IHCTPYKUIA
AN MeIMYHOI0 3aCTOCYBaHHS NiKapCbKOro 3acoby

MOKCU®TOKCALH
(MOXIFLOXACIN)

Cknag:

Aitoya peyoBmHa: MOKCUMIOKCALWH;

1 TabneTtka MicTuTb 436,8 MI MOKCU(IOKCaUMHY rigpoxnopugy, wo signosigae 400 Mr MOKCU(/IOKCaUMHY;

[ONOMI>KHI PeYOBMHU: NaKTO3M MOHOTiApaT, LieNk103a MiKpOKpUcTanivyHa, HaTpito KpocKapmesnosa, MarHito cteapar, rinpomMenosa, 3anisa okcug yepsoHunin (E 172),
Makporon4000, Tutany aiokeug (E 171).

JlikapcbKa thopma. TabneTku, BKpUTi 060/10HKOHO.
OCHOBHI (pi3nMKO-XiMiYHi BNacTWUBOCTI: TabneTKn, BKPUTI 060/I0HKOKD, BUAOBXKEHOT (hOPMU, POXKEBOI 0 KO/TbOPY, 3 BEPXHBOI Ta HUXKHBOK OMYKMMMW NMOBEPXHAMM.

dapmakoTepaneBTUYHa rpyna.
MpOTUMIKPOOHI 3aC06M AN CUCTEMHOrO 3aCTOCYyBaHHA. AHTMOaKTepiaibHi 3aC06M A1 CUCTEMHOrO 3aCTOCYBaHHA. AHTMOaKTepiasibHI 3aC00UM 3 rpynu XiHOMOHIB.
dTopxiHonoHU. MokcudrokcaumH. Kog ATX JOIM Al4.

dapmakosoriyHi B1acTmBOCTI.
dapmakogyHamika.

MexaHi3m fii.
MokcugnokcauyH — 8-MeTOKCU(TOPXIHOMOHOBUI  3aCib i3 LUMPOKUM CMEKTPOM 6akTepuumaHoi aii. In vitro mokcudiokcaumH eqeKTUBHUIA LWof0 6araTbox

rpamno3nTMBHUX Ta rpaMHeraTMBHUX MiKpOOpraHi3MiB.

BcTaHoBMEHO, WO MOKCUMDIOKCALMH eDEKTUBHMIA BIAHOCHO GaKTepil, CTIMKNX A0 B-nakTaMHMX Ta MakponifHMX npenapaTis.

BakTepuumnaHa gig MOKCUgIoKCauHy cnpuynHeHa iHribyeaHHam o6ox Tunis 1l Tonoisomepasu (AHK-ripasa Ta Tonoizomepasa 1V), HeoOXigHUX A1d pennikauii,
TpaHCKpUMNLiT Ta BiAHOBMEHHA 6akTepiasbHOT AHK.

BBaXatoTb, L0 3a/IMLIOK C8-MEeTOKCU CrpUsE NOKPaLaHHI0 aKTUBHOCTI Ta Noc/abntoe Cenekuito pe3uCTeHTHUX MYTAHTIB rpaMno3UTUBHUX 6aKTepil MOPIBHAHO 3
3amwkom C8-H. HafBHICTb BEIMKOr0 AMLMKI0AMIHOBOIO 3a/IMLLKY B MOMIOXeHHI C-7 3anobirae akTMBHOMY BifTOKY, MOB’A3aHOMY 3 reHaMu norA abo pmrA, aki
BUAB/IEHO Y AESKMX rpamMno3nTUBHUX GaKTepii.

MoKcuoKcauMH Mae 3aexxHy Bif, KOHUeHTpauii 6akTepuumaHy akTuBHICTb. MiHiManbHi 6akTepuumaHi KoHueHTpauii (MBK), sk npaswno, BignoBigatoTb
MiHIMa/IbHUM [HTI6Y0UMM KoHUeHTpauiam (MIK).

Bnave Ha KALWKOBY (h1opy Y HOANHU

Y [BOX AOCHIMKEHHSX 3 yyacTio A06pOBO/bLIB MiCAS MepopasbHOr0 3acTOCYBaHHA MOKCU(IOKCALMHY Bif3HavyanMca HKYeHaBedeHi 3MiHWM Y KULLKOBIN diopi.
3HmXKyBanacb KinbKicTb E.coli, Bacillus spp., Enterococcus Ta Klebsiella spp., a Takox aHaepo6is Bacteroides vulgatus, Bifidobacterium spp., Eubacterium Ta
Peptostreptococcus. CnocTepiranocs niaBuWeHHs KinbkocTi Bacteroides fragilis. KinbKicTb BKa3zaHMX BuWLE MIKpPOOpraHiaMiB noseptasiacs y Mexi HOpMu
YMPOAOBX 2 TVXKHIB.

Pe3nNCTEHTHICTb




MexaHi3M/ Pe3snCTEHTHOCTI, 3a PaxyHOK AKUX IHAKTUBYHOTHCA MEHILWMIHW, LegasocnopyvHN, aMiHOTMTIIKO3NAN, MaKponign i TeTpauukiiHW, He BIIMBaKOTb Ha
aHTnbakTepiasibHy eqeKTUBHICTb MOKCU(IOKCALUMHY. IHLII MeXaHi3M1 pe3sCTEHTHOCTI, Taki fK 6ap’epy NPOHUKHeHHs (nowwmpeHi y Pseudomonas aeruginosa) Ta
MexaHi3MW BIATOKY, MOXYTb BM/IMBATW HA YYT/IMBICTb 40 MOKCU(IOKCALNHY .

dopmyBaHHS PE3UCTEHTHOCTI A0 MOKCU(IOKCALMHY in Vitro cnocTepirany K NOCTyNOBWIA MPOLEC, IKWIA Nonsrae y TOUKOBUX MyTauisix 060x Tunis |l Tonoizomepaswm,
OHK-ripa3u Ta Tonoizomepasu V. MokcugiokcaumH € cnabkmm cyo6cTpaTom Ans MexaHi3mMiB akTUBHOI O BiJTOKY Y rpaMno3nUTUBHUX MIKPOOPraHi3miB.
CnocTepiraeTbCca nepexpecHa PesvCTEHTHICTb 3 IHWNMK (TopxiHoMoHamu. OfHaK, OCKi/IbKM MOKCU(IOKCAUMH iHri6ye 0buasi Tonoizomepasu Il 1a 1V 3i CX0xoro
aKTUBHICTIO AEAKMX Fpamno3nTUBHUX BaKTepii, i 6akTepii MOXYTb OYTW PE3UCTEHTHUMM [0 IHLLIMX XiHOMNOHIB, afne YyTMBMMW 40 MOKCU(IOKCALMHY .

KOHTPO/IbHI TOYKK

KniHiyHi MIK Ta KOHTPO/SibHI TOYKM AMCKOBOI Andysii ans MokcunokcaumHy (01.01.2012) 3a pgaHumun EUCAST (€BpOnencbkuii KOMITET 3 TeCTyBaHHS
aHTUMIKPOBHOT YyTNIMBOCTI)

Tabnuuga 1.

MikpoopraHi3m UyTnuneuii Pe3VCTEHTHWIA
Saphylococcus spp. <0,5mr/n > 1wmr/n

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

3 22 MM <22 MM
Streptococcus, rpymm A, B, C, G <0,5mr/n > 1wmr/n

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

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

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

3 20 Mm <17 MM
KOHTPONbHI TOYKM, He MOB’A3aHI 3 BUAOM* <0,5wmr/n >1wmr/n

* KOHTPO/bHI TOYKW, He MNOB’A3aHi 3 BMAOM, OYyNM BU3HAYEHI FOMOBHUM YMHOM Ha MiAcTaBi AaHMX (hapMaKOKiHeTUKW/hapMaKoanMHaMIK/ Ta He 3anexaTb Bif
nowupeHHs MIK cneundivyHnx Bugis. Lii faHI BUKOPWUCTOBYHOTH TiNIbKW LOA0 BUAIB, SAKMM He HaJaBa/i KOHTPO/IbHUX TOYOK 33 OKPeMMMMU BUAaMK, Ta He
BMKOPWCTOBYHOTb LLIOAO BUAIB, Y IKUX iHTEpNpeTaUiliHi KpuTepil NignararoTb BU3HAYEHHHO.

MiKpob6ionorivyHa YyTamBiCTb

UacToTa HabyTol pPe3CTEHTHOCTI MOXE 3MIHIOBATUCH 3a/IEXHO Bif reorpagiyHoro posTallyBaHHS PerioHy Ta MPOTArOM 4acy, BU3HAYEHOro A1 NEeBHWX BUAIB

MiKpoopraHiamMiB. baxxaHo MaTu AOCTYN [0 NOKaNbHOT iHpopMaLii LLo40 Pe3NCTEHTHOCTI MIKpOOpraHiamiB, 0CO6/IMBO MpW NiKyBaHHI TSXXKUX IH(EKLii.

Y pasi HeoOXIQHOCTI Cnif 3BepTaTMCA 3a KOHCY/bTaUi€d A0 eKcrepta 3 MUTaHb aHTUOIOTMKOPE3UCTEHTHOCTI, KON MiCLeBe AOMIHYBaHHS PEe3VCTEHTHOCTI
BUSIBNSIETLCA HACTINIbKM CUNBbHWM, LLIO BM/IMB NEBHOMO NiKaPCbKOro 3aC00Y LLOHaiMeHLUEe Ha AesKi BUAW IHPEKUIMHNX 30YAHMKIB 3aNMLWIAETbCA Nif CyMHIBOM.

UyTumsi BUan
Aepo6Hi rpaMno3nTMBHI MiKpOOpraHiamu

Gardnerella vaginalis, Staphylococcus aureus* (4yTavBMiA JO MeTuUMAiHY); Streptococcus agalactiae (rpyna B); Streptococcus milleri group* (S. anginosus, S
constellatus Ta S. intermedius); Streptococcus pneumoniae*; Sreptococcus pyogenes*t (rpyna A); Sreptococcus viridans rpyna (S. viridans, S. mutans, S. mitis,



S sanguinis, S salivarius, S. thermophilus).

Aepo6Hi rpaMHeraTMBHI MiKpoopraHiamm

Acinetobacter baumanii; Haemophilus influenzae* ; Haemophilus parainfluenzae* ; Legionella pneumophila; Moraxella (Branhamella) catarrhalis*
AHaepobHi MiKpoopraHizmm

Fusobacterium spp.; Prevotella spp.

IHLWIi MiKpoopraHiamu

Chlamydophila (Chlamydia) pneumoniae* ; Chlamydia trachomatis* ; Coxiella burnetii; Mycoplasma genitalium; Mycoplasma hominis; Mycoplasma pneumoniae*
Buan, ki MO>KyTb HabyBaTW Pe3UCTEHTHICTb

Aepo6Hi rpaMno3nTMUBHI MiKpOOpraHiamu

Enterococcusfaecalis*; Enterococcus faecium* ; Saphylococcus aureus (METULMNIHPE3UCTEHTHUA) T,

AepobHi rpamHeraTyMBHi MiKpoopraHiamm

Enterobacter cloacae*; Escherichia coli*#; Klebsiella pneumoniae* #; Klebsiella oxytoca; Neisseria gonorrhoeae* +; Proteus mirabilis*.
AHaepoOHi MIKPOOPraHi3mu

Bacteroides fragilis*; Peptostreptococcus spp.*

Pe3ncTeHTHI BUAn

AepobHi rpamHeratMBHi MiKpoopraHiamm

Pseudomonas aer uginosa.

