

EnigemionoriyHi focnifXeHHa cBigvaTb NPo MigBULLEHWIA PU3NK aHEBPU3MU | pO3LLapyBaHHS aopTy MiCNs 3aCTOCyBaHHS (PTOPXIHOMOHIB, 0CO6MBO B NITHLOMY
BiLL.

Tomy (pTOPXIHONOHM Chif 3aCTOCOBYBATWU TifIbKWU MIiCNA PeTeNibHOT OLIHKMA CriBBIAHOLIEHHA KOPUCTb-PU3MK | MICNA Po3rnsgy iHWMX MOX/IMBUX BapiaHTIB
NiKyBaHHA Y MawieHTIB 3 BUMaAKaMn aHEBPU3MU Y CiMeNHOMY aHaMHe3i, ab0 Yy NauieHTiB 3 BXe AiarHOCTOBaHOK aHeBPM3MOLO Ta/abo po3LuapyBaHHSIM aopTu, abo
3a HasiBHOCTI IHLWMX (haKTOpiB PU3NKy abo CTaHIB, L0 CPUSHOTb PO3BUTKY aHEBPU3MIM Ta/abo posLuapyBaHHS aopTy (Hanpuknag cMHApom MapdaHa, CyanHHWIA
cuHapom Enepca-aHno, apTepiiT Takascy, riraHTOKNITUHHWIA apTepiiT, XBopoba bexyeTa, apTepianbHa rinepTeHsis, AiarHOCTOBaHMI aTePOCKIEPO3).

Y pasi panToBoro 60/10 B XXMBOTI, rpyAsax abo CnvHI NauieHTam Cnif HeBiAKIAAHO 3BEPHYTUCA 40 NiKapsa Y BigAiNeHHA HeBIAKNAAHOT Me4NYHOT LOMOMOTW.
[MoaoBXeHHs iHTepBaty QTC Ta KNiHIYHI YMOBW, 33 SKUX MOX/INBE NOAOBXEHHS iHTepBany QTcC

Mpn 3acToCyBaHHI MOKCUMIOKCALUUHY Y AeAKNX MaLieHTIB MOX/MBe 30i/blUeHHS iHTepBany QT Ha enekTpokapgiorpami. AHanis pesynbtartis EKI, oTpyMaHux y
pamkax nporpamy KniHiYHWUX LOCNiLXeHb, NOKasas, LU0 NOAOBXEHHS iHTepBasly QTC npu 3acTOCYBaHHI MOKCUQ/IOKCAUMHY CTaHOBWUIO 6 Mc = 26 mc - 1,4 %
MOPIBHAHO 3 BUXIAHUM PiBHEM.

OCKi/IbKM y XIHOK Bifl3HAa4aeTbCs LOBLUMIA iHTepBas QT MOPIBHAHO 3 YO/IOBIKAMU, BOHU MOXYTb BUABUTUCS BiflbLL YyTIMBUMU L0 NpenapaTis, fKi NOLOBXYHOTb
iHTepBan QT. MauieHTV NiTHLOrO BiKY TaKOX MOXYTb OYTK 6iNbLL CAPUAHATANBAMK A0 acoLiioBaHMX i3 npenapaTom edekTiB Ha iHTepBan QT.

MayieHTaM, SKi NpUiiMatoTb MOKCU(IOKCALMH, CMif 3 06ePEXHICTIO 3aCTOCOBYBATU NpenapaTty, L0 MOXKYTb MPU3BECTU [0 3HMKEHHS PIBHA Kanito (AvB. po3ginu
«[pOTMNOKa3aHHs», «B3aeMois 3 iHWMMM IKapPCbKUMIM 3aC06aMU Ta iHLWWI BUAW B3aEMOLIN»).

Cnig 3 06epeXHICTIO Npu3HaYaT MOKCUQIOKCaUMH NnalieHTaMm i3 TpMBaoUMMK NPoapuTMOreHHNMK cTaHaMmmn (0C06/IMBO XKiHKaM Ta naljieHTam NiTHbOro BiKY),
TaKMMK AK rocTpa MioKapgiasibHa iwemis abo NogoBXeHHs iHTepBasly QT, OCKiflbKM Lie MOXe NPU3BOAUTM A0 MiABULLEHHS PU3UKY PO3BUTKY LLIYHOUYKOBUX
apuUTMIiA, BK/IKOYAOUM «NipyeTHY» LUNYHOYKOBY Taxikapgito (torsade de pointes), i 3ynuHKu cepus (amB. po3gin «poTvnokasaHHs»). CTyniHb NOAOBXKEHHS
iHTepBasly QT MOXe MigBULLYBATUCH i3 NIABULLEHHAM KOHLEHTpaL i npenapaty. ToMy He Cnif nepeBuLLyBaTV peKOMeHA0BaHy L03Y.

AKLLO Mij Yac NiKyBaHHA MPenapaTomM BUHWMKAKOTL CUMNTOMW apuUTMIT, CNif MPUNUHUTY NiKyBaHHA Ta 3pobutn EKT .

