Ckian

Oitouya peuosuHa: Mmokcudnokcanuu (moxifloxacin);

1 TabreTka, BKpUTa IJIiBKOBOIO 000JIOHKOI0, MiCTUTh MOKCHU(MIIOKCALIUHY TiAPOXIOPULY
y IlepepaxyBaHHiI Ha Mokcudnokcanutd 400 mr;

OONOMIJICHI pe4yoBUHU: 1EJII0JI03a MIKPOKPHUCTaJlidYHa, HaTPilo KPOXMAaIbIIiKOMIAT (TUI
. . ok
A), moBigon K 29/32, marsito cteapat, nokputts Opadry 03F84827 poxeBui ;

*Opadry 03F84827 poxeBuii: rimpoMeno3a, TutaHy giokcupn (E 171), 3amiza okcup
yepBoHui (E 172), monmieTuneHrmikosnab, TalbK.

JIikapcbKa ¢opMma

TabeTKy, BKPUTI MJIIBKOBOIO 000JIOHKOIO.

OcHoBHI (pi3uKo-ximiuHi 81acmueocmi: TabIeTKU, BKPUTI IIJIiBKOBOIO 000JIOHKOIO,
POKEBOTO KOJILOPY, KallCyJI0BUAHOI (popMH, rimaaki 3 000X CTOpPiH.

®dapMaKoTepalneBTHUYHA Irpyna

[TpoTuMikpoOHi 3acobu AJiss CHCTEMHOT0 3aCTOCYyBaHHSA. AHTUOaKTepianbHi 3aco0u
rpynu xiHomnoHiB. Kog ATX JO1M Al4.

®apMaKoOJIOridyHi BJIaCTHBOCTI

dapmaKkoduHamika.

Mexani3M nail

In vitro mokcudmokcauut epeKTUBHUM I11I0A0 OaraThOX rPpaMIIO3UTUBHUX Ta
rpaMHeraTUBHUX MiKpoOOpraHi3miB. bakTepuiuugHa Oiss MOKCU(IIOKCaIlUHy 3YMOBJIEHA
iHrioyBanHsaM o6ox TumiB II Tomoizomepasu ([JHK-ripa3a Ta Tomoizomepasa V),
HeOoOXigHUX OJIS pemiKallil, TPaHCKPHUIIIlil Ta BifHOBJIeHHSA OakTepianbHOl [THK.

BBaxkaroTh, 1110 3anuinok C8-MeTOKCH CIIPUSI€ aKTUBHOCTI Ta mMocsiabiIioe CenekIrito
PE3UCTEHTHUX MYTaHTIiB I'PaMIIO3UTUBHUX OaKTepil MOpPiBHAHO i3 3anuinkom C8-H.
HasiBHICTh BEJIMKOTO OUITMKIIOAMiHOBOT'O 3a/JIUIIKY Y IT0JIoKeHHi C-7 3amobirae
aKTUBHOMY BiITOKY, ITOB’sI3aHOMY 3 reHaMu NorA abo pmrA, sKi BUSIBIEHO Y OesIKUX
IPaMIIO3UTHUBHUX OaKTEpPiil.

dapmakoguHaMidHi JOCiAXKEHHS BKa3ylOTh Ha Te, [0 MOKCU(IIOKCAIIUH Ma€
3aJIeKHY BiJl KOHLIEHTpallil 6aKTepuluaHy aKTUBHICTh. MiHiManbHi 6aKTepuIuaHi



KoHIleHTpaIllil (MBK) 3a3Bu4ai BifilioBimaiTh MiHiMaJIbHUM iHTiOyI0OUHM
KoHIeHTpaIisMm (MIK).

BB Ha KMIIKOBY (GJIOPY V TIOOUHHA

Y mBox OOCIigXKEeHHSIX 3 y4acTIO HOOPOBOJIBIIB MiCJIg ITepopabHOTO 3aCTOCYBaHHSI
MOKCHU(IOKCAllMHYy Bif3Hadanucs HUK4YeHaBeeHi 3MiHU y KUIIIKOBiM (opi.
3HUXKYyBanacs KineKicTte E.coli, Bacillus spp., Enterococcus ta Klebsiella spp., a TakKoxk
aHaepo0OiB Bacteroides vulgatus, Bifidobacterium spp., Eubacterium ta
Peptostreptococcus. CnocTtepiranocs migBUIIeHHS KiNbKOCTi Bacteroides fragilis.
KinpkicTh BKa3aHUX BUIlle MIKPOOPTraHi3MiB moBepTasacs y MexXi HOpMU YIIPOLOBXK
OBOX THUXKHIB.