* IMpoAeMOHCTPOBAHO 33/10Bi/bHY aKTUBHICTb OO0 BM/IMBY Ha YYT/IMBI LUTAMU Mif Yac KNiHIYHMX JOCNIAKEHb Y PAMKAX 3aTBEPAKEHUX KNiHIUHUX MOKa3aHb.

#LLITaMl/I, AKi BUpo6nstoTb ESBL, € 3a3BMyail pesncTeHTHUMK 40 (hTOPXiHOMNOHIB.

*MokasHuk pe3nCTeHTHOCTI > 50 % B 0fHilA ab0 GinbLue KpaiH.

dapmakoKiHe TuKa.

BCMOKTYBaHHS Ta 6i040CTYMHICTb

Mpy NnepopasibHOMY NMPUIAOMI MOKCU(DIOKCALMH LLBMAKO Ta Maike NOBHICTIO BCMOKTYETbCA. AGCONOTHA 6I0AOCTYMHICTb focsArae maixe 91 %.

Y pasi 3acTocyBaHHA 0fHOpa3oBux o3 50-800 mr Ta go6oBux f03 600 mr npotarom 10 fi6 thapMakoKiHETWKA € MiHIHOK. PiBHOBaXHWIA CTaH AO0CAracTbCs
npoTarom 3 gHis.

Micna ogHopasosoro npuiiomy 400 Mr MakcumasibHa KOHLeHTpauis y nnasmi KpoBi (Crax) AocAraetses npotarom 0,5-4 rognH i ctaHosuTh 3,1 Mr/n. MakcumanbHa

Ta MiHiManbHa NNa3mMoBi KOHLEHTpaLii B piBHOBaXXHOMY cTaHi (400 mr 1 pa3 Ha fo6y) cTaHoBNATb 3,2 Ta 0,6 Mr/n BiANOBIAHO. Y PiBHOBaXXHOMY CTaHi €KCMo3uLLia y
MeXax iHTepBany L03yBaHHA Maibke Ha 30 % BULLA, HIXK MiC/A 3aCTOCYBaHHA NepLUOT LO3W.

Posnogin

MokcudokcaumH LWBMAKO PO3MNOAINAETLCA B €KCTpaBacKy/IapHOMY MPOCTopi, nicna 3actocysBaHHA fo3m 400 mr AUC ctaHoBuTb 35 MKr/n. O6’em posnoginy y
PIBHOB&XXHOMY CTaHi CTaHOBWUTL 2 N/Kr. FAK BCTAHOB/IEHO B €KCMEepMMEHTaxX in vitro Ta ex vivo, 38’A3yBaHHA 3 6i1Kamy KpOBi CTaHOBUTb Npu6an3Ho 40-42 % Ta He
3a/1eXNTb Bifl KOHLEHTpaL i npenapary.

MikoBa KOHLEHTpaLisa (cepeHE reOMeTPUYHE) NiCas NepopasbHOro NPUIOMy 0AHOPAa3oBOT 403K MOKcUpIoKcaumHy 400 Mr.

Tabnuugs 2.

TKaHuHa KoHueHTpauis MicueBwin piBeHb — piBEHb Y
nnasmi Kposi




Mnasma 3,1 wmr/n -

CnuHa 3,6 mr/n 0,75-13
BmicT nyxups 1,61 mr/n 1,71
CnnsoBa 06010HKa 6pPOHXiB 5,4 mr/kr 1,7-21
AnbBeoNspHi Makpodaru 56,7 mr/kr 18,6 - 70,0
PiavHa eniTenianbHOro wapy 20,7 mr/n 5-7
"aliMopoBa nasyxa 7,5 mr/kr 20
ETmoiganbHI nasyxu 8,2 Mr/kr 2,1
HasanbHi nosinu 9,1 mr/kr 2,6
IHTepcTuULia/IbHa pigvHa 1,02 mr/n 0,8-1,423
)KiHoui cTaTeBi opraHun* 10,24 mr/kr 1,724

* BHyTPiLLUHbOBEHHE 3aCTOCYBaHHS 04HOPa30BoT 403u 400 Mr.
110 rogun nicns BBeAeHHS.
2 BinbHa KOHLEHTpaLLis.
3 Big 3 rogvH 40 36 roAvH Micns BBeAEHHS [03N.
4 B KiHUj iHDys3ii.

MeTtab60/i3m

MokcudpiokcauunH nignarae 6iotpaHcdopmadii 11 as3n i BUBOAMTLCA 3 OpraHi3My HUpKamu, a TakoX i3 PekaniaMu/ K0oBYIO K Y HE3MIHEHOMY CTaHi, Tak i y BUTNAAI
HeaKTMBHUX MeTaboniTis: cynbocnonyk (M1) i raokypoHigis (M2). M1 Ta M2 € MiKpo6ionoriyHo HeakTMBHUMM. TTig Yac AOCNIMKEHb in Vitro Ta KNiHIYHUX
pocnigpkeHb asmn | He cnocTepirasiocs MeTabonivuHoi papmMakoKiHETUYHOI B3aEMOAIT 3 IHLWIMMW npenaparamu, 3afisHuMun y 6ioTpaHcpopmaii dasu | 3 yyacTio
(hepMeHTIB cucTemu LMTOXpomMy P450. O3HaKM OKMUCNOBa/IbHOr0 MeTaboniamy BifCYTH.

BvBeieHHA 3 opraHismy

Mepiof HaniBBMBEAEHHS MpenapaTy CTaHOBWUTL NPU6aM3HO 12 roauH. CepefHiin 3aranbHWUA KnipeHC nicns BeeAeHHsA 400 Mr ctaHOBUTL Bif 179 fo 246 mn/xs.
HvpKoBWIA KnipeHC CTaHOBMTb MPU6AnM3HO 24-53 M/XB Ta CBigYMTbL MPO YaCTKOBY KaHa/lbLEeBY peabcopbuito npenapaty 3 HUPOK. MMicnsa npuiiomy aosu 400 mr
BMBeAEHHS i3 ceyveto (611M3bko 19 % — nikapcbKuid 3acib y HeamiHeHOMY BUrAagi, 61m13bKo 2,5 % — M1 Ta 6113bko 14 % — M2) Ta kanom (61113bKo 25 % — nikapcbKuii
3acib y He3MiHeHOMY BUTIAAi, 611M3bKo 36 % — M1 Ta BIACYTHICTb BUBEEHHSA Y BUrNALI M2) 3aranom cTaHoBU/IO 6/1M3bK0 96 %. CynyTHE 3aCTOCYBaHHA PaHITUAUHY
Ta NpobeHeLMay He 3MIHKOE HUPKOBWIA KNipeHC npenapary.

PapmMakoKiHeTuKa y Pi3HUX TPyn NauieHTiB.

MauieHT NiITHLOrO BiKY Ta NALLIEHTN 3 HU3LKOK MACOHO Tina

Y 300p0BUX A06POBO/BLLIIB 3 HU3LKOK Macoko Tina (30Kpema, Y XIHOK) Ta Y 340p0BMX A06POBO/LLIIB MITHLOrO BiKy CROCTEPirany BULLLY KOHLEHTPaL|ito npenapaTty B
nnasmi Kposi.

HuWpKoBa HeJOCTATHICTb.

He BMABNEHO ICTOTHUX 3MiH (PapMaKOKIHETUKM MOKCUA/IOKCALMHY Y MaLieHTIB i3 MOPYLUEHHAM PYHKLIT HUPOK (BK/IKOYAKOUM NALIEHTIB 3 KNIPEHCOM KpeaTuHiHy > 20
MA/XB/1,73 M2). OCKiNbKM PYHKLIS HAPOK 3HWKYETLCA, KOHLEHTpaLis MeTaboniTy M2 (rnoKypoHiay) 36inbLyeTbes [0 NOKasHUKa 2,5 (Y NaLlieHTiB i3 KNipeHCoM
KpeaTuHiHy <30 Mn/xB/1,73 M2).

MopyLeHHA PYHKLLIT NEYiHKN.

Ha nigctasi gaHnx gocnigpkeHb hapMakoKiHETUKK, IKi NPOBOANM 3 Y4YacTo NalieHTIB 3 NeYiHKOBOK HefocTaTHICTHO (Knacu A-C 3a Knacudikauieto Yainnga—’1o),




HEMOX/IMBO BU3HAYUTU, YU € PI3HMLA MOPIBHAHO 3i 3LOPOBMMW AOOPOBONLLAMM. [OpYLLEHHS (YHKLIT MeYiHKM 6y/0 nos’a3aHe 3 6ibLioto gieto M1y nnasmi Kposi,
TOAI SK [if MO4YaTKOBOI JIIKAPCbKOI PeYoBMHM Oyna MOPIBHAHHOK 3 Ai€0 Yy 340p0oBMX [A06p0oBO/MbLIB. [lOCTaTHLOrO [OCBiAY K/IHIYHOMO 3acTOCYBaHHS
MOKCU(IOKCAUMHY 015 NIKYBAHHA NALIEHTIB i3 NOPYLUEHHAM PYHKLIT NEYiHKN HEMaE.

KniHIYHI XapaKTePUCTUKWN.

lNoka3aHHA.

JikyBaHHS HMKYeHaBeAeHNX baKTepiaslbHUX iH(EKLi, CIPUYMHEHNX YYTIMBUMMK A0 NpenapaTty MikpoopraHiamamu (auB. po3ainn «PapMakonorivyHi BnacTUBOCTI»,

«Oc06MBOCTI 3aCTOCYBaHHSA», «[06IYHI peakLii»), y nauieHTiB BiKOM Bifg 18 pokiB. MoKcutnokcaunH cnif npusHavaTu TibKW TOAI, KOMM 3aCTOCYBaHHSA

aHTMbaKTepiaNbHNX 3aco06iB, SKi 3a3BMYali PEKOMEHAYIOTb A8 NOYaTKOBOIO NiKyBaHHSA HMKYeHaBeAeHWX IH(PEKUiN, € HefoLi/lbHUM ab0 KON BKasaHe NiKyBaHHS

0y N0 Hee(heKTUBHUM.

["oCTpwin 6akTepiaslbHUA CUHYCUT (AiarHOCTOBaHMIA 3 BUCOKMM CTYMNeHEM BipOrigHOCTI).

- 3aroCTPeHHs XPOHIYHOr0 06CTPYKTMBHOIO 3aXBOPKOBAHHSA NIEreHb, BKKOUAKUM OPOHXIT (4iarHOCTOBaHMWI 3 BUCOKMM CTYMEHeM BipOorigHOCTI).

- HerocnitasibHa NHEBMOHIA, 38 BUHATKOM HErocnitasibHOT MHEBMOHIT 3 TAXKUM nepebirom.