MigBuLLIEHA YYTAMBICTL/ANEPriyHi peakLii

MoBigoMAsN0CS NPO BMNAAKW PO3BUTKY FiNepUyTIMBOCTI Ta anepriyHMX peakuiin nicns nepulioro 3acTocyBaHHS (HTOPXiHOMOHIB, BK/IKOUaOUM MOKCUQIOKCALMH.
AHainakTMyHi peakuil MOXyTb HabyBaTu (hopMM Hebe3MeyHOro A8 XXMUTTA LUOKY HaBiTb MICNA MepLIoro 3acTOoCyBaHHA Mpenapaty. Y Bunafgkax KaiHIYHOIO
NPOSBY THXKKUX peakLiil rinepyuyTinBOCTI HEOO6XIAHO NPUMMHUTY 3aCTOCYBaHHA MOKCU(IOKCaLMHY Ta MoYaTu BigNoBigHY Tepanito (Hanpuknag npoTULLIOKOBY).
THKKI 3aXBOPHOBAHHS NEYIHKK

Mpw 3acTOCYyBaHHI MOKCU(IOKCALMHY NOBILOMSNOCA NP0 BUNALKN (DYNbMiIHAHTHOIO renaTuTy, WO NOTEHLiHO NPU3BOAUTL 40 NEYiHKOBOI HeLOCTaTHOCTI (Y T.u.
3 NeTa/lbHUM HacNiAKOM) (amB. po3ain «Mob6ivHi peakuii»). MNalieHTam cnif peKoMeHAyBaTV 3BEPHYTUCA [0 NiKaps nepe TUM, K NPOAOBXYBATU NiKyBaHHS,
AKLLO PO3BMBAOTHCA TakKi O3HaKW Ta CMMNTOMU (Oy/IbMIHAHTHOrO rematuTy, AK MOB’A3aHa 3 >KOBTAHMLEH acTeHis, WO LWBMAKO PO3BMBAETLCA, TEMHA Ceya,
CXMMBHICTb [0 KPOBOTeY abo neyviHKOBa eHLedaonaris.

Y pasi BUHUKHEHHSI CUMMTOMIB AUCHYHKLLIT NeYiHKM HEOOXIAHO NPOBECTM aHani3un YHKLIT NeYiHKN/0OCTEXEHHS.

Cepii03Hi 6ynb03Hi peakLil LWKipn

Mosigomnsnocs npo 6ynbo3Hi peakLil WKipKU Npy 3acTocyBaHHI MOKCUQIOKCaUMHY, Taki K cuHApoM CTiBeHca-[)KOHCOHa abo TOKCUYHWMIA enifepmanbHUiA
HeKponi3 (amB. po3gin «MobivHi peakuii»). FAKWO BUHMKaOTL peakuii 3 60Ky LIKipu Ta/abo CAm30BMX 0OOMOHOK, MauieHTaM Cnij peKoMeHAyBaTW HeramHo
3BEPHYTMNCA [0 NliKaps, NepLl HiXX NPOLOBXYBAaTU NiKyBaHHS.

MaLlieHTn 3i CXUNBHICTHO A0 CYAOMHUX HanaaiB

Bigomo, L0 XiHOMOHN MOXYTb CMPOBOKYBATW PO3BUTOK CYAOMHMX HanagiB. MokcugioKcaumH cnif, 3aCTOCOBYBATH 3 00epeXHICTHO nauieHTam i3 posnagamu LIHC




ab0 3 IHWKMK (haKTopaMmn PUSKKY, O MOXYTb CMPUUYMHUTK CYZOMHI Hanagu abo 3HU3UTK MOPIT BUHUKHEHHA OCTaHHIX. Y pa3i BUHMKHEHHS CYA0M HEOOXIAHO
MPUMUHAUTI 3aCTOCYBaHHA MOKCU(IOKCALMHY Ta BXWUTK BiAMOBIAHUX 3aX04iB.

MepudepnyHa Heliponaris

Y naujieHTiB, AKi NpuiAMani XiHONIHK Ta (hTOPXIHONOHW, BK/IKOUaKoUM MOKCUMIOKCaLMH, 3adiikCOBaHO BUMaAKM CEHCOPHOT abo CEHCOPHO-PYXO0BOT NoNiHenponaTil,
O MNpU3BOAMTbL A0 MapecTesii, rinoectesin, AM3ecTesin abo cnabkocTi. HAKLL0 PO3BMBAKOTLCA TaKi CMMNTOMM HeBponaTil, K 6iflb, NeYiHHS, MOKONHOBaHHS,
OHIMIHHSA ab0 cnabkicTb, nauieHTam, fKi OTPUMYHOTb JIKyBaHHA MOKCU(IOKCALMHOM, CNif MOBIAOMUTY MPO Le NiKaps, nepLl HiXK NPOA0BXYBaTK NiKyBaHHA 415
ronepekeHHs PO3BUTKY HE3BOPOTHIX CTaHiB (AMB. po34in «lMobiuHi peakuii»).

Peakuii 3 60KY NCUXiKN

Peakuil 3 60Ky MCUXIKN MOXYTb PO3BMBATUCA HaBiTb NIC/A NMEPLUOro 3aCTOCYBaHHA XiHOMIOHIB, BKIKOYaOUM MOKCU(IOKCAUMH. Y PIAKICHUX BUMNagKax Aernpecis
abo MCUMXOTWYHI peakuii NPU3BOAWIM [0 BUHUKHEHHS CYiuMAanbHUX LYMOK Ta PO3BMTKY camoarpecii, 30Kkpema fo crnpob camory6cTsa (AvB. po3gin «l1obiyHi
peakuii»). Y pasi BUHUKHEHHSI Yy nauieHTa TakuX peakuiii HeoOXigHO MNPUMUMHUTM 3aCTOCYBaHHA MOKCU(IOKCALMHY Ta BXWTU BiANOBIAHWMX 3aX0fiB.
PeKOMeH0BaHO 3 06epeXHICTHO MpU3HaYaTU MOKCU(IOKCAUUH MalieHTaM, AKi CTpakaatoTb Ncuxo3amu, abo nauieHTam, SKi MalOTb B aHaMHe3i MCUXiyHi
3aXBOPOBAHHS.