MexaHi3M pe3uCTEHTHOCTI

MexaHi3MU PE3UCTEHTHOCTI, 3a PaXyHOK SIKUX IHaKTUBYIOTHCS IIEHIIUIIIHY,
nedarIoCIOpuHY, aMiHOTJIIKO3UAW, MaKPOJIiAY i TeTPAlMKIIiHY, He BIIJINBAIOTh Ha
aHTuOaKTepianbHy ePeKTUBHICTh MOKCU(IOKCauHy. [HIITi MexaHi3Mu
PE3UCTEHTHOCTI, Taki K 6ap’epu IPOHUKHEHH (rmomupeHi y Pseudomonas
aeruginosa) Ta MeXaHi3MU BiATOKY, MOXKYTh BIIJINBATHU Ha YyTJIUBICTH 4O
MOKCHU(IIOKCAINHY.

dopmyBaHHS PE3UCTEHTHOCTI [0 MOKCHU(MIIOKCALIUHY in Vitro CrocTepiraam K
IIOCTYIIOBUM IIPOLIEC, SIKUU MOJIATAE ¥ TOYKOBUX MyTallisix 000x Tumis II
ToroizoMmepa3su, [JHK-ripasu ta TomoizoMmepasu IV. MokcudnokcaluH € ci1abKum
cyObcTpaToM [Jisi MeXaHi3MiB aKTUBHOT'O BilTOKY y TPaMIIO3UTUBHUX MiKpOOpPTraHi3MiB.

CroocTepiraeTbCcs nepexpecHa pe3nuCTEeHTHICTh 3 iHmuMu gropxiHonoHnamu. OgHaK,
OCKiNmbKM MOKCHUGIIOKCaAllMH iHTiOye oO0uaBi Tonmoizomepasu II Ta IV 3i cxoxko10
aKTHUBHICTIO AeSIKUX T'PaMIO3UTUBHUX OaKTepiii, 11i 6akTepili MOXKYTh OyTH
PE3UCTEHTHUMMU [0 IHIINX XiHOJIOHIB, ajie YyTJINBUMHU OO0 MOKCUDIOKCALIUHY.

KOHTpOIBHI TOUKH

Knixiuni MIK Ta KOHTPOIbHI TOYKM OUCKOBOI AMQYy3il a1 MOKCU(DIOKCAIIMHY
(01.01.2011) 3a garumu EUCAST (€EBponeucbKui KOMITET i3 TeCTyBaHHA
aHTUMIKPOOHOI YYTJIMBOCTI )

Tabnuisa 1

MikpoopraHiam YyTnuBuu Pe3ucTteHTHUU



< 0,5 mr/n > 1 Mr/n
Staphylococcus spp.

324 MM < 21 MM

< 0,5 mr/n > 0,5 Mr/n
S. pneumoniae

322 MM < 22 MM

< 0,5 mr/n > 1 Mr/n
Streptococcus 2pynu A, B, C, G

318 MM < 15 Mmm

< 0,5 mr/n > 0,5 Mr/n
H. influenzae

325 MM < 25 MM

< 0,5 mr/n > 0,5 mr/n
M. catarrhalis

323 MM < 23 MM

< 0,5 mr/n > 1 Mr/n
Enterobacteriaceae

320 MM <17 mm
KoHTpOsNBbHI TOYKY, HE IOB’s13aHi 3

< 0,5 mr/n > 1 Mr/n
BuUmoMm*
* KOHTpOJIbHI TOUKH, He MOB’sI3aHi 3 BUAOM, OyJIM BU3HA4YEHi TOJIOBHUM YUHOM Ha
migcTaBi JaHUX apMaKoKiHeTHUKH/(hapMaKOoOWHaAMIiKU Ta He 3ajieXkaTh Bif
nomupeHHsa MIK cnenudiynaux BumiB. Lli gaHi BUKOPHUCTOBYIOTH TiJIbKU IIIOAO BUIB,
SIKMM He HaJaBaJld KOHTPOJIbHUX TOYOK 3a OKPEeMUMM BHUIaMM, Ta He
BHKOPUCTOBYIOTH IIIONO BUMIB, Y IKUX iHTEepPIIpeTalliiiHi KpuTepil miansaramoTh
BHU3HAYEHHIO.

