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IHCTPYKUIA
AN MeIMYHOI0 3aCTOCYBaHHS NiKapCbKOro 3acoby

ATOBAKC®
(ATOVAX®)

Cknag:
Aitoya peyosmHa: MokcupnokcaumH (moxifloxacin);

1 TabneTtka, BKpUTa MN1iBKOBOK 060/I0HKOK, MiCTUTbL MOKCU(/IOKCALMHY TAPOXI0PUAY Y nepepaxyBaHHi Ha MOKcugiokcaumH 400 wr;

[OMOMI>KHI peyoBUHW: LeNt0103a MIKPOKPUCTaNiyYHa, HaTpito KpoxmManbranikonar (tun A), nosigoH K 29/32, marHito cteapat, nokputta Opadry 03F84827
POXKEBUIA™;

*Opadry 03F84827 poxxeBuia: rinpomenosa, Tutany giokeug (E 171), 3anisa okcug YepBOHUI (E 172), nonieTneHrnikonb, TabK.

JlikapcbKa thopma. TabneTku, BKPUTI NTIBKOBOK 060/I0HKOH.
OcCHOBHI (pi3MKO-XiMiYHI BNaCTUBOCTI: TabMETKMN, BKPUTI M1iIBKOBOI 060/I0HKOH, POXKEBOTI0 KO/IbOPY, KancynoBUaHOT popmMu, rnafki 3 060X CTOPiH.

dapmakoTepaneBTMUHa rpyna. NMpoTumikpobHi 3aco6u Ans CUCTEMHOMO 3aCTOCyBaHHA. AHTUOaKTepianbHi 3acobu rpynu XiHonoHis. Kog ATX JO1IM Al4.

dapmakosoriyHi B1acTmBOCTI.
dapmakogHamika.

MexaHi3Mm il
In vitro mokcudgnokcauuH eheKTUBHWIA OO0 6araTboX rpaMmno3MTUBHMX Ta rPaMHEraTMBHNX MIKPOOpraHi3miB. baktepuumaHa ais MoKcugnokcauuHy o6yMoBneHa

IHribysaHHamM 060x Tunis Il Tonoisomepasu (AHK-ripasa Ta Tonoisomepasa V), He06XiAHUX 415 peniikauil, TpaHCKpULiT Ta BigHOBMeHHS 6akTepianbHOT JHK.
BBaxaloTb, W0 3a1MWOK C8-MeTOKCU CNpUsiE aKTUBHOCTI Ta MOCNab/IHoE CeNneKuito Pe3NCTEHTHUX MYTaHTIB rpaMno3nTUBHMX GakKTepii NOPIBHAHO i3 3a/IMLLKOM
C8-H. HasBHICTb BEIMKOro AULMKN0aMIHOBOr0 3a/IMLLIKY B NOMOXKeHHI C-7 3anobirae akTMBHOMY BiATOKY, NOB’i3aHOMY 3 reHaMmn NorA abo pmrA, sKi BUSBNEHO
Y AeAKNUX rpaMno3nTUBHUX GakKTepil.

dapmakognHaMiyHi AOCNIKEHHS BKa3ytOTb Ha Te, L0 MOKCU(IOKCALUMH Ma€E 3a/eXHy Bif KOHUEHTpaUil 6akTepuunaHy akTUBHICTb. MiHiManbHi 6akTepuumAaHi


mailto:

KoHueHTpauii (MBK) 3a3Buyaid, BignoBifaoTb MiHiManbHUM iHFiBYOUMM KOHUeHTpauism (MIK).

Bnave Ha KALWKOBY (h10pY Y NKOANHM

Y [BOX LOCNIIKEHHSAX 3a Y4acTHo [406pOoBO/bLIB MiCNA NePOPasIbHONO 3aCTOCYBaHHA MOKCU(IOKCALMHY BiA3HAYINCS HMDKUYEHaBEAEHI 3MIHW Y KULLKOBIN (hiopi.
3HmXKyBanacs Kinbkictb E.coli, Bacillus spp., Enterococcus Ta Klebsiella spp., a Takox aHaepo6iB Bacteroides vulgatus, Bifidobacterium spp., Eubacterium Ta
Peptostreptococcus. CrniocTepiranocs niABULLEHHS KifbKOCTI Bacteroides fragilis. KinbKiCTb BKaszaHMX BULLE MIKPOOpraHi3MiB noeptanacs y Mexi Hopmu
YMPOAOBX ABOX TUXKHIB.

MexaHi3M Pe3NCTEHTHOCTI

MexaHi3MM  Pe3nUCTEHTHOCTI, 3a PaxXyHOK SKMX IHaKTUBYHTbLCS MEHILMNIHN, LedanocrnopmHm, aMiHOMNIKO3UAN, Makponign i TeTpaumkiiHi, He BMAMBAKOTL Ha
aHTnbakTepiasibHy e()eKTUBHICTb MOKCU(IOKCAUMHY. IHLII MeXaHi3MM Pe3UCTEHTHOCTI, Taki AK 6ap’epy NPOHMKHEHHS (nowmnpeHi y Pseudomonas aeruginosa) Ta
MexaHi3MW BIATOKY, MOXYTb BMNIMBATW HA YYT/IMBICTb [0 MOKCU(IOKCALMHY .

dopmyBaHHS PE3NCTEHTHOCTI [0 MOKCU(IOKCaUMHY in vitro crnocTepiraiv SiK MOCTYNOBWIA NPOLEC, SKWIA Monfdrae B TOYKOBMX MyTauisx o6ox Tunis I
Tonoizomepasn, AHK-ripasn Tta Tonoizomepasn V. MoKcUIOKcauMH € cnabkum cybcTtpatom A/i9 MexaHi3MiB akTMBHOIO BIATOKY Y rpaMro3vTUBHUX
MIKPOOpraHi3mis..

CnocTepiraetbCcs nepexpecHa PesncTeHTHICTb 3 IHWMMKU (TOopXiHOMOHaMKU. OfHaK, OCKiNbKM MOKCU(IOKCAUWH IHri6ye 06mnasi Tonoizomepasm Il ta IV 3i cxoxotro
aKTUBHICTIO AEAKMX FPpamno3nTUBHUX BaKTepii, Li 6aKTepii MOXYTb OYTW PE3UCTEHTHUMM [0 IHLLIMX XiHOMNOHIB, afne YyTAMBMMI 0 MOKCU(IOKCALMHY .
KOHTPO/IbHI TOYKK

Tabnuuqa 1
KniHiuHi MIK Ta KOHTPO/MbHI TOYKM AMCKOBOT Andysii ans mokcudgnokcaumHy (01.01.2011) 3a gaHumm EUCAST (€BponencbKuini KOMITET i3 TeCTyBaHHS
aHTUMIKPOBHOI YyTIMBOCTI )

MikpoopraHi3m YyTnunenii Pe3NCTEHTHWI
| | |
Saphylococcus spp. <0,5wmr/n >1wmr/n
3 24 Mm <21 mMm
|
S. pneumoniae <0,5mr/n > 0,5 mr/n
3 22 MM <22 MM
|
Sreptococcusrpynu A, B, C, G <0,5mr/n > 1wmr/n
3 18 Mm <15MMm
|
H. influenzae <0,5mr/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
]
KOHTPO/IbHI TOUKM, He MOB’ A3aHi 3 Bugom*< 0,5 mr/n > 1wmr/n
| |




* KOHTPOMbHI TOYKW, He MOoB'A3aHi 3 BWMAOM, Oy/nM BWM3HAYEeHi TOMOBHUM YMHOM Ha MNifcTaBi  faHUX
(hapMakoKiHeTUKW/(hapMakoAMHaMiKM Ta He 3anexaTb Bif nowwupeHHs MIK cneundiyHux sugis. Ll paHi
BYKOPWUCTOBYHOTb TiflbKM LLOAO BUAIB, AKUM He HafaBa/lM KOHTPO/bHUX TOYOK 3a OKPEMUMMW BUAAMM, Ta He
BYKOPWCTOBYIOTb LLOA0 BUAIB, Y AKUX IHTEpPRpeTaLiiiHi KpuTepii NignsaraloTb BUSHAYEHHIO.

MiKpob6ionoriyHa YyTamBiCTb

UYacTota HabyTOi PesUCTEHTHOCTI MOXe 3MIHIOBATUCA 3a/1eXKHO Bif, reorpa@ivyHoro posrallyBaHHA PerioHy Ta MPOTAroM 4acy, BM3HAYeHOro A8 NeBHUX BUAIB
MiKpoopraHismiB. bakaHO mMaTu JOCTyn A0 iH(opmauil Woa0 N0oKabHOT Pe3NCTEHTHOCTI MIKPOOPraHiaMiB, 0CO6/IMBO MPY NiKyBaHHI TSHXKKMUX iH(EKLi. Y pasi
HeoOXiAHOCTI Cif, 3BepTaTMCA 3a KOHCY/bTalieto A0 eKcrnepTa 3 NTaHb aHTUBIOTUKOPE3UCTEHTHOCTI, KON MicLeBe [OMiHYBaHHA Pe3VCTEHTHOCTI BUABMSAETHLCA
HaCTINIbKN CUIbHUM, L0 BMNIMB NTIKAPCbKOr0 3aC06y LLIOHalMeHLLUEe Ha AesKi BUAW IHDEKLINHMX 30YAHVKIB 3a/IMLLIAETLCS Nif CYMHIBOM.
YyT/msi Buan

AepoOHi rpaMno3nTMBHI MiKPOOPraHi3aMu

Gardnerellavaginalis

Saphylococcus aureus® (YyTAnBUIA A0 METULMUIHY)

Streptococcus agalactiae (rpyna B)

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

Sreptococcus pneumoniae*

Streptococcus pyogenest (rpyna A)

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

AepoOHi rpaMHeraTMBHiI MiKpoopraHiamm

Acinetobacter baumanii

Haemophilus influenzae*

Haemophilus parainfluenzae*

Legionella pneumophila

Moraxella (Branhamella) catarrhalis*

AHaepoOHi MIKpoopraHiamu

Fusobacterium spp.

Prevotella spp.

IHLWIi MiKpoopraHiamu

Chlamydophila (Chlamydia) pneumoniae*

Chlamydia trachomatis*

Coxiella burnetii

Mycoplasma genitalium

Mycoplasma hominis

Mycoplasma pneumoniae*

Buan, aKi MOXKYTb HabyBaTUN PE3UCTEHTHOCTI

Aepo6Hi rpaMno3nTMUBHI MiKpOOpraHiamu

Enterococcus faecalis*




Enterococcus faecium*

Saphylococcus aureus (METULUITHPE3UCTEHTHNIA)*
Aepo6Hi rpaMHeraTmBHI MiKpoopraHiamm
Enterobacter cloacae*

Escherichia coli*#

Klebsiella pneumoniae* #

Klebsiella oxytoca

Neisseria gonorrhoeae* +

Proteus mirabilis*

AHaepPOOHI MIKPOOPraHi3mu

Bacteroides fragilis*

Peptostreptococcus spp.*

Pe3ncTeHTHI Buan

Aepo6Hi rpaMHeraTuMBHi MiKpoopraHiamm

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

#lliTamu, sKi BUpOo6/1st0Tb ESBL, € 3a3BMyail pesncTeHTHUMKN 40 PTOPXiHOMOHIB.
*oKa3HUK pe3ncTeHTHOCTI > 50 % B OfHili a60 BifbLUe KpaiH.

dapmakoKiHe TVKa.