- 3ana/bHi 3aXBOPIOBaHHS OpraHiB Manoro Tasa /IErkoro Ta CepeHbOro CTyneHs (BKKYAKUM iHPEKLiiHe YpaXXeHHS BEPXHbLOro Biadiny CTaTeBoi CUCTEMU Y
XIHOK, Y TOMY YmMCAli CanbniHriT Ta eHAOMETPUT), He acouiinoBaHMX 3 Ty6ooBapiafbHUM abcuecom abo abcuecammn opraHis manoro Tasa. MokcuioKcaumH y
(hopmi TabIeTOK He PEKOMEHAYETLCA AJ11 3aCTOCYBaHHA K MOHOTEpanis npu 3anajbHUX 3aXBOPHOBAHHSAX OPraHiB Masioro Tasa NnoMipHOro Ta cepefiHbOro CTyrneHs,
ane Moro MoXkHa 3aCTOCOBYBAaTM B KOMOIHaUil 3 iHWWMK BiANOBIAHUMM aHTMGaKTepialbHUMK 3acobamu (Hanpuknag uedanocnoprHamm) Yepes 3pocTarouy
PE3NCTEHTHICTb MOKcugiokcaumHy Ao Neisseria gonorrhoeae (3a BUMHATKOM MOKCU(IOKCAUMHPE3UCTEHTHMX wWTamiB N. gonorrhoeae) (avs. po3ginm
«®DapmaKo/oriyHi BNacTUBOCTI», «OCO6NMBOCTI 3aCTOCYBaHHS»).

MokcudiokcaumH y ¢opmi TabneToK MOXHa 3aCTOCOBYBATU A/ 3aKiHYEHHA KYPCY NiKyBaHHS, B SIKOMY CTapTOBa Teparis napeHTepasbHO (hOPMOKO Mpenaparty

MOKCUMOKcaLmHa 6yna eheKTUBHO i NPU3HaYeHa 3a TaKMMK NMOoKa3aHHAMM:

- HerocnitaJibHa NHeBMOHiS;

- YCKNafHeHi iHMeKUiT WKipy Ta NigWKIPHUX CTPYKTYP.

MokcudnokcauuyH y ¢opMi TabneTok He PeKOMEHAYETbCA A5 CTApTOBOro NiKyBaHHA Oyab-AKUX IH(EKLiA WKipK Ta MigWKIPHUX CTPYKTYp abo y pasi TSKKOro

nepebiry HerocniTaslbHUX MHEBMOHIA.

Cnip 3BepHY TV yBary Ha oiLiiHi iIHCTPYKLIT 3 HAIEXXHOT 0 3aCTOCYBaHHA aHTMOaKTepiaslbHUX 3aco0iB.

MpoTuUnokasaHHs.

Bigoma rinepyyTaMBiCTb 0 MOKCU(IOKCaLMHY ab0 A0 iHLWMX XIHOMOHIB YM By/b-AKO0T3 AONOMDKHUX PEYOBMH Npenapary.

Bik o 18 pokis.

BariTHIiCTb a60 nepiog rogyBaHHsA rpyaato (AvB. po3ain «3acTocyBaHHA Yy Mepiof BariTHOCTI abo rofyBaHHA rpyAaH0»).

HasBHICTb B aHaMHe3i 3aXBOPHOBAaHb CYXO0XW/Ib, MOB’A3aHUX 3 JliIKYBaHHAM XiHOOHaMMK.

Y Xogfi AOKNIHIYHUX | KNIHIYHUX JOCAIAKeHb MICNs 3acTOCyBaHHA MOKCUIOKCALMHY CriocTepiraincs 3MiHW B eneKTpodgiisionorii cepus y BUrNA4I NOAOBXKEHHS
iHTepeany QT. Tomy 3 MipKyBaHb 6e3reku npenapaT NPOTUMNOKa3aHO NalieHTaMm 3:

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

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

- KNiHIYHO 3HaYyLL0l0 bpaanKapaieto;



- K/IHIYHO 3HaYyLLO00 CEPLIEBOO HEAOCTATHICTHO 3i 3HKEHO (PpaKLieto BUKMAY NiBOro LWTYHOUKA,;

- CMMMNTOMATUYHUMM apPUTMISIMU B aHaMHe3i.

Mpenapat He c/if 3aCTOCOBYBaTW OAHOYACHO 3 IHLIMMKM NpenapaTamu, SKi NoAoBXYHTb iHTepBan QT (4MB. po3ain «B3aemogis 3 iHWMMK NiKapCbKMMKM 3acobamu Ta
iHLWI BUAW B3aEMOLiN»).

Uepe3 06MeXeHICTb KNIHIYHMX [aHUX 3aCTOCYBaHHA Mpenaparty TakoX MpPOTUMOKasaHO MalieHTam 3 MopyLlueHHAM (yHKUii nediHkn (knac C 3a Knacudikauiero
Yainga—T1’10) Ta nawieHTam 3 NigBuLLEHUM piBHEM TpaHcaMiHa3 (y 5 pasiB BuLLe BEPXHbLOT MeXi HOpMU).

B3aemogisi 3 iHLIMMK NiKapcbKUMM 3ac06aMu Ta iHLi BUAW B3aEMOSIA.

He MOXHa BUKNHOUUTU afUTUBHUIA e(eKT MOKCUQIOKCAUMHY Ta iHLWMX JIIKAPCbKMX 3ac006iB, fKi MOXYTb CMPUYUMHUTU MOAOBXKEHHA iHTepBany QT. BkasaHa

B3aEMOZift 30i/IbLLIYE PU3MK PO3BUTKY LLTYHOUKOBUX apUTMIiA, BK/HOHAKOUM «MipYeTHY» LUMYHOUKOBY Taxikapfito (torsade de pointes). 3 Ljiei NpMYnMHM 3aCTOCYBaHHS

MOKCM(hNOKCaUMHY B KOMOIHaLLIT 3 6y b-IKMM i3 HKYe3a3HaueHMX NiKapCbKMX 3ac06iB NpoTMMNoKasaHe (4MB. TaKOX po3ain «poTunokasaHHs»):

- aHTMapuTMIiYHiI NnpenapaTtun Knacy 1A (Hanpuknag XiHiguH, rigpoxiHiguH, gusonipamia);

- aHTMapuTMiYHi npenapaTtu knacy Il (Hanpuknag amiofapoH, cotanon, godetunig, ibytunia);

- @HTUNCUXOTUYHI NpenapaTtn (Hanpuknag peHoTiasnHK, NiMo3na, CepTUHAON, ralonepuaon, CynbTONpua);

- TPUUMKNIYHI aHTUAENpPecaHTy;

- JesKi NpoTUMIKPOOBHI 3aco6m (CakBiHaBIp, cnapgaoKcaLuH, epUTPOMILLMH N5 BHYTPILLHBOBEHHOIO BBELEHHS, NEHTaMiANH, NPOTUMaNApiiHi npenapaTtu, 30Kpema
ranoaHTpuH);

- [eaki aHTurictaminy (TepeHasnH, acTemisosn, Mi30nacTuiH);

- iHWi (um3anpug, BiHKamiH 1V, 6enpuaun, AugemaHin).

MokcudiokcaumH cnif, 3 06epexxHICTIO Np13HavaTy NalieHTaMm, SKi NPUAMaroTb NpenapaTn, WO MOXYTb 3HUXKYBaTK PiBeHb Kanito (Hanpuknag neT/ibosi Ta Tia3uaHi

AIYPEeTVKN, KNi3MM Ta MPOHOCHI 3acobu (y BUCOKMX [03aX), KOPTUKOCTEpOoiau, amgotepuuuH B), abo npenapatu, Ais AKMX MOB’A3aHa 3 KNIHIYHO 3HAYyLL0HO

OpaguKapgieto.

Mix npuitomoM npenapatis, SKi MICTATb 6iBafIEHTHI a60 TPMBANIEHTHI KaTiOHU (TakMX SK aHTauMAW, WO MICTATb MarHii abo antoMmiHii, AuaaHo3vH y TabneTkax,

CyKpangar Ta 3acobm, Lo MiCTATb 3a/1i30 ab0 LUMHK), Ta MOKCU(IOKCALMHOM HEOOXiAHWIA iIHTepBan 6/1M3bKO 6 roANH.

Mpn ofHOYaCHOMY 3aCTOCYBaHHI aKTMBOBAHOIO BYTIiNSA i MOKCU(IOKCaUMHY nepopanbHO Y Ao3i 400 Mr cucTemMHa 6i040CTYNHICTb NpenapaTy 3HWKYETbCS BiNbLL

HiDXK Ha 80 % BHaCNiOK NPUrHiYeHHs oro abcopbuii. Y 383Ky 3 MM OJHOYACHE 3aCTOCYBaHHS LMX ABOX MpenapaTtiB He peKoMeHA0BaHe (3a BUHATKOM BUMaAKiB

rnepefo3yBaHHs, AVB. TaKOX po34in «llepefo3yBaHH:).

Micna 6araTopa3oBOro 3acTOCYBaHHA MOKCWUGIOKCAUMHY Y 3[40p0BUX A00p0BOSbLIB cnocTepiranocs 36iMblueHH Coax AUFOKCUHY npubnnsHo Ha 30 % vy

PIBHOBaXKHOMY cTaHi 6e3 BrimBy Ha AUC (nnowa nif KpVBOK CNIBBIAHOLIEHHA «KOHLEHTpauis—yvac») abo Ha HuxKYi piBHI. OTXe, NOTPeOU y 3aCTepexXHMX 3axodax

npy CynyTH6OMY MPUAOMI LUTOKCUHY HEMAE.

IMig yac JocnifpkeHb 3 yyacTio J06pPOBO/bLIB, XBOPUX Ha AiabeT, 0fHOYAaCHEe 3aCTOCYBaHHA MepopasibHO MOKCU(IOKCAUUHY Ta rnibeHknamigy npusBoauio 4o

3HVDKEHHS KOHLeHTpauii rnibeHknamigy Ha nikoBomy piBHI NpnbansHo Ha 21 %. KombiHauis rnibeHknamigy 3 MOKCU(I0KCaLMHOM TEOPETUYHO MOXXe NPU3BECTU [0

He3Ha4yHOT KOPOTKOTpUBaNOi rinepraikemMii. OgHak 3MiHW Y papMakoKiHeTULi, AKi cnocTepiraiucs, He NPU3BOAUAN 40 3MIH (papMakoAnHaMiYHMX NapameTpiB (piBeHb

INIFOKO3W B KPOBI, PiBEHb IHCY/iHY). TaKUM YMHOM, KNIHIYHO peneBaHTHOT B3aEMOZIT MiXK MOKCU(IOKCALMHOM Ta r/1ibeHKIamMiJoM He BUSIB/IEHO.

3MiHa 3Ha4YeHHs Mi>KHapo4HOro HopmanizoaHoro BigHoweHHs (MHB)

Y nauieHTiB, AKi OTPMMYBa/IM NnepopasibHi aHTUKOArynaHTU y NoefHaHHI 3 aHTMbaKTepiaibHUMKU NpenapataMu, B TOMY YuCi 3 (hTOPXiHOMOHaMK, Makponigamu,

TeTpaymkiiHamy, KOTPMMOKCA30/10M Ta [AesiKumuy LedanocnopuHamu, BifgzHavyanmca YmcenbHi BUNagKK MigBULLEHHS aHTUKOArynsHTHOI aKTUBHOCTI. daKTopamu



PU3NKY € iH(eKLiHI 3axBOoproBaHHA (i CyMyTHI 3ananbHUIA NPOLEC), BiK Ta 3araibHUIA CTaH NauieHTa. Y 3B’S3KY 3 LMK 06CTaBMHAMM BaXXKO OLIHWUTK, Y
CMNPUYMHSIE IHPIKYBaHHS abo NiKyBaHHSA BigXWNEHHS NOKa3HMKa MiXKHapoAHOro HOpMani3oBaHoro BigHoLWeHHA (MHB). AK 3aCTepeXXHWi 3axif MOXX/IMBUIA YacTiLLWiA
MOHITOpUHr MHB. ¥ pasi Heo6XiAHOCTI CNif NPOBECTW Ha/leXKHe KOPUTyBaHHS 031 NepopasibHOro KoarynsHTa.