Mikpo0biosoriuyHa 4yTIUBICTh

YactoTa HaOyTOl pe3UCTEHTHOCTI MOXKe 3MiHIOBATHCS 3aJIe’KHO Bif reorpadidyHoro
PO3TalllyBaHHS PETiOHY Ta MIPOTSATOM Yacy, BU3HAUEHOTO [JIsl IIeBHUX BUIIB



MiKpoopraHi3miB. baxkaHo MaTu OOCTYII OO iH(opMallil 00 JT0KaIbHOl
PE3UCTEeHTHOCTI MiKpOoOpraHi3MiB, 0COOJIMBO IIPU ITiKyBaHHI TSIXKUX iHdekIri. Y pasi
HeOoOXimHOCTI CIIig 3BepTaTUCS 3a KOHCYJIbTAIli€l0 10 eKCIlepTa 3 IUTaHb
aHTUOIOTUKOPE3UCTEHTHOCTI, KOJIU MicIleBe MOMiHyBaHHS PE3UCTEHTHOCTI
BUSBJIIETHCS HACTiIBKY CUIBHUM, 110 BIJIMB JIiIKAPCHKOT0O 3acO0y IIOHAWMEHIIIEe Ha
mesiki Bugu iHeKIinHuX 30yIHUKIB 3a/IUIIIAE€ThCS ITil CYMHIiBOM.

Yymausi saudu

Aepo6OHi rpaMIO3UTHBHI MiKpPOOpPraHiaMu

Gardnerella vaginalis

Staphylococcus aureus* (4yTIuBUMN OO METULIUIIIHY)

Streptococcus agalactiae (rpymna B)

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

Streptococcus pyogenes* (rpyna A)

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

AepoOHi rpaMHeraTHBHI MiKpooOpraHiaMu

Acinetobacter baumanii
Haemophilus influenzae*
Haemophilus parainfluenzae*
Legionella pneumophila

Moraxella (Branhamella) catarrhalis*

AHaepoOHi MiKpoopraHiaMu

Fusobacterium spp.
Prevotella spp.

[HIII MiIKpOOpraHi3Mu

Chlamydophila (Chlamydia) pneumoniae*



Chlamydia trachomatis*
Coxiella burnetii
Mycoplasma genitalium
Mycoplasma hominis
Mycoplasma pneumoniae*

Buodu, aki Modcymb Habysamu pe3ucmeHmHocmi

AepoOHi rpaMIO3uUTHBHI MiKpOOpPraHiaMu

Enterococcus faecalis*
Enterococcus faecium*
Staphylococcus aureus (MeTHuHHine31/ICTeHTH1/H7I)+

AepoOHi rpaMHeraTuBHiI MiKpoopraHiamMu

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

AHaepoOHi MiKpoopraHiaMu

Bacteroides fragilis*
Peptostreptococcus spp.*

Pe3zucmeHmHi sudu

Aepo0OHi rpaMHeraTUBHI MiKpoopraHi3Mu

Pseudomonas aeruginosa

* IIpomeMOHCTPOBaHO 3a0BIJILHY aKTUBHICTS IIOAO BIIJIMBY Ha YYyTJIMBI IITaMU IIi 4ac
KJIIHIYHUX OOCIIIAXKEeHb Yy paMKaX 3aTBEPAXKEHUX KIIIHIYHUX ITOKa3aHb.



#ltamu, siki BUpPOoOA0Th ESBL, € 3a3Buuai pe3auCTEeHTHUMHU OO0 (GTOPXiHOIOHIB.
*Iloka3HUK pe3uCcTeHTHOCTI > 50 % B opmHii a0o GiNbIle KpaiH.
dapmakokiHemukKa.

BcMoOKTYBaHHS Ta 0i0gOCTYOHICTH

[Tpu nepopanbHOMY IPUUOMi MOKCHU(IIOKCALIMH MIBUAKO Ta MaixKe IIOBHICTIO
BCMOKTYETBLCsI. AGCcomtoTHa 6iomoCcTynmHiCcTh gocsarae maixke 91 %.