BCMOKTYBaHHS Ta 6i040CTYMHICTb

Mpw nepopasibHOMY NPUIAOMI MOKCU(IOKCALMH LLIBUAKO Ta Maike NOBHICTIO BCMOKTYETbCA. ABCOMOTHA 6I0J0CTYMHICTL focarae maike 91 %.

Y pasi 3acTocyBaHHSi 0AHOpPa3oBMx [03 50-800 mr Ta fo60oBMXx A03 600 mr npoTtarom 10 Ai6 hapMakoKiHETWKA € NiHINHOK. PiBHOBaXHWIA CTaH A0CAraeThCA
MpOTArom TpbOX AHiB. Iicna npuitomy nepopasibHOT fo3n 400 M MakcUMasibHa KOHLEHTpauis B KpoBi (Cygx) AocAraetbes npotarom 0,54 roguH i CTaHOBUTD

3,1 Mr/n. MakcmMasibHa Ta MiHiMaslbHa M1a3mMoBi KOHLEHTpaLii B piBHOBaXXHOMY cTaHi (400 mr 1 pa3 Ha fo6y) ctaHoBnsATe 3,2 Ta 0,6 Mr/n BignoBigHo. Y
PIBHOB&XXKHOMY CTaHi eKCro3uuis y Mmexax iHTepsasy f03yBaHHA Maibke Ha 30 % BWLLA, HXX MiCNA 3aCTOCYBaHHA NepLUOT LO3W.

Po3nogin

MokcundokcaumH LWBUAKO PO3MNOAINAETLCA B eKCTPaBacKy/NspHOMY MNPOCTOpI, Micns 3actocyBaHHA Ao3v 400 Mr njowa nig ¢apMakoKiHETUYHOK KPYBOHO
«KOHLeHTpauis—4ac» (AUC) ctaHoBUTb 35 MKr/n1. O6’em po3noginy B piBHOBXXHOMY CTaHi JOPIBHIOE 2 /I/Kr. SIK BCTAHOB/IEHO B EKCMEPUMEHTAX iN Vitro 1a ex vivo,
3B’ A3yBaHHA 3 6ifIKamy NnasMy KPoBi CTaHOBUTL NPU6n3HO 40-42 % Ta He 3aNeXuTb Bif, KOHUEeHTpauil npenapaTty. MoKcugioKcaumH 38’ A3yeTbCA B OCHOBHOMY 3
a/ibOYMIHOM Yy M1a3Mi KpoBi.

Tabnuud 2
MikoBa KOHLEeHTpaLif (cepefiHe reoOMeTpUYHe) Mic/iA NepopasibHOro NPMnoMy 04HOPa30BOT 403U MOKCUdokcauuHy 400 mr
TKaHWHa KoHueHTpauis MicLeBuii piBeHb — piBEHb Y
nnasmi KpoBi

Mna3ma 3,1 mr/n -




CnnHa 3,6 mr/n 0,75-1,3
BmicT nyxups 1,61 mr/n 1,71
CnunsoBa 060/10HKa 6POHXIB 5,4 mr/kr 1,721
ANbBEONAPHI Makpodaru 56,7 mr/kr 18,6-70,0
PiavHa enitenianbHOT BUCTINKK 20,7 mr/n 5-7
"aiMopoBa MOPOXKHMHA 7,5 mr/kr 2,0
ETmOiganbHi nasyxu 8,2 Mr/kr 2,1
Ha3sanbHi noninu 9,1 mr/kr 2,6
IHTepCTULiaNIbHA pPignHa 1,02 mr/n 0,8-1,423
DKiHOui cTaTeBi opraHu® 10,24 mr/kr 1,724

* BHYTpPILUHbOBEHHE 3aCTOCYBaHHA 0AHOPa30BOT 03K 400 Mmr.
110 rouH nicns BBeAEHHS.
2 BinbHa KOHLIeHTpaLlis.
3 Big 3 8o 36 roguH nicns BBeAeHHS A03W.
4B KiHLi THdy3iT.

MeTabonism

MokcudnokcauumH nignsarae 6iotpaHchopmadii 1 dasm i BUBOAMTLCA 3 OpraHiaMy HUpKamu, a TakoxX i3 (heKanisiMmn/HKoBYHO K Y HE3MIHEHOMY CTaHi, TaK iy BUrnsgi
HeakTMBHMX MeTaboniTie: cynbocrnonyk (M1) i rnokypoHigis (M2). M1 ta M2 Mikpo6ionoriyHo HeaktusHi. Mig 4Yac LOCNIMKEHb N Vitro Ta KNIHIYHKX
pocnimkeHb asu | He cnocTepiranocs MeTaboniyHOT PapMaKOKIHETUYHOT B3aEMOAIT 3 IHWIMMKM NpenapaTtaMu, 3afisHumn y 6ioTpaHchopmalii dasu | 3a yyacTio
(hepmMeHTIB cucTemu LMTOXpomMy P450. O3HaKN OKMCHIOBA/IbHOTO MeTaboni3My BIACYTHI.

BuBefeHHA 3 opraHiamy

Mepiog HaniBBMBEAEHHS NpenapaTty CTaHOBUTb NPM6/n3HO 12 roguH. CepeaHiii 3aranbHUIA KipeHe nicnsa BBefdeHHS 400 Mr CTaHOBMTL Big 179 fo 246 mn/XB.
HWpKoBWiA KNipeHC CTaHOBUTL NPU6aM3HO 24-53 MN/XB Ta CBigYMTb NPO YaCTKOBY KaHa/lbLeBy peabcopbuito npenapaty 3 HUPOK. Micna npuitomy gosm 400 mr
BMBEAEHHS i3 ceyeto (67m3bKo 19 % — nikapcbKuid 3acib y HeaMiHeHOMY BUrnagi, 6am3bko 2,5 % — M1 T1a 6nm3bko 14 % — M2) Ta kanom (61m3bko 25 % —
NiKapcbKniA 3acib y HeaMiHeHoMy Burnagi, 6nmsbko 36 % — M1 Ta BIACYTHICTb BMBeAEHHS Yy BUrNaai M2) 3aranom cTaHOBWMNO 61mM3bKo 96 %. CynyTHe
3aCTOCYBaHHA paHiTUAMHY Ta NpobeHeLnay He 3MiIHIOE HUPKOBUIA KNipeHe npenapary.

dapmakoKiHeTHKay pi3HMX rpyn nayieHTiB.

MauieH TV NiTHBLOrO BIKY Ta MNauieH TN 3 HU3bKOK Macok Tina

Y 300p0BUX AOOPOBO/ILLIB i3 HU3bKOK Macoto Tina (30Kpema Yy XIHOK) Ta 'y 340p0BUX L06POBO/bLIB IITHLOrO BiKy COCTEPIrasv BULLY KOHLEHTpaLito npenapaTy
B N/1a3Mi KpOBI.

HupkoBa HelOCTATHICTb

He BMSABNEHO ICTOTHUX 3MiH (PapMaKOKIHETMKM MOKCU(IOKCAUMHY Y NaLieHTIB i3 NOPYLIEHHAMMW QYHKLIT HUPOK (BKIKOYAKOUM NaLEHTIB i3 KIPEHCOM KpeaTUHIHY




> 20 Mn/xB/1,73 M2). OcKinbKu (DYHKLI HAPOK 3HUXKYETbCS, KOHLEHTpaLlis MeTabonity M2 (FoKOpOHiay) 36inbliyeThcs 40 MOKasHMKa 2,5 (y nawieHTiB i3
KnipeHCcoM KpeaTuHiHy < 30 Mn/xe/1,73 m2).

MopyLUEHHS (PYHKLIT NeYiHKK

3a faHnuMu gocnimkeHb hapMakoKiHETUMKM, SKI NPOBOAMIN 3a YYaCTHO MauieHTIB i3 NeviHKOBOK HefocTaTHICTHO (knacu A-C 3a Knacudikauieto Yainnga-'to),
HEMOXX/IMBO BU3HAYUTU, YN € Pi3HMLA MOPIBHAHO 3i 340POBMMM A0OPOBONLUAMK. TOpyLLEHHSA QYHKLIT NeviHKK 6yno NoB’s3aHe 3 Gifblioto gieto M1y nnasmi
KpOBI, TOAI AK Aif BUXIAHOT NiKapCbKOT pevyoBUHK 6yna NOPIBHAHHOK 3 Ai€l0 Y 340p0oBMX [006POBO/bLIB. [OCTaTHLOrO AOCBiLY KNIHIYHOIO 3aCTOCYBaHHA
MOKCU(IOKCALMHY ANs NiKyBaHHA NALiEHTIB i3 NOPYLUEHHAMWN PYHKLIT NEYIHKN HeMaE.

KniHiYHI XapaKTepuUcTnKM.
Noka3aHHA.
NiKyBaHHA HVXYeHaBeAeHUX GakTepiaslbHUX iH(eKUin, CNPUYMHEHNX YYTAMBUMU [0 MOKCU(IOKCALMHY MiKpoopraHismamu (4uB. po3giin «®apmakonoriyHi
BNacTMBOCTI», «OCOBNMBOCTI 3aCTOCYBaHHS» Ta «[106IYHI peakLii»), y nauieHTiB BikoM Big 18 pokKiB.
3a HacTynmHUMK MOKa3aHHAMU MOKCU(MIOKCALMH CNij 3aCTOCOBYBATU /IMLLIE TOAI, KOMN BBAXKAETLCA HEAOLINIbHUM BMKOPUCTAHHSA THLUMX aHTUOaKTepiasibHUX
3ac006iB, SKi 3a3BMYail PEKOMEHAYHOTb 415 NiKyBaHHS TakUX iHPEKLil:

e [ocTpuiA 6akTepiaslbHWIn CUHYCUT.

e 3aroCTpeHHs XPOHIYHOr0 06CTPYKTMBHOMO 3aXBOPHOBAHHS fIereHb, BKIKOYaKUM GPOHXIT.
3a HacTYMHUMM MNOKa3aHHAMW MOKCUIOKCAUMH CNif Npu3HavaTy TifbKW TOAi, KOMW 3acTOCYBaHHS IHLIMX aHTMOGaKTepiaNbHUX 3aco6iB, SKi 3a3Buuali
PEKOMEH/YIOTb 1151 NOYATKOBOI 0 NiKyBaHHS HubKYe3a3HaueHUX iH(eKLin, € HefoLiNlbHUM, ab0 KON BKa3aHe /liKkyBaHHS 6y/10 Hee(eKTUBHUM:

HerocnitanbHa MHEBMOHis, 3a BUHATKOM HErocnitasibHOI MHEBMOHIT 3 TSXXKUM nepebirom.