AHTM6IOTMKacoLiMOBaHa Aiapest, BK/KYakum KOMiT

Y 3B’513Ky i3 3aCTOCYBaHHAIM aHTMOIOTMKIB LUMPOKOro cnekTpa Aii, B TOMY YMCi MOKCUMIOKCALMHY, NOBIAOMAANOCA NP0 BUHWKHEHHS! aHTUGIOTUKACOLLiioBaHOI
piapei (AAL) Ta aHTUGioTMKacouiioBaHoro Konity (AAK), Bkitovaroum nceBgoMemopaHosHmin konit i Clostridium difficile-acouinoBany giapeto, siKi 3a CTyneHeM
TSXKKOCTI BapitOOTb Bif NOMIPHOI Aiapei 4O KONiTy 3 NeTaibHUM HacnigKoM. TOMY BaX/IMBO 3BXMUTW Ha LEN AiarHo3 y nauieHTiB, ¥ SKMX Mig vac abo nicns
3aCTOCYBaHHSA MOKCU(/IOKCaLMHY CrOCTepIiraeTbCs TskKa fiapes. MNpu nigospi abo nigreepmpxkeHHi AAL abo AAK nikyBaHHSA aHTMGaKTepia/lbHUMK 3acobamu,
BK/IOHAKOUM  MOKCU(IOKCAUMH, CRif NPUNUHWTA  Ta HEramHo BXWTW BifNOBIAHWMX TepaneBTUYHUX 3aX0fiB. TaKOoX, HEOOXiAHO BXWUTW HaNeXHUX
caHiTapHO-enifeMiYHNX 3aX0AiB 3 METOK 3MEHLLEHHS PU3NKY nepesadi 3aXBOprOBaHHSA. NpenapaTy, Wo NPUrHiYyTb NepucTasbTUKY, MPOTUNOKa3aHi nalieHTam,
Y AKMX CNOCTEPIraeTbCca ceprio3Ha giapes.

[MaLieHTV 3 MiacTEHIE rpasic

MokcudiokcaumH crif, 3 06epeXKHICTIO 3aCTOCOBYBATM NaLlieHTam 3 MiaCTeHI€Er0 rpasic Y 3B’A3KY 3 MOX/IMBICTHO 3arOCTPEHHS CUMIMTOMIB.

3anasieHHs, PO3pUB CYXOXWIb

3ananeHHs Ta po3puB CyX0oXub (0CO6MBO axinIoOBOro CyxXOXunss), iHoAi 6inartepanbHi, MOXYTb CNOCTepIraTucs y pasi NikyBaHHS i3 3aCTOCYBaHHAM XIHO/OHIB,
BK/1KOYAKOUMN MOKCU(IOKCALUMH, Ta (PTOPXIHONIHAMK HaBiTb MPOTArom neplumx 48 roguH Bif noyaTky nikyBaHHA. [MOBIAOMAANOCA TaKOX MPO Taki BUNagKu, L0
crnocTepirannca yepes fekisibka MIicAUIB NICAA NPUNUHEHHSA NiKyBaHHA. ig yac Tepanii XiHONOHaMK, B TOMY YUC/T MOKCU(IOKCAUMHOM, Ta (TOpPXiHONIHaMK
iICHYE NiABULLEHWNIA PU3NK PO3BUTKY 3anasieHHs Ta pO3pUBY CYX0XW/b, 30KPeEMa Y MaLieHTIB NiTHLOrO BiKy, NaLieHTIB 3 NOPYLUEHHAM (OYHKLIT HUPOK, MaLieHTiB,
AKMM NPOBOAMNACSA TpaHCnIaHTaLis opraHiB Ta XBOpuWX, AKi OTPUMYHOTb CYMNyTHIO Tepanito KOpTUKocTepoigamu. ToMy Cnif YHUKaTu OAHOYACHOIO 3aCTOCYBaHHSA
KOPTMKOCTEPOILiB.

Mpy NepLuMx CUMATOMaX TEHAMHITY (60M1t0, HAOPAKY abo 3ananeHHs) nawieHTam CAig NPUNVHUTY NiKyBaHHS MOKCU(IOKCALMHOM, 3a6e3MeYmnTy CNOKIN ypaxXeHiin
(-um) KiHuiBLUi (-KaM) Ta HerainHo 3BEPHYTUCS A0 NiKapa A5 OTPUMaHHS BifANOBiAHOMO NiKyBaHHSA (HanpuKaa, HakNaaeHHs WNHK) YPaXXeHOro CyXoXunns (ame.
po3ainu «poTunokasaHHsA», «Iob6iYvHI peakLii»). He pekoMeH4YyeTbCA OfHOYACHE 3aCTOCYBaHHA KOPTUKOCTEPOIAiB NpY NMOsSBI CUMMTOMIB TEHAMHONATIT.

MauieHTn 3 po3nagamu MYHKLLIT HUPOK

Cnipg 3 06epeXHiCTIO 3aCTOCOBYBaTU MOKCU(IOKCALMH MaLieHTaM MiTHLOrO BiKy i3 po3fafammn (yHKLIT HPOK, SKLO BOHW He MOXYTb 3a6e3neqynTyt npuiom
[OCTaTHLOT KiSIbKOCTI PiAVHU, TOMY LU0 3HEBOAHEHHS MOXE MiABULLUTI PU3NK BUHUKHEHHS HUPKOBOT HEOCTATHOCTI.

INopyLLeHHs 30py

AKLLO cnocTepiracTbCA NOPYLLUEHHS 30py abo iHWWIA BMMB Ha OpraHu 30py, CNif HeranHo 3BepHYTUCA A0 opTanbMonora (AvB. Po3ainn «3aaTHiCTb BNANBATU Ha




LUBUAKICTb peakLii Npu KepyBaHHI aBTOTPAHCMOPTOM ab0 IHLINMM MexaHi3Mamu», «[06IYHI peakL,ii»).