Y pasi 3acTocyBaHHS omHOpPa30Bux 103 50-800 mMr Ta mo6oBux mo3 600 Mr TpoOTATOM
10 mi6 dapmakokiHeTHuKa € niHittHOIO. ITicns mpuiiomy nmepopanbHoi go3u 400 Mr
MaKCHUMaJlbHa KOHIIEHTpPAallisi B KPOBi (Cmax) mocsaraeTbcsa nporsarom 0,5-4 roguH i
CcTaHOBUTH 3,1 Mr/n. MakcuMayibHa Ta MiHiMalbHa IIJTa3MOBi KOHIIEHTpAIIil B
piBHOBaxkHOMY cTaHi (400 Mr 1 pa3 Ha mo0y) craHOBNIATH 3,2 Ta 0,6 Mr/n BigmosigHO. ¥
PIBHOBaXXHOMY CTaHi €KCIIO3ULlis y MeXKaX iHTepBally fo3yBaHHA Mauxke Ha 30 %
BHUIIA, HiXK MIiC/IS 3aCTOCYBaHHS IEPIIO] JO3H.

Po3noodia

MokcudmokcaluH IIBUAKO PO3IMOIISETECA B €KCTPaBaCKy/IIPHOMY IIPOCTOPI, Iicasa
3acTocyBaHHs go3u 400 mr mrioia ming dapMakKOKiHETUYHOIO KPUBOIO
«KOHIeHTpalisi-dyac» (AUC) ctaHoBuTh 35 MKr/1. O6’€M pO3MOMiy B piBHOBaKHOMY
CTaHi JOpiBHIOE 2 JI/KT. K BCTAHOBJIEHO B €KCIIEPUMEHTAX in Vitro ta ex vivo,
3B’s13yBaHHs 3 OilKaMu MIa3MU KPOBi CTaHOBUTHL IpubnIu3Ho 40-42 % Ta He 3aJIeXXUTh
Bi KOHIIeHTpallil ITpernapaTty. Mokcu@aoKcaluH 3B’ I3yETHCSI B OCHOBHOMY 3
aTbOyMiHOM Y II1a3Mi KpPOBi.

[TikoBa KOHIIEHTpAllisI (CepegHE TeOMETPUYHE) ITiC/IsI TEPOPAIbHOTO TPUNOMY
OOHOPa30Bol mo3u Mokcudnokcanuuy 400 Mr

Tabnuisa 2
. |MicueBuit piBeHb - pPiBeHb y IIJIa3Mi
TkaHmHa KonnenTtpartiis .
KPOBI
I[Ina3ma 3,1 mr/n -
CnuHa 3,6 Mr/n 0,75-1,3




BwMmicT nyxups 1,61 mr/n 1,71

Cnu3zoBa 060s10HKa OpoHXiB  |5,4 MI/KT 1,7-2,1

AnbBeosiapHi Makpodaru 56,7 Mr/Kr 18,6-70,0

Pinuna emiTemianpHOL
A 20,7 Mr/n 5-7

BUCTLUIKU

laviMmopoBa MOPOXKHUHA 7,9 MI'/KT 2,0
ETmoiganbHi masyxu 8,2 MI'/KT 2,1
HazanbHi nominu 9,1 Mr/kr 2,6
IHTepcTHUIliaTbHa pPiduHa 1,02 MT/71 0,8—1,42'3
2KiHoui ctaTeBi opranm* 10,24 MT/KT 1,724

* BHYTPIiIlIHROBEHHE 3aCTOCYBaHHS OOHOPa30B01 mo3u 400 mr.
110 TOOWH IIiCJI BBEAEHHS.

2 BinbHa KOHIIeHTpallid.

3 Big 3 go 36 roguH micis BBEOEeHHS OO3MU.

1B KiH1i iHdy3il.

Memaboaizm

Moxkcudinokcanut mignsarae 6iorpancdopmariii I pas3u i BUBOAUTHCS 3 opraHiamy
HUPKaMHU, a TAKOX i3 PeKalisIMu/KOBUIO SIK Y HE3MIHEHOMY CTaHi, Tak 1 y BUTTIAAL
HeaKTHUBHUX MeTaboIiTiB: cynbdocnonyk (M1) i rmokyposingis (M2). M1 ta M2 €
TiTbKY MeTaboiTaMu, peleBaHTHUMH [JIs JIIOAUHM, 00MaIBa BOHU € MiKpP0OOioIoTridyHO
HeaKTuBHUMU. [1if 9yac gocmigzKeHsb in vitro Ta KIiHIYHUX OOCHimKeHb pa3u I He
crocTepiranocs MeTabomigyHol (hapMaKOKiHETUYHOI B3aeMofii 3 iHIIIUMU
npenapaTamMi, 3afisHuMu y 6ioTpancdopmartiii pas3u I 3 ygacTio GepMeHTIB cucTeMu



uToxpomy P450. O3HaKU OKHMCHIOBAJIbHOTO MeTab0J1i3My BifiCyTHi.