3ananbHi 3aXBOPKOBaHHSA OpraHiB Masoro Tasa /IErkoro Ta CepeiHboro CTyneHs TSHXKKOCTI (BK/IOUa0UM iHDEKLiHE YpaXKeHHS! BEPXHbOTO BiAdiny cTaTeBol
CUCTEMU Y XKIHOK, Y TOMY YMCAi CanbMiHFIT Ta eHAOMETPUT), He acouilioBaHMX 3 Ty6ooBapiaslbHMM abcuecoM abo abcuecamu OpraHiB Masioro Tasa.
TabnetoBaHa popMa MOKCU(IOKCALUHY HE PEKOMEHAYETbCA A/ 3aCTOCYBaHHA AK MOHOTepanis npy 3anajbHUX 3aXBOPHOBAHHAX OPraHis Maaoro Tasa
MOMIPHOTO Ta CepeAHbOro CTYMeHs TSKKOCTI, aie MOXKEe 3aCTOCOBYBATUCA (3a BUHATKOM MOKCU()IOKCAUMHPE3NCTEHTHUX wTamiB N. gonorrhoeae) B
KOMGiHaUii 3 iHWMMK BigNOBIAHUMW aHTUGaKTepianbHUMK 3acobamu (Hanpukniag, LedanocnopyMHammn) yepes 3pocTatody Pe3nCTeHTHICTb Neisseria
gonorrhoeae 10 MOKCU(IOKCaUMHY (AWB. po34inn «PapmakoiorivHi BlacTMBOCTI» Ta «OCO6/IMBOCTI 3aCTOCYBaHHSA»).
TabnetoBaHy (hopMy MOKCU(IOKCALMHY MOXHa 3aCTOCOBYBAaTM ANl 3aKiHYEHHS Kypcy NiKyBaHHS, B SIKOMY CTapTOBa Tepanisi napeHTepaibHOH (OPMOLo
MOKCU(NOKcaLMHy 6yna edyeKTUBHOLO | Oyna npu3HayeHa 3a TakMMM NoKasaHHAMU:
- HerocniTtajibHa NHeBMOHis;
- YCKnafiHeHi iH(eKUiT WKipy Ta NigWKIpHUX CTPYKTYP.
TabnetoBaHa (hopma MOKCU(NIOKCALMHY He PeKOMEHAYETLCA 4J1 CTApTOBOr0 NiKyBaHHA Oy Ab-AKMX IHPEKLA WKipK Ta NigLWKIPHUX CTPYKTYP abo Y pasi TAKKOro
nepebiry HerocniTasbHOI MHEBMOHIT.
Cnip 3BepHY TV yBary Ha oiLiiHi iIHCTPYKL,iT 3 HAIEXXHOT 0 3aCTOCYBaHHA aHTMOaKTepiaslbHUX 3aco0iB.

lMpoTnnoKasaHHA.
- TigBuruieHa YyTIMBICTb A0 MOKCUMIOKCALUHY ab0 A0 iHWNX XiHOMIOHIB UM A0 OYAb-SKOT3 AOMOMIXHUX PeYOBUH npenapary.
- BariTHicTb a60 nepiof rogyBaHHs rpyaato (4MB. po3ain «3acTocyBaHHS y Nepio BariTHOCTI abo rofyBaHHS rpyaato»).



- Bik go 18 pokis.

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

Y npoueci AOKNIHIYHMX 1 KAIHIYHUX A0CNIMKeHb MNIiCisS 3aCTOCYBaHHA MOKCU(IOKCaLMHY CnocTepirainca 3miHW B eneKTpoisionorii cepus y Burnagi
NofOoBXeHHS iHTepsany QT. ToMy 3 MipKyBaHb 6e3Mneky npenapat NPOTUNoKasaHo NawieHTam i3:

- BPOMPKEHWM abo fiarHoCTOBaHUM HabyT1M NOLOBXeHHSM iHTepBany QT;

- MOPYLUEHHAMU eNeKTPONITHOro 6anaHcy, 30Kpema Npu HECKOPUIoBaHil rinoKaniemii;

- KNiHIYHO 3HaYYyLL0H0 bpaanKapaieto;

- K/IHIYHO 3HaYYyLL00 CEpLIEBOO HEAOCTATHICTHO 3i 3HKEHO (PpaKLieto BUKMAY NIBOrO LWIYHOUKA,;

- CMMMNTOMATUYHUMM apUTMISIMU B aHaMHe3i.

MMpenapat He cnij 3aCTOCOBYBATN OJHOYACHO 3 IHLLUMMW NpenapaTamu, SKi NoAOBXYHTb iHTepBan QT (AMB. po3fin «B3aemogis 3 iHLWMMM NiKapCbKUMKU 3acobamu
Ta iHWIi BUAM B3aEMOAI).

Y 3B'A3Ky 3 0OMeXeHVMU KAIHIYHUMU [JaHUMK 3aCTOCYBaHHA MpernapaTty TakoX MPOTWUMOKasaHO nauieHTaM i3 MopyLleHHAMU (yHKUIT nediHku (knac C 3a
Knacudikauieto Yannga-I’' o) Ta nayieHTam i3 NiABMLLEHNM PiBHEM TpaHcaMiHa3 (y 5 pasiB BuLLEe BEPXHbLOI MeXi HOpMU).

B3aemogisi 3 iHLLIMMW NiKapCbKUMM 3ac06aMu Ta iHLI BUAW B3aEMOAINA.

B3aemogii 3 nikapCbKnummu 3acobamm

NikapcbKi 3ac06m, WO MOXKYTb NO40BXKYBATW iHTepBa QT

He MOXHa BUKIOUUTU agUTUBHUIA eDeKT MOKCUMIOKCALUUHY Ta iHLWIMX NiKAPCbKMX 3ac06iB, SKi MOXYTb CMPUYMHUTK NOLOBXEHHS iHTepeasly QT. BkasaHa

B3aEMOAiA 30iNbLUYE PU3NK PO3BUTKY LLTYHOUKOBUX apuTMild, BKNKOUAKOUM NipyeTHY LLIYHOUKOBY Taxikapgito (torsade de pointes). 3 Wi€l NPUYMHM 3aCTOCYBaHHSA

MOKCM({NOKCALMHY B KOMOIHaLIT 3 OYb-AKNM i3 H/XYe3a3HaYeHMX JTIKapPCbKMX 3aC00iB NPOTUNOKa3aHe (A1B. TaKOX Po3ain «[1poTUNOKa3aHH:»):

- aHTWapuTMIiYHI npenapaty Knacy IA (Hanpuknag, XiHigvH, rigpoxiHiavH, ansonipamin);

- aHTWapuTMiYHi npenapatu Knacy Il (Hanpuknag, amiogapoH, cotanon, godeTunia, ibyTunia);

- @HTUMCMXOTUYHI NpenapaTtun (Hanpuknag, MeHoTiasnHKW, NiMo3nga, CEPTUHAON, raoNepuaon, CynbToONpua);

- TPULMKNIYHI aHTULENPECAHTW;

- [esKi NpOTUMIKPO6HI 3acobu (cakBiHaBip, cnapgioKcauuH, epuTPOMILUH ANS BHYTPILUHbOBEHHOrO BBEAEHHS, NeHTaMignH, NPOTUMansapiHi npenapaTy,
30Kpema ranogaHTpuH);

- [edKi aHTurictamiHn (TepdeHaamH, acTeMi3on, Mi30NacTuH);

- IHWI (ym3anpug, BiHkamid 1V, 6enpuaunn, gudemaHin).

JlikapcbKi 3ac06u, L0 3HMXKYHOTb PiBEHb Kanito

MokcunokcaumH cnig 3 06epexxHICTIO Npu3HayaTh nalieHTam, SKi NpUIAMaroTb NpenapaTty, WO MOXYTb 3HMXYBATW PiBeHb Kanito (Hanpuknag, neTnboBi Ta

TiasngHi LIypeTuKKn, KIi3Mu Ta NMPOHOCHI 3acobu (y BMCOKMX [03ax), KOPTMKOCTEpOoian, amgoTepuumH B), abo npenapartu, Aif SKMX MOB’A3aHa 3 KIIHIYHO

3HauyLLIoH bpaanKapaieto.

NikapcbKi 3ac06m, WO MICTATH 6iBaneHTi abo TpuBaieHTHI KaTiOHN

Mix npuiioMOM npenapatis, fKi MiCTATb GiBaeHTi ab0 TPUBAIEHTHI KaTiOHW (TaKuMX SIK aHTauMAu, WO MICTATb MarHii Ui antoMmiHii, AuaaHo3nH y TabneTtkax,

CyKpanar Ta 3acobu, L0 MIiCTATb 3a/1i30 UM LUMHK), Ta MOKCU(IOKCALMHOM HEOOXIAHWIA iHTEepBa 6/1M3bKO 6 rofvH.




AKTWBOBaHE BYri/Ns

Mpw o4HOYaCHOMY 3aCTOCYBaHHI aKTMBOBAHOIO BYT NS i MOKCU(IOKCaLMHY nepopasibHOo Y A03i 400 Mr cucteMHa 6iooCTyNHICTb NpenapaTty 3HMXKYETbCA bifbLue
HiXK Ha 80 % BHaCNiOK NpUrHiveHHs horo abcopbuii. Y 38’ A3Ky 3 LM Of4HOYaCHE 3aCTOCYBaHHSA LMX 4BOX NpenapatiB He peKoMeHA0BaHe (3a BUHATKOM BUNaKiB
nepefo3yBaHHs, AMB. TaKOX po34in «llepefo3yBaHH:).

[NrokcuH

Micna 6araTopa3oBoro 3acTOCyBaHHA MOKCU(M/IOKCAUMHY Y 3[40p0BMX [A06POBO/bLIB cnocTepiranoca 36inblieHHA Cpgx AWFOKCUHY npubnnsHo Ha 30 % vy

piBHOBaXXHOMY cTaHi 6e3 Bnansy Ha AUC. OTxe, NoTpebn y 3anobidkHNX 3axogax npu CynyTHLOMY NPUIAOMI AUTOKCUHY HEMAE.

"niGeHknamif

MMig Yac gocnifmkeHb 3a yyacTio f06pPOBO/bLIB, XBOPUX Ha AiabeT, 04HOYaCHE 3aCTOCYBaHHSA MOKCUQIOKCaLUMHY NepopasibHO Ta rnibeHknamigy npu3soguio 40
3HVXKEHHSA KOHUeHTpauii rnibeHknamigy Ha nikoBoMy piBHI npn6sn3Ho Ha 21 %. KombiHauis rnibeHknamigy 3 MOKCUMI0KCaLMHOM TEOPETUYHO MOXKE NPU3BECTU
[0 HE3HAYHOI KOPOTKOTPUBASIOT rinepraikemii. OfHaK 3MiHW Y (hapMakoKiHETULI, SIKi cnocTepiranncs, He NPU3BOAUIN A0 3MiH (hapMakoAMHaMIYHMX napameTpiB
(piBEHb INHOKO3M B KPOBI, PiBEHb IHCY/iHY). TakMM YAHOM, KNiHIYHO peneBaHTHOI B3aEMOAIT MiXK MOKCU(IOKCALMHOM Ta rNibeHKNamioM He BUSIB/IEHO.

