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IHCTPYKUIA

ANS MegUYHOro 3aCTOCyBaHHSA NiKapCbKOro 3aco6y

Modnakca®

(Moflaxa®)

Cknaa:
Airnya pe4yoBMHa: MOKCUMIOKCALNH;

1 Tabnetka Mictutb 400 Mr MoKcudnoKcaunHy y BUrAs4i MOKCMdNoKcaunHy
rigpoxnopuvay;

AOMOMDKHI pe4OBMHM:. Lenno3a MiKpoKpucTanidyHa, HaTpilo KpoCcKkapMenosa,
MarHito creapar;

obonoHka: rinpoMesiosa, Makporosi, TutaHy giokeup (E 171), 3anisa okcua
yepBoHun (E 172).

Jlikapcbka dopma. TabneTkn, BKpUTI NAiBKOBOK 060MOHKOMD.

OCHOBHI  @i3nKO-XiMi4YHi  B/1IaCTMBOCTI: TEMHO-POXEBI, BKPUTI NAIBKOBOIO
060N0HKO, ABOONYKNI, KancynonoAibHi TabneTku.

dapmakoTepaneBTUYHa rpyna.

MpoTUMiKpO6HiI 3acobwu ANns CUCTEMHOro 3acTocyBaHHS. AHTUbakTepianbHi
3acobu rpynu XiHOMOHIB.

Kog ATX JO1M A14.

®apmMaKko/10riyHi B/1aCTUBOCTI.
GapmakognHamika.

MexaHi3Mm aii

MokcndnokcaumH - 8-MeTOKCUPTOPXIHONOHOBUM 3acibé i3 WMPOKUM
cnekTpoM 6akTepuunaHoi gii. In vitro mokcndnokcaumH edbekTUBHUN WOA0
6araTbox rpamrno3UTUBHUX Ta rPaMHeraTMBHMUX MiKpPOOpPraHi3MiB.

BcTtaHoBneHO, Wo MoKcndokcaumH epeKTUBHUI BiAHOCHO baKTepin, CTIMKNX
A0 B-NnakTaMHMX Ta MakKponigHUX npenaparis.

BakTepunuunaHa aisg MOKCUIOKCaUMHY CNpUYMHEHa iHribyBaHHAM 060x Tunis 11
Tonoizomepasn (AHK-ripaza Ta Tonoisomepasa IV), HeobxigHux Aans
pennikauii, TpaHckpunuii Ta BiaHoBNeHHA 6akTepianbHoi AHK.
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BeaxatoTb, WO C8-MeTOKCM 3aNULWIOK CNpUSE MNOKPALLEHHK aKTUBHOCTI Ta
nocnabne cenekuitdo pPe3nCTEeHTHUX MYTaHTIB rpamMrno3nTUBHMX 6akTepin
nopiBHaHo 3 C8-H 3anMwkoM. HasABHICTb BeNMKOro AWMLMKI0aMiIHOBOIMO
3annwky B C-7 MOMOXKEHHI 3amnobirae akTMBHOMY BIATOKY, MOB'SiI3aHOMY 3
reHamm norA abo pmrA, sKi BUSBNEHO Y AEAKMX rPaMno3nTMBHUX BaKTepin.

MokcudnokcaunmH BOJIOAIE 3aNexHow Big KoHUeHTpauii 6akTepuumaHo
aKTUBHICTIO. MiHiManbHi 6akTepuumaHi KoHueHTpauii (MBK), sk npaswuno,
BiANOBIAAOTb MiHIManbHUM iHFiGyOUMM KOHUeHTpauiam (MIK).

BnamB Ha KNMWKOBY dNOpYy Y NKOANHN

Y ABOX [OCAIAKEHHSX 3a ydyacTio p[06poBonbuUiB Micns nepopasibHOro
3aCTOCYBaHHSA MOKCU(NOKCAUMHY BiA3HAYanInUCa HMXYEHaBeAEHI 3MiHU Yy
KULLKOBIN dnopi. 3HWXXyBanacb KinbKictb E.coli, Bacillus spp.,
Enterococcus Ta Klebsiella spp., a Takox aHaepobiB Bacteroides vulgatus,
Bifidobacterium spp., Eubacterium Ta Peptostreptococcus. Cnocrepiranocs
NiABMWEHHSA  KinbKoCTi Bacteroides fragilis. KinbKiCTb  BKasaHuUX  Buue
MiIKpOOpraHi3MiB noBepTasiaca y Mexi HOpMM ynpoAOBX ABOX TUXHIB.

Pe3nCcTeHTHICTb

MexaHi3MWU pPEe3NCTEHTHOCTI, 3a paxyHOK SAKUX [HAKTUBYKOTbCA MNEHIUWiHN,
uedanocnopuHn, amiHOMMIKO3nAn, Makpoiau i TeTpauukiHn, He BNAMBalTb
Ha aHTmMbakTepianbHy eMeKTUBHICTb MOKCUGIOKCAUUHY. IHWI MexaHi3mu
PE3UCTEeHTHOCTI, Taki sk 6ap’epu NpoHWKHeHHs (nowwupeHi y Pseudomonas
aeruginosa) Ta MexaHi3Mu BIiATOKY, MOXYTb BMAMBATU Ha 4YTAMBICTb A0
MOKCUGNOKCAUNHY.

®opMyBaHHS pPe3NCTEHTHOCTI 40 MOKCUMAOKCaUMHY in vitro cnocTtepirann sk
NOCTYNMOBMW NpouUec, KU nonsrae B TOYKOBMX MyTauiax obox Ttunis II
Tonoizomepasun: [AHK-ripasam Ta Tonoizomepasn IV. MokcudiokcauuH €
cnabkmm cybcTtpaTtoM Ans MexaHi3MiB aKTUBHOIMO BIATOKY Y FPaMMO3UTUBHUX
MiKpPOOpraHi3mis.

CnocTepiraerbCca nepexpecHa pPe3UCTEHTHICTb 3 HWKMMKU PTOPXIHOMTOHAMMU.
OaHak ockinbku MokcudokcaumH iHribye obuasi Tonoizomepasun II ta IV 3i
CXOXOK aKTUBHICTIO AesKUX rpamMno3nTuBHMX GakTepin, ui bakTepii MOXYTb
6yT™  pe3nCTeHTHMMM [0  iHWKUX  XiHOMOHIB, ane 4yTaMBMMKM 10
MOKCUNOKCAUNHY.

KOHTpPOJIbHI TOYKU

Tabnuusa 1

KniHiuHi MIK Ta KOHTpPO/bHI TOYKM AMCKOBOI AMUY3il AN MOKCMdNOoKcaunHy
(01.01.2012) 3a pmaHumu EUCAST (E€EBponencbkunii KOMITET 3 TeCTyBaHHS
AHTUMIKPOHOHOT YyTAMBOCTI)

MikpoopraHi3m YyTnmnenn Pe3ncTeHTHnIn

Staphylococcus spp. < 0,5 mr/n > 1 Mr/n
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3 24 MM < 21 MM
S. pneumoniae < 0,5 mMr/n > 0,5 mr/n

322 MM < 22 MM
Streptococcus, rpynn A, B, C, G < 0,5 mMr/n > 1 mMr/n

318 MM < 15 mm
H. influenzae < 0,5 mMr/n > 0,5 mr/n

325 MM < 25 mm
M. catarrhalis < 0,5 mMr/n > 0,5 mr/n

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

320 MM <17 Mm
KOHTpONbHI TO4YKW, He noB'sa3aHi 3| < 0.5 mr/n > 1 Mr/n
BUAOM™*

* KOHTPONbHiI TOYKU, He NMoB’sa3aHi 3 BUAOM, 6ynu BU3HAYeHi roOSIOBHUM YMHOM
Ha nigctasi gaHnx dapMakoKiHeTUKKN/dapMaKogUHAMIKKM Ta He 3anexaTb Big
nowupeHHa MIK cneundiyHux Bmgis. Lli gaHi BUKOPUCTOBYIOTb TiNbKK WOA0
BUAIB, AKMM He HadaBa/iM KOHTPOJSIbHMUX TOYOK 3@ OKpPEMUMMU BUAAMU, Ta He
BUKOPUCTOBYIOTb WOAO BWUAIB, B AKUX iHTepnpeTauinHi KpuTepii nignaratoTb
BM3HAYEHHIO.

MikpobiosioriyHa YyTNUBICTb

Yactota HabyTol pe3nCTEeHTHOCTI MOXe 3MIiHIBATUCA  3alexHo Bij
reorpadiyHOro po3TawyBaHHS perioHy Ta MpOTAroM 4yacy, BM3HA4YeHOro Ans
neBHUX BUAIB MiKpoopraHiaMiB. baxxaHo MaTun 4ocTyn 40 fIoKanbHOI iHpopMauii
WoA0 PEe3MUCTEHTHOCTI MiKpooOpraHiaMiB, 0CO6/MBO MpU MiKyBaHHI TSXKMUX
iHDeKUuin.

Y pa3si HeobXxiAHOCTI Ccnia 3BepTaTUCs 3a KOHCY/IbTaUE A0 eKcrepTa 3 NUTaHb
aHTUHBIOTUKOPE3NCTEHTHOCTI, KONM MicueBe [AOMiHYBaHHSA pPe3UCTEeHTHOCTI
BUSBMSIETbCA HACTINIbKW CUABbHWUM, WO BMJIMB MEBHOro MiKapCcbKoOro 3acoby
LOHaNMeHLWe Ha JAeski Bman iHdeKuinHux 36yaHWUKIB 3anuMwaceTbCcs nia
CYMHIBOM.