PeuoBuHW, ANnd Skux 6yna foBefeHa BIACYTHICTb KiHIYHO Baromoi B3aeMOfiT 3 MOKCM(IOKCAUMHOM: PaHITUAWH, Ka/buieBi A06aBKKW, TeominiH, nepopasbHi
KOHTpaLenT1BK, UMKIOCNOPWH, iITPaKoHa30/1, MOpMiH Npu NapeHTepaibHOMY BBeEHHI, NpobeHeuma. JocnimkeHHs in vitro gepMeHTiB umutToxpomy P450 y niognHmn
NiATBEPANIN BULLE3a3HAYeHe. 3 Ornafy Ha 3a3HayeHi pe3yibTaTu, MeTabonivyHa B3aeMogisa yepes pepMeHTH uutToxpomy P450 € MasioBiporigHoLo.

ABCOpOLis MOKCM(NOKCAUUHY He 3a/1eXWUTb Bif BXMBaHHS DKi (BK/OYaOUM MOMOYHI NMPOAYKTK). 3BaXKaruM Ha Le, MOKCUMDIOKCALMH MOXHa 3aCTOCOBYBAaTU
He3aNIeXHO Bif Npuiiomy Ki.

Oc06/1MBOCT i 3aCTOCYBaHHSI.

Cnip YHMKaTW 3aCTOCYBaHHA MOKCU(IOKCAUMHY nauieHTaM, AKi Maan cepilo3Hi MobiyHi peakuii B MUHY/MOMY NpKU 3aCTOCYBaHHI XiHOMOHY abo npenaparis, LLO
MICTATb PTOPXIHONOH (AMB. Po3Aain «IMobiuHI peakLii»). JlikyBaHHSA LUMX NaLieHTIB MOKCU()IOKCALMHOM CNif PO3MOYMHATK NLLIE Y pasi BIACYTHOCTI a/lbTePHATUBHUX
BapiaHTIB NiKyBaHHS Ta Micna pPeTesibHOT OLIHKN KOPUCTI/pU3NKY (AMB. po3ain «1poTUNOKa3aHHS»).

MepeBary Bif NiKyBaHHA MOKCU(IOKCALMHOM, 0OCOGNMBO Y BUMALKY HETSHXKMX iH(EeKLi, HeobXigHO ouiHoBaTW, 6epyyn [0 yBaru iH(hopMaLito, Aka MICTUTLCS Y
LIbOMY po34ini.

[ponOHTroBaHi, iHBaNiAN3YyO4i i NOTEHLINHO HE3BOPOTHI CEPIO3HI NOGIYHI peakLii

Y nauieHTiB, AKIi OTPUMYBASIN XIHOMIOHM Ta (PTOPXIHO/IOHN HE3ANIEXHO Bif, BiKY, OYy/1 3apeeCcTPOBaHi Ay>Ke PiAKICHI BUMaAKu TpuBasiux (MPOTAroM MicsLis abo pokis)
iHBaNIAM3YHUMX Ta MOTEHLINHO HE3BOPOTHMX CEPMO3HUX MOOGIYHMX peakuii, WO BMAMBatOTb Ha Pi3Hi, IHOAI MHOXMHHI CUCTEMW OpraHiamy (OMOpPHO-PYXO0BY,
HepBOBY, NCMXiYHY Ta OpraHiB YyTTA) Ta HasBHI (hakTopn pu3mnKy. Cnif HerainHo NPUMMHUTYI NiKyBaHHS MOKCU(/IOKCALMHOM NPU NepLUnX 03HaKax abo cMMnTomMax
Oy /Ab-AKOI Cepino3HOi NOGIYHOT peakLii, NauwieHTam Cnif NopaanT 3BEPHYTUCS 3a KOHCY bTaLieto 0 NiKaps.

MNopoB)KeHHs iHTepBany QT - Ta KAIHIYHI YMOBMU, 3a SKUX MOYXXNBE NOA0BXEHHS iHTepBany QT

Mpn 3acTocyBaHHI MOKCU(IOKCaLMHY B AeaKUX NauieHTiB MOXnmBe 36inbleHHs iHTepBanly QT Ha enekTpokapgiorpami. AHani3 pesynbTatie EKIT nokasas, L0
nofoBXeHHd iHTepsany QT Npu 3aCTOCYBaHHI MOKCU(IOKCaLMHY CTaHOBMMO 6 MC + 26 MC (1,4 % NOPIBHAHO 3 MOYaTKOBUM pPiBHEM). OCKI/IbKMN Y >KIHOK NOPIBHAHO 3

4O/I0BIKaMM Bif3Ha4YaeTbCA AOBLUMIA iHTepBas QT, BOHM MOXYTb BYTW 6inbll YyTAMBMMMK A0 NpenapaTis, AKi NOAOBXYOTb iHTepBas QT. MayieHT NiTHLOro BiKy
TaKOX MOXYTb 6YTI GiNbLLU CNPUAHATAMBMMM [0 aCOLi0BaHMX 3 NpenapaTtoM ethekTiB Woao iHTepsany QT.

MauieHTam, AKi NPUMIAMaOTb MOKCU(IOKCALMH, CNif 3 06EPeXHICTIO 3aCTOCOBYBATM Npenapatu, WO MOXYTb MPU3BECTU 40 3HVKEHHS PIBHIB Kasito (AVB. po3ainu
«[poTMNOKa3aHH:, «B3aeMOAis 3 IHWIMMM NTIKAPCbKUMIM 3aC06aMU Ta iHLWWI BUAW B3aEMOLIN»).

Cnip 3 06epexHICTIO Npu3HaYaTh MOKCU(IOKCALMH MalieHTaMm 3 TPMBAKUMMU MPOAPUTMOreHHMMU CTaHamy (0CO6/IMBO XiHKam Ta MauieHTaM NiTHbOro BiKY),
TaKMMM SIK TOCTpa MioKapgiasibHa ilemis abo NofoBXeHHs iHTepBany QT, OCKiNbKK Lie NiABULLYE PUSNK PO3BUTKY LLTYHOUKOBMX apUTMIiA, BKIHOUAKUM «MipyeTHY>»
LLUNYHOUYKOBY Taxikapgito (torsade de pointes), i 3ynnHkun cepus (ane. po3ain «potunokasaHHsa»). CTyniHb NOAOBXeHHSA iHTepBany QT Moxke nigBuLLyBaTUCH 3i
36i/IbLLEHHAM KOHLEeHTpaL i npenaparty. TOMY He Cnif, NepeBuLLYyBaT PEKOMeHA0BaHy L03Y.

AKLLO Mifj Yac NikyBaHHSA MpenapaTom BUHUKAKTb CUMNTOMW apuUTMIT, CNif NPUIMHUTI NiKyBaHHA Ta 3pooutun EKT .

MigBuLLIEHa YYTAMBICTb/aNEPriyHi peakLii

MoBigoMnsanM Npo BMNAaAKW PO3BMTKY FiNepUYyTAMBOCTI Ta anepriyHmMX peakuiii Micns Mepuioro 3acTtocyBaHHS (DTOPXIHOMOHIB, BK/IKOYAOUM MOKCU(IOKCALMH.
AHa(iNnakTUUHI peakuii MOXyTb HabyBaT (hOpMU HeBE3NEYHOr0 AN XKUTTA aHa(iNaKTUUYHOrO LWOKY, HaBiTb NICAsA NepLLIOro 3aCTOCYBaHHA npenapaTty. Y BunagkKax
K/MHIYHOTO MposBY TSXKKUX peakLid rinepuyTiMBOCTI HEOOXigHO NPUMUHWTKA NPUAOM MOKCU(IOKCALMHY Ta po3noyaT BignoBigHy Tepanito (Hanpukiag
MPOTULLIOKOBY).

THKKI NOpYLLUEHHS PYHKLIT NeYiHKK




Mpwy 3acTOCYBaHHI MOKCM(IOKCaLUHY MOBIAOMAAAN NPO BUMAAKM (yNIbMIHAHTHOIO renaTuTy, WO NOTEHLiAHO NPU3BOANTL A0 NEYiHKOBOT HeJoCTaTHOCTI (Y T. Y. 3
netanbHUM Hacnigkom) (amB. po3ain «MobivHi peakuii»). Y pasi BAHUKHEHHSA CUMMTOMIB (Dy/lbMiHAHTHOIO renaTuTy, TakKUX K acTeHis, L0 LWBUAKO PO3BMBAETLCA Ta
CYNPOBOMKYETLCA XXOBTAHULIED, TEMHOK CEYErD, CXUNLHICTIO 0 KPOBOTEY abo NeyiHKOBOK eHLethanonarieto, nauieHTaMm pekOMeHAYETbCA NPOKOHCYbTYBATUCA 3
niKapem nepeg TuM, K NPOLOBXYBAT TiKyBaHHS.

Y pa3i BUHUKHEHHS! CUMMTOMIB AUCHYHKLIT NeYiHK1 HeO6XiAHO NPOBECTM aHani3n PYHKLIT NeYiHKN/06CTEXEHHS.

TsHKKI 6Y/1bO3HI WWKIPHI peakLit

MoBigoMnann Npo TSKKi WKipHI No6iuHi peakuii (SCARS), BKAHOYaruM TOKCUYHWIA enigepmanbHuii Hekponi3 (TEN: Takox Bigomuii sik cuHapom Jlalienna),
cuHapom CTiBeHca IkoHcoHa (SJS) i rocTpuid reHepanizoBaHuiA eK3aHTeMaTo3HMI NycTynbo3 (AGEP), AKuii MoXKe 6y TV 3arpo3iuBUMN 419 XXUTTA ab0 NeTalbHUMU
(omB. po3gin «MobiyHi peakyii»). Mig vac NpU3HaYeHHA NauieHTaM MOKCU(/IOKCAUMHY Cif NOBILOMUTM MPO O3HAKW i CUMMTOMU TSHXKKMX LUKIPHWUX peakuiin Ta
YBaXXHO CNifIKyBaTK 3a UMM, AKLLO BUHUKAKOTb BiANOBIAHI 03HAKWN i CUMMTOMM, CNif HErakHO NPUNUHUTA NPUAMAT MOKCU(NOKCAUMH | PO3IISHYTU aflbTePHaTMBHE
NiKyBaHHA. AKLIO Y NawuieHTa po3BMHY/NNCL Cepiio3Hi peakuil, Taki sk SIS, TEN a6o AGEP Ha (hoHi 3aCTOCyBaHHS MOKCUIOKCAUMHY, CiL NPUIUHUTI NiKyBaHHS
MOKCM(0KCALNHOM.

MauieHTn, CXU/bHI A0 PO3BUTKY CY0M

Bigomo, WO XIHOMOHW MOXYTb CMPOBOKYBAaTW PO3BUTOK CYAOMHMX Hanafis. MoOKCU(IOKCaLMH CNif 3acTOCOBYBAaTM 3 OOEPEXHICTIO nauieHTam i3 po3fagamu
LieHTpanbHOT HepBoBoi cuctemmn (LUHC) abo 3 iHWMMK (hakTopamMn pu3nKy, L0 MOXYTb CIPUYUHUTL CYAOMHI Hanagy abo 3MEHLUTW CYAOMHWIA nopir. Y pasi
BUHWUKHEHHS CYI0M HEOOXi4HO MPUMUHUTI 3aCTOCYBaHHA MOKCU(IOKCALMHY Ta BXXWUTW BIAMOBILHNX 3aX04iB.