3MiHa 3Ha4YeHHs Mi>XHapOoLHOro HOpMai3oBaHoro BigHoLleHHs (MHB)

Y naujieHTiB, AKi OTpUMyBa/IN NepopasibHi aHTUKOArynsHTN Yy NOeAHaHHI 3 aHTUGaKTepianbHUMK NpenapaTaMu, B TOMY YucAi 3 (hTOPXiHONOHaMK, MaKposigamu,
TeTpauuKIiHammn, KOTPMMOKCA30/10M Ta JesKMMU LiethanocnopnHamu, Big3Ha4aIMCcs YNCAEHHI BUNAAKW NiABULLEHHA aHTUKOArynsaHTHOI akTUBHOCTI. daKTopamu
PU3MKY € IH(EKLiHI 3aXBOPrOBaHHSA (i CYMYTHIl 3anaibHWI NPOLLEC), NiTHIN BiK Ta 3ara/bHUIA CTaH NauieHTa. Y 3B’A3KY 3 MMM 06CTaBUHAMM BaXKO OLLIHUTHU, LU0
CNPUYMHSIE BIAXUIEHHA NoKasHMka MHB: iH(iKyBaHHS UM NiKyBaHHA. [ouibHUM MOXe 6yTW YacTilmiA KOHTponb MHB. Y pa3si Heo6XigHOCTI cnif npoBecTu
Ha/leXXHe KOpUryBaHHSA L0311 NepopasibHOro KoarynsHra.

PeyoBuHKM, AN Skux 6yna fosefeHa BIACYTHICTb KNIHIYHO 3HAUYMMOIT B3aEMOZIT 3 MOKCU(NOKCAUMHOM: paHIiTUAMH, KanblieBi f06aBKM, TeoMiniH, nepopaibHi
KOHTpaLUEenT1BK, LMKMIOCNOPUH, iTPakoHa3o/, MOpMiH Mpu napeHTepabHOMY BBEAEHHI, NpobeHeuma. LoOCnimKeHHs in vitro depmeHTIiB uutToxpomy P450 vy
NOANHW NiATBEPANN BULLe3a3HaveHe. OTxe, MeTabonivHa B3aeMOfist epe3 pepmMeHTH UmToxpomy P450 € ManoinmoBipHOLO.

B3aemogii 3 npoAyKTaMun XxapyyBaHHS

[N MOKCU(DNOKCALUMHY He BUSBNEHO KNiHIYHO 3HAUYMMUX B3aEMOZIN i3 MPOAYKTaMu XapuyBaHHS, BK/IHOUaOUM MOSIOYHI MPOAYKTW.

Ocob6MBOCTI 3aCTOCYBaHHSA.

Cnif, YHUKaTW 3aCTOCYBaHHA MOKCU(IOKCALMHY NalieHTaM, B aHaMHe3i SKUX BUHMKaN Cepio3Hi NoGiYHI peakuil BHACNIAOK NPUAOMY NiKapCbKUX 3acobiB, Lo
MICTATb XiHOOHM abo (PTOPXIHONOHWM (AMB. PO3Ain «[o6IYHI peakwii»). JlikyBaHHA TakMX NauieHTIB MOKCUMIOKCAUMHOM C/if PO3MOYMHATU TifIbKU Mpu
BIACYTHOCTI a/lbTepHAaTUBHWX BapiaHTIB NiKyBaHHS Ta Micns peTesibHOT OLIHKN CMiBBIAHOLEHHA KOPUCTL/PU3NK (AMB. TAKOX po34in «1poTUNOKa3aHHS»).
MepeBarn NikyBaHHS MOKCU(IOKCALMHOM, 0COONMBO Y BMNALKY HETSXKKMX IH(EKLiA, HeobXiAHO OuUiHoBaTK, Bepyyun 4O yBarn iHhopMauito, Sika MiCTUTLCS Y
LIbOMY pOo34ini.

MopoBXeHHs iHTepBanly OT . Ta KNIHIYHI YMOBW, 33 SKUX MOX/MBE NOAOBXEHHS iHTepBany OT .

Mpu 3acTOCYyBaHHI MOKCUIOKCALUMHY Y AeAKUX NauieHTiB MOXIMBe 36inblueHHs iHTepBany QT Ha enektpokapgiorpami (EKIM). AHani3 pesynbTtatis EKI™ nokasas,
O MOAOBXEHHA iHTepBany QT Npu 3acToCcyBaHHI MOKCU(IOKCALMHY CTaHOBMNO 6 MC + 26 MC (1,4 % MOpIiBHAHO 3 BUXIAHUM piBHEM). OCKIfIbKN Y XIHOK
MOPIBHAHO 3 YO/0BIKaMM Bif3Ha4YaeTbCA A0BLUMIA iHTepBan QT, BOHM MOXYTb OyTW 6iflbll YyTAMBAMMK A0 NpenapaTis, SKi NOA0BXKYOTb iHTepBan QT. MauieHTn
NITHBLOIO BiKY TaKOXX MOXYTb 0yTW 6iflbLL CAPUAHATAINBAMM 40 acoLiioBaHUX i3 MpenapaTom eqekTiB Wogo iHTepsany QT.

MayieHTaM, AKi NpuiiMatoTb MOKCUGIOKCALMH, Cif 3 06epeXHICTIO 3aCTOCOBYBATU MpenapaTtu, WO MOXYTb MPU3BECTM [0 3HMKEHHS PIBHA Kanito (AvB. po3ginu
«[poTMNOKa3aHH:A» Ta «B3aemofist 3 IHLIMMK NiKapCbKMMM 3ac06amu Ta iHLLI BUAW B3aEMOAIA»).




Cnif 3 06epeXHICTIO Mpu3HavaTy MOKCU(MIOKCALMH NaLieHTaM i3 TpMBaUYMMK NPOapUTMOreHHMMKN cTaHammn (0co6MBO NauieHTam NiTHLOMO BiKY Ta XKiHKam
MOJIOALLOrO BiKY), TaKMMK K rocTpa MiokapfiasibHa iemis abo nogoBXeHHs iHTepsany QT, OCKIiNIbKA Le MigBULLYE PU3UK PO3BUTKY LLTYHOUKOBUX apUTMIR,
BK/IHOYAKOUN MIPYETHY LUTYHOYKOBY TaxikapAito (torsade de pointes), i 3ynuHKK cepusa (AMB. po3ain «[poTunokasaHHsa»). CTyniHb NOLOBXEHHS iHTepBany QT
MO>Xe NiABMLLYBaTUCh i3 NiABULLEHHAM KOHUEHTpaLiT npenapaty. ToMy He Clij NepeBuULLYBaTN PEKOMEHOBaHY [03Y.

AKLLO Mifg Yac NikyBaHHSA NpenapaTom BUHMKAKTb CUMNTOMW apuUTMIT, CNif NPUIMHATI NiKyBaHHA Ta 3pooutun EKT .

MigBuLLEeHa YYTAMBICTb/aNepriyHi peakLii

3achikcoBaHO NpPO BMNaAKW PO3BMTKY FinepyyTAMBOCTI i anepriyHMX peakuiii Micns nepLuoro 3actocyBaHHS (hTOPXIHOMOHIB, BK/IOYaOUM MOKCU(IOKCALH.
AHa(inakTUuHi peakuii MOXyTb HabyBaTu (hOPMM HEOE3MEUHOr0 AN XKUTTA LWOKY HaBiTb MICNSA MEPLUOro 3acTOCyBaHHS Mpenapaty. Y BUNagkax KNiHIYHOro
MposBY TSHKKUX peakuiil rinepyyTiMBOCTI HEOOXiLHO MPUNUHUTM 3aCTOCYBaHHSA MOKCU(IOKCAUMHY Ta po3noyaTy BignosigHy Tepanito (Hanpuknag,
MPOTULLIOKOBY).

TKKI NOPYLLEHHS YHKLLIT NEeYIHKK

Mpw 3acTOCYyBaHHI MOKCU(IOKCALMHY NOBILOMAANOCA NPO BUMALKM PY/bMIHAHTHOIO renatuTy, Lo NOTeHLiINHO NPU3BOAWTL L0 NEYiHKOBOT HeAOCTATHOCTI Y T. Y.
3 NeTalbHUM Hacnigkom (AvB. po3fin «o6iuHi peakuii»). Y pasi BUHWKHEHHS CUMMTOMIB (DY/IbMIHAHTHOrO renaTtuTy, TakuMX SK acTeHis, WO LWBUAKO
PO3BMBAETLCA Ta CYMPOBOKYETLCSA XKOBTAHMLEID, TEMHOK CeYetd, CXUMbHICTI0O A0 KPOBOTeY abo NeyviHKOBOK eHLedanonarieto, nauieHTaMm peKoMeHAYeETbCs
MPOKOHCYNbTYBATUCA3 NiKapeM nepes TUM, SK NPOLOBXYBATH TiKyBaHHS.

Y pasi BUHUKHEHHSI CUMMTOMIB AUCHYHKLLIT NeYiHKM HeO6XiAHO NPOBECTU AOCNIIKEHHS (DYHKLIT NEYiHKN.

TsHKKI N0OIYHI peakLiT 3 60Ky LKipn

Mpn 3acToCyBaHHI MOKCU(IOKCALMHY NOBILOMAAAM NPO TSHXKKI NO6IYHI peakuii 3 BOKY LUKIpW, BKIKOYAKOUM TOKCUYHMIA enigepmanbHUii Hekponi3 (TEH, Takox
BiJoMMIn AK cuHgpom Jlarienna), cuHapom CriBeHca—[koHcoHa (CC/) Ta roCTpuil reHepanizoBaHUin eK3aHTemMaTo3HMin nycTynbo3 (FTEM), fki MOXyTb
3arpoXkyBaTy XXMTTIO ab0 NPU3BECTY [0 NIETa/IbHOIO HacniaKy (4vB. po3gin «ob6iuHi peakuii»). Mpn NpusHayYeHHI nayieHTX NoBUHHI 6yTU NPOIHPOPMOBaHI NPo
03HaKM Ta CUMNTOMMW TSHXKKUX NMOBIYHMX peakLiin 3 60Ky LUKipW Ta HeOOXi4HICTb peTeSIbHOro MOHITOPUHTY TX nossw. Mpu NosBi 03HaK Ta CUMNTOMIB, LLLO BKa3yHOTb
Ha Ui peakLii, 3aCTOCyBaHHA MOKCU(IOKCALUHY CANif, HEraiHO NPUMUHATK Ta PO3INAHYTU MOX/IMBICTb a/lbTEPHATMBHOMO NiKyBaHHA. AKLWO Yy nauieHTa nig vac
3aCTOCyBaHHS MOKCU(NOKCALMHY PO3BMHY/MaCb Taka cepilosHa peakuis sk CCL, TEH a6o ITEM, y »ogHomy pas3i He cnif MOHOBMKOBATW /iKyBaHHSA
MOKCU(IOKCALMHOM

MawieHTN, CXUAbHI 10 PO3BUTKY CYA0M

Bifgomo, WO XiHOMOHM MOXYTb CMPOBOKYBATW PO3BUTOK CYAOMHUX Hanagis. MokcudgiokcaumH cnig 3 06epeXHIiCTIO 3aCTOCOBYBaTW MalieHTaM i3 po3nagamu
LeHTpasibHOT HepBoBoi cucTemmn (LIHC) abo 3 iHWMMK (hakTopaMn pusmnKy, WO MOXYTb CMPUYMHUTM CYAOMHI Hanagu abo 3HWU3WUTWU CYAOMHWIA nopir. Y pasi
BUHWKHEHHS CYy0M HeOOXiAHO NPUNUHUTM 3aCTOCYBaHHS MOKCU(IOKCALMHY Ta BXXUTW BIAMOBIAHMX 3aX0fiB.