YyTnuei Buau

AepobHi rpaMnNo3nTUBHI MiKpOOpraHiamMm

Gardnerella vaginalis
Staphylococcus aureus* (4yTAUBUN 4O METULMUNIHY)
Streptococcus agalactiae (rpyna B)

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

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

AepobHi rpaMHeraTuBHI MikpoopraHiamm

Acinetobacter baumanii
Haemophilus influenzae*
Haemophilus parainfluenzae*
Legionella pneumophila

Moraxella (Branhamella) catarrhalis*

AHaepobHi MiKpoopraHiamm

Fusobacterium spp.
Prevotella spp.

IHLWIi MiKpoOpraHiaMm

Chlamydophila (Chlamydia) pneumoniae*
Chlamydia trachomatis*

Coxiella burnetii

Mycoplasma genitalium

Mycoplasma hominis

Mycoplasma pneumoniae*

Buan 3 MoOXxnmBow HabyTol pe3nCTEeHTHICTIO

AepobHi rpaMno3nTUBHI MiKpoopraHiaMu

Enterococcus faecalis*
Enterococcus faecium*
Staphylococcus aureus (MeTUUUNIHPE3UCTEHTHUIN)

AepobHi rpaMHeraTMBHI MiKpoopraHiamm

Enterobacter cloacae*
Escherichia coli*#
Klebsiella pneumoniae*#
Klebsiella oxytoca
Neisseria gonorrhoeae*+

Proteus mirabilis*
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AHaepobHi MiKpoopraHiamMm

Bacteroides fragilis*
Peptostreptococcus spp.*
Pe3ncrteHTHi BUAU

AepobHi rpaMHeraTMBHI MiKpoopraHiamMm

Pseudomonas aeruginosa

* MpoAeMOHCTPOBAHO 3a40BiNIbHY aKTUBHICTb WOAO BMNAMBY Ha YyTAMBI WUTaMmn
nig Yyac KNiHIYHUX A0OCNIAXEHb Y paMKax 3aTBEPAXEHUX KNiHIYHMUX NOKa3aHb.

#*ltamn, aki  BupobnarTe ESBL, € 3a3BuMYal  pPe3UCTEHTHUMM [0
dTOpPXiHONOHIB.

*Moka3HUK pe3ncTeHTHocTi > 50% B ogHIM 4K binble KpaiH.
®apMaKkoKIiHETUKA.

BcMoOKTYBaHHS Ta 6i040CTYNHICTb

Mpn nepopanbHOMY MPUNOMiI MOKCUMMAOKCAUMH WBUAKO Ta Mamxe MNOBHICTHO
BCMOKTY€ETbCA. ABcontoTHa 6iof0CTynNHICTb gocsarae mamxe 91 %.

Y piana3soHi o3 50-800 mr npun ogHopa3oBoOMYy npunomi Ta y Ao3i 600 mMr Ha
noby npotarom 10 pi6 dapmakokiHeTUMKa € NiHiNHOK. PiBHOBaXXHWW CTaH
AOCAraeTbCs NPOTAroM TpboX AHIB. icna npuinomy nepopancHoi Ao3u 400 Mr
MikoBa KOHUEHTpauis B KpoBi gocsiraetbca npotaroMm 0,5-4 rogunH i cTaHOBUTDL
3,1 w™Mr/n. MakcuManbHa Ta MiHiManbHa NAa3MOBI  KOHUEHTpauii B
piBHOBa>kHOMy cTaHi (400 mMr 1 pa3 Ha poby) craHoBnATe 3,2 Ta 0,6 Mr/n
BiANOBIAHO.

Po3roain

MokcudnokcaunH WBUAKO PO3NOAINAETLCA B €KCTPaBaCKyISpHOMY MpoCTopi,
nicng 3acrtocysaHHsa ao3m 400 mr AUC ctaHosuTb 35 Mkr/n. O6’em posnoainy
B PiBHOBA>XHOMY CTaHi AOPIBHIOE 2 /I/Kr. AK BCTAHOBNIEHO B eKCNepuMeHTax in
vitro Ta ex vivo, 3B'a3yBaHHSA 3 6inkamMu KpoBi CTaHOBUTb Npmnban3Ho 40-42 %
Ta He 3aneXuTb Bif KOHUEeHTpauii MOKCUIOKCaumHy.

Tabnuusa 2

MNikoBa KoHUeHTpauis (cepefHE reoMeTpuyHe) nicns nepopanbHOro NpuUnoMy
0AHOpa30BoOi 403N MokcudokcaumHy 400 mr

TKaHuHa KoHueHTpauis MicueBui piBEHb -
piBeHb Yy Mna3Mi KpoBi

Mna3sma 3,1 mMr/n -

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

BMmicT nyxups 1,61 mr/n 1,71
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Cnunsosa obonoHka | 5,4 mr/kr 1,7- 2,1
6poHXxiB

AnNbBeONSPHI 56,7 Mr/kr 18,6- 70,0
Makpodaru

PinvHa enitenianbHoro | 20,7 Mr/n 5-7

wapy

FanMopoBa nasyxa 7,5 Mr/kr 2,0
ETMOIganbHi nasyxm 8,2 mMr/kr 2,1
HaszanbHi noninun 9,1 mMr/kr 2,6
IHTepcTuuianbHa pianHa | 1,02 mr/n 0,8-1,423
XiHoui cTtaTeBi oprann* | 10,24 mr/kr 1,724

* BHYTpIilWWHbOBEHHE 3aCTOCYBaHHS oAHOpa30Boi A03n 400 mr.
1 10 roavH nicnsa BBeAEHHS.

2 BinbHa KOHUEHTpaLis.

3 Bia 3 roavH Ao 36 roavH nicng BBeAeHHS A03MU.

4 B KiHUi iHYS3ii.

Metabonizm

MokcudnokcaumH nignarae 6iotpaHcdopmaudii II da3m i BuBOAUTBCA 3
OpraHiaMy HMpKaMK, a TakKoX i3 pekaniasMn/>KoB4YO K y HE3MIHEHOMY CTaHi,
TaK i y BUrnsa4i HeaktmeHux cynbgocnonyk (M1) i rnokypoHigis (M2). M1 Ta
M2 € Tinbkn MeTaboniTamm, peneBaHTHUMW ANa NOAUHU, obuaBa BOHU €
MiKpo6ionoriiHo HeakTUBHUMW. [liga 4yac pocnigXeHb in vitro Ta KAIHIYHKUX
pocnigxeHb dasm I He cnocTtepiranocs MetaboniyHoi dapMaKOKiHETUYHOI
B3aEMOZii 3 iHWKMM npenapaTtaMu, 3agisHuMm y biotpaHcdopmMauii pa3m I 3a
yyacTio depMeHTiB cuctemMn uutoxpomy P450. O3HaK OKUCAOBANIbHOro
meTaboniamMy HeMae.

BuBengeHHs 3 opraHiamy

Mepiog HaniBBUBeAEeHHS MOKCUGIOKCALUMHY CTAaHOBUTb NMpMBAnU3HO 12 roguH.
CepeaHin 3aranbHuMin KnipeHc nicnsa seeaeHHst 400 Mr ctaHoBUTb BiA4 179 Ao
246 Mn/xB. HUpKOBUI KNipeHC CTaHOBUTb Npnban3HoO 24-53 M/XB Ta CBIAYNTb
Npo 4acTKOBY KaHanbueBy peabcopbuito MOKcMpoKcaunHy 3 HUpoK. [licns
npunomy ao3un 400 Mr BuBeaeHHS i3 ceveto (61n3bko 19 % - nikapcbkni 3acib
Yy He3MiHeHOMY BUrnsagi, 6amsbko 2,5 % - M1 1a 6113bko 14 % - M2) Ta KanoMm
(6nmnsbko 25 % - nikapcbkni 3acibé B He3MiHeHOMY Burnsai, 6nmsbko 36 % -
M1 Ta BiACYTHICTb BUBeAEHHS Y Burnsaai M2) saranom ctaHoBmno 611M3bko 96
%. CynyTHE BBeAEHHS paHiTMAMHY Ta npobeHeumay He 3MIHOE HUPKOBUM
KNipeHC MOKCU(OKCALNHY.
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DapMaKoKIHETUKA Yy PI3HUX rpyn NayieHTIB.

[1aliEHTN JIITHBOIO BIKY Ta MNaLIEHTN 3 HU3bKOK MACOK Ti/ia

MosigoMmnsanocs, wWo y 340poBuMx A06pOBOMbLLIB i3 HWU3bKOK Macokw Tina
(30KpeMa y XiHOK) Ta y 340poBuUX A06pOBObLIB MITHBOrO BiKy CnocTepiranu
BULLY KOHLEHTpaUito MOKCUMAOKCaUMHY B Na3Mi KpOBi.

HupkoBa HEAOCTATHICTb.

He BUSBMEHO iCTOTHUX 3MiH (PapMaKOKIHETUKM MOKCUMNOKCALMHY Y NaUIEHTIB
i3 mopyweHHAM YHKLUIT HUPOK (BKOYAKUM NaLi€EHTIB 3 KNipeHCOM KpeaTUHiHY
> 20 mn/xB/1,73 M?). Ockinbkn (PYyHKLiIS HUPOK 3HMXKYETbCS, KOHLIEHTpaLlis
mMeTabonity M2 (rnokypoHigy) 36inblwyeTbCcs A0 NokasHuKa 2,5 (y nauieHTiB i3
KNipeHCcoM KpeaTuHiHy <30 mn/xs/1,73 m2).