MNepudepryHa HeBponaTis

Y nauieHTiB, AKi NpuiAMany XiHOMNOHW, BK/KOYatOuM MOKCU(IOKCAUMH, CnocTepiraimca BUNagkyM CEHCOPHOT abo CEeHCOPHO-MOTOPHOI MNoAniHerponarii, Lo
npu3BOAUTL [0 NapecTesii, rinectesil, Au3ecTesii abo cnabkocTi. MauieHTam, fKi NPUiMatoTb MOKCU(IOKCALMH, peKOMEHAYETLCA NOBIAOMUTY NliKaps MPO PO3BUTOK
TakMX CUMMTOMIB HeBponartii fK Oiflb, MEYiHHA, NOKOMIOBaHHSA, OHIMIHHA abo CnabKiCTb, Mepll HiXK NPOLOBXYBATW JIIKYBaHHSA, /19 MOMEPeKeHH PO3BUTKY
HeoBOPOTHUX CTaHIB (AUB. Po3ain «IMobiuHI peakuii»).

PeakLiT 3 60KY NCUXIKK

PeakLiT 3 60Ky NCUXIKM MOXYTb PO3BMBATMCS HaBiTb MiCNA NEPLLIOro 3aCTOCyBaHHA XiHO/OHIB, BK/IHOUYat0UM MOKCUIOKCaUMH. Y piAKICHUX BUNagkax genpecis abo
NCUXOTUYHI peakLii NPU3BOAUAN A0 BUHUKHEHHS CyiunaanibHUX OYMOK Ta PO3BUTKY camoarpecii, 30Kkpema crnpob camory6cTsa (AMB. po3ain «MobivHi peakuii»). Y
pasi BMHUKHEHHSI Y NalieHTa TakuMX peakuii HeobXigHO MPUMMHUTK 3aCTOCYBaHHA MOKCU(IOKCAUMHY Ta BXWUTW BIAMOBIAHWX 3axofiB. PeKoMeHAO0BaHO 3
06epeXXHICTHO NPU3HaYaT MOKCUMIOKCAUMH NalieHTaM, SKi CTpaxaatoTb MNCUX03aMK, Ta NaLjieHTaMm, Ki MatoTb B aHaMHe3i NMCUXIYHI 3aXBOPIOBaHHS.

Jiapes, acouiioBaHa i3 3aCTOCYBaHHAM aHTWUGIOTUKIB, BKIKOYAKOUM KONIT

Y 3B’A3KYy 3 3aCTOCYBaHHAM aHTUOIOTUKIB LUMPOKOrO CNeKTpa Aii, B TOMY YMC/i MOKCM(IOKCAUUHY, NOBIAOM/ISAN NPO BUHUKHEHHS aHTMGIOTMKAcOLinoBaHOT fiapel
(AAL) Ta aHTMGioTUKacouinoBaHoro Konity (AAK), BKIKOYakoum nceBaomMeMbpaHO3HUIA KOMIT | Aiapeto, acouivioBaHy 3 Clostridium difficile, siki 3a cTyneHem
TSHKKOCTI BapitOKOTh Bif, NIErKOT Alapel 40 KONITY 3 IeTa/lbHUM Hac/iAKoM. TOMY BaXX/IMBO 3BXATU HA MOX/IMBICTb TAKOro AlarHo3y Yy nauieHTiB, y AKUX Nifg vac abo
MiCNs 3aCTOCyBaHHS MOKCU(IOKCALMHY CNOCTepIracTbCa TshKKa fdiaped. AKWO Migo3proeTbesa un nigTeepakyetscs AAL a6o AAK, NiKyBaHHA NPOTUMIKPOGHUMMN
3aco6amMu, BKIOYAKOUM MOKCU(MIOKCALUWH, CNif MPUMNUHATA Ta HeramHo posnodarty BignoBiAHI TepaneBTUYHI 3axoan. KpiM LbOro, HeOOXiAHO BXUTU HaNeXHUX
CaHITapHO-enifAeMiYHNX 3aX04IB 3 METOK 3MEHLLEHHSA PU3KNKY nepesadi iH(ekuii. Mpenapaty, WO NPUrHivyOTL NePUCTaNIbTUKY, MPOTUMOKAa3aHI NauieHTam, y AKUX
CrocTepiraeTbCsa cepinosHa fiapes.

MaLieHTV 3 TAKKOK MiaCTeHIE

MoKcudpioKcaLMH cnif, 3aCTOCOBYBATW 3 06ePeXKHICTIO MaLieHTam 3 MiaCTEHIED rpaBicC Y 3B’A3KY 3 MOX/IMBICTIO 3arOCTPeHHS CUMMTOMIB.

3anasieHHs CyX0XXW/lb, PO3PUB CYXOXWIb

3ananeHHs CyXOXWNA | Po3puUB CyXOXunsa (0Co6/IMBO, asie He 0OMEXYHUMCh axifIoOBUM CYXOXWUNAM), IHOAI ABOOIYHE, MOXIMBE BXe yepe3 48 roguH nicns




noYyaTKy JlikyBaHHA XiHO/IOHaMK Ta (PTOPXIHOMOHAMMW, BK/IKOYAKUM MOKCU(/IOKCALMH, HaBiTb NPOTAroM 48 roguH nicns no4vartky NiKyBaHHA i, SK NOBILOMAAMMN,
Bi6YBaETLCA HaBiTb [0 AEKINIbKOX MICALIB MiCNSA MNPUMUHEHHS NiKyBaHHS. PU3MK PO3BMTKY TEHAUHITY Ta PO3PUBY CYXOXWN/A 30iMbLUYETLCA Y NaLiEHTIB NiITHLOrO
BiKY, MaLi€HTIB i3 NOPYLUEHHAM (PYHKLUIT HUPOK, NALiEHTIB 3 TPaHCNIaHTALIE COMIAHMX OpPraHiB Ta y TUX, XTO fliKyBaBCsA OLHOYACHO 3 KOPTUKOCTepoigamu. Tomy
CNifi YHWKaTW OAHOYACHOIO 3aCTOCYBaHHA KOPTWUKOCTEpOidiB. Mpu nepwmx cMMATOMax TEHAMHITY (Hanpuknag, 60M0uMiA HabpsiK, 3anaseHHs) NiKyBaHHS
MOKCU(IOKCALUMHOM CMif NPUNVHWATK | POo3rnsgaTv anbTepHaTMBHE NiKyBaHHA. YpaeHy(i) KiHUIBKY(M) cnif nikyBaTM HaleXHUM 4YMHOM (Hanpuknag,
iIMMOGini3auis). KopTMKOCTepOoiam He CAif 3aCTOCOBYBATU, AKLLO BUHMKAKOTb CUMMNTOMM TEHAMHOMATIT.

MauieHTV 3 NOPYLLUEHHSAM (PYHKLLIT HUPOK

Cnig 3 06epexHiCTO 3aCcTOCyBaT MOKCU(IOKCALMH naLieHTam MiTHbOro BiKy 3 po3nagaMun QYHKLIA HAPOK, SIKLLO BOHM He CNPOMOXHI NiATPUMYBATW HaneXXHWUi
06CAr pignHM B opraHi3mi, OCKiNIbKN 3HEBOLHEHHSA NiABULLYE PU3NK BUHUKHEHHS HUPKOBOT HELOCTATHOCTI.

[MopyLleHHS 3 6OKY OpraHiB 30py

AKLLO cnocTepiracTbCA MNOriplweHHs 30py abo iHWMIA BNAMB Ha OpraHu 30pYy, CAif HeraHo 3BepHYTUCH A0 Nikapsa-odTasbMonora (AMB. Po3ginn «3aaTHICTb
BMN/IMBATW Ha LUBUAKICTb peakLii Npy KepyBaHHI aBTOTPAHCNOPTOM ab0 iHLWMMK MexaHi3Mamu», «[ToBIUHI peakLii»).

Aucrnikemis

AK I Mpy 3aCTOCYBaHHI BCIX (PTOPXIHOMOHIB, MPW 3aCTOCYBaHHI MOKCUQIOKCALMHY CMOCTepIranncs BiAXWNEHHS Bif HOPMU NOKa3HMKIB I/1F0KO3M B KPOBI, BK/TOUaKOUY
rinornikemMito Ta rineprnikemito. Cepef nauieHTIB, SKi 3aCTOCOBYBa/IM MOKCU(IOKCALMH, ANCTNIKEMISi PO3BMBAIACA NEPEBAXKHO Y MaLieHTIB NiTHLOMO BiKY, XBOPUX Ha
AiabeT, AKi OTpUMyBanIM CYNyTHKO Tepanito nepopasibHUMK FinorniKeMiYHUMK NiKapCbKMMK 3acobamu (Hanpuknag cynbqoHinceyoBMHa) abo iHcyniHom. [ns
nauieHTiB 3 [AiabeToM pPeKOMEeH[OBaHe peTefibHe CrOCTEPeXXeHHS PIBHIB T/IIOKO3M B KPOBI (AMB. po3gin «[o6iyvHi peakuii»). [oBigoMnsny npo BUMALAKU
rinornikemMiyHor Komu.

MpodinakTnka peakLiin potocecmbinisaii

Mpu 3acTOCyBaHHI XiHOMOHIB Y NaLieHTIB BiA3Ha4ar0TbCA peakLil poToceHcmnbinisauil. MpoTe AOCAIIKEHHA NOKa3aau, WO MOKCUQIOKCAUMH BiAPI3HAETLCA HUXKUYNM
PU3MKOM BUHWKHEHHSI (hoTOoCceHCMbinisauii. He3saxkaroun Ha e, CNif peKoMeHAyBaTh NauieHTaM YHUKaTK SK yNbTPadioneToBoro ONpoMiHEHHS, Tak i TpMBanol Ta
/ab0o IHTEHCMBHOT [ii COHAYHOrO CBIT/IA Nif Yac /liKyBaHHA MOKCU(IOKCaLMHOM.

MauieHTn, AKi CTPKAATL Ha AediunT rIoK030-6-hoctataerigporeHasm

MawuieHTM 3 HelOCTaTHLOK aKTUBHICTHO [/IHOK030-6-thocaTaerigporeHasn y cimeriHoMy abo 0COoOMCTOMY aHaMHe3i Mif 4ac /MiKyBaHHS XiHONOHaMW MaroTb
CXU/IbHICTb 0 reMONITUYHMX peakLid. TOMY TaKuM naLiieHTaM Crifl 3 06epeXKHICTHO 3aCTOCYBaTU MOKCU(IOKCALMH.

MauieHTn 3 PiAKMMKU CNagKoBUMW NPO6IEMAMM HEMEPEHOCUMOCTI FalakTo3un, AedilMTOM NakTa3wn Jlanna abo ManbabCcopOLLIED MTHOKO3W Ta ra1lakTo3un

MauieHTaM 3 PigKICHAMKU CMafKOBUMMK NPo6aeMamm HenepeHOCUMOCTI ranakTosmn, aediyunTy naktasu Jlanna abo MasbabcopOuieto rIKO3MN Ta rafakTosn He Chif
npuiiMaTh Ueii npenapaT. FKWO y NauieHTa BCTaHOB/IEHA HEMEPEHOCUMMICTb [AeSKUX LYKpPIB, CMif MPOKOHCYNbTYBATMUCA 3 NiKapem, Nepll HixXX npuiiMaTy e
NiKapCcbKuni 3acio.