TpuBani, iHBaNiAN3YOYi Ta NOTEHLLINHO HE3BOPOTHI CEPNO3HI NOBIYHI peakLil

MoBigoMNANOCA NPO PO3BUTOK Ay>XKe PiAKICHUX TpuBaMX (MPOTAroM MicALiB abo pokiB), iHBaNiAMU3YHOUMX Ta MOTEHLINHO HE3BOPOTHUX CEPUMO3HMX MOBIYHMX
peakLiii, SKi BNAMBalOTb Ha Pi3Hi, abo iHOAI Ha AeKinbka CUCTEM OpraHiamMy NHOAMHK (KiCTKOBO-M'S130BY, HEPBOBY, MCUXiIYHY CUCTEMM Ta OpraHu 4yTTs), y
navuieHTiB, AKi OTPUMYBaIN XiHOMOHN Ta PTOPXIHONOHK, HE3ANIEXHO Bif IX BiKY Ta HasBHUX (PaKTOPiB pu3nKy. Mpun NosBi NepLunmx 03HaK abo CMMNTOMIB 6Yab-AKOi
Cepino3HOT NOGIYHOT peakLiii 3aCTOCyBaHHA MOKCUIOKCALMHY CNif HeraiHO NPUNMHUTY Ta 3BEPHYTMCA 3a KOHCY bTaLlieto 40 NiKaps.

MeputepnyHa HemponaTis

Y nauieHTiB, AKi OTPMMYyBasIM XiHOMIOHM ab0 (HTOPXIHOMOHW, PEECTPYBAIUCA BUMALKW CEHCOPHOI abo CeHCOMOTOPHOI NoniHelponaTil, Wwo npussoauna Ao
napecTesii, rinecrtesii, Am3ectesii abo cnabkocti. lMauyieHTam, fKi 3aCTOCOBYHOTb MOKCU(IOKCALMH, PEKOMEHLYETLCA MOBILZOMATM fliKap0 MPO PO3BUTOK
HaCTYMHUX CUMMTOMIB He/ponaTil: 6iflb, MeYiHHA, MOKO/KOBAHHSA, OHIMIHHA abo CNabKiCTb, NepLl HiXK MPOAO0BXKYBAaTK NiKyBaHHS, W06 nonepeanT BUHUKHEHHS
MOTEHLiHO HEO6OPOTHOI O CTaHy (AMB. Po3ain «MobGiYuHI peakuii»).




PeakLUil 3 60Ky NCKXIiKK
PeakLii 3 60Ky MCMXIKN MOXYTb PO3BMBATUCA HaBiTb NIC/A NEPLUOro 3acTOCYBaHHSA XiHOMOHIB, BK/KOYaOUM MOKCU(IOKCAUMH. Y piaKICHUX BUNagKax Aernpecis
abo MCUXOTMYHI peakuii NPU3BOAMIN 0O BUHWKHEHHSA CYTUMAa/IbHUX AYMOK Ta PO3BUTKY camoarpecii, 30Kpema cnpo6 camory6ctsa (avB. po3gin «lMobiyHi
peakuii»). Y pasi BMHUKHEHHSI Y nauieHTa TakKuX peakuiii HeobXigHO MPUMMHUTM 3aCTOCYBaHHS MOKCU(IOKCALMHY Ta BXWTK BiANOBIAHWMX 3aX0AiB.
PeKOMEH0BaHO 3 00EPEeXHICTIO Mpu3HayaT MOKCUQIOKCaUMH NauieHTaM, SKi CTpaKAaloTb MCMX03aMK, Ta NauieHTam, SKi MatoTb B aHaMHe3i MCUXiyHi
3aXBOPHOBAHHS.
[iapes, acoLLiioBaHa i3 3aCTOCYBaHHAM aHTUOIOTUKIB, BK/IHOYAOUU KONIT
Y 3B’A3KY i3 3aCTOCYBaHHSIM aHTUBIOTMKIB LUMPOKOro CNekTpa Ail, B TOMY YMCii MOKCUMIOKCALUHY, NOBIAOMAANOCA NPO BUHUKHEHHS aHTUBIOTMKACOLiioBaHOT
piapei (AAL) Ta aHTmbioTMKacouiioBaHoro konity (AAK), BKIKYakoum nceBaoMeMopaHO3HWUIA KOMIT | Aiapeto, acouinoBaHy 3 Clostridium difficile, ski 3a
CTYnNeHeM TSXKKOCTI BapitoloTb Bif, MOMIpPHOI fiapei A0 KOMITy 3 neTa/lbHUM HacnigKoM. TOMY BaXX/IMBO 3BaXKaTW Ha MOX/IMBICTb TaKOro fiarHo3y B NauieHTiB, y
AKUX Mif Yac abo nicna 3aCcToCyBaHHA MOKCU(/IOKCALMHY CMOCTEPIraeTbCA TAXKKA Aiaped. AKLLO MiJo3proeTbea un nigreepmpkyerbcd AAL a6o AAK, NiKyBaHHA
NPOTUMIKPOGHMUMY 3ac06aMK, BKIKOYAOUM MOKCU(IOKCALMH, Cig NPUMIUHWUTY Ta HeraiHo po3noyaTy BiANOBIAHI TepaneBTWUYHI 3axoau. Kpim uboro, HeobxigHo
BXWUTU HaIEeXXHUX CaHITapHO-enifgeMivYHMX 3aX0/iB 3 METOK 3MEHLLEHHS pU3KNKY Nepedadi iHdekuyii. MNpenapaTu, WO NPUTHIYYOTb NEPUCTaIbTUKY, MPOTMUNOKA3aHI
nauieHTam, y SIKUX CNocTepiracTbCs cepimosHa fiapes.
MauieHTN 3 TSHKKOHK MIaCTEHIEHD
MokcuokcaumH cnif, 3 06epeXKHICTHO 3aCTOCOBYBATM NaLjieHTam 3 MiaCTeHI€et0 rpaBic Y 3B’ A3KY 3 MOX/IMBICTHO 3aroCTPEHHS CUMMTOMIB.
TeHAMHIT Ta PO3pUBM CYXOXWU/b
TeHAWHITY Ta PO3PUBK CYXOXKWN/b (0CO6/IMBO axinIOBOro CyXOXKUNA, OfHaK He NnLLe Moro), iHOAI ABOGIYHI, MOXYTb BUHMKATW NPOTArom 48 rofnH Bif novatky
NiKyBaHHSA XiHONOHaMK Y1 PTOPXiHONOHaMKM abo HaBiTb Yepes3 Kiflbka MicALiB Micns NpUNUHeHHs Tepanii. MayieHT cTapLioro Biky abo i3 MopyLeHHAMU (yHKLIT
HMPOK Y 3 TPAHCNIAaHTOBaHMMIM OpraHaMu, a TakoX Ti, XTO NPUIAMatoTb KOPTUKOCTEPOIAW, MatOTh BULLMIA PU3NK PO3BUTKY TEHAMHITIB Ta PO3PMBIB CYXOXWU/b.
3BaXkatoun Ha e, CNif YHUKaTK 0fHOHaCHOr 0 3aCTOCYBaHHS KOPTUKOCTEPOIAiB i3 MOKCU(IOKCALMHOM.
Mpy nosBi NepLUnX 03HaK TEHAUMHITIB (Hanpuknag, 3anaieHHsa Ta HabpsK, WO CynpoBOMAKYETLCA 60/1eM) 3aCTOCYBaHHA MOKCUMIOKCALMHY CNif, NMPUNUHUTK Ta
PO3rNAHYTU aNbTePHATMBHE JiKYyBaHHA. YpaxeHy(-i) KiHLIBKY(-M) cfig NiKyBaTU HaleXXHUM 4YMHOM (Hanpwvknag, iMmo6inisauis). He cnif 3acTtocoByBaTty
KOPTUKOCTepOiAn Npn BUHNKHEHHI 03HaK TeHAWMHOMATIT.
AHeBpu3Ma/po3LuapyBaHHa aop Ty, perypriTauis/HefocTaTHICTb CepPLEBOro KnanaHa.
B enigeMionoriyHmx [JocnifeHHAX MNOBIAOMAANM MPO NIABULWEHUA PU3MK aHEBPU3MM Ta po3LllapyBaHHA aopTW, 0CO6/MBO Y Maui€HTIB NiTHLOrO BIKY, i
perypritauii aopTasibHOro Ta MITPaibHOr0 KnarnaHis Nicns 3acToCcyBaHHSA (PTOPXIHOMOHIB.
Bynv oTprMaHi NoBiJOM/IEHHSA NPO BUMNaKN aHEBPU3MU Ta PO3LUapyBaHHA aopTu, IHOAI YCKIaAHEHUX PO3PUBOM (BK/TIFOYHO 3 BUNALKaMU 3 NIET/IbHUM HaCcNiLKOM),
Ta NPO perypritayito/HeoCTaTHICTb OyAb-AKOro3 KnanaHiB cepus y nauieHTiB, AKi OTpUMyBaiv (hTOPXiHOMOHM (AMB. po3ain «IMobiuHI peakLii»).
OTXe, (PTOPXIHOMOHW CNif, 3aCTOCOBYBATU NNLLIE MICNA PETENbHOT OLIHKMN CMiBBILHOLUEHHA KOPUCTL/PU3NK Ta PO3INALY IHLLNX MOX/IMBUX BapiaHTIB fliIKyBaHHSA Y
nawuieHTiB 3 aHEBPU3MOKO aOPTU YN BPOPKEHOO BaZlOH0 CEpPLEBOro KaraHa B aHaMHe3i, abo y nauieHTiB, AKi MaloTb aHeBpU3My Ta/abo posLlapyBaHHSA aopTu Y
3aXBOPOBAHHSA CepLIEBOro KanaHa, a TakoX iHLi YAHHUKM pu3nKy abo CTaHu, Lo CPUsOThL IXHbOMY PO3BUTKY:

- K 4na aHeBpu3MWU/po3LLapyBaHHA aopTu, Tak i AN1d perypritayii/HeoCTaTHOCTI CepLeBoro KnanaHa (Hanpuknag, Taki 3axXxBOpPrOBaHHS CMOMY4YHOT TKaHUHN

AK cmHapoM MapdaHa abo cyanHHUin cuHapom Enepca—[aHnoca, cuHapoM TepHepa, XBopoba bexyeTa, rinepToHis, peBMaToigHNIA apTpuUT);
- 019 aHeBpU3MMK/po3LlapyBaHHA aopTu (Hanpuknag, Taki 3aXBOPKOBaHHA CYAWH fK apTepiiT Takascy abo riraHTOKMITUHHWIA apTepiiT, abo BifOMWiA
aTepocksiepos, abo cuHapom LerpeHa);

- [N perypritauii/HeaocTaTHOCTI CepLeBOro KnanaHa (Hanpuknagd, iHPeKUiMHWn eHaoKapamT).