3anobiraHHs peakuigsm hoToYyTIMBOCTI

Mpn 3acTOCYBaHHI XiHOMOHIB Y NaUieHTIB Bif3HA4alOTbCA peakyii PoTouyTAMBOCTI. [poTe foCniMKeHHA NoKasann, WO MOKCU(MIOKCALUH BiAPI3HAETLCA HUXKUYNM
PU3MKOM BUHWKHEHHS (DOTOYYT/IMBOCTI. He3Baxatoum Ha Lie, CMlij peKoOMeHAyBaTu NaLieHTaM YHUKaTU AK ybTPpadiosieToBOro OnpoMiHeHHS, Tak i TpuBaol Ta/abo
IHTEHCMBHOT AiT COHAYHOrO CBIT/a Nif Yac NiKyBaHHA MOKCU(IOKCALMHOM.

Aucrnikemis

AK | Npn 3acToCyBaHHI IHWNX (PTOPXIHOMOHIB, MPW 3acTOCyBaHHI MOKCMMaKy CnocTepirainca BigXWNeHHS PIBHS TIOKO3M Y KPOBI, BK/IKOYHO rinornikemis Ta
rineprnikemMisi. Y nauieHTiB, sKi 3acTocoByBaM MOKCUMaK, AUCTNIKEMIS pO3BMBanaca MepeBaXKHO Y MaLieHTIB NiTHLOrO BiKy 3 AiabeToM, SiKi OTpuMyBanu
CYNyTHIO Tepanito nepopaibHUMK TINOrNiKeMiYHUMU NiKapCbKUMK 3acobamu (Hanpuknag, CynbgoHincevoBmHa) abo iHCyniHOM. [MoBIZOMIANOCSA MPO BUMAAKU
rinornikeMiyHoT KOMW. Y NauieHTiB i3 iabeTOM peKOMeHA0BaHe peTe/ibHe CroCTEPEXeHHS PIBHA INOKO3WY KpoBi (AMB. po3ain «MobiyHi peakLii.

MaLieHTV 3 HefOCTaTHLOK aKTMBHICTIO M1HOK030-6-(hoctaTaerigporeHasm

MauieHT i3 ciMeinHMM abo 0COOGMCTUM aHaMHEe30M HeAOCTaTHbOI aKTUBHOCTI TNHOK030-6-thocthaTaerigporeHasn Mif yac /ikKyBaHHA XiHONOHaMKM MarTb
CXMMBHICTb 10 FeMONITUYHMX peakUii. ToMy TakKUM nalieHTaM chlif, 3 06epeXHICTIO 3aCTOCOBYBATM MOKCU(/IOKCALMH.

MawieHTn 3 3anajbHMM 3aXBOPHOBAHHAM OpraHiB Masoro Tasa

MaujieHTaM 3 YCKNagHeHMM 3anafbHUM 3aXBOPHOBaHHAM OpraHiB Masioro Tasa (Hanpuknag, acouiioBaHUM i3 Tpy6HO-I€YHMKOBMM abCLecom abo abeLecoM mManoro
Tasa), AN AKUX BBOKAETHCA HEOOXiHNM NPOBEAEHHA BHYTPILUHLOBEHHOI Tepanii, fikyBaHHS rnpenapaTtom Mokcumak y opMi TabeTok, BKpUTUX 0060/10HKOHO, MO
400 Mr He peKOMEeHAYETLCS.

3anasibHe 3aXBOPKOBaHHSA OpraHiB Manoro Tasa Moxe OyTW crnipuumHeHe GakTepieto Neisseria gonorrhoeae, pesnCTEHTHOK [0 (PTOPXIHOMOHIB. TOMY B TakuMx
BUMaAKax emrnipuyHe 3acTOCyBaHHA MOKCU(IOKCaUMHY HeobXifHO Mpu3Ha4yaTh OfHOYaCHO 3 iHWMM BiAMNOBIAHUM aHTMOGIOTMKOM (Hanpuknag, i3
LlethaioCNOPNHOM), AKLLO HEMOXX/TMBO NMOBHICTHO BUK/TKOUMTY HasBHICTb Neisseria gonorrhoeae, pesucTeHTHOT 0 MOKCU()IOKCALNHY .

AKWo nicnsg 3 AHIB NiKyBaHHSA He Bi0yBaeTbCA MOKPaLLaHHSA KNiHIYHOrO CTaHy, Tepanito CNif nepernsHyTy.

MauieHTn 3i cneundivHUMKM YCKNaAHEHUMUY IHEKLISMK LKIpW Ta NiALWKIPHOT KNiTKOBUHU

KniHiuHa e(eKTUBHICTb BHYTPILLIHLOBEHHOIO 3aCTOCYBaHHS MOKCU(IOKCAUMHY B pasi JliKyBaHHA TSKKOT iH(EeKUii, MoB’A3aHOl 3 omnikamu, (hacumTom Ta
AiabeTMYHOO CTOMNOH), LLLO CYNPOBOLKYETHCA OCTEOMIENITOM, HE BCTAHOB/IEHA.

Bnsive Ha 6i0N10riYHi TeCcTn

NiKyBaHH$ i3 3aCTOCYBaHHAM MOKCU(/IOKCALUHY MOXE NepeLlKopKaTv MPOBEeLEHHIO Ky/bTypasibHOro aHasi3y LWoo BUsBNeHHS Mycobacterium spp. y 383Ky 3
MPUrHIYeHHAM MiKpO6ionoriYHoro pocTy, Lo, 3i CBOro 60Ky, MOXe NpU3BeCT! A0 XMOHOHEraTMBHUX Pe3y nbTaTiBy 3paskax Bif XBOPUX, AKi Ha AaHUA MOMEHT
NpUAMaOTb MOKCUQIOKCALMH.

MaLlieHTn 3 IHhEKLLISMW, BUKINKAHUMW METULMATHOPE3UCTEHTHUM 3010TUCTUM cTadinokokom (MRSA)

MoKcuhnokcauMH He PeKOMEHAYETLCS ANt NiKyBaHHS iHMEKLIA, CNPUUYMHEHUX METULUMAIH- PE3UCTEHTHUM 3010TUCTUM cTadinokokom (MP3C). Y Bunafky
nifo3ptoBaHOT abo MigTBepAKEHOI iHgeKuiT, cnpuymHeHoi MP3C, HeobXifHO po3noyaTy NiKyBaHHA BiAnNOBiAHUM aHTMOaKTepia/lbHUM 3ac060M (AUB. PO34in
«®apmaKo/oriyHi BNacTUBOCTI»).