MauieHTn 3 3anasbHUMN 3aXBOPHOBAHHAMM OpraHiB Masioro Tasa

MauieHTam 3 YCKIagHEHUM 3ana/ibHUM 3aXBOPHOBaHHAM OpraHiB Masioro Tasa (Hanpukiag acouinoBaHUM 3 TPYOGHO-SEYHMKOBMM abeLecom abo abeLecom Manoro
Tasa), 419 SKUX BBKAETHCA HEOOXIAHUM NMPOBeAEHHS BHYTPILUHbOBEHHOI Tepanil, NikyBaHHA MOKCU(IOKCaUMHOM Y (hopMi TabneToK, BKPUTUX 060/10HKOK, Mo 400
MI HE PEKOMEH/YETbLCH.

3anasibHe 3axXBOPKOBaHHSI OpraHiB Masoro Taza MoXke 6yTu cnpuumHeHo GakTepieto Neisseria gonorrhoeae, pe3vCTEHTHOK A0 (PTOPXIHOMOHIB. TOMY B TakKuMx
BUMaAKax eMnipuyHe 3aCTOCYBaHHA MOKCUMIOKCALUHY HEOOXiAHO npu3HayvaT¥ OAHOYACHO 3 IHLIUM BIAMOBIAHMM aHTUBIOTMKOM (Hanpukiag LehanocnopuHom),
AKLO HEMOXX/IMBO MOBHICTHO BMKNHOUMTK HasBHICTb Neisseria gonorrhoeae, pesucTeHTHOI 40 MOKCU(IOKcaLMHY. AKLWO nicna 3 AHIB NiKyBaHHA He Bif0yBaeTbCA
MoKpaLLlaHHA KNIHIYHOro CTaHy, Tepanito CNif NepernsHyTu.

MauieHTn 3i cneundivHUMKM YCKNaAHEHUMM IHEKLISMK LWKIpW Ta NiALWKIPHOT KNiTKOBUHU




KniHiuHa e(peKTBHICTb BHYTPILUHLOBEHHOI O 3aCTOCYBaHHA MOKCU/IOKCALMHY B pasi NiKyBaHHA TSXXKOI IH(eKLiT, NoB’A3aHOT 3 onikamu, (hacLyMTom Ta AiabeTMyHo
CTOMOHO, LLLO CYNPOBOAKYETHCA OCTEOMIENITOM, He BCTaHOB/EHA.
Bnsive Ha 6i0n0rivyHi Tectu
JliKkyBaHHS 13 3aCTOCYBaHHAM MOKCU(IOKCALMHY MOXE MepeLLKOopKaTy NMPOBEAEHHIO KyNbTypasibHOro aHanisy Wwoao BusaBneHHs Mycobacterium spp. y 3B’A3Ky 3
MPUrHIYeHHAM MiKp0o6ionoriyHOro pocTy, WO, Y CBOK Yepry, MOXe CPUUYUHUTY XMOHOHEraT1BHI pe3y/bTaTw.
MawieHTn 3 IHPeKLisMNU, COPUYNHEHUMWN METULIMAIHOPE3UCTEHTHUM 3010TUCTUM cTadiniokokom (MP3C)
MoKcunokcaumH He pPeKOMEeHAYETbCA ANA NiKyBaHHA iHMEKLiA, CNPUUMHEHUX METULMNIHOPE3UCTEHTHUM 3010TUCTUM cTadinokokom (MP3C). Y Bunagky
nifo3proBaHOT abo NiATBepmXKeHOT iHMeKUii, cnpuunHeHoi MP3C, Heo6XigHO po3noyaty NiKyBaHHSA BIAMOBIAHWM aHTMOaKTepiaslbHUM 3aco60M (AMB. po3fdin
«®DapMaKosIoriyHi BNIaCTUBOCTI»).
AHeBpU3Ma Ta AMNCEKLLISA a0pTW Ta perypritauis/HefoCTaTHICTb CepLEBOro KnanaHa cepus
EnigemionoriyHi focnigpkeHHs MoBiZOMAAOTL NPO MiABULLEHWUIA PU3MK aHeBPU3MW Ta AMCEKLIT aopTW, O0CO6/MBO Y MauieHTIB NiTHLOrO BiKY, Ta perypritauii
aopTa/lbHOr0 Ta MITPa/lbHOrO KfanaHiB Micis 3acTocyBaHHA (DTOPXiHO/OHIB. MMOBIAOMAANOCL MPO BUMAAKM aHEBPU3MU Ta AMCEKLIT aopTu, IHOAI YCKIaAHEHI
PO3pMBOM (BKHOUAKOUN NETaNbHI BUNaaKK), Ta NPo perypritauito/HeoCcTaTHICTb OyAb-9KOro 3 KnanaHiB cepus y nauieHTiB, SKi OTpumyBanv (hTOPXiHOMOHM (AMB.
po3ain «[o6IYHI peakLii»).
OTxKe, (PTOPXIHOMOHW C/if 3aCTOCOBYBATW NMLLe MICNA PeTesibHOT OLiHKX CriBBiJHOLLEHHS KOPUCTL/PU3MK Ta NICNA po3rnsgy iHWWUX TepaneBTUYHMX BapiaHTIB
NiKyBaHHSA MaUi€HTIB i3 MO3UTUBHUM CiMEAHMM aHaMHE30M aHEeBPU3MW 4YM BPOKEHOK Ba[OH) CEPLEBMX KnamnaHiB, abo y MauieHTIB 3 iCHYHUMM [AiarHO30M
aHeBpu3Mu Ta/abo AuCeKLiT aopTu, abo 3aXBOPIOBAHHAM CepLIEBOrO KanaHy, abo 3a HasgBHOCTI IHLIMX (PaKTOPIB PU3MKY abo CpUATIMBUX YMOB
AK | AN aHeBpU3MK Ta AMCeKUii aopTW, Tak i Npu perypritayii/HeocTaTHOCTI CepLeBoro KnanaHa (Hanpuknag, nopyLleHHs CroflyYyHOI TKaHWHKM, Taki SK
cuHapoM MapdhaHa abo cuHgpom Enepca-[aHnoca, cuHapoM TepHepa, XBopoba bexyeTa, rinepToHis, peBmMaToigHui apTpuT) abo A0AaTKOBO
npy aHeBpU3MI Ta AUCEKLIT aopTu (Hanpuknag, CyAUHHI po3nagu, Taki fK apTepiiT Takascy abo riraHTOKNITUHHWIA apTepiiT, abo BiAOMWIA aTepoCcKiepos, abo
cuHapom LLlerpeHa) abo foaTKOBO
npv perypriTawii/He4OCTaTHOCTI CepLeBoro kKnanaHa (Hanpuknag, iHPekUinHWin eHooKapauT). PU3NK aHeBpU3MM | AWCEKLIT aopTu Ta IX PO3puB MOXe ByTu
NiABULLEHWIA y NaLiEHTIB, SKi 0AHOYACHO OTPMMYHOTb CUCTEMHI KOPTUKOCTEPOTAN.
Y pasi nosiBu panToBoro 60/t Y XMBOTI, rpyasx abo CnvHI NauieHTam Cnif HeramHo 3BepHYTUCA A0 NiKapsa Y BiAaiNeHHs HeBiAKNaAHOT 4ONOMOr K.
MauieHTam cnif peKoMeHAyBaTW HeraiHo 3BepTaTucs 3a MeAMYHOK LOMOMOrOH Y pasi roCcTpoi 3aAMLLIKKM, HOBOFO Hanagy CepueduTTa abo po3BUTKY HabpsKY XKM1BOTa
ab0 HVDKHIX KiHLiBOK.
4itm
MOoKcUIOKCaLMH CNPUYMHAE YPAKEHHSA XPALWLIB Y MOJIOAMX TBapWH, TOMY 3aCTOCYyBaHHSA npenapaty Aitam (BikOM O 18 poKiB) NMpOTUMOKAa3aHO (AWB. po3fin
«[MpoTnoKasaHH:»).

3acTocyBaHHs y nepiog BariTHOCTI abo rofyBaHHS rpyagto.

BariTHicTb

besneka 3acTocyBaHHSA MOKCU(DIOKCALMHY Yy Nepiof BariTHOCTI He BCTaHOB/IeHA. Pe3ynbTaTh AOCI[KEHb HA TBapUHaX BKa3ylTb Ha PENpPOAYKTUBHY TOKCUYHICTD.
MMoTeHUiAHNIA PU3NK 4NS NFOAUHW HE BCTAHOB/IEHWIA.

Y 3B’13KYy 3 PU3NKOM MOLUKOMKEHHS PTOPXIHONOHAMM OMOPHMX CYrio6iB MONOAMX TBapUH (32 eKCNepUMEHTa/IbHUMU AaHUMK) Ta 3 060POTHUMW YpParKeHHSMU
Cyrno6is, onucaHUMn y AiTeR, SKi OTPUMYBaIM NiKyBaHHSA AESKUMU (TOPXiHOMOHaMW, MOKCUMIOKCALUMH HE MOXHa NpM3HavaTy BariTHUM >KiHKam (4uB. po3gin
«[MpoTnoKasaHH:»).

["oflyBaHHA rpyaaro




MoKcuioKcaLH, AK 1 THLLT XIHOMIOHK, K NMOKa3aHo, CNIPUYNHSAE YPaXKeHHS Y XpALLi Cyrno6is MONOAMX TBAPUH. Pe3ynbTati JOKMIHIYHUX JOCMIAKEHb CBILYATb, L0
HeBeNMKa KifibKiCTb MOKCU(IOKCaLMHY MOXe NPOHNKATW Y rpyAHe MOMIOKO. Hemae AaHuX LWOAO0 3aCTOCYBaHHA npenapaTy XiHKamu, aKi roAytTb rpyAato. YHacnifok
LIbOro y nepiog rogyBaHHA rpyALto 3aCTOCYyBaHHA MOKCU(IOKCALMHY NPOTUMOKA3aHO (4MB. po34in «1poTUnoKasaHHA »).

PepTUNbLHICTL
LocnimkeHHs! Ha TBapUHAX He BUSIBUIN BNANBY Ha (DEPTUNbHICTb.

34aTHICTb BNAMBATY Ha WBMAKICTb peakLii Nnpy KepyBaHHi aBTOTPaHCNOPTOM abo iHWMMKU MeXaHi3mamu.

JocnipkeHb BNANBY MOKCU(/IOKCAUMHY Ha 3[4aTHICTb KepyBaTV aBTOTPAHCMOPTOM Ta MpautoBaTyt 3 IHWUMK MexaHisMamMu He npoBoAuan. OfHak pTOPXiHONOHH,
BK/IOHAKOUN MOKCU(IOKCALMH, MOXYTb MPU3BOAUTM [0 MOTIpLIEHHS 34aTHOCTI KepyBaTW aBTOTPaHCMOPTOM abo npautoBaTv 3 iHWKWMK MeXaHi3MaMu yepes
BUHWUKHEHHS peakuiii 3 60Ky LeHTpa/lbHOT HepBOBOI CUCTeMM (Hanpukiaz 3anamopoyeHHs, rocTpa TMMyacoBa BTpaTta 30py abo roctpa KOpOTKOTpuBasia BTparta
CBIZOMOCTI, HENPUTOMHICTb (AMB. Po3A4in «[obiyHI peakuii»)). MNauieHTam cnif peKoMeHAyBaTy CNoCcTepirat 3a CBOEK peakLietd Ha MOKCU(MIOKCaLMH nepes TUM, SK
KepyBaTy aBTOTPaHCNOPTOM abo npauoBaTy 3 iHWNMU MeXaHi3Mamu.