Pr3nK aHeBpu3MuK/po3LuapyBaHHA aopTy Ta TXHili po3prB MOXe By TKW NiABULLEHUM Y NaLieHTIB, AKi 04HOYACHO NPUIAMatOTb KOPTUKOCTEPOIAN.




Y pasi BUHUKHEHHS Pi3KOro abaomiHasibHOro 6010, 6010 Y FpyAsx abo CNUHI NauieHTam CAif HeraiHo 3BepPHYTMCA 3a HEBIAKNAAHO MeAMYHOK A0MOMOrOH.
MauieHTam cnig peKoMeHAyBaTV HeraiHo 3BepTaTuCs 3a MeM4YHOK LOMOMOro Y pasi NosBM roCTPOi 3a4MLWKKM, HOBOTO Hanagy cepuebuTTs, HabpsKy XunBoTa abo
HVKHIX KiHLIBOK.

MauieHTV 3 NOPYLUIEHHAMUN PYHKLTT HAPOK

Cnig 3 06epeXxHICTHO 3aCTOCOBYBATW MOKCU(IOKCAUMH MalieHTaM NiTHbOro BiKY 3 po3nafaMu QYHKUIT HUPOK, SIKWO BOHWM He CMPOMOXHI NiATpMMYyBaTy
afleKBaTHWI NPUIAOM PiANHN, OCKINIbKMA 3HEBOAHEHHSA NiABULLYE PU3NK BUHUKHEHHS HPKOBOT HEA0CTATHOCTI.

IMopyLleHHs 3 6OKY OpraHiB 30py

AKWO CnocTepiracTbCa MOripLIEHHS 30py ab0 IHLWIWIA BNIMB Ha OpraHn 30py, CNif HeramHo 3BEPHYTUCS A0 Nikaps-ofTanbmonora (AUB. po3finn «3OaTHICTb
BM/IMBATU Ha LUBUAKICTb peakuil npy KepyBaHHi aBTOTPAHCMNOPTOM ab0 3 IHLIMMKN MexaHi3maMm» Ta «106iYHI peakLii»).

Aucrnikemis

AK | npn 3acToCcyBaHHI BCIX (NTOPXIHOMIOHIB, NPW 3aCTOCYBaHHI MOKCU(IOKCALMHY CMNOCTepIirannuca BiAXWIEHHA Bif HOPMMW MOKa3HMKIB T/IOKO3N B KPOBI,
BKJ/1KOYAOUM TIMOrNIKEMItO Ta rinepriikeMito (4uB. po3ain «MobivHi peakuii»). Cepep nayieHTIB, AKi 3aCTOCOBYBa/I MOKCUIOKCAUMH, AUCTNiKEMIS po3BMBaiacs
NnepeBaXKHO Yy MauieHTIB NITHLOrO BiKY, XBOPUX Ha [iabeT, AKi OTPMMyBa/iM CYNyTHIO Tepanito nepopasibHAMKU TinornikeMiYyHUMK NiKapCbKUMK 3acobamu
(Hanpvknag, cynbOoHiNcevoBmnHa) abo IHCY/TIHOM.

3ahikcoBaHO BUMNafKu rinornikemiyHoi Komu. s nawieHTiB i3 fiabeToM peKoOMeH0BaHe PeTe/lbHe CMOCTEPEXKEHHS PIBHS MNHOKO3M B KPOBI (AUB. po3ain «1o6iyHi
peakuii»).

MpodinakTnka peakLin hoToceHcmbinizauii

Mpn 3acTocyBaHHI XIiHOMOHIB Y MNauUieHTIB Big3Ha4alOTbCA peakuii poToceHcMb6inizauii. MpoTe AOCNIKEHHS MOKasann, WO MOKCUQIOKCaUMH BiAPI3HAETLCA
HXXYMM PU3NKOM BUHUKHEHHSA (hOTOCEHCMOINi3aLii. Hessaxaroum Ha Le, CMij peKoMeHAyBaTu nauieHTam YHUKaTU AK YNbTpagioNeToBoro ONpoMiHEHHS, Tak i
Tp1Ba/IOi Ta/abo IHTEHCUBHOI AiT COHAYHOIO CBIT/1a Mij, Yac NiKyBaHHA MOKCU(IOKCALMHOM.

MaLlieHTn, SKi CTpaXKAatoTh Ha AediLnT rK030-6-thochaTaerigporeHasn

MauieHTy i3 HeAOCTaTHLOK aKTUBHICTHO F/IHOKO30-6-hocaTaerigporeHasn (HasBHOK abo y CiMeiiHOMY aHaMHe3i) MatoTb CXWU/bHICTb A0 FeMONITUYHUX peakLiii
Npw NiKyBaHHI XiHO/IOHaMKX. TOMY TakMM NauieHTam cnif 3 06epeXXHiCTO 3aCTOCOBYBATN MOKCU(IOKCALMH.

MauieHT i3 3anabHUMK 3aXBOPKOBAHHAMM OpraHiB Maioro Tasa

MaujieHTaMm i3 yCKNagHEHUM 3analbHUM 3aXBOPHOBaHHAM OpraHiB Masioro Tasa (Hanpuknag, acouiioBaHUmM 3 Tpy6HO-S€YHMKOBMM abcLecom abo abeLecomM mManoro
Tasa), AN9 SKUX BBAKAETbCA HEOOXIAHWM MNPOBEAEHHA BHYTPILLUHLOBEHHOI Tepanii, fliKyBaHHA MOKCU(IOKCaUMHOM Yy TabneToBaHin (hopMi BUMYCKY He
PEKOMEHYETLCA.

3anasibHe 3aXBOPKOBaHHA OpraHiB Masioro Tasa Moxe OyTu cnpuymHeHO GakTepieto Neisseria gonorrhoeae, pesUCTEHTHOK A0 (PTOPXIHOMOHIB. TOMY B TakuMx
BUMaKax eMnipMyHe 3aCTOCYBaHHA MOKCU()IOKCALMHY HEOOXiAHO NPU3HAYaTh 04HOYACHO 3 IHLIXM BiAMOBIAHMM aHTUGIOTMKOM (Hanpuknag, uedanocnopuHom),
AKLLO HEMOX/IMBO MOBHICTHO BUK/TKOUNTY HasaBHICTb Neisseria gonorrhoeae, pe3vCTeHTHOT 40 MOKCU(IOKCaLMHY. AKLLO nicna 3 AHIB NiKyBaHHA He BifbyBaeTbCA
MOKpPaLLaHHA KiHIYHOro CTaHy, Tepanito cig nepernsHyTu.

MavieHT 3i cneundivyHUMN YCKNaAHEHUMMW IHDEKLISIMU LIKIpY Ta NiAWKIipHOT KNiTKOBUHN

KniHiuHa e(MeKTUBHICTb BHYTPILUHLOBEHHOrO 3aCTOCYBaHHS MOKCU(IOKCAUMHY B pa3i NiKyBaHHA TSXKKOT IH(eKLil, MoB’A3aHoi 3 onikamu, gacuiitom Ta
AiabeTMYHOO CTOMOHD, LLLO CYNPOBOLKYETHCA OCTEOMIENITOM, HE BCTAHOB/IEHA.

Bnsive Ha 6i0n10rivHi TecTu

JlikyBaHH$ i3 3aCTOCYBaHHAM MOKCU(IOKCALMHY MOXE MepeLlKopKaTh NPOoBeAeHHIO KybTypasibHOro aHani3y LWoAo BusaBneHHs Mycobacterium spp. y 38'A3Ky 3
NPUrHIYeHHAM MiKp0o6i0a10riyHOro pocTy, Wo, 3i CBOro 60Ky, MOXe CNPUYNHUTU XUOHOHEraTUBHI pe3ynbTaTtu.

MawieHTn 3 IHPeKLiSMN, BUKINKAHUMU METULIMAIHPE3UCTEHTHUM 3010TUCTUM cTadinokokom (MP3C)




MokcutnokcauyH He PeKOMEHAYETbCA ANA NiKyBaHHSA iH(eKLiin, cnpuunHeHnx MP3C. Y Bunagky nifo3ptoBaHOi abo NigTBEPKEHOI IH(EKLiT, CrpUYMHEHOT
MP3C, HeobXxiHO po3noyaTy NiKyBaHHS BiAMNOBIAHMM aHTMOaKTepiaslbHUM 3ac060M (AMB. po3ain «dapMaKosoriyHi BNaCTUBOCTI»).

it

MoKcuioKcaumH CNpUYNHAE YpaXkKeHHs XPpALWIB Y MONOAMX TBapWH, TOMY 3aCTOCyBaHHSA npenapaty AiTam (Bikom Ao 18 pokiB) NpoTMnokasaHo (AvB. po3gin
«[MpoTnoKasaHH:»).

3acTocyBaHHs y nepiog BariTHOCTI abo rofyBaHHS rpyagto.

BariTHicTb

besneka 3acTocyBaHHSA MOKCU(IOKCALUHY Y Nepiog BariTHOCTI He BCTaHOB/EHA. Pe3ynbTaTu foCNiAKeHb Ha TBapMHaX BKa3yTb Ha PenpoayKTUBHY TOKCUYHICTD.
MoTeHUinHNIA PU3NK 4NS NFOAMHWN He BiJOMUINA.

Y 3B’A13KY 3 BUSAB/IEHUM PU3MKOM MOLUKOLKEHHSA (PTOPXIHOMIOHAMM OMOPHMX CYrno6iB y MONOAUX TBapUH (3a eKCrepuMeHTa/IbHUMKU aHUMK) Ta 3 BUMNaLKaMu
060POTHMX YpaXKeHb CYrno6iB Y AiTel, SKi OTPUMYBaIN NiKyBaHHSA AeAKMMW (PTOPXiIHOMOHAMM, MOKCU(IOKCALMH NPOTUMNOKA3aHO NpU3HayvaTh BariTHAM XXiHKaMm
(ams. po3gin «MpoTrnoKasaHH:»).

Mepiof, roflyBaHHs rpyanto

Hemae faHuWX LWOAO 3aCTOCYBaHHA Mpenaparty >XiHkam, SKi rofytTb TpyAnro. PesynbTatv LOKNIHIYHUX [LOCNIMKEHb CBigyaTb, WO HeBeMKa KifbKiCTb
MOKCU(NOKCALMHY MOXKe NOTPansTh y rpyaHe MOJIOKO.