4itm

MOKCU(IOKCALMH CPUYMHIOE YPaXKeHHs! XPSILLiB Y MOMOAVX TBAPKH, TOMY 3aCTOCYBaHHs npenapaty AiTsm (BiKoM 4o 18 pokiB) NpoTMUNOKa3aHo.

3acTocyBaHHs y nepiog BariTHOCTI abo rofyBaHHSA rpyagto.
BariTHicTb
Besneka 3acTocyBaHHA MOKCU(/IOKCALMHY Y Nepiog, BariTHOCTI He BCTaHOB/IeHA. Pe3y/nbTaTvi JOCIAKEHb HA TBapMHAaX BKa3yTb Ha PENpPOAYKTUBHY TOKCUYHICTb



(am.. po3ain «dapmakonoriyHi BNacTUBOCTI»). MOTEHUIAHUIA PU3MK ANS NOLUHU HE BCTAHOB/EHWIA.

Y 3B’A3KY 3 PU3MKOM MOLUKOKEHHS (PTOPXIHOMIOHAMMX OMOPHMX CYr/06iB MOOAUX TBApPUH (3a eKCrepUMeHTaIbHUMU AaHUMK) Ta 3 060POTHUMW YPaXKEHHAMM
Cyrno6is, onucaHNMK y AiTeR, sKi OTPUMYyBaIN NiKyBaHHA AeAKMMU PTOPXiHONOHaMMW, MOKCU(IOKCALUMH He MOXKHa Npu3HavaTh BariTHUM XXiHKaM (4UB. po3ain
«[TPOTUMNOKA3AHHSA»).

[Mepiof rogyBaHHSA rpyaato

MoKcudpioKcaLnH, SK i THLLT XIHOMOHW, K NOKa3aHo, CNPUYMHSAE YPaXKeHHS Y XPALL Cyrno6is MOMOANX TBapUH. Pe3ynbTati OKNIHIYHMX AOCMILXKEHb CBifYaTb,
L0 HEeBeMKa KiNbKiCTb MOKCU(IIOKCALMHY MOXE NOTPaniaTh y rpyaHe MOIOKO. Hemae faHuX WOA0 3aCTOCYyBaHHSA Mpenapaty >XiHKam, fKi rofytTb rpyaato.
YHacnifioK Lboro y nepiog rofyBaHHs rpyaato 3acToCyBaHHS MOKCU(IOKCALMHY NPOTMUNOKA3aHOo (AMB. po34in «poTunoKasaHH:>).

PepTUNLHICTD.

JocnifpKeHHs Ha TBapMHAaX He BUABWUIN BNIMBY Ha DEPTUNLHICTb (ANB. po3ain «PapMakosioriyHi BlacTUBOCTI»).

30aTHICTb BNMBATM Ha LWBMAKICTb pPeaku i’ Npy KepyBaHHi aBTOTPAHCNOPTOM ab0 iHLWMMU MexaHi3MaMu.

JocnimpkeHb BNIMBY MOKCU(IOKCALUMHY Ha 34aTHICTb KepyBaTy aBTOTPaHCMOPTOM Ta MpautoBaTil 3 iHWKMMKU MexaHi3mamu He nposogunu. OfHaK pTOpXiHONOHN,
BK/IOHAKOUM MOKCU(IOKCALMH, MOXYTb MPU3BOAUTU L0 MOTIpLUEHHS 34aTHOCTI KepyBaTW aBTOTPAHCMOPTOM abo npautoBath 3 iHWWMK MeXaHi3mamun uepes
BUHUKHEHHS peakuili 3 60Ky LIHC (Hanpuknag, 3anamopoyeHHs, rocTpa Tum4yacosa BTpaTta 30py, AMB. po3gin «MobiuHi peakuii») abo roctpa KOpoTKOTpuBana
BTpaTa CBIiIOMOCTi (HEMPUTOMHICTb, AMB. po3Aain «lob6iuHi peakuii»). MawieHTaM Cnif PeKOMeHAyBaTh CrOCTepiraT 3a CBOEH peakLiietd Ha MOKCUQIOKCaLMH
nepes TUM, K KepyBaTy aBTOTPaHCMOPTOM abo MpaLitoBaT 3 iHLUUMK MeXaHi3Mamu.

Cnoci6 3acTocyBaHHs Ta [03W.

Lopocni
PekomeHAyeTbea npuitvaTy no 1 tabnetui (400 Mr) MOKcudioKcauuHy Ha Jo6y.

TabneTku cnif NpuiimMaTin He PO3XKOBYHOUM, 3aNMBatOUN JOCTATHLOK KifbKICTHO BOAW. MpenapaT MOXKHa NPUAMAaTV HE3aNeXHO Bif, Yacy BXMBaHHS XK.
TpvBanicTb Tepanit
TpmBanicTb Tepanii TabneToBaHO (HhOpMOtO npenapaty MoKcMMaK 3a1eXxXuTb Bif TUMY iHPeKLiT i CTaHOBUTb:

o] 3aroCTPeHHA XPOHIYHOIo OOCTPYKTUBHOIO 3aXBOPHOBAHHSA NIEreHiB, B TOMY Yucni 6poHXiTY — 5-10 [HiB;
0 HerocniTaibHa NHeBMOHisA — 10 AHiB;

0 roCTpuUin 6akTepiaNbHUN CUHYCUT — 7 AHIB;

0 3ana/ibHi 3aXBOPHOBAHHA OPraHiB Masioro Tasa nomipHOro Ta cepefHbOoro CTyneHs — 14 aHi..