[TopyleHHS YHKUIT Ne4viHKy.

Ha niagcrtaBi gaHnx gocnigxeHb hapMakoKiHETUKU, SKi NpOBOAWMIN 3@ Y4acTH
nauieHTiB i3 Ne4yiHKOBOK HepocTaTHiCcTo (knacm A - C 3a knacudikauiero
Yannpa - lM't0), HEMOX/INBO BU3HAUYUTU, UM € Pi3HMLUSA MOPIBHAHO 3i 340pOBUMU
nobposonbusMun. MNopyweHHa dyHKUiT nediHku 6yno nos’s3aHe 3 6inbLoto
Aieto M1 y nnasmi KpoBi, Todi K AiS BMXiAHOI NiKapcbKoi pe4yoBuMHM byna
NOPIBHAHHOKW 3 Ji€l0 Yy 340poBux AobposonbuiB. [OCTaTHbLOrMO A0CBiAy
KNiHIYHOrO 3acTOCyBaHHSA MOKCUGIOKCAUMHY A8 NiKyBaHHS NaUiEHTIB i3
NOPYLUEHHAM (PYHKLUIT MeYiHKN HeMaE.

KniHiYyHi XapakTepucTtuku.
[Toka3aHHS.

JlikyBaHHA  HwX4JeHaBefeHUX OakTepianbHUX  iHpEKUin, CNpUYMHEHUNX
YYTAMBUMM OO0  MOKCUGNOKCAUMHY  MikpoopraHiamamu (auB. po34inu
«0cobnuBocTi  3actocyBaHHsA»,  «[lo6iuHi  peakuii», «®dapMakonoriyHi
B/IACTMBOCTI»), Y nNauieHTiB BIKOM Big 18 pokis. MokcudnokcaumH cnig
Npu3HayaTn TiNbKW TOAiI, KON 3aCTOCYyBaHHA aHTMbakTepiasiibHMX 3acobiB, sKi
3a3BMYal peKoMeHAYKTb ANS MNOYaTKOBOro JiKyBaHHA HWXKYeHaBeAeHUX
iHpeKkUin, € HeagouinbHUM abo KoM BKalaHe fikyBaHHSA 6yno HeedeKTUBHUM.

FocTtpun 6akTepianbHUM CUHYCUT (AiIarHOCTOBAHMMN 3 BUCOKUM CTYMNEHEM
BiporigHoOCTI).

3aroCTpeHHs XpOoHiYHOro 6poHXiTy (AiarHoCToBaHe 3 BMCOKUM CTYMeHeM
BiporigHoOCTI).

HerocnitanbHa MNHEBMOHIA, 3@ BWHSATKOM HerocnitasbHOI MHEBMOHIT 3
TSXXKUM nepebirom.

3anasnbHi 3aXBOPOBaHHA OpraHiB Masioro Tasa MoMipHOro Ta cepeaHboro
cTyneHs (BKAKOYa4M iHeKUiMHe ypaXeHHs BepxXHbOro BigAiny craTeBoi
CUCTEMM Y XIHOK, Y TOMY YMUCAI CanbMiHrT Ta eHAOMETPUT), HE acoUiNnOBaHUX
3 Ty6ooBapianbHUM abcuecom ym abcuecammn opraHie Manoro Tasa.
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TabnetoBaHa ddopMa npenapaty Modnakca® He pekoMeHAYETbCA Ans
3aCTOCYBaHHSA $K MOHOTepanis npu 3anasibHUX 3axXBOPHOBAHHSAX OpraHiB
Masioro Tasa NoMipHOro Ta cepefiHbOoro CTyneHs, asie MoXe 3aCTOCOBYBaTUCH B
koMbiHauii 3 iHwWuMMKM  BignoBiAHMMKW  aHTUbaKTepianbHMMM  3acobamu
(Hanpuknag 3 uedanocnopvHamm) 4Yepes 3poCTaryy PEe3UCTEHTHICTb
MOKCUdNOKCaUunHy no Neisseria gonorrhoeae (3a BUHSITKOM
MOKCU(NOKCAUNHPE3NCTEHTHUX wTaMiB N. gonorrhoeae) (avB. po3ginu
«0co6nBOCTI 3acTOCyBaHHA», «®apMaKkonorivyHi B1acTUBOCTI»).

TabnetoBaHy dopMy npenapaTy Modnakca® moxHa 3acTtocoByBaTu AN
3aKiHYEHHS KypCy NiKyBaHHS, B SIKOMY CTapToBa Tepanis napeHTepasibHOK
dopmoto npenapaTty Modnakca® 6yna edbekTUBHOW i MpU3HAUYEHA 3@ TaKNUMMU
NOKa3aHHAMMU:

- HerocniTasbHa NHEBMOHIS;
- YCKNaaHeHi iHpeKUii WKipn Ta nNigwKipHNX TKaHWH.

TabnetoBaHa ¢dopma npenapaty Modnakca® He pekoMeHAYETbCA ANs
CTApTOBOrO JliKyBaHHS 6yAb-aKNX iHPEeKUin WKipy Ta NiAWKIPHUX TKAHUH YN Y
pasi TSXXKoro nepebiry HerocnitasibHUX MHEBMOHIN.

Cnig 3BepHYyTM yBary Ha OQiUilHi iHCTPYKUIT 3 HaNeXHoro 3acToCyBaHHS
aHTubakTepianbHMX 3acobis.

lpoTurnoka3aHHs.

- BigoMa rinepuyyTtnmsicTb 40 MOKCMdIOKCaUMHy abo A0 iHWKMX XiIHONMOHIB 4K
6yab-gKOi 3 AOMNOMIDXKHNX pe4YOoBUH Npenapary.

- Bik oo 18 pokiB..

- BariTHicTb abo nepioa roayBaHHs rpyaato (AMB. po3A4in «3aCcTOCYBaHHSA Y
nepiog BariTHOCTI abo rogyBaHHS rpyanto»).

- 3axBOpPIOBAHHS CYyXOXW/b, MOB’A3aHi 3 JiKyBaHHSM XiHONIOHaMu, B
aHaMHesi.

- Bpoa)xeHe abo giarHoctoBaHe HabyTe nogoBXeHHs iHTepBany QT.

- MopyweHHs enekTponiTHoro 6anaHcy, 30Kpema, NpU HECKOPUroBaHin
rinoKaniemii.

- KniHiyHO 3Hauywa 6pagnkapais.

- KniHiyHO 3Hayywa cepueBa HeOOCTATHICTb 3i 3HMXKEHOK  dpakuieto
BMKMAY NiBOro LWIyHO4Ka.

- CuMnTOMaTMYHi apuUTMii B aHaMHesi.

lMpenapaT He cnig 3acTocoByBATW OAHOYACHO 3 iHWMMK npenapaTtaMmun, SKi
noaoBxXytTb iHTepean QT (ame. po3ain «B3aemofisa 3 iHWKMMKM NiKapCbKUMU
3acobamu Ta iHWI BUAM B3AEMOAIN»).
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Y 3Ba3ky 3 obMexeHnmun KTIHIYHUMU AaHNMU 3aCTOCYBaHHS
MOKCM(NOKCALUMHY TaKoX NPOTMMOKA3aHOo Yy pa3si NopyweHHS PyHKLUIT nediHKu
(knac C 3a Knacudikauiero Yannga - M'0)
Ta NiABULLEHOro piBHSA TpaHcaMiHas (y 5 pasis BuLe BEpPXHbOI MeXi HOpMN).

B3aemogis 3 iHLWMMN J1iKapCbKUMM 3acobamu Ta iHLII BUAM B3aEMOAIN.

He MOXHa BWKIUYUTU AAUTUBHUN edeKT MOKCUMAOKCaUMHY Ta iHWKUX
nikapcbknx 3acobiB, sKi MOXYTb CAPUYMHUTM NOAOBXEHHS iHTepBany QT.
BkasaHa B3aeMoaia Moxe npu3Bectu [0 36iblIEHHA pPU3UMKY PO3BUTKY
LWIYHOUYKOBUX apUTMIiN, BKJKOYa4YM <«MipyeTHYy» LWAYHOYKOBY TaxikapAito
(torsade de pointes). I3 uUi€ei NpUYMHKM 3aCTOCYBaHHA MOKCUMIOKCALMHY B
KoMbiHauii 3 6yab-AKMM i3 HMXKYe3a3HauyeHUX JiKapCbKnx 3acobis
npoTunokasaHe (AUB. TaKoX po3ain «[MpoTUNnoKasaHHA»):

- aHTuapuTMivHi npenapatn knacy IA (Hanpuknag XiHigWH, rigpoXiHIAWH,
avsonipamia);

- aHTuapuTMiyHi npenapaTtun knacy III (Hanpuknap amiogapoH, coTanon,
nodetuniag, ibytunin);

- @HTUNCUXOTUYHI  npenapatm (Hanpuknag deHoTiasnHKn, niMo3na,
cepTUHAOM, ranonepuaon, cynbtonpua);

- TPUUMKNIYHI aHTUAENPECaHTH;

- [AesKi NpoTUMikpobHi 3acobun (cakBiHaBip, cnapdnokcaumH, epuTpoMilmH
AN BHYTPIiLLHbOBEHHOIO BBEAEHHS, NEHTAMIAMH, NPOTUMANapinHi npenapaTu,
30KpeMa ranodaHTpuH);

- [esiKi aHTurictaMinm (TepdeHaanH, acTeMmi3on, Mi30NacTuH);
- iHWi (um3anpug, BiHKaMiH IV, 6enpuann, gndemarin).