Cnocib 3acTocyBaHHA Ta [03MW.

Hopocri

PekomMeHAYeTbCA NpuiiMaTi No 1 Tabnetui (400 Mr) MOKCUMIOKcaUmHy Ha 1006y .

TabneTku cnifg NPUMaT He PO3XKOBYHOUM, 3anBatOUM JOCTATHLOK KiNbKIiCTHO BoAW. MpenapaT MOXHa NpuiAMaT HE3aEXHO Bif, Hacy BXXMBaHHS 1Xi.

TpuBanicTb Tepanii

TpuBanicTb Tepanii MokcugnokcalnHy y hopmi TabneTok 3a1eXuTb Bif TUMY IHEKLiA | CTAaHOBUTB:

- 3arOCTPEeHHS XPOHIYHOro 06CTPYKTMBHOMO 3aXBOPHOBAHHSA fIEreHb, BKIKOYaKUM OPOHXIT — 5-10 AHiB;

- HerocniTa/ibHa NHeBMOHIS — 10 aHiB;

- TOCTpWUiA 6aKTepiaslbHWIn CUHYCUT — 7 [HIB,;

- 3anasibHi 3aXBOPHOBaHHSA OPraHiB Masioro Tasa /1erkoro Ta cepeHbLoro CTyneHs — 14 aHie.

3a AaHMMKM KNiHIYHUX OCNIIKEHb TPUBANICTb NliKyBaHHA MOKCUMIOKCaLMHOM Y (hopMi TabneToK cTaHoBUAa Ao 14 aHis.

CTyniHYyacTa (BHYTPiLIHLOBEHHA NepopanbHa) Tepanis

IMig yac KNiHIYHKUX AOCNigpKeHb CTyMiHYacTOl Tepanii 6iNbLWICTb NalieHTIB Nepexoanna 3 BHYTPILLHLOBEHHOr0 Ha NepopasibHUIA LLNAX BBEAEHHS MOKCU(IOKCALNHY
npotarom 4 gHiB (HerocnitasibHa MHEBMOHIA) abo 6 AHIB (ycKnagHeHi IHMeKUiT WKipy Ta NigWKIPHUX TKaHUH). PeKOMeHA0BaHa 3arasibHa TPUBasCTb JliIKyBaHHSA
MOKCU(NOKCALMHOM Y (hOpMi PO34YMHY i TabNeToK CTaHOBUTb 7—14 [AHIB ANA HErocnita/lbHUX NMHEBMOHIN Ta 7-21 feHb ANS YCKNafHEeHWX THQeKUi LWKipy Ta
NiAWKIPHUX TKaHWH.

MepeBuLyyBaTn BKasaHy 403y (400 Mr 1 pa3 Ha fo0Y) Ta TPMBaNICTb /liIKyBaHHA A/19 KOXXHOMO NOKa3aHHA He peKOMEeHAYETLCS.

MauieH TV NiTHLOrO BiKY/NALIEHTW 3 HU3bKOK MACOI0 Tina

KopekLuis fo3n Ans nawieHTiB NiTHLOro BiKy/NaLieHTIB 3 H3bKOK MAcoH0 Tifla He NOTPibHa.

MopyLUEHHS (PYHKLIT NeYiHKK

MayieHTaM 3 NOPYLUEHHAMMN PYHKLIT MEYIHKN KOpeKLis 4031 He NOTpi6Ha (AMB. TakoX po3ain «Oco6/MBOCTI 3aCTOCYBaHHS»).

HupkoBa HelOCTATHICTb

NS NaujieHTiB 3 HUPKOBOK HEOCTATHICTHO IETKOr0 Ta CepeHbOro CTYMeHs TSHKKOCTI (Y TOMY YmMcAi Npu KnipeHci KpeaTuHiHy < 30 Mn/xB/1,73 M2), a TakoX s
nauieHTiB, SKi nepebyBatoTb Ha 6Ge3nepepBHOMY remogianisi Ta AOBroTpMBasioMy aMbynaTOpHOMY NepuTOHeaslbHOMY [Aiani3i, KOpekLuis [031 He noTpibHa (aus.
po34in «PapmMaKosoriyHi BaCTUBOCTI»).




aiTn.
MoKcunokcalMH NpoTUnoKasaHuin 4itam (Bikom Ao 18 pokiB). E(eKTUBHICTb Ta 6e3neka 3aCTOCYBaHHA MOKCU(IOKCALUMHY 4iTAM He BCTaHOB/EHT (41B. TaKOX pO34in
«[TPOTUMNOKA3AHHSA»).

Nepeno3yBaHHS.

Y pasi BMNaAKOBOro nepefosyBaHHSA XOAHI creum@ivHi 3axoqn He MOTPIOHI. Y pasi nepefo3yBaHHS C/if OPIEHTYBATUCA Ha KNIHIYHY KapTUHY i MPOBOAUTM
CUMNTOMATUYHY MiATPUMYBa/IbHY Tepanito Ta EKIM-MOHITOPUHT Yy 3B’A3KY 3 MOX/IMBICTIO NOAOBXEHHS iHTepBasy QT.

OfiHOoYacHe 3aCTOCYBaHHSA aKTMBOBAHOIO BYTifNA 3 40300 MOKcudiokcaumHy 400 Mr nepopasibHO Npu3Bede 40 CKOPOYEHHS CUCTEMHOI AOCTYNMHOCTI NiKapCbKOro
3aco0y 6inbLue HidXX Ha 80 %. Y pasi nepefo3yBaHHA B pe3y/bTaTi NepopasibHOro NPMioMy NiKapcbKoro 3acoby 3acTOCyBaHHA aKTUBOBAHOIO BYTi//IS HA NOYaTKOBIN
cTagii abcopbuii Moxxe 6yTN ePeKTUBHUM AN 3arnobiraHHs 36i1bLLIEHHIO CUCTEMHOI AiT MOKCU(IOKCaLMHY .

Mo6iuHi peakuil.
Hwxye HaBefieHi No6IYHI peakuii, OTPUMaHI Ha MiACTaBi BCIX KNIHIYHWUX LOCNILKEHb i3 3aCTOCYBaHHAM MOKcudiokcauuHy 400 Mr (nepopasibHa Ta CTyniHYacTa
Tepanis), Ta ix yactoTa. INob6ivHi peakuii, HaBefeHI Y KONOHL,i «4acTix», CNOCTepiranca 3 4acToTor MeHLe 3 %, 3a BUHATKOM HY0THW Ta Jiapel.
Y KOXHIi rpyni HebaxkaHi fBuMLLA BU3HAUeHi Y MOpsAAKY 3MEHLIEHHS TX TSXKKOCTI. YacToTa NobiyHMX peakLiil BU3HAYaETbCA TaKMM YMHOM: Ay>Ke yacTto (= 1/10),
yacTo (Big = 1/100 po < 1/10), HeuacTo (Big = 1/1000 go < 1/100), pigko (Big = 1/10 000 go < 1/1000), pyxe pigko (< 1/10 000) Ta yactoTa HeBigoMa (He MOXKHa
OLiHMTW 3 OrNAAY Ha HasiBHI AaHi).
Tabnuug 3.

Knacu cuctem opraHis Mo6iyHi peakuit YacTtoTa

(MedDRA)

IHeKUiHI YCKNaaHEHHS CynepiHekLis, Lo BUHMKNA BHACNiA0K 6akTepianbHOi abo | YacTo
rPMOKOBOI PE3NCTEHTHOCTI, HANPUKNaz opasibHWIA abo
BariHaJlbHWIN KaHANL03M
3 60Ky KpoBi Ta AHewmisl, NeiiKoneHisi, HeMTPONeHis, TPOMBOLMTOMNEHIS, HeyvacTo
NiMhaTUYHOT CUCTEMU TpombounTEMIS, €03MHOMINIA, NOJOBXKEHHS
NMPOTPOM6IHOBOr0 Yacy/36inblieHHs MHB (MiXHapogHoro
HOPMani3oBaHOro BifHOLLEHHS)

MigBULLEHHA PIBHA NPOTPOMOIHY/3MeHLIeHHS MHB, [yxe pigko
arpaHy/iounTo3), NaHUMTOMEHIS

3 60Ky iIMYHHOI cucTeMu AnepriyHi peakuii (4us. po3gin «OcobnneocTi HeyacTo
3aCTOCYBaHHS»)
AHagpinakcis, BKNHYaoum pigkicHi BUNaaky Woky (Lo Pigko

3arpoXkye XXWUTTHO), aneprivyHnini HabpsK/ aHriOHEBPOTUYHNIA
HabpsK, BK/IKOUaoUM Habpsk ropTaHi (L0 NOTEHLiNHO
3arpoXye XnTTH) (AMB. po3gin «OcobnnBocCTi
3aCTOCYBaHHS»)




3 60Ky eH[JOKPUHHOI
cucTemMu

CurHApOM HeafleKBaTHOI CeKpeLil 4iypeTUUYHOro ropmMoHy
(SIADH)

Pigko

3 60Ky 06MiHY peyoBuMH Ta
XapuyBaHHS

linepninigemis
[ineprnikemis, rinepypukemis
"inornikemis, rinornikemivyHa Koma

HeuacTto
Pigko
[yxe pigko

MopyLeHHs Ncuxikn*

Peakuii TPMBOXHOCTI, NiABULLEHHSA NCUXOMOTOPHOT
aKTVBHOCTI/30Y IXeHHS

JMabinbHicTb HacTpoto, Aenpecis (Y piAKICHUX BUNagKax 3
MOXX/IMBOIO caMoarpecieto, Takok K CyiunaanbHi igei
/nymMKm abo cnpobu camory6ctea) (4UB. po3gin
«OCc06MBOCTI 3aCTOCYBaHHS»), raftouuHaLii, aenipin
[JenepcoHanisayis, MCUXOTUYHI peakLii (3 MOXINBOKO
camoarpecieto, Takor SK cyiynaanbHi igel/gymkmn abo
cnpobu camory6cTea) (AmB. po3ain «OcobmMBoCTi
3aCTOCYBaHHS»)

Heuacto

Pigko

[y>xe pigko

3 60Ky HepBOBOI cUCTEMU*

["0n0BHUIA 6iflb, 3aNaMOpPOYeHHS

MapecTesii/gu3ecTesil, NopyLeHHs cMaky (BK/HOYaroun
areBsito y pigKiCHMX BMMNagKax), CrnayTaHiCTb CBIAOMOCTI Ta
BTpara opieHTauiT, po3naau cHy (nepeBakHO 6E3COHHS),
Tpemop, BEPTUro, COHNMBICTb

MinecTesis, NOPYLUEHHSA HIOXY (BKNHOYAKOUN BTPATY HIOXY),
MaTonoriyHi CHOBUAIHHA, NOPYLUEHHSA KOOPAWHALLT
(BKNHOYAKOUM PO3/1aZ XO4M BHAC/IAOK 3anaMOpOoYeHHs abo
BEPTWro), CYAOMHI Hanaau 3 PisHUMU KNIHIYHMMK NposBaMu
(y Tomy umcni grand mal Hanagw) (auBe. po3gin
«OCc06MBOCTI 3aCTOCYBaHHSI»), MOPYLLUEHHS YBaru, po3naau
MOBJ/IEHHS, aMHe3is, nepugepryHa HeiponaTis Ta
noniHeponaris.