3a JaHnUMKM KNTHIYHUX JOCNifXeHb TPUBaNICTb NliKyBaHHSA TabneToBaHo PopMoto npenapaty Mokcrmak ctaHosuna Ao 14 fHis.

CTyniHyacTa (BHYTPiLHLOBEHHA NepopanbHa) Teparnis

Mig 4ac KAHIYHKMX AoCNiMKeHb CTYNiHYacTOl Tepanii GiNblWICTb NalieHTIB nepexoamna 3 BHYTPILUHbOBEHHOrO Ha MepopasibHUA  WASX BBEAEHHS
MOKCM({NOKCALMHY NPOTArom 4 fHIiB (HerocnitasibHa NHeBMOHIfA) abo 6 AHIB (YCKnafHeHi IHMeKuiT WKIipn Ta MiSWKIPHUX TKaHWH). PekoMeHAoBaHa 3arasibHa
TPMBANICTb NiKyBaHHS TabneTkamm Ta Po3ymMHOM Ans iHGy3ii MoKcMaK CTaHOBUTb 7-14 AHIB AN HerocnitaNbHUX MHEBMOHIN Ta 7-21 aeHb ANS YCKNafHEeHMX
iIH(DEKUINM LWKipK Ta NIAWKIPHUX TKaHWH.

He pekomeHAyeTbCA NepeBuLLyBaTy BKasaHy f03Y (400 mr 1 pa3 Ha f00Y) Ta TpMBaiCTb NiKyBaHHS 415 KOXHOIO MOKa3aHHS.

MauieH TV NiTHLOrOo BiKy/NaLieHTH 3 HU3LKOK MACOI0 Tifia

Kopekuia fo3v ans nauyieHTiB NiTHbOro BiKy/NauwieHTIB i3 HA3bKOK MAcoto Tifla He NoTpibHa.

IMopyLUeHHSt PYHKLIT NeYiHKK




MauieHTaM i3 NOPYLUEHHAMN (DYHKLIT MEYIHKM KOPEKL i 4031 He NoTpibHa (AMB. TaKoX po3ain «Oco6/IMBOCTI 3aCTOCYBAHHS»).

HupkoBa HeJOCTATHICTb

N5 NawieHTiB i3 HUPKOBOK HeJOCTATHICTIO MOMIPHOIO Ta CEPeAHLOr0 CTYMeHs TSXKKOCTI (Y TOMY UMCAi Npy KNipeHci KpeaTuHiHy <30 Mn/xB/1,73 M2), a TaKOX A5t
nawuieHTiB, AKi nepebyBatoTb Ha 6e3nepepBHOMY remogianisi Ta AOBroTpMBasioMy aMbynaTopHOMY MepuUTOHeasIbHOMY Aiai3i, KOpeKuis 403n He noTpibHa (amB.
po3ain «PapmakoorivyHi BNacTUBOCTI»).

aiTn.
MoKcunokcayMHNPoTMNoKasaHUi A4iTsam (BikoM 4o 18 pokiB). EeKTMBHICTL Ta 6e3mneKa 3acToCyBaHHSA MOKCUMIOKCALMHY AiTSM He BCTAHOB/EHI (AMB. TaKOX PO3Ain
«[TPOTUMNOKA3aHHSA»).

Nepeno3yBaHHS.

Y pasi BMNafKOBOro nepefo3yBaHHSA He PEKOMEHA0BAHO XOAHWUX CneummiyHnX 3axofiB. Y pasi nepefos3yBaHHA Cif OPIEHTYBATUCSH Ha KNIHIYHY KapTUHY i
MPOBOAUTM CUMATOMATUYHY NiATPUMYHOUY Tepanito Ta EKIM-MOHITOPUHT Yy 3B’A3KY 3 MOX/IMBICTIO NMOAOBXEHHS iHTepBany QT.

OfiHOoYaCcHe 3aCTOCYBaHHA aKTMBOBAHOIO BYTI/INA 3 40300 MOKCU(nokcauuHy 400 Mr nepopasibHO Npu3Bese 40 CKOPOYEHHS CUCTEMHOT AOCTYMNHOCTI NiKapCbKOro
3aco0y GinbLue HiXX Ha 80 %. Y pasi nepefo3yBaHHA B pe3ybTaTi NepopasibHOro NPUinomy NlikapcbKoro 3acoby 3acToCyBaHHS aKTMBOBAHOI 0O BYTi//IA HAa NOYaTKOBIl
cTagii abcopbuii Moxxe 6yTN ePEKTUBHUM AN 3arnobiraHHs 36i1bLLIEHHIO CUCTEMHOI AiT MOKCU(IOKCaLMHY .

Mo6iuHi peakuil.

Hwxye HaBeieHO NOB6IYHI edpekTH, OTPMMaHI Ha NiACTaBi BCIX KAIHIYHUX AOCMIAXeHb i3 3aCTOCyBaHHAM MoKcudiokcauuHy 400 Mr (nepopasibHa Ta CTyniHyacTa
Tepanis), Ta ix yactoTa. INob6ivHi peakwii, HaBefeHI Yy KOMOHL,i «4acTi», CNOCTepiraimncs i3 4acToToro MeHLe 3 %, 3a BUHATKOM HY0TUW Ta Jiapel.

Y KOXHII rpyni HebaxkaHi fBuMLLA BU3HAYEHI Y NOPSAKY 3MEHLUEHHS X TSXKKOCTI. YacToTa BU3HaYeHa TakuM YMHOM: YacTi (21/100, <1/10), HeuacTi (=1/1000, <1
/100), NOOANHOKI

(=1/10000, <1/1000), pigkicHi (<1/10000).