MokcudnokcaumH cnig 3 o6epexxHiCTio Npu3HadaTh NauieHTaM, 9Ki NpumnMaoTb
npenapaTtn, WO MOXYTb 3HMXYBaTW piBeHb Kanito (Hanpuknaa neTtnboBi Ta
TiasangHi  AiypeTtnkn, KNi3MuM Ta MPOHOCHI 3acobum (y BUCOKMX p[o3ax),
KopTuUKOCTepoian, amdoTtepmunH B), abo npenapatu, Aia AKux nos’dA3aHa 3
K/iHIYHO 3HauyLWow bpagnkapaicto.

Mi>k NnpunoMoM npenaparTiB, SKi MicTATb 6iBaneHTi abo TpMBaNeHTHiI KaTioHU
(TakMx K aHTaunAam, WO MiCTSTb MarHin 4m antoMiHin, AMaaHo3nH y TabneTkax,
cykpandart Ta 3acobu, Wo MiCTATb 3ani30 YN LUMHK), Ta MOKCUEDIOKCALMHOM
HeobxiaHWN iHTepBan 6/IM3bKO 6 FOAMNH.

Mpun Oo4HOYaCHOMY 3aCTOCYBaHHI aKTUBOBAHOIo BYrinns i
MOKCUNOKCaunHy nepopanbHo y A03i 400 Mr noro cucteMHa 6i040CTYyNHICTb
3HUXKYETLCA 6inbl HiXX Ha 80 % BHaCNIAOK NPUrHiYeHHs abcopbuii. Y 3B'a3Ky
3 UMM oAHOYaCHe 3aCTOCYBaHHS LUMX ABOX NpenapaTiB He pekoMeHAoBaHe (3a
BMHSATKOM BMNAAKiB nepeno3yBaHHA, AMB. TaKOX po3ain «lepenosyBaHHS»).
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MosigoMmnsanocs, wo nicng 6araTtopasoBOro 3aCTOCyBaHHA MOKCUMTOKCALMHY Y
3no0poBux pobposonbuiB cnocTtepiranocs 36inbweHHS Cmax AUFTOKCUMHY  Ha
npubnnsHo 30 % y piBHOBaHOMY cTaHi 6e3 BnauBy Ha AUC (nnowa nia
KPMBOK CMiBBIAHOWEHHS «KOHLUEHTpauig—-4ac») abo Ha HuxdJi piBHi. OTxXe,
noTpebu y 3actepexxHux 3axodax npu CynyTHbOMY NPUNOMI AUFOKCUHY HEMAE.

ICHYIOTb MOBIAOMAEHHS, WO Nig4 4Yac AoCnigXeHb 3a ydacTio aobposonbuis,
XBOpUX Ha piabeT, ogHOYacHe 3acToCyBaHHSA MOKCUGIOKCAUMHY nepopanbHO
Ta rnibeHknamigy nNpusBoAMAO A0 3HMXEHHS KOHUeHTpauii rnibeHknamigy Ha
nikoBomMy piBHi npubnansHo Ha 21%. KombiHauia rnibeHknamigy 3
MOKCU(NOKCAUMHOM  TEeOpeTMYHO  MOXe  Mpu3BecTu A0  He3Ha4Hoi
KOpOTKOTpuBanNoi rinepraikeMmii. OgHak 3MiHM Yy dapMakoKiHeTuuli, $Ki
cnocTepiranucs, He nNpuM3BoAMAM A0 3MiH (apMakoAMHAMIYHMX MapameTpiB
(piBEHb TNOKO3M B KpOBi, piBeHb iHCYNiHY). TakMM YWHOM, KI/IiHIYHO
peneBaHTHOI B3aeMoAii MK MOKCUGIOKCAUMHOM Ta rnibeHknamigoM He
BUSABMIEHO.

Y nauieHTiB, AKi OTpMMyBanuM nepopasibHi aHTUKOArynsaHTU Yy MNOEAHAHHI 3
aHTubakTepianbHMMK npenapaTtamMm, B TOMY 4ucnii 3 @PTOPXiHOMOHAMM,

Makposigamu, TeTpaunkniHamm, KOTPMMOKCa30J10M Ta ONeAKNMN
uedganocnopmHamm, BiAg3Ha4Yanucs UNCIEHHI BMMAAKMU NiABULLEHHS
AHTUKOArynsaHTHOI  aKTUBHOCTI. dakTopamu pu3nkKy €  iHQEeKUinHi

3axBoptoBaHHA (i CynyTHIW 3ananbHUW npouec), BiK Ta 3araJbHUN CTaH
nauieHTa. Y 3B'A3Ky 3 UMMM OO6CTaBMHAMM BaXXKO OUIHUTU, 4YM CAPUYMHSIE
iHpiKyBaHHSA abo nikyBaHHSA BiAXWNEHHA MNoka3Huka MHB (MixHapogHoro
HOPMasi30BaHOro BiAHOLWEHHS). AK 3acCTepexHWN 3axig MOXJIMBUKN 4YacTilnin
MOHITOpMHI MHB. Y pa3si HeobXxiaHOCTI Cnig NpoBecTU HanexXHe KOpUryBaHHSA
A031 rnepopasibHOro KoarynaHTa.

PeyoBuHU, ana aknx éyna goseneHa BiACYTHICTb KNiHIYHO BAaroMoi B3aeMogii 3
MOKCU(NOKCAUNMHOM: paHiTUAWH, Kanbuiesi aobaBku, TeodiniH, nepopanbHi
KOHTpauenTmMBu, LMKIOCMOPUH, iTpakoHa3on, MopdiH Npu napeHTepanbHOMY
BBeAeHHi, NnpobeHeuna. JocnigxeHHs in vitro depMeHTiB uMToxpomy P450 vy
JOAVHWN NigTBEPAUNMN BULLe3a3HadeHe. 3 ornsay Ha 3a3HadeHi pesynbTaTu,
MeTaboniyHa B3aemMoaia yepes pepMeHTU umToxpomy P450 € manosiporigHoto.

Abcopbuia MokcudoKCauMHyY He 3anexuTb Bid BXUBAHHSA DKi (BKIOYao4n
MOMIOYHI  MPOAYKTWM). 3BaxakwuMm Ha UuUe, MOKCMODIOKCAUMH  MOXe
3aCTOCOBYBATUCh HE3asexHo Big Npumnomy ixi.

Ocob6/1MBOCTI 3aCTOCYBaHHSI.

MoBigOMNANOCHL MPO FiNepuyyTNMBICTb | aneprivyHi peakuii Ha OTOPXiIHONOHMK,
BK/IIOHAOUYM MOKCUMDAOKCALUMH, NICNS NMepLoro 3acTocyBaHHA. AHadinakTUyHi
peakuii MOXyTb NporpecysaTv 40 3arpo3qiMBOro ANs XuUTTa aHadinlakTUYHOro
LWOKY HaBiTb Mmicng nepworo 3acTtocyBaHHd. B uumx Bunaakax cnig
NPUNVMHUTY NPUMOM NMpenapaTty Ta po3no4yaTu BiANOBIAHY Tepanito (Hanpuknaa
NPOTULLOKOBY).
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Mpu 3acTocyBaHHi MOKCUMNOKCAUMHY Yy AeSKMX MNaUiEHTIB  MOXuBe
36inbweHHa iHTepBany QT Ha enekTpokapaiorpaMi. AHani3 pesynbTtaTiB EKT,
OTPUMaHMX Yy paMKax nporpamm KIiHIYHUX [OCAigXKeHb, MoKasas, Lo
NoAoBXeHHSs iHTepBany QT nNpu 3acToCyBaHHI MOKCUMIOKCALUMHY CTaHOBMUIIO 6
MC £ 26 MC - 1,4 % nNOPIiBHAHO 3 BUXiIAHWUM piBHEM.

OcKinbkn y XIiHOK Big3Ha4vYaeTbcss agoBwun iHTepBan QT nMOpiBHSHO 3
4YONI0OBiKAMW, BOHWU MOXYTb BUABUTUCS Oinbll 4yTIMBUMKW A0 npenapaTiB, AKi
NoaoBXYyTb iHTepsan QT. MNMauieHTM NITHLOrO BiKY TaKoX MOXYTb 6yTn 6inbLu
CNPUNHATAMBMMM A0 acoLiMOBaHWX 3 NpenapaToM BnaumBeiB Ha iHTepsan QT.

MauieHTamM, AKi npMMMarTb MOKCMGIOKCALNH, cnig 3
06epeXxHiICTIO 3aCToCOoBYBaTK NpenapaTtu, WO MOXYTb NMPU3BECTU A0 3HUXEHHS
piBHA Kanito (aue. po3ainn «lpoTunokasaHHA», «B3aemogia 3 iHWUMK
NniKkapcbkMMKU 3acobamum Ta iHWI BUAW B3AaEMOLIN>»).