Mnepecresisa

YacTo
HevacTo

MooanHoKi

[yxe pigko

3 60Ky opraHiB 30py*

MopyLUeHHs 30py, BK/IKOYAKOUM AUMONIK0 Ta HEYITKICTb 30py
(ocobnmBo nig yac peakuii 3 6oky LIHC) (aus. po3gin
«OCc061MBOCTI 3aCTOCYBaHHS)

doToobist

TpaH3nTOpHa BTpaTa 30py (0CO6MMBO Mig Yac peakLiii 3 60Ky
LIHC) (ams. po3ainn «OcobnBOCTI 3aCTOCYBaHHS» Ta
«3[aTHICTb BN/AMBATY Ha LUBUAKICTb peakLii Npu KepyBaHHi
aBTOTPAHCNOPTOM ab0 IHLWMMU MexaHi3mMamMmn»), YBEIT Ta
GinatepanbHa rocTpa TpaHCiIFOMIHaLLS paigyXKu

HeyacTo

Pigko
[yxe pigko




3 60Ky opraHa cnyxy Ta [3BiH y ByXax, MOPYLUEHHS CNyXYy BKIHOYAKUM FNyXOTYy Pigko
NabipUHTHI NOpYyLUEHHS* (3a3Bnyali 060pOTHY).
3 60Ky cepua** MofoBxXeHHs QT-iHTepBany y NaLIeHTIB i3 rinoKanieMier0 Yacto
(ams. po3ginu «OcobNMBOCTI 3aCTOCYBaHHA» Ta
«[MpoTnNoKasaHHA»)
MopoBxeHHs QT-iHTepBany (AMB. po3ain «OcobnnBoCTi HeyvacTo
3aCTOCyBaHHS»), NOCU/IEHE CEPLEBUTTS, Taxikapais,
(hibpunALia nepeacepab, CTeHOKapis.
LLInyHOYKOBI TaxiapuTMmil, HENPUTOMHICTb (TO6TO roctpaTa | Pigko
KOpPOTKOYacHa BTpaTa CBiJOMOCTI)
HecneundiyuHi aputmii, «nipyeTHa» LWIYHOUKOBa Taxikapdia | Ay»xe pigko
(torsade de pointes), 3yrnuHka cepus (avB. po3ain
«OC06/MBOCTI 3aCTOCYBaHHS»
3 60Ky cyanH** Basoamnarauis HeuacTto
ApTepiasibHa rinepTeHsis, apTepiasibHa rinoTeHsis Pigko
Backynit [yxe pigko
3 60Ky AnxanbHOT cucTeMn, | 3aamiika (BKIHOUaKUM aCTMaTUYHUIA CTaH) HeuacTto
opraHiB rpyaHoi KniTku Ta
cepefoCTiHHSA
3 60Ky TpaBHOIo TPakTy HypoTa, 6ntoBaHHs, 6i/b Y XXMBOTI, Alapes Yacto
3HWKEHHS aneTUTy Ta 3MEHLLEHHS BXMBaHHSA 1Xi, 3arop, HeuacTo
aucnencis, natyneHyis, ractput, NiABULLEHHS PiBHSA
aminasm.
[ucdarisi, CToMaTuT, acouiioBaHUI i3 3aCTOCYBaHHAM Pigko
aHTMGIOTMKa KONIT (BK/IHOYAKUM NCEBAOMEMOPAHO3HNIA
KONIT, y PiAKICHMX B1MNaAKax acoLinoBaHWii i3 3arpo3MBumm
AN XUTTS yCKNagHeHHAMK) (ame. po3ain «OcobnmBocTi
3aCTOCYBaHHA»
3 60Ky neyiHKKM Ta MigBULLEHHSA PiBHA TpaHCcaMiHa3 YacTo
YKOBUYOBMBIAHWX LLNAXIB MopyLUEHHSA PYHKLIT NeYiHKX (BK/THOYa04YmM NifBULLEHHS HevacrTi
NAr (naktatgerigporeHasun)), NiABULLEHHS PiBHA 6iNipy6iHy,
nigsuvweHHsa T (ramma-rnytamin-TpaHcnenTtugasu),
NiABWLLEHHS B KPOBI PiBHA NY>HOT hocdaTasu
YKOBTAHMLS, renaTuT (NepeBaKHO X0NeCTaTUUHWNR).
®ynbMiHAHTHWIA renaTuT, WO NOTEHLiAHO MOXe npu3BecT | Pigko
[10 PO3BUTKY Hebe3neyHol A4/1s XXUTTA NeYiHKOBOT PigKicHi

HefoCTaTHOCTI (Y T. Y. 3 NeTa/lbHUM HacNigKoM) (AMB. po3ain
«OCc06MMBOCTI 3aCTOCYBaHHS)




3 60Ky LLKipK Ta Csepbix, BUCUNAHHS, KPOMNWB’AHKA, CYXiCTb LLKIipK HeuacTo
MiALIKIPHOT KTITKOBUHY Bynbo3Hi LWKIpHI peakLii, Taki AK CUHAPOM [y>xe pigko
CriBeHca-[I>KOHCOHa ab0 TOKCUYHWIA enifgepManbHUiA
HEKpPOoni3 (L0 NOTEHLINHO 3arpoXyTh XUTTHO) (AWB. pO3L4iN
«OC06/MBOCTI 3aCTOCYBAHHS»)

"oCTpwiA reHepani3oBaHUn eK3aHTEMATO3HMI MYCTYNbO3 YacTtoTa
(AGEP) HeBigoMa

3 60Ky CKefleTHO-MA30BO1 ApTpanris, mianris HeyvacTo

Ta Crosly4yHOi TKAaHUHU* TeHAMHIT (MB. po3ain «OcobMBOCTI 3aCTOCYBAHHSA), Pigko
NMOCMUKYBaHHS M’A3iB, CyJOMU M’A13iB, M’A30Ba CNabKiCTb
Po3puB cyxoxusb (auB. po3ain «OcobnmBocCTi [y>xe pigko

3aCTOCYBaHHSA»), apTPUTK, PUTIAHICTb M’A3IB, 3aroCTPEHHS
cumnTomie myasthenia gravis (ame. po3ain «OcobnnBocCTi

3aCTOCYBaHHS»)
Pabgomionis YacToTa
HeBigoma
3 60Ky HMPOK Ta [Jerigpatauis HeyvacTo
CEeYOBMBIAHWX LLUMAXIB MopyLeHHs PYHKLiT HUPOK (BK/TKOYaroun 36iMbLUeHHs a30Ty | Pigko

CEYOBMHM Ta KpeaTMHIHY NiasMu KpPoBi), HUPKOBa

HeloCTaTHICTb

3arasibHi po3nagn* 3aranbHa cnabkicTb (B OCHOBHOMY acTeHist abo Heuacri

BTOM/IHOBAHICTb), Bi44yTTa 60/t0 (BK/IHOYaoum 6inb y

nonepeky, rpyaHin Knitui, 6inb y KiHWiBKax, 601H04iCTb Y

MPOeKLiT Masioro Tasa), rineprigpos

Habpsik Pigko

Y pigKiCH/X BMNafgKax nicna NikKyBaHHA iHWMMK PTOPXiHONOHaMK 6y0 3apeecTpoBaHO Taki MOBIYHI peakLil, AKI Morau 6, MOX/IMBO, TaKOX CriocTepiratnucs npu

3aCTOCYyBaHHI MOKCU(IOKCAUMHY: MigBULEHHS BHYTPILIHbOYEPENHOro TUCKY (BKIHOYAKUM i4ionaTuyHy BHYTPILHbOYEPEnHY rinepTeHsito), rinepHaTpiemis,

rinepkanbLieMisi, reMoNiTUYHa aHeMis, pabaomioni3, peakuii hoToceHcHbinizauii (AnB. po3ain «OCco6NMBOCTI 3aCTOCYBaHHS»).

* [ly>xke pigkiCHI BUNagkn TpueannMx (40 MicAuiB abo poOKiB) iHBaNigM3yroumMx Ta NOTEHLINHO HE3BOPOTHUX CEPMO3HMX MOBIYHMX peakuii, Lo BNAMBalOTb Ha
[eKifnbKa, iHO4I MHOXWHHUX, CUCTEM OpraHiB (BK/KOYatouM peakuil, Taki fK TeHAWHIT, PO3pMB CYXOXWNNSA, apTpanrid, 6inb y KiHUiBKaxX, MOPYLUEHHS XOAMW,
HeBponartii, NOB’A3aHi 3 napecTesieto, Aenpecicto, BTOMOK, NMOPYLUEHHAM Mam’ATi, MNOPYLUEHHAMMW CHY i MOPYLUEHHAMWU CyXy, 30pYy, CMaKy Ta 3anaxy), 6ynu
3ahikcoBaHi y 3B’A3KY 3 3aCTOCYBaHHAM XIHOJ/IOHIB Ta (PTOPXIHOMOHIB Y AeAKUX BUMNALKaX, He3a/IeXHO Bif paHille ICHYHuUMX (haKTopiB pu3nKy (4MB. PO3Ain
«Oc06MBOCTI 3aCTOCYBAHHS).

** Y nauieHTis, AKi OTPUMyBaN PTOPXIHOMNOHK, NOBIAOM/IANOCA NPO BUMALKN aHEBPU3MMW Ta AMCEKLiT a0PTK, IHKOMM YCKaAHEHI pO3p1BOM (BK/THOUAKOUM NeTaslbHI
BMNaAKK), Ta perypritauii/HegoctaTHOCTI By4b-AKOro 3 KnanaHisB cepus (ave. po3ain «OcobnMBOCTI 3aCTOCYBaHHS).

[NoBigOMAEHHS NPO Nifo3ptoBaHi NObIYHI peakLLiT

MoBigOMNEHHA NpPO NiJo3proBaHi NOGIYHI peakuii nicng peecTpayii npenapaty € BaXIvBMMW. BOHWM [03BONAIOTbL MPOBOAUTU 6e3nepepBHUIA MOHITOPUHT

CMiBBIJHOLUEHHA MK KOPUCTIO Ta pU3MKaMK 3aCTOCYBaHHS NiKapCbKOro 3acoby. MpauiBHUKM CUCTEMU OXOPOHW 3[40POB’S MOBWHHI MOBIZOMNATM NPO OyAb-AKi




nifo3proBaHi NO6IYHI peakwii.

TepMiH NpUAATHOCTI. 3 pOKMK.

YMOBW 36epiraHHs.

36epirati B opuriHanbHili ynakosLi npy Temnepatypi He BuLe 25 °C

36epiratny HegOCTYNHOMY ANs AiTei MicLi.

YnakoBkKa.
Mo 5abo no 7, a6o no 10 TabneTok y 6nicTepi; No 1 6nictepy B nayli 3 KAPTOHY.

Karteropis Bignycky.
3a peuenTom.

Bypo6HUK.
MPAT «TexHonor».

Micue3HaxomkeHHS BUPOOHMKaA Ta afpeca MicLs NPOBafXKeEHHS MOro AisiNIbHOCTI.
YKpaiHa, 20300, Yepkacbka 06/1., MiCTO ¥ MaHb, Bynnus Ctapa npopisHa, 6yanHOK 8.