Tabnuusa 3

Knacn cuctem | YacrTi HevacrTi MoognHoKiI PigKicHi
opraHis
(MedDRA)
[HeKUinHI CynepiHdgekuis,
YCKNafHeHHS Lo BUHMKNA

BHaCNif0K

6akTepianbHOT abo

rpu6KoBOI

PE3VNCTEHTHOCTI,

Hanpuknag,

opasibHUN abo

BariHaIbHWI

KaHAMA03m




3 60Ky
KPOBOHOCHOI Ta

AHemis, NeriKoneHis, HEMTPONeHis,
TPOMOGOUMTOMEHIA, TPOMOOLUTEMIS,

MigBULLEHHS  PIBHSA
NMpoTPOM6IHY/

nimgaTnyHoT eo3nHoqinis, NOAOBXEHHS 3MeHLeHHss MHB,
cucTem NPOTPOMOIHOBOIO Yacy/36iNbLLEHHS arpaHysioumTos
MHB

3 60Ky IMyHHOT AneprivHi peakuii AHadinakcis,
cucTemu BK/KOYAKOUN  PiAKICHI

BUNagKM LWOKY (Lo

3arpoxye XUTTIO),

anepriyHnim  Habpsak/

aHriOHEBPOTUYHUI

HabpsK,  BK/KOYaKOun

Habpsk ropTaHi (Wo

MOTEHLIAHO 3arpoXXye

XUTTIO)
MopyLueHHs [inepninigemis [ineprnikemis, Iinornikemis
MeTaboniamy Ta rinepypukemis
XapuyBaHH$
MeunxiyHi Peakuii CTPUBOXEHOCTI, | J1abinbHICTL HacTpoto, | JenepcoHanisa-uis,
po3naamn* NigBULLEHHS MCMXOMOTOPHOI | Aenpecis (Y PIAKICHUX | MCUXOTUYHI peakLii

aKTUBHOCTI/ 30y >KEHHSA

BUMNafKax i3
MOX/IMBOIO
camoarpecieto, Takot
AK cyTumpanbHi igei/
AYMKUM abo crpobu

(3 MOXNMBOKO
camoarpecieto,
TaKoo fK
cyiympansHi iger
/nymMKn abo cnpobu

camory6cTBa), camory6cTBa)
rasoumHauin
3 60Ky HepBoBOI | [0noBHWIA  6inb, | MapecTesis/ inoecresis, linepectesis
cuctemn® 3anamMopoYeHHs AM3ecTesis, NOPYLLUEHHS CMaKy MOPYLUEHHSA HIOXY
(BK/KOYarOUM areB3ito y pigkicHMX | (BKIOYaroun — BTpaty
BMNaAKax), CNayTaHiCTb CBIAOMOCTI | HIOXY),  MaTOMOriyHi
Ta BTpaTa OpieHTauii, po3fnaau CHy | CHOBUAIHHS,
(nepeBaXKHO 6E3COHHS), Tpemop, MOPYLLEHHSA
BEPTUro, COHNMBICTb KoopauHauii
(BkMovaroun  posnag,
xoam BHACNi0K




3anamopoyeHHs  abo
BEpPTUro), CYAOMHI
Hamagn 3 pi3HUMHK

KNIHIYHMM nposiBaMU
(y Tomy umcni grand

mal Hanagw),
MOPYLUEHHSA yBaru,
po3/iafn  MOBJIEHHS,
amHesif, nepugepnyHa
Heiponaris Ta
noniHeriponaris
3 60Ky opraHiB MopyweHHs  30py, BKAYaroun | PoTodobis TpaH3uTOpHa BTpaTa
3opy” AUNIONIKD  Ta  HEYITKICTb  30pYy 3opy (ocobnuBo nig
(ocobnmBo Nif yac peakuiin 3 6OKy yac peakuiii 3 60Ky
LHC) LHC)
YBelT Ta
binatepasibHa
rocTpa
TpaHcitoMiHaLis
pangyxku
3 60Ky opraHiB [3BiH y ByXaXx,
cnyxy Ta MOpYyLUEHHSA cnyxy,
BECTUOYNAPHOIO BK/IIOYAKOUN  TYXOTY
anaparty” (3a3Bmyali 060pOTHY)
3 60Ky cepus MofoBXeHHA MofoBXeHHSA QT-iHTepBany, | LLInyHoukoBa HecneuundiyHa
QT-iHTepBasly Y | mocunieHe cepuebuTTs, Taxikapgis, | TaxiapuTmis, apuTMmis,
XBOPUX i3 | ibpunauis nepeacepap, | HENPUTOMHICTb (TOGTO | «nipyeTHa»
rinokaniemieto CTeHOKapAis rocrpa Ta | LWNYHOYKOBa

KOpPOTKO4YaCHa BTpaTa

Taxikapgia (torsade

CBIOMOCTI) de pointes), 3ynuHka
cepus
3 60Ky CyANHHOT BasogunaTtauis ApTepianbHa
cucTeMn rinepTeHsis,

apTepianbHa rinoTeHsis




3 60Ky 3aguiika (BkntoyvaroUmn

AnXanbHoT acTMaTUYHWIA CTaH)

cucTemu,

opraHiB rpyaHot

KNiTKN Ta

cepefoCTiHHSA

3 60Ky | HygoTa, 3HWKEHHS aneTuTy Ta 3MeHLWeHHs | Aucdaria, cToMaTurT,

TPaBHOrO OntoBaHHA, 6ifb Y | BXXMBaHHA 1Xi, 3amnop, gucrencis, acouiioBaHui i3

TpakTy YKWMBOTI, Aiapes (hnatyneHuis, racTpuT, NigBULLEHHSA | 3aCTOCYBaHHAM
piBHA aminasu aHTU6IOTMKA KOMIT

(BK/THOYAKOUM

rnceBLOMeMOpaHO3-HIi
KOJIT, Yy PiAKICHNX
BUMNagKax
acouinoBaHui i3
3arposiMBMMu 4ns
XUTTA