Cnig 3 obepexHicTio Nnpn3HadaTn MOKCU@IOKCAUMH MauiEHTaM 3 TpMBa4YNUMHU
npoapuTMOreHHMMmM ctaHamm (0cobamMBO XiHKaAM Ta NauieHTaM NiTHbOrO BiKY),
TaKMMM SK rocTpa MiokapaianbHa iweMia abo nonoBXeHHs iHTepBany QT,
OCKilbKM  Ue MOXe Npu3BoAUTM A0 NiABULLEHHA  PU3UKY  PO3BUTKY
LWIYHOUYKOBMX apUTMIiN, BKJKOYa4YM <«MipyeTHYy» LWAYHOYKOBY TaxikapAito
(torsade de pointes), i 3YMUHKN cepus (avs. po34in
«[poTnnokasaHHsa»). CTyniHb MoAOBXEHHA iHTepBany QT MOXe
nigsvwlyBaTucb i3 NiABUWEHHAM KOHUeHTpauil npenapaty. ToMy He
cnig nepesunulyBaT peKOMeHA0BaHy A03Y.

HeobxiagHO 3BaXXMTU KOPUCTb BiA NiKyBaHHS MOKCU(IOKCAUMHOM, 0CO6/IMBO Y
BMMaaKax iHdeKLUin nerkoro CTyneHs, 3rigHo 3 iHpopMaui€elo, Wo BUKNaaeHa
y po3aini «0cobnnMBOCTi 3aCTOCYBaHHA>.

AKWOo nig 4vac NikyBaHHA npenapaTtoM BUHUKAKOTb CUMMNTOMU apuUTMIl, cnij
NPUNUHUTKU NiKyBaHHSA Ta 3pobutun EKT.

Mpn 3acTtocyBaHHi  MoOKcudOKCauMHY  MNOBIAOMASANOCA MPO  BUMaAKu
dynbMiHaHTHOro renatuTy, WO MNOTEHUIMHO MPU3BOANTL A0 NEYiHKOBOI
HepocTaTHOCTI (Y T.4. 3 neTtanbHUM Hacnigkom) (ame. po3ain  «lobivHi
peakuii»). MNauieHTam cnig pekoMeHAyBaTW 3BEPHYTUCH A0 Nikapsa nepej TuM,
AK MPOAOBXYBATU NiKYBaHHSA, AKLWO pPO3BMBAKOTbCA TaKi 03HAKM Ta CUMMNTOMMU
dynbMiHAaHTHOrO renaTuTy, sIK NOB’A3aHa 3 XXOBTAHULUEK acTeHis, Wo WBUAKO
pPO3BMBAETbCSA, TEMHA Ce4ya, CXUNbHICTb 4O KpoBoTed abo nediHkoBa
eHuedanonaris.

Y pasi BUHUKHEHHA CUMNTOMIB AMCHYHKUIT MNediHkn HeobxigHO npoBecTw
aHanisn yHKUii Nne4yiHKn/o06CTeXeHHs.

MoBigoMnsanocs npo 6ynbo3Hi peakuil WKipn npm 3aCTOCYBaHHI
MOKCudoKCaumHy, Taki gk cuHapom CriBeHca-[)KOHCOHa abo TOKCUYHUI
enigepmanbHunii Hekponi3 (aAnB. po3ain «MobivHi peakuii»). AKWO BUHUKAOTb
peakuii 3 60Ky wkipn Ta/abo cnu3oBoi 060NOHKM, MAUIEHTAM Cnig
peKkoMeHAyBaTU HeramHo 3BEepHYTUCHA A0 Nikaps, neplw HiX npoaoBXyBaTu
NiKyBaHHS.
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BigoMO, WO  XiHONMOHW MOXYTb  CrPOBOKYBATU  PO3BUTOK  CYAOMHUX
Hanaaie. MokcndnokcaunH cnig 3acTtocoByBaT 3 06epeXxHICTIo NauieHTaM i3
po3nagamu LUHC abo 3 iHWnMM dakTopaMmn pm3nky, WO MOXYTb CMPUHUHUTHU
CYAOMHI Hanagn abo 3HM3UTWU NOopir BUHWUKHEHHS OCTaHHIX. Y pas3si
BUHUKHEHHS CYyAOM HeobXiAHO MPUMUHUTU 3aCTOCYBaHHA MOKCUGIOKCAUUHY
Ta BXWUTU BIANOBIAHUX 3aX0A4iB.

Y nauieHTiB, S9Ki npuMMann  XiHONOHW, BKJ/KOYAKUYM MOKCUMNOKCALUMH,
noBigoOMNANOCh npo BMMAAKM CEHCOPHOI abo CEHCOPHO-PYXOBOi
noniHemponarii, WO NpM3BOANTb A0 MapecTesin, rinoecresin, ansecresin abo
cnabkocTi. SAKWO  po3BMBAKTbCA  TakKi  CMMNTOMM  HeBponaTii, 4K
6inb, NeviHHA, NOKONOBAHHSA, OHIMiIHHSA abo cnabkicTb, navuieHTam,
AKi OTPUMYIOTb  JliIKyBaHHA MOKCUIOKCAUMHOM,  Cig  MoBIiAOMUTM  NpO
Lue nikaps, nepw HK NpoAoBXyBaTU JliKyBaHHA (AuB. po3ain  «[MobivHi
peakuii»).

Peakuii 3 60Ky nMCUXiKM MOXYTb PpO3BMBATUCHA HaBiTb NIiCNsg neploro
3aCTOCYBaHHSA  XiHOJIOHIB, BKJ/KOYal4YM MOKCUPNOKCAUMH. Y  piaKiCHUX
BMMaaKkax genpecis abo NCUXOTUYHI peakuii Npu3BoAUIN OO0 BUHUKHEHHS
cyiumganbHMX AYMOK Ta pPO3BUTKY camoarpecii, 3okpema cnpob camorybcrtsa
(avB. po3ain «lMobivHi peakuii»). Y pasi BUHMKHEHHS Y NauieHTa TakKnx peakuimn
HeobXiAHO  MPUMNUHUTM  3aCTOCYBaHHA  MOKCUMIOKCAUMHY Ta  BXUTU
BiANOBIAHWX 3aX0AiB.

PekoMeHAoOBaHO 3 06epeXHICTo Npu3Ha4YaTn MOKCUMNOKCAUMH NMauieHTaM, SKi
CTpaXxgaloTb ncmxo3amMu, abo nauieHTaM, sKi MalTb B aHaMHe3i MNCUXIYHI
3aXBOPHOBAHHA.

Y 3B'A3KYy 3 3aCTOCyBaHHSAM aHTMOIOTUKIB LUIMPOKOro crnektpa Adii, B TOMYy
ymcni MoKCcMgnoKcaunHny, NoBiAOMIANOCS npo BMHUKHEHHS
aHTMbioTMKacoLUinoBaHOI aiapei (AAL) Ta aHTMbioTMKacouinoBaHOro
konity (AAK), Bknrouyatoum ncesgomembpaHosHum konit i Clostridium difficile-
acouinoBaHy diapeto, SKi 3a CTyneHeM TSHXXKOCTI BapitooTb Big NOMipHOI Adiapei
A0 KONITY 3 NeTanbHMM HacMigKoM. TOMY BaX/IMBO 3BaXXUTU Ha LeNn aiarHos y
nauieHTiB, y 49KMX nig 4ac abo nicng 3acTtoCyBaHHS MOKCUMAOKCAUMHY
CnocTepiraeTbcsa TsXKa aiapes. MNMpu nigo3pi abo nigreepaxeHHi AAL abo AAK
NikyBaHHS aHTubakTepianbHMMKM 3acobaMu, BKAOYAKYM MOKCUGNOKCALNH,
cnig NpUNUHNTM Ta HEramHO BXMUTW BiANOBIAHUX TepaneBTUYHUX 3axoais. [o
TOro X, HEOBXiIAHO BXWUTU HaANEXHUX CaHITapHO-eniAeMidyHMX 3axo4iB 3 METOLO
3MEHLWEeHHA pU3MKY nepeadi 3axBoproBaHHA. [lpenapaTu, WO NPUrHivyTb
nepucTanbTUKY, NPOTUNOKAa3aHi NauieHTaM, y SKUX CNOCTEPIraETbCSA cCeprno3Ha
Aiapes.

MokcudnokcaumH cnig 3actocyBatn 3 06epexHICTIO MauieHTaM 3 MiacTeHi€
rpaBic y 3B’513KYy 3 MOXJ/IMBICTIO 3arOCTPEHHS CUMNTOMIB.

3ananeHHs Ta po3puB CyXoXunb (0CO6AMBO axifiNOBOr0 CyXOXWNns), iHoAi
binaTepanbHi, MOXYTb CrnocTepiraTMca B pasi NiKyBaHHSA i3 3aCTOCYBaHHSAM
XiHOMOHIB, BKAKOYaO4YM MOKCUMIOKCALUMH, HaBiTb NPOTAroM nepwmx 48 rogmH
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Bi4 Mo4yaTKy nikyBaHHA. [loBigOMNANOCA TakOX Npo TakKi BuNagku, wWo
CrocTepiranmcsa yepes fekKinibka MicauiB nicna NpuUnuHeHHA nikyBaHHS. lig yac
Tepanii XiHO/IOHaMM, B TOMY 4MCNi MOKCU(MNOKCAUMHOM, iCHYE MigBULLEHUNN
PU3NK PO3BUTKY 3anasieHHA Ta pO3pMBY CYXOXW/b, 30KpeMa Yy MauieHTIB
NITHLOrO BiKY | XBOPUX, SAKi OTPUMYIOTb CYNYTHIO TEpanito KOPTUKOCTEpPOIigaMu.