BpaxoBytoum BiiCYTHICTb fAaHWX OO NOAEN i HAsBHICTb eKCNepUMEHTaNIbHUX AaHUX LWOAO PU3MKY MOLLUKOLKEHHS ONOPHUX XPALLIB Y CTaTeBO HE3PINX TBAPUH
rpyfHe BUrof0BYyBaHHSA NPOTUMOKAa3aHe Mifj vac Tepanii MOKCUQIOKCaUMHOM (AMB. po3ain «[poTUNOKa3aHH:»).

PepTUNbLHICTL
JocnifpKeHHs Ha TBapMHAaX He BUABW/IN BMNIMBY Ha (DEPTUMBHICTb

30aTHICTb BNAMBATM Ha LWBMAKICTb peakuii Npy KepyBaHHi aBTOTPAHCNOPTOM ab0 iHLWMMU MexaHi3Mmamu.

JocnimpkeHb BNANBY MOKCU(IOKCALMHY Ha 34aTHICTb KepyBaTy aBTOTPAHCMOPTOM Ta NpautoBaty 3 iHWKMMKU MexaHi3mamn He npoBoaunn. OfHaK (hTOPXiHOMOHM,
BK/IOHAKOUN MOKCUIOKCALMH, MOXYTb MOTipLlyBaTh 34aTHICTb KepyBaTy aBTOTPAHCNOPTOM ab0 npaLtoBaTy 3 iHWMMKU MexaHi3Mamy Yepes3 BUHUKHEHHS peakLiit
3 60ky LJHC, Hanpuknag 3anamopoYyeHHs, rocTpa TumM4yacoBa BTparta 30py abo roctpa KOpoTKOTpuBasia BTpaTa CBIi4OMOCTI, HENMPUTOMHICTb (AMB. po3ain «Mo6ivHi
peakLii»). MayieHTam cnif peKoMeHAyBaTu CNoCTepirat 3a CBOEK peakLietd Ha MOKCU(DIIOKCALMH NMepes TUM, SIK KepyBaTy aBTOTPaHCNopTOM abo npautoBaTy 3
IHLWMMW MexXaHi3mamu.

Cnoci6 3acTocyBaHHsS Ta [03W.
Jopocni
PekomeHAY€eTbCS NpuiiMaTi o 1 Tabnetui (400 Mr) MOKCMgIOKcaUuHy Ha Aooy.
TabneTku cnif NPUNMaT He POIKOBYHOUM, 3aNMBakOUM JOCTATHLOK KiNbKICTHO BOAW. JTiKapCbKuiA 3aCib MOXXHA NPUMATI He3a/1eXKHO Bif Yacy BXMBAHHS DKI.
TpuBanicTb Tepanii
TpmBanicTb Tepanii Tab/1eToBaHOK (HOPMOK MOKCU(/IOKCALMHY 3a/IEXUTb Bif, TUMNY IH(EKLiT i CTAHOBUTL:
- 3aroCTPEHHS XPOHIYHOr0 06CTPYKTUBHOIO 3aXBOPHOBAHHSA /IereHb, BK/IKOUYHO 3 OPOHXITOM —
5-10 faHis;
- HerocnitasbHa NHeBMOHIA — 10 4HiB;
- TOCTpUIA 6akTepianbHUIA CUHYCUT — 7 [HIB;




- 3ana/ibHi 3aXBOPHOBAHHA OpraHiB Masioro Ta3a NOMIpPHOro Ta CepefHbOro CTyneHs — 14 gHiB.

CrtyniHyacTa (BHYTPiLWHLOBEHHA/NEepopaibHa) Tepanis

Mig yac gocnimpkeHb CTyniHYacToi Tepanii OifbWICTb NauieHTIB Nepexoguna 3 BHYTPILWHbOBEHHOrO Ha MepopaslbHUI LWINAX BBEAEHHS MOKCUMIOKCALMHY
npoTArom 4 gHiB (HerocnitasibHa NHEBMOHISA) abo 6 AHIB (YCKnagHeHi iH(eKuiT WKipy Ta NiAWKIPHUX TKaHWH). PekoMeHA0BaHa 3arajibHa TPMBasIiCTb NiKyBaHHS
MOKCM(IOKCALMHOM Y (POPMi pO34UMHY i TabNeToK CTaHOBUTbL 7—14 AHIB NPW HerocniTabHUX NMHEBMOHIAX Ta 7—21 AeHb NpU YCKNagHeHUX iHEKLISX LWKipy Ta
MIALWKIPHUX TKAHVH.

MepeBuLLyBaTn BKaszaHy fo3y (400 mr 1 pa3 Ha fo0y) Ta TpUBaTICTb NliKyBaHHA A1 BYb-AKOr0 NoKa3aHHA He PeKOMeHAYETbCS.

MopyLueHHs MYHKLLIT HAPOK/MEYiHKK

N5 NaLieHTiB i3 HUPKOBOID HEJOCTATHICTHO MOMIPHOTO Ta CEPeAHbOr0 CTYMEHs THKKOCTI (Y TOMY UMCAi npu KNipeHci KpeaTuHiHy < 30 Mn/xB/1,73 M2), a TaKoX
ANA nauieHTiB, SKi NnepebyBatoTb Ha Ge3rnepepBHOMY remogianisi Ta AOBroTpmBasiomy ambynaTopHOMY NepUTOHealbHOMY Aianisi, Kopekuis 403u He NoTpibHa (amB.
po34in «PapmMaKosoriyHi BaCTUBOCTI»).

MayieHTaM i3 NOpyLIEeHHAMMN PYHKLIT MEeYIHKN KOpeKLis 4031 He NOTPi6Ha (AMB. TaKoX po3Ain «1poTUMOKa3aHH:).

MaLlieHTV NiTHLOIO BiKY/NALLIEHTM 3 HU3bKOKO MAcoko TiNna

Kopekuis fo3n gna nauieHTIiB NITHLOro BiKy/NauieHTIB 3 HA3bKOK Macoto Tifla He NoTpioHa.

aiTn.
MokKcuhnokcalMH NpoTunokasaHuin 4itam (Bikom o 18 pokiB). E¢eKTUBHICTb Ta 6e3neka 3aCTOCYBaHHA MOKCU(IOKCALMHY AiTAM He BCTAHOB/EHI (4MB. TaKOX
po34in «1POTUNOKA3aHHS»).

Nepepo3yBaHHSA.

Y pasi BUNagKOBOro nepeao3yBaHHs XOAHI CreuudivyHi 3axoam He NOTPIOHI. Y pasi nepefo3yBaHHS CNif OPIEHTYBATUCA Ha KNiHIYHY KapTUHY i NPOBOAUTM
CUMNTOMAaTUYHY NIATPUMYBa/IbHY Tepanito Ta EKI-MOHITOPUHT, 3BaXatoun Ha MOX/IMBICTb NOAOBXEHHS iHTepBany QT.

OfiHoYaCHe 3aCTOCYBaHHSA aKTUBOBAHOIO BYTi/NA 3 030K MOKcugiokcalmHy 400 Mr nepopasibHO Npu3Bese [0 CKOPOYEHHS CUCTEMHOT AOCTYMHOCTI NiIKApCbKOro
3acoby 6inbLue HiXK Ha 80 %. Y pasi nepefo3yBaHHA B pe3y/bTaTi nepopasibHOro NpMnoMy flikapcbKoro 3acoby 3aCcToCyBaHHS aKTMBOBAHOIO BYTi/NS Ha NOYaTKOBIA
cTagii abcopbuii Moxke 6yTN epeKTUBHUM 415 3arn06iraHHs 36i/1bLLIEHHIO CUCTEMHOI AiT MOKCU()IOKCALMHY .

Mo6iyHiI peakuil.

Hwuykue BKasaHi No6iYHI peakLii 3a CMCTeMaMu OpraHiB Ta YacTOTOH):

Ayxe yacto (=1/10), yvacto (=1/100, <1/10), HeuacTo (=1/1000, <1/100), pigko (=1/10000, <1/1000), ayxe pigko (<1/10000, BKNHOUaOUM OKpPeMi BUMAAKN),
HEeBIOMO (4acTOTYy He MOXHa OL,iHUTYK Ha MiAcTaBi HasBHUX AaHnX).

IHbeKyiT Ta iHBa3il: 4acTo — cynepiHgeKLis, Wo BUHMKNA BHACNILOK 6akKTepianbHOT ab0 rpuOKOBOI Pe3NCTEHTHOCTI, HaNpuKAag OpaibHUI UM BariHasbHWUIA
KaHAMA03.

3 60Ky KPOBOHOCHOT Ta NniMghaTWUYHOT CUCTEM: HEYACTO — aHEMIst, NelKoNeHis (-), HEMTPOMeHisi, TPOMBOLMTONEHISA, TPOMOOLUMTEMIS, €03UHOMINISA, NOLOBXKEHHS
MPOTPOMOBIHOBOr0 Yacy/36ibLeHHs MHB; gyxxe pifiko — NiABULLEHHSA PIBHA NPOTPOMOIHY/3MeHLWweHHs MHB, arpaHynouutos, naHUMUTONeHis.

3 60Ky iIMyHHOT CMCTEMW: HEYacTO — aneprivHi peakuii; pigKo — aHadinakcis, BKNHOYarum pigkicHi BUNagKkn WOKY (L0 3arpoXkye XWTTHO), aneprivyHmini Habpsik
/aHriOHEeBPOTUYHMIA HABPAK, BKIOYAKOUM HAOPAK ropTaHi (LLLO NOTEHLINHO 3arpoXye XUTTHO).

3 60Ky eHAOKPUHHOT CUCTEMM: AY>Ke PifIKO — CUHAPOM HeafleKBaTHOT CeKpeLil aHTUAIypeTnyHoro ropMmoHy (SIADH).



MMopyLleHHs MeTaboni3mMy Ta xapuyBaHHA: HEYacTOo — rinepinigemMis; piaKo — rinepriikemis, rinepypukemis; Ay>ke pifko — rinoriikemis, rinornikeMiyHa KoMa.
McuxiuHi po3nagu™: HeyacTo - peakuil CTPMBOXEHOCTI, MiABULLEHHA MCUXOMOTOPHOI aKTUBHOCTI/ 30YMKeHHS; pigKo — NnabinbHICTb HacTporo, aenpecia (Y
PIAKICHUX BMMaZKax 3 MOX/MBOKO CaMOarpecicto, Takow AK cyiuuganbHi igei/gymkn abo cnpobu camory6ctsa), rantouuHauii, Aenipiin; ayxe pigko —
fienepcoHanisayis, NCUXOTUYHI peakLuiT (3 MOXMBOKO caMoarpeciero, Takok AK cyiuuaanbHi iael/gymkmn abo cnpobu camory6cTsa).