YCKNafHEHHAMM)
"enato-6iniapHi | MigBULLEHHSA MopyleHHs  (PYHKUIT  MeviHKKW | XKOBTAHWUUA, renatut | ®ynbMiHaHTHUN
MOPYLLIEHHSA PIBHA TpaHcamiHa3 | (BKovaroum  nigsuweHHs  J140 | (nepeBaxHo renatur, Lo
(nakTatpgerigpo-reHasu)), XONECTaTUYHIA) MOTEHUIAHO  MOXe
NiABULLEHHS  piBHA  6iNipy6iHy, npu3BecTn Jilo)
NigBULLEHHSA T PO3BUTKY
(ramma-rnyTtamin-TpaHcnenTtunaasu), HebesneyHol  Ans
MIABULLEHHA Y KPOBI PIBHA Y>KHOT XUTTA  MEeYiHKOBOT

(hocthatasm

HefocTaTHocTi (Y
T4. 3 JeTalbHUM
HacnigKom)

3 6OKy LKipn Ta
MiALWKipHOT
KNITKOBVHU

CBepbix, BUCUMAHHSA, KPOMUB’AHKa,
CYXiCTb LUKipK

Bynbo3Hi
peakuit,
CVYHAPOM
CriBeHca-[>KoHCOHa
abo TOKCUYHWIA
enigepmanbHui
HeKponi3
NOTeHLiHO
3arpoXytoThb
XUTTIO)

LUKIPHI
Taki  §K

(wo




3 60Ky ApTpanris, mianris TeHAWHIT, P0o3purB CyX0XWu/ib,
OMOPHO-PYX0BOT MOCMUKYBaHHA M’A3iB, | apTpUTK, PUTILHICTb
cuctemmn” CyaoMM M’A3iB, M’$3iB, 3arOCTPEHHS
M’5130Ba C/1abKiCTb CUMMTOMIB
myasthenia gravis
3 60Ky HMPOK Ta [Oerigparauis MopyLeHHs  (yHKLIT
cevyoBuinb-Hoi HUPOK  (BK/KOYaAKOUM
cucTeMu 36INbLLEHHS asoty
CeYOBUHU Ta
KpeaTuHiHY  niasmu
KpOBI), HMpKOBa
HeAoCTaTHICTb
3arasibHi 3arasibHa cnabkicTb (B OCHOBHOMY | Habpsk
posnagn” acTeHis abo BTOM/EHICTb), Big4yTTS
6onto (BkNHOYaroum 6inb y
nonepeKy, rpyaHin Knitui, 6inb y
KiHLiBKax, 60/IH04iCTb Y NPoeKLi
MaJ10ro Tasa), rineprigpos

*[pwy 3acTocyBaHHI XIHOMOHIB Ta PTOPXIHOMOHIB NOBIZOMAANN MPO AY>KEe PIAKICHI BUMAAKM NPOIOHToBaHMX (BNPOLOBX MicALiB abo POKiB), IHBaTIAN3YHOUMNX i
MOTEHLiMHO HE3BOPOTHUX CEPMO3HUX HebaxXaHMX peakLid Ha MiKapCbKWiA 3acib, WO iHOAI BNAMBA/IM Ha KiflbKa CUCTEM OpraHi3aMy Ta opraHu 4yTTa (BKIHOYarun
TaKi peakuil AK TEHOWHIT, PO3PUB CYXOXWUNNA, apTpanris, 6ifb y KiHLiBKaX, NOPYLUeHHSA XO4W, HeBPONarTii, NoB'A3aHi 3 MapecTesicto, Aenpecis, BTOMA, NOPYyLUEHHS
nam’ATi, po3nagn CHy Ta NMOPYLUEHHS CyXY, 30pY, CMaKy Ta HIOXY) Y LeSKMUX BUMaAKax He3aleXXHO Bif HAsBHOCTI (DaKTopiB pusuky (ave. po3gin «OcobsmBoCTi

3aCTOCYBaHHA»).

Y pifKiCHUX BunagKax nicns fikyBaHHA iHWMMK (PTOPXiHOMOHaMK Y10 3apeecTpoBaHo Taki MobiYHI peakuii, AKi MOrn 6, MOX/IMBO, TaKOX CMOCTepiraTncs npu
3aCTOCYBaHHI MOKCUMIOKCAUUHY: NiABULWEHHA BHYTPILHLOYEPENHOro TUCKY (BKIKOYAKOUM ifionaTUYHy BHYTPILLIHbOYEPENHY rinepTeH3ito), rinepHaTpiemis,

rinepkanbLiieMisi, reMONITUYHA aHeMis, pabaomioni3, peakuii hoToceHcnbinizauii (AnB. po3ain «OCo6/MBOCTI 3aCTOCYBAHHS»).

TepMiH NpUAaTHOCTI.
4 poku.

YMOoBW 36epiraHHs.
36epirat npu Temnepatypi He BuLle 30 °C B OpuriHa/bHIN yNakoBLi.
36epiratn y HeaOCTYNHOMY ANs AiTei MicLi.

YnakoBKa.
Mo 5 Tabnetok y 6nictepi. Mo 1 6nicTepy y KAPTOHHIN yNakoBL,i.
Mo 10 Tabnetok y 6nicTepi. Mo 1 abo 10 6nicTepis y KAPTOHHIN yNaKoBLi.




KaTeropisiBignycky.
3a peLenTom.

BupobHuK.
Makneogac ®apmacbroTukaic JlimiTes.

Micue3HaxomkeHHS BUPOOHMKaA Ta agpeca Micusi NPoBafKeHHS A0ro 4isiNIbHOCTI.
Binemxk Txena, MO Jloaximaiipa, Texcin baaai, Oictpikt ConaH, Ximavan Mpagew, 174101, IHais.