Mpu nepwunx cuMmntTomax 6onw abo 3ananeHHsa nauieHTam cnig NPUNUHUTU
NiKyBaHHS MOKCU(AOKCaUMHOM, 3abe3neuynTn CrokKin ypaxeHin (-uM) KiHuiBui
(-kaM) Ta HeramHO 3BepHYTUCSA A0 Jfikapsa 4Nna OTpUMaHHA BiANOBIAHOMO
NiKyBaHHA (Hanpuknaj HakKNaAeHHA WUWHW) YpaXKeHoro cyxoxwunna (auve.
po3a4inu «lpoTunokasaHHa», «[106iuHi peakuii»).

Cnip 3 ob6epexHicTio 3acTocyBaTM MOKCM@IOKCAUNH MauieHTaM NiTHbOrro BiKY 3
po3niagamMn (QYHKUIiI HUPOK, SAKWO BOHW He MOXYTb 3abe3neynTtu Npumnom
AOCTATHbLOI KiSIbKOCTI piAWHWN, TOMY WO 3HEBOAHEHHS MOXE NiABULLUNTU PU3UK
BUHUKHEHHSA HUPKOBOI HEAOCTATHOCTI.

SKWO CNOCTepiraeTbCs NOpyLleHHs 30py abo iHWWA BNJMB HA OpraHu 30py,
cnig HeramHo 3BepHYTMCA A0 odTanbmonora (AMB. po34inuM «3AaTHICTb
BNAMBATK Ha WBWAKICTb peakuii Npn KepyBaHHi aBToTpaHcnopToM abo pobori
3 iHWMMKM MexaHismamu», «lMobivHi peakuii»).

Mpn  3acTocyBaHHi  XiHOMOHIB Y  NAUIEHTIB  BiA3HA4YalOTbCA  peakuil
doTouyTnmeocTi. [lpoTe AOCNIAXEHHS NOKasanu, WO MOKCUdNoKcaumH
BiAPI3HAETbCA HUXYMM PU3NKOM BUHUKHEHHS (HDOTOYYTAIMBOCTI. HesBaxarouu
Ha ue, Cnig pekoMeHAyBaTW MauiEHTaM YHUKaATU $K ynbTpadioneTtoBoro
OMNpOMiHEHHS, TaK i TpmBanoi Ta/abo iIHTEHCUBHOI Aii COHAYHOro CBiTNa nig 4Yac
NiKyBaHHS MOKCUMIOKCaLNHOM.

MauieHTn 3 cimenHnMm abo ocobucTMM aHaMHe30M HeAOCTaTHbOI AKTUBHOCTI
rNKo30-6-pocdaTtaerigporeHasn nig 4Yac nikyBaHHS XiHONIOHaMW MakTb
CXWUNbHICTb A0 TreMofiTUYHUX peakuin. ToMy TakumM nauieHTam cnig 3
obepexHicTio 3acTocyBaT MOKCU@IOKCALUH.

MauieHTam 3 piakMMKM cnagkoBumm npobieMamm HernepeHOCUMMOCTI rasiakTosu,
nAediuntoM nakrtasm Jlanna abo Manbabcopbuieo raKo3M Ta rasakTto3m He
cnig npunuMaTtu uen npenapar.

MauieHTaM 3 ycknagHeHuUM 3anasibHMM 3aXBOPIOBAHHAM OpraHiB Masnoro Tasa
(Hanpuknag, acouinoBaHuMM 3 TpybHO-s€eyHMKOBUM abcuecom abo abcuecom
Manoro Tasa), AN8  SKUX  BBAXae€eTbCs  HeobXxigHMM  npoBeAeHHs
BHYTpPilLHbOBEHHOI Tepanii, NikyBaHHS npenapatoM Modnakca® y dopwmi
TabneTtok, BKpUTMX 06010HKOW, No 400 Mr He peKOMEeHAYETbCS.

3ananbHe 3axBOPKOBaHHS OpraHiB Manoro Tasa Moxe OyTu CcrnpuymHeHe
bakTepieto Neisseria gonorrhoeae, pe3nNCcTeHTHO A0 (PTOpPXiHOMOHIB. TOMY B
TakuxX BMNAAKAX eMnipyyHe 3acToCyBaHHSA MOKcUdoKcaumHy HeobxigHo
npu3HayaTM OAHOYACHO 3 IiHWWM BIANOBIAHMM aHTUb6IOTMKOM (Hanpuknaa
LedanocnopmuHom), AKLLO HEMOXXTNBO NOBHICTIO BUKTOUYNTH
HasBHICTb Neisseria gonorrhoeae, pe3nCcTeHTHOI 40 MOKCUMNOKCALMHY.
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Akwo nicnsa 3 gHiB NikyBaHHS He BigbyBa€ETbCS NMOKPALLAHHS KAIHIYHOMO CTaHy,
Tepanito cnig neperngaHyTun.

MoKCUNOKCAUMH CMPUUYMNHIOE YPaXKeHHS XpSAWiB y MOA0AUX TBApWH, TOMY
3aCTOCyBaHHSA npenaparty AiTsaM (BikoM Ao 18 pokiB) NpoTUNoKa3saHo.

MokcndnokcaumH He peKOMeHAYETbCS AN NiKyBaHHSA iHPeKUin, CNpUYnHEHnX
MEeTUUWMNIH- PEe3UCTEHTHUM 3010TUCTUM cTadinokokoMm (MP3C). Y pasi
nigo3ptoBaHoi abo niaTBepaxeHoi iHdekuii, cnpnuynHeHoi MP3C, HeobxigHo
po3rno4yaTu NikyBaHHSA BigNoBiAHWM aHTMbaKkTepianbHMM 3acoboM (AMB. po3ain
«®apMaKosoriyHi BlaCTUBOCTI»).

KniHiuyHa eeKTUBHICTb BHYTPILLHbOBEHHOIO 3aCTOCYBaHHSA MOKCUMTOKCALUMHY
B pa3i JiKyBaHHSA TSAXKOI iHdekuii, nos’d3aHoi 3 onikamu, dacumtoM Ta
AiabeTMYHOo CTOMO, WO CYNPOBOAXYETbCS OCTEOMIENITOM, HE BCTaHOBJ/IEHA.

JlikyBaHHSA i3 3aCTOCYBaHHSIM MOKCUMIOKCAUMHY MOXe nepeLlKkoaXxaTu
NPOBEAEHHIO KyNbTypasbHOrO aHanizy woao BuaBneHHs Mycobacterium
Spp. y 3B'A3KY 3 MPUrHiYeHHAM MikKpobiosioriiHOro pocTty, Wo, Y CBOK 4epry,
MOXe TMpU3BECTU A0 MOMWUJIKOBO HeraTtMBHMUX pe3ysbTaTiB Yy 3pa3kax Bij
XBOPpUX, SIKi HA AaHUN MOMEHT NPUNMaKTb MOKCUGOKCALMH.

[locnig)xeHHs Ha TBapuHax He BUSBWUAWM MoOripweHHsa depTunbHOCTI (AMB.
po34in «®apMaKonioriyHi BNacTUBOCTI»).

Auncrnikemisa

SK i Npu 3acToCyBaHHi iHWMX (PTOPXIHOMOHIB, NpU 3acTOCYBaHHiI nNpenapaTty
Modnakca® cnocrepiranucs BiAXWNeHHs piBHIB MOKO3M B KPOBi, BK/OYAOUN
rimornikeMito Ta rineprnikemito. Y nauieHTiB, sKi 3acTocoByBasu npenapart
Modnakca®, ancrnikemisa posBmMBanacs NepeBa)KHO Y XBOPUX NITHbLOrO BiKy 3
AiabeToM, AKi OTpUMYyBanM CynyTHIO Tepanito NepopanbHUMK FiNOrAiKeMiyHUMU
nikapcbkumMn 3acobamm (TakuMu sK Cynb@dOHINce4yoBMHa) abo iHCYNiHOM.
MauieHTam 3 piabeToM pekoMeHAOBaHe peTeflbHe CroCTepexXeHHs piBHIB
rNOKO3M B KpOBi (AMB. po3ain «lobiuHi peakuii»).

3acrocyBaHHS y riepio BaritHocTi abo rogyBaHHSs rpyasto.
BariTHiCTb

be3neka 3acTocyBaHHA MOKCU@IOKCaAuMHY Yy nepiog BariTHOCTIi  He
BCTaHoOBNeHa. Pe3ynbTaTm pocnigXeHb Ha TBAapuHaxX BKa3ylTb Ha
penpoAyKTUBHY TOKCUYHICTb (AMB. po34in «®apMakosoriyHi BAaCcTUBOCTI»).
MoTeHUinHNM pU3nK Ansa NANHN HE BCTAHOBJIEHUN.