3 BOKYy HepBOBOI CMCTEMU*: 4acTO — rOMI0BHUI Giflb, 3aMamMOpPOYeHHSs; HeYacTo — napecTesii/gu3ecTesii, NOpyLeHHA cMaky (BK/KoUatouy areBsito y pifKiCHUX
BUMagKax), CnayTaHiCTb CBILOMOCTI Ta BTparta OpieHTauii, po3nagn cHy (nepeBaXkHO 6e3COHHSA), TPEMOp, BEPTUIO, COHMMBICTL; PIAKO — FiNOecTesis, NopyLUeHHS
HIOXY (BK/IHOYAKOUM BTPATy HIOXY), MATONOriYHI CHOBUAIHHSA, MOPYLUeHHA KoopauHauii (BKIOYarouy posnaf XoAau BHACNiLOK 3arnaMopoyeHHs abo BepTuro),
CYAOMHI Hanaau 3 pPisHUMK KNiHiYHMMK nposisamy (Y ToMy yuncni grand mal Hanagw), NopyLUeHHs yBaru, po3naan MOBMEHHS, aMHe3ia, nepudepuyHa Heiponaris
Ta NoniHeiponaTis; Ly>Xe PifKOo — rinepecresis.

3 60Ky opraHiB 30py*: HEYACTO — MOPYLUEHHS 30pYy, BK/IKOUao4uM AMNIONIt0 Ta HeYiTKIiCTb 30py (0co6amBO nif Yac peakuin 3 60Ky LIHC); pifKo — CBITN06053Hb;
Ly)Xe piKo — TpaH3MTOpHa BTpaTa 30py (0co6MBO Mif Yac peakuiit 3 60Ky LIHC), yBeiT, roctpa 6inarepasbHa TpaHCiNtoMiHaLis paigy>XXKu.

3 60Ky opraHis cnyxy Ta BeCTUOYNSpPHOro anapaTy*: piAKo — A3BiH Y ByXaX, NOPYLUEHHS CNyXY, BK/IOUaOUn rNyxoTy (3a3Buyali 060pOTHY).

3 BOKy CepueBO-CYyVUHHOT CUCTEMU**: 4yacTO — MOAOBXEHHS iHTepBany QT Yy XBOpPMX i3 TiNOKanieMierd; HEYaCTO — MOAOBXKEHHS iHTepBany QT, nocunieHe
cepuebuTTa, Taxikapaia, hibpunauia nepescepab, CTeHOKapAis, BasoaunaTauis; pigko — LWIyHOUKOBI TaxiapuTMmil, HENPUTOMHICTb (TOBTO rocTpa Ta KOPOTKOYacHa
BTpaTa CBiJOMOCTI), apTepiasibHa rinepTeHsis, apTepiaibHa FiNOTeH3is; AYXXe PiAKO — HecrieunivHi apuTMmii, nipyeTHa LWAyHOYKOBa Taxikapgis (torsade de
pointes), 3ynuHKa cepus, BaCKyniT.

3 60Ky AyxanbHOT CUCTEMU, OpraHiB rpyaHOT KNiTKN Ta cepeOCTIHHA: HeYacTo — 3aAMLUKa (BK/I0UaoUM aCTMaTUYHWI CTaH).

3 60Ky TpaBHOro TPakTYy: 4YacTo — Hyf0Ta, 6/110BaHHS, Biflb Y XXMBOTI, Aiapes; HeYacTO — 3HWKEHHSA aneTUTy Ta 3MeHLLUEHHS BXUBaHHSA i, 3anop, Aucnencis,
(hnaTyneHuis, ractpuT, MiABULLEHHS PIiBHA aminasn; pigko — aucdaris, CTOMATWUT, acouilioBaHWIA i3 3aCTOCYBaHHAM aHTMOIOTMKA KOMIT (BKIHOYAHOUM
nceBAOMeMOPaHO3HMIA KONIT, Y PiAKICHMX BMNagKaxX acowLiioBaHWIA i3 3arpo3IMBUMN Af1S XKUTTS YCKNaAHEHHAMM).

enaTobiniapHi MOPYLIEHHS: YacTO — MiABULLEHHS pPIBHSA TpaHcaMiHa3; HeYyacTo — MopyLweHHs (YHKUIT nedviHkyM (BKAOYatouuM nigsuweHHs 140
(nakTaTgerigporeHasu)), NiABULLEHHSA PiBHA BiNipy6iHy, nigsuweHHsa T (ramma-rayTaminTpaHcnenTuaasuy), nigBULLEHHSA B KPOBI PIBHA NYXXHOI pocdarasu;
PiLKO — XXOBTAHMLA, renatut (NepeBaKHO XONeCTaTUYHUIA); AY>KE PIAKO — PYNbMIHAHTHWIA renaTuT, WO NOTEHLIHO MOXe NPU3BECTH A0 PO3BUTKY Hebe3neyHol
[NS KNUTTA NeYiHKOBOT HeloCTaTHOCTI (Y T.4. 3 IeTa/IbHUM HacNiAKoMm).

3 60Ky LWKipy Ta MiAWKIPHOT KNI TKOBMHW: HEYacTo — CBepbixX, BUCUMAHHSA, KPOMUB' AHKA, CYXICTb LUKIpPY; AY>Ke PIAKO — 6y/b03HI LWKIPHI peakLii, Taki K CUHLPOM
CriBeHca—/[KOHCOHa ab0 TOKCUYHWMIA enifepMasibHUIA HEKPONI3 (L0 MOTEHLIAHO 3arpoXKyoThb XXUTTHO); HEBILOMO — FOCTPUIA reHepai3oBaHUn eK3aHTeMaTo3HNIA
nyctynso3 (AGEP).

3 60Ky OMOpHO-PYX0BOT CUCTEMU*: HEYACTO — apTpaIrid, Mianris; PiLKO — TEHAMHIT, NOCMUKYBaHHSA M’ A3iB, CyLOMU M’ 53iB, M’ A30Ba CNabKIiCTb; AyXXe PiAKO —
PO3PUB CYXOXW/b, apTPUT, PUTIAHICTL M’ A3iB, 3aroCTPEHHSI CUMMTOMIB mMyasthenia gravis; HeBiOMO — pabaomionis.

3 60Ky HMPOK Ta CeyoBUAIILHOT CUCTEMUW: HEYACTO — ferigparalis; piAKo — MOopyLUeHHS PYHKLIT HUPOK (BKIHOYA0UM 361/bLLEHHS a30TY CEYOBUHU Ta KPeaTUHIHY
nnasMun KpoBi), HUPKOBa HeJOCTATHICTb.

3aranbHi po3nagn™: HeYacTo — 3arajibHa clabkicTb (B OCHOBHOMY acTeHis abo BTOM/IEHICTb), BiguyTTa 6010 (BK/KOYakouK 6inb y nonepexy, rpyaHin knitui, 6ins y
KiHLiBKax, 60/IHOYICTb Y NPOEKL,IT Ma/10ro Tasa), rineprigpos; pifko — Habpsk.

Y pigKicHMX BMNaAKax nicns NikyBaHHS iHWMMKU (hTOpPXiHONOHaMK BY/10 3apeecTPoBaHO Taki NOBGIYHI peakLil, AKi MOriv 6, MOXX/IMBO, TAKOX CriocTepiraTucsa npu
3aCTOCyBaHHI MOKCU(DIOKCAUMHY: NiABULLEHNA BHYTPILIHLOYEPENHUIA TUCK (BK/OYAOUM ifionaTMyHy BHYTPILWHbOYEPENHY TiNepTeH3ito), rinepHaTpiemis,
rinepkasbLiemis, reMoniTMyHa aHemis, pabaomionis, peakuii hoToceHcMbini3auii (ams. po3gin «OcobanBOCTI 3aCTOCYBaHHSA»).

*[1oBigOMNSANM NP0 PO3BMTOK AYXKE PiAKICHUX, TpnBainx (MPOTAroM MicsLiB abo poKiB), iHBaNiAM3yHOUMX Ta NOTEHLIIHO HE3BOPOTHUX CEPO3HMX MOGIYHMX peakLiid, WO BNANBAKOTL Ha Pi3Hi,



iHOZl - Ha [eKiNbKa, CUCTEMMW OpraHiB YM OpraHn YyTTiB (BK/IKOYaOUM TEHAVHIT, PO3PUB CYXOXWUNA, apTParito, 6ifb Y KiHLUiBKax, NOPYLUEHHS XOAW, HEApONaTito (acouiioBaHy i3 MapecTesicto,
Jenpecieto, cnabkicTro, NOPYLUEHHAMM Nam’ iTi, CHY, CNyXy, 30py, CMaky Ta HHOXY)), y MaUieHTIB, SKi OTPUMYBaM XiHOMOHW Ta (hTOPXIHOMOHW, B AEAKMX BUMagKax - 6e3 HasBHOCTI (hakTopis
pu3nKy (guB. po3gin «Oco6IMBOCTI 3aCTOCYBaHHS).

** Bynu OTPUMaHi NoBiLOM/IEHHA NPO BUNaAKW aHEeBPU3MU Ta PO3LLIAPYBAHHA aopTW, iHOAI YCKNaAHEHUX PO3pvBOM (BK/IKOYHO 3 BUMaZKaMy 3 fleTalbHUM HAacNigKoM), Ta Npo perypritawito
/HepoCTaTHICTL BYb-AKOr03 KnanaHis cepus y NauieHTiB, AKi 0TpUMYBa/IM (PTOPXiHOMOHK (4MB. po3Ain «Oco6MBOCTI 3aCTOCYBAHHA).

IMoBiAOMNEHHSA NPO NifO3PKOBaHI NOBIYHI peakLil.

MoBiAOMNEHHS NPO Migo3proBaHi NOGIYHI peakUii nicnsa peecTpauii NikapcbKOro 3acoby € BaXXNMBOK NpoLeaypoto. Lie fae 3mMory npoaoBXyBaTy KOHTPOMOBATU
CMNiBBIAHOLLEHHA KOPUCTL/PU3NK ANS LbOro NiKapcbkoro 3acoby. MeanyHnX npauiBHMKIB MPOCATL MOBIAOMAATM MPO BCi Migo3proBaHi MobiyHi peakuil y A1
«[lep>xaBHUI ekcnepTHUIA LeHTp MO3 YKpaiHu» Ta 3asBHUKY Yepe3 (hopMy 3BOPOTHOIO 3B’ 13Ky Beb-caiT: https.//kusum.ua/pharmacovigilance/.

TepMiH NpUAaTHOCTI.
2 POKMW.

YMoBW 36epiraHHs.
36epiraTy Npu Temnepatypi He BuLle 25 °C.
36epiratn y HegOCTYNHOMY AN AiTei MicLi.

YnakoBKa.

Mo 5 Tabnetok y 6nictepi. Mo 1 6nicTepy Yy KapTOHHIN yNaKoBLi.

Mo 7 TabneTtok y 6nictepi. Mo 1 6nictepy y KapTOHHI yNaKoBL,.

Mo 10 Tabnetok y 6nicTepi. Mo 1 abo no 10 6/1icTepiB y KAPTOHHII YNaKoBL.

KaTteropis Bignycky.
3a peuenTom.
Bupo6HUK.

TOB «KYCYM ©APM».

Micue3HaxomkeHHS1 BUPOOHMKaA Ta afpeca MicLs NPOBafXKeHHS MOro AisiNbHOCTI.
40020, YkpaiHa, Cymcbka 06nactb, M. Cymu, Byn. CkpsibiHa, 54.


https://kusum.ua/pharmacovigilance/