Y 3B'I3KYy 3 PU3MKOM MOWKOAXEHHSA (PTOpXiHOIOHAMM OMNOPHUX cyrnobis
MOMIOAMX TBapuH (3@ eKCcrnepuMeHTaslbHUMU AaHuMMKM) Ta 3 0H60pPOTHMMMU
ypaxxeHHaAMM cyrnobie, onucaHuMmM y AiTen, 9Ki OoTpUMYyBasn JiKyBaHHS
AesikumMn hTopXiHONOHAMWN, MOKCUMNOKCALMH HE MOXHA NpU3HayaTy BaritTHUM
XiHKaM (amB. po3ain «MpoTunokasaHHs»).

foayBaHHA rpyanto
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MokcndnokcaumH, SK i iHWi XiHOMOHU, SIK MOKa3aHO, CMPUUYUNHSE YypPaXKeHHS
xXpsawis cyrnobie mMonoamx TBapwuH. Pe3ynbTaTh AOKMIHIYHMX AOCAIAXEHb
CBigyaTb, WO HeBeNnuKa KiNbKiCTb MOKCUMAOKCAUMHY MOXe MoTpannsatu y
rpyaHe MOI0KOo. HeMae gaHmX WoAo 3aCTOCYBaHHA MOKCUMIOKCAUMHY XiHKaM,
AKi  rogywTb rpyaaro. YHacnigok Uuboro y nepiog roayBaHHSA rpyaaro
3aCTOCYBaHHS MOKCUdOKCAUNHY NPOTUMOKa3aHo (avB.. po3ain
«[MpoTUNOKa3aHHS»).

34aTHICTb BMNJIMBATU HAa LUBUAKICTb peakuii npu KepyBaHHI aBTOTPaHCIOpPTOM
abo iHWnuMn mexaHiamMamu.

JocnigxeHb BNNBY MOKCUNOKCaUNHY Ha 34AaTHICTb KepyBaTu
aBTOTPAHCMOPTOM Ta MpauloBaTy 3 IHWKWMMKU MexXaHi3MaMu He MpoBOAUIIN.
OaHak PTOpXiHOMOHWN, BKIKOYAKUYN MOKCUMIIOKCALMH, MOXYTb NPU3BOAUTU A0
noripweHHs 34aTHOCTI KepyBaTu aBTOTPaHCNOPTOM abo npautoBaTu 3 iHWMMNK
MexaHi3aMaMu 4yepe3 BUMHUKHEHHS peakuin 3 60Ky ueHTpasibHOI HepBOBOI
cuctemMn (Takmx 8K 3anamMoOpoOyveHHd, roctpa TuMyacoBa BTpaTa 30py, AOMB.
po3ain «MobivHi peakuii») abo rocTpoi KOpOTKOTpMBanNOi BTpaTuU CBIAOMOCTI
(HenpuTOMHICTb, AauB. po3adin «[obiyHi peakuii»). TauieHTam cnig
peKkoMeHAyBaTK CNOCTEpiraTM 3a CBOEK peakuielo Ha MOoKCUdoKcaumH nepesa
TUM, SIK KepyBaTW aBTOTPAHCNOPTOM abo npauoBaT 3 iIHWMMMN MeXaHi3MaMu.

Crioci6 3acTtocyBaHHS Ta A0O3MU.

Lopocni

PekomeHayeTbcsa npunmmatu no 1 tabnetui (400 Mr) MokcudnokcaumHy Ha
noby.

Tabnetku cnig NnpumMMaT He PO3XKOBYHOYM, 3anNnBakOUM AOCTATHBLOM KiNbKIiCTHO
Boau. NpenapaT MOXHa NpUUMaTK He3anexXHo Bif Yacy BXMBAHHS Xi.

TpuBanicrb Tepanii

TpuBanictb Tepanii TabnetosaHow popmoto npenapaTty Modnakca® 3anexuTb
BiA TMNY iHdeKUin i CTAaHOBUTD:

- 3aroCTpeHHs XpOHiYHOro 6poHxiTy — 5-10 aHiB;
- HerocniTasbHa NHeBMOHIA — 10 AHiB;
- rocTpmmn 6aktepianbHUW CUHYCUT — 7 OHIB;

- 3ananbHi  3axBOPKOBAHHA OpraHiB Masoro Tas3a NOMIpHOro Ta
cepenHboro cryneHs — 14 aHis.

CryniH4yacrta (BHYTDPILLHBOBEHHA | nepopasibHa) Tepanis

MosigoMnsanocs, WO nNig 4ac AocCnigXeHb CTyniHYacToi Tepanii 6inbwicTb
nauieHTiB Nepexoanna 3 BHYTPILWHbOBEHHOIO Ha NepopasbHUI WNAX BBEAEHHS
MOKCUdNOoKcaunHy npoTaroM 4 aHiB (HerocnitTanbHa NHeBMOHIiA) abo 6 AHIB
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(ycknagHeHi iHdeKkuii wkKipn Ta nigwkipHUX TKaHWH). PekoMeHaoBaHa
3arasnbHa TpUBaniCTb NikyBaHHA TabneTkamMu Ta pO34YMHOM MOKCUGNOKCAUNHY
CTaHOBUTb 7-14 AHIB ANa HerocnitanbHUX MHEBMOHIM Ta 7-21 AeHb Ans
YCKNagHeHNX iHpeKUin WKipn Ta NigWwKipHNUX TKaHWH.

MepeBuwyBaTh BKasaHy o3y (400 mr 1 pa3 Ha 4oby) Ta TpMBanicTb NiKkyBaHHSA
AN KOXXHOrO NoKasaHHA He peKOMEeHAYETbLCS.

[layieHTv NiITHbOro BiKY/Nayi€EHTU 3 HU3bKOK MAacor Tiaa

Kopekuia Ao3n Ana nauieHTiB NiTHbOro BiKy/MaUIEHTIB 3 HU3bKOK Macoko Tina
He noTpibHa.

[TopyleHHs yHKUII ne4YiHKu

MauieHTaM i3 NopyLweHHSAIMU PYHKLUIT NeYiHKn Kopekuia 4031 He noTpibHa (auB.
TakoX po3ain «OcobnnBOCTi 3aCTOCYyBaHHA»).

HupkoBa HeEAOCTaTHICTb

[Ana nauieHTiB i3 HUPKOBOK HEAOCTATHICTIO MOMIPHOIro Ta CEPeAHbOro CTyneHs
(y ToMy 4yncni npu KnipeHci kpeaTuHiHy < 30 Mn/xB/1,73 M2), a Takox Ans
nauienTiB, 4aki  nepebyBaloTb Ha 6e3nepepBHOMY remogianisi Ta
AOBroTpuBasioMy ambynatopHOMy nepuToHeaibHOMY Aianisi, KopekLuisa 403U He
noTpibHa (auB. po3ain «®apMaKooriyHi BNaCTUBOCTI»).

Aitn.

MokcundnokcaumH nNpoTunokasaHun aitam (BikoM o 18 pokiB). EpeKTUBHICTb
Ta 6e3neka 3acTOCyBaHHS MOKCU(MNOKCaAUMHY AiTAM He BCTaHoBeHi (AuB.
TakoX po3ain «MpoTunokasaHHA»).

lNepeno3yBaHHA.

Y pasi BMNagKoBOro rnepeno3yBaHHS HE PEKOMEHA0BAHO XOAHUX cneundivyHnx
3axo4iB. Y pasi nepefo3yBaHHSA Chif OPIEHTYBATUCA Ha KJIIHIYHY KapTUHY i
npoBOAUTN CUMNTOMATUUYHY nNiATpUMYOYy Tepanito Ta EKI-MOHITOpUHI Yy
3B'AA3KY 3 MOXJ/IMBICTIO NOAOBXeHHS iHTepBany QT.

OaHo4YacHe 3aCToCyBaHHS aKTMBOBAHOIMO BYTifIA 3 A030K MOKCUMIOKCAUNHY
400 ™Mr nepopanbHO Tnpu3Bene A0 CKOPOYEHHS CUCTEMHOI [AOCTYMHOCTI
nikapcbkoro 3acoby 6inbwe Hix Ha 80%. Y pa3i nepeno3yBaHHA B pe3ybTarTi
nepopanbHOro rMpuUMOMY JiKapcbKoro 3acoby 3acTOCyBaHHA aKTWMBOBAHOMO
BYrinns Ha no4yaTKoBiM cTaaii abcopbuii Moxe 6ytn edekTuBHUM aAng
3anobiraHHs 36iNblWEHHI0 CUCTEMHOT AiT MOKCMGNOKCAUNHY.

l1o6i4Hi peakuii.
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Hux4ye HaBeaeHO nobiuHi edekTn, oTpMMaHi Ha nNiaAcTaBi BCIX KIIHIYHKX
AOCNiAXeHb i3 3acTocyBaHHAM MokcudnokcaumHy 400 mr (nepopanbHa Ta
CcTyniH4yacTa Tepanis), Ta iX yacrtoTa. MobiuHi peakuii, HaBeaeHi y KONOHU
«4acTi», crnocTepirannca 3 yactotoro MeHwe 3 %, 3a BUHATKOM HyAOTU Ta

Aniapei.

B KOXHin rpyni HebaxaHi siBnLa BU3HAY€EHi Yy NOPAAKY 3MEHLIEHHS iX TAXKOCTI.
YacToTa BU3Ha4YeHa TakmMM YnHoM: yacTi (= 1/100, <1/10), HevacTi (= 1/1000,

<1/100), MOOANHOKI
(= 1/10000, <1/1000), piakicHi (<1/10000).
Tabnuusa 3
Knacu cucteMm | Yacri HevacTi MooanHoKI PiakicHi
opraHiB
(MedDRA)
IHdeKkuirHi CynepiHdekuis,
yCKIagHeHHs o BUHWKIA
BHaCMigoK
b6akTepianbHoOI
um rpnbkosoi
pPEe3nCTEHTHOCTI,
Hanpuknag
opasibHU un
BariHa/bHW
KaHangosmn
3 6oky AHeMis, MigBuLLEHHA  piBHSA
KPOBOHOCHOI Ta nenkoneHis, npoTpoMbiny/

nimdatnyHoi
cuctem

HENTponeHis,
TpoMbounTONEHiIs,
TpoMmbouuTemis,
eo3unHodinis,
NOAOBXEHHS
npoTtpoMbiHOBOIro
yacy/36inbweHHs
MHB

3MeHuWweHHss MHB,

arpaHynouuTos

3 60Ky iMyHHOI
cucTemm

AnepridHi peakuii

AHadinakcis,
BKJOYAKO4M
piaKiCHi  BMNagku
LLIOKY (wo
3arpoXyeE >XUTTIO),
anepriyHni
Habpsk/
QHrOHEBPOTUYHMIA
Habpsk,
BKJOYAKO4M
Habpsak ropTaHi
(wo MOTEHUINHO
3arpoXYyE XUTTHO)

MopyweHHs
meTaboniamy Ta
XapyyBaHHS

lNnepninipemis

lNneprnikemis,
rinepypukemis

lNnornikemisa
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3 60Ky ncuxikm Peakuii NabinbHicTb JenepcoHaniza-uis,
CTPUBOXEHOCTI, HacCTpoOl, Aenpecia | NCMXOTUYHI  peakuii
nigBULLLEHHS (y pigkicHux | (3 MOXJINBOIO
MCUXOMOTOPHOI BMUNagkax 3 | camoarpecielo,
aKTUBHOCTI/ MOXX/TINBOLO Takowo K
36yaKeHHS caMmoarpeciero, cyiumaanbHi inei/

TaKkoto aK | aymkn abo cnpobu
cyiunganbHi igei/ | camorybcrea)
AoyMKu abo cnpobu

camory6cTtBa),

ranounHauii

3 6oky HepBoBOi | FTonosHun 6inb, | MapecTtesii/ lNnoecresig, lNnepectesiga

cucTeMm 3anaMopoYeHHs . NOPYLEHHS  HIOXY
ansecresii, (BKMtOUAKOUM
MOPYWEHHS CMaKY | groary HIOXY ),
(BKTIO4a04M naTonoriyHi
aressito Y | cHoBUAIHHS,
piaKiCHMX NOpYLUEHHS
BUNaaKax), KoopaAMHaLii
CnAyTaHICTb (BKNIOYAKOYM
csiaomocTi Ta | posnaa xoam
BTpaTa opieHTauil, | gyacnigok
po3naau CHY | 3anamopoueHHs
(nepesaxHo a6o BEpTUro),
6e3coHHs), CYZ[IOMHi Hanaau 3
TPEMOP, BEPTUrO, | hispymy
COHMNBICTb KNIHIYHMMM

nposieamu (y TOMy
yucni BENUKI
eninenTuyHi
Hanaawn),
MOpYyLUEHHs yBaru,
po3snaau
MOBJIEHHS,
aMHesis,
nepndepunyHa
HenponarTis Ta
noniHenponaris

3 60Ky opraHiB MopylweHHsa 30pYy, TpaH3uTOpHa

30py BK/IHOYAKOUN BTpaTa 30py
aunnonito Ta (ocobnmeo nig u4ac
HeuiTKiCTb  30pYy peakuin 3  6oky

(ocobnueo nig vac
peakuin 3 60Ky
LUHC)

LIHC)

3 60Ky opraHiB

cnyxy Ta
BeCTubynspHoro
anaparty

[O3BiH y ByXxax,
NOPYLIEHHS CNyXxy
BKJIOHAKOUMN
rnyxoty (3a3Buyan
060pOTHY)
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3 6oky cepueBo- | MNoaoBXeHHs MopgoBxeHHa QT- | LUnyHOYKOBI HecneuundiuHi
CYAUHHOI QT-iHTepBany vy | iHTepBany, TaxiapuTtwmii, apuTMii, «nipyeTHa»
cUcTeMM XBOpUX i3 | nocuneHe HENPUTOMHICTb LWNYHOYKOBa
rinokaniemiero cepuebuTTs, (TobTo roctpa Ta | Taxikapais (torsade
Taxikapgis, KOpOTKOYacHa de pointes),
dibpunauis BTpaTa 3ynuHKa cepus
nepeacepab, CBiAOMOCTI),
CTeHoKapais, )
apTepianbHa
Basoaunartauis rinepteHsiq,
apTepianbHa
rinoTeHsis
3 6oky 3agmwka
ANXanbHOI (BKIHOYAOUM
cucTemum, acTMaTUYHUN
opraHiB rpyaHoi CTaH)
KIiTKN Ta
cepenoCTiHHA
3 6oky TpaBHOi | HynoTa, SHMXKEHHS Ouncoaris,
cncTeMmn 6ntoBaHHs, 6inb | aneTuTy Ta | ctoMaTuT,
B XMBOTI, | 3MEHLUEHHS acouinoBaHui i3
Aiapes BXWBaHHA Ki, | 3acTocyBaHHAM
3anop, aucnencis, | aHTMbioTnka Konit
dnatyneHuis, (BKTIOYAKOUM
racTpur, ncesgomeMbpaHos-
NiABULLEHHS PiBHS | HMI KONIT, y
aminasmu piaKiCHUX
BMNagKkax

acouinoBaHum i3
3arpo3sinBMMU Ans
KUTTS

YCKTaaHEHHAMM)
FenaTto-6iniapHi | MiaBULEHHS MopyweHHs XoBTaHuus, dynbMiHAHTHUN
nopyLleHHs piBHSA dYHKUIT  nediHku | renaTuTt renaTuT, o
TpaHcaMmiHas (BKtOYaUU (nepeBaxHo NOTEHUINHO  MoXe
nigsnweHHa JI4C | xonectaTuuHui) npu3BecTun 4o
(naktatgerigpo- pPO3BUTKY
reHasmu)), Hebe3neyHoi ans
nigBULLEHHS PiBHSA XKUTTS Nne4vyiHKoBOI
6inipy6iny, HeAOoCTaTHOCTI (y
niasuweHHs T T.4. 3 JNeTaJbHUM
(ramma-rnyTtamin- Hacnigkom)
TpaHcnenTmnaasm),
NiABULLEHHS B
KpOBI piBHS
NYXHOI
doccaTasnm
3 6oKy LWKipu Ta Ceepbix, Bynbo3Hi LWKIipHi
nigLWKipHOI BUCUMAHH4, peakuii, Taki 4K
KMiTKOBUHM KponuB'sHKa, cuHgpoM CriBeHca-
CyXiCTb LUKipKn J>KoHCOHa abo
TOKCUYHWUI
enigepmManbHuin
HeKponi3 (wo
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MoTEeHLiNHO
3arpoXyloTb XUTTHO)

3 60Ky OrnopHo- ApTpanrig, TeHAVHIT, Po3puB  Cyxoxunb,
pyXxoBoi Mianris MOCMMKYBaHHS apTpuUTK, PUrigHICTb
cUcTeMM M’asiB, CyaoMu | M'a3iB, 3aroCTpeHHs
M'a3iB, M's30Ba | CMMNTOMIB MiacTeHii
cnabkictb (myasthenia gravis)
3 60Ky HUpOK Ta LerigpaTtadis MopyweHHs
CeyoBMBIAHUX dyHKUiT HUPOK
wnsxie (BKIIOYAOUMN
36iNblIEHHA a30Ty
CeYOoBUHM Ta
KpeaTUHiHYy
naasmu KpOBI),
HMPKOBa
HeAOCTaTHICTb
3aranbHi 3arasnbHa Habpsk
po3nagun cnabkictb (B
OCHOBHOMY
acTeHis um
BTOMJIEHICTb),
BiAYYyTTS 6onto
(Bknoyatoum 6inb
y nonepeky,

rpyAaHin KNiTui,
6inb y KiHuUiBKaX,
6ontovicTb y
npoekuii Manoro
Tasa), rineprigpos

Y pigkicHUX Bunagkax nicng nikKyBaHHSA

3apeEeCTPOBAHO TaKi
crnocrepiraTmcs
rinepkanbuiemis,

3aCTOCYBaHHi
remMoniTuyHa

iHWWUMKW  PTOpXiHONOHamMn 6yno

nobivHi peakuii, aki Mornm 6, MOXIMBO, TaKOX
MOKCU(NOKCALUMNHY:
aHeMiqd,

rinepHaTpiemis,
pabaomionis,

peakuil

doToceHcmbinizauii (ame. po3ain «OcobanMBOCTI 3aCTOCYBaAHHSA»).

TepMiH npuagaTtHOCTI. 2 POKMW.

YMoBU 36epiraHHs.

36epiratm B OpwuriHanbHIN ynakoBLi

ONs 3aXuUCTy Big Ail

Bonorun. [Ang

nikapcbkoro 3acoby He nMoTpibHi cneuianbHi TeMnepaTypHi yMoBu 36epiraHHS.
36epiratv y HeAOCTYNHOMY ANS AiTen Micui.

YnakoBKa.

Mo 5 Tabnetok y 6nictepi; no 1 6nictepy B KapTOHHIN Kopobui;

no 7 Tabnetok y 6nictepi; no 1 abo no 2 6nictepn B KapTOHHIN KOpobui;
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no 10 Tabnetok y 6nictepi; no 1 6nictepy B KapTOHHI Kopobui.

KaTeropia Bignycky.

3a peuenToM.