BusedeHHs 3 op2aHizmy

[Nepion HamiBBUBEOEHHS IIpenapaTy CTaHOBUTHL Npubnu3Ho 12 roguH. CepenHin
3aranbHUM KiipeHc micis BBeaeHHS 400 Mr ctaHOBUTSE Big 179 mo 246 Mn/xs.
HupkoBu#i KiipeHC CTaHOBUTh NPUOIM3HO 24-53 MJI/XB Ta CBiTYUTh PO YaCTKOBY
KaHaJblleBy peabcopOirito mpemnapaTy 3 HUPOK. ITicns mpuiiomy go3u 400 mr
BUBEOEHHs i3 ceuero (6mu3bKo 19 % - mikapchKui 3acid y He3MiHeHOMY BUTJISALI,
67113bK0 2,5 % - M1 Ta 6;1u3bKo 14 % - M2) ta KanoM (651u3bK0 25 % - JTiKapChbKuUu
3acib y He3MiHeHOMY BUTJIALL, 051M3bK0 36 % - M1 Ta BifCyTHiCTh BUBEIEHHS Y
BUTJIAAI M2) 3arasioM cTaHOBUIJIO 6/1M3bKO 96 %. CynyTHE 3aCTOCYyBaHHS PaHITUOUHY
Ta MpobeHelAy He 3MiHIOE HUPKOBUU KJTIpEHC IIpemnapary.

dapmakokKiHemuka y pi3HuUx epyn nauieHmis.

IlauieHmu A1IiMHbBO20 BIKY MdAd NAUIEHMU 3 HU3bKOI MACOK miad

Y 3mopoBux 4OOPOBOJIBIIIB i3 HU3BKOIO MacoIo Tijlla (30KpeMa y XKiHOK) Ta y 3q0POBUX
DOOPOBOMBIIIB JIITHROTO BiKYy CIIOCTEPIraii BUIIY KOHIIEHTPaIlilo IIpenapary y Ij1a3Mi
KPOBI.

Hupkosa HedocmamHicmb

He BUsBNIEHO iCTOTHUX 3MiH (hpapMaKOKIiHETUKHA MOKCU(IIOKCAIIMHY Yy Malli€HTiB 3
MOpyUIeHHSAMH (QYHKIIil HUPOK (BKJIIOUAIOYM ITAIi€EHTIB i3 KJIipeHCOM KpeaTUuHIHY

> 20 mi/xB/1,73 M2). OckinbKu QYHKITiST HUPOK 3HUXKYETHCS, KOHIIEHTPallisi MeTaboIiTy
M2 (rmioKOpoHiny) 30ibIIy€eTHCS A0 MTOKa3HUKa 2,5 (y MallieHTiB i3 KilipeHCcoM

KpeaTtuHiny < 30 mn/xs/1,73 M2).

ITopyweHHA PYHKUII nediHKU

3a DaHWMU OOCHIOXKeHb (hpapMaKOKIHETUKY, IKi IPOBOAUJIIN 3 y4acCTIO IAlli€HTIB i3
MeYiHKOBOIO HemocTaTHICTIO (kKimacu A-C 3a Knacudikarieo Yarnga-I1'10), HEMOXKINBO
BH3HAYUTH, YU € Pi3HUIISA MOPIBHIHO 3i 3MOPOBUMHU HOOPOBOJILISIMU. [IopyIlIeHHS
¢yHKI1Iil meuinku O0yJsio MoB’si3aHe 3 OinbIoio giero M1 y mna3Mi KpoBi, Tofi K fOis
BUXiOHOI JIiIKapChKOl pe4oBUHU OyJia IMOPiBHAHHOIO 3 [i€0 Y 3T0POBUX NOOPOBOJIBIIIB.
IocTaTHLOTO OOCBiAY KITIHIYHOTO 3aCTOCYBaHHS MOKCHU(MIIOKCAIUHY OJId JTiKyBaHHS
MAali€HTIB i3 NOPYLMIEHHAMU (QYHKIII]l TeYiHKU HEMaE.

IToxa3zaHHSA

Yepe3 pu3UK TpUBaAJIUX, iIHBATIAN3YIOYUX Ta HOTEHIIMHO HE3BOPOTHUX CEPUO3HUX
mobivyHMX peakiIlift (muB. po3ainu «OcobIuBOCTI 3acToCyBaHHA» Ta «ITobiuHi peakirii»)



MOKCH(JIOKCAIIMH CJIil 3aCTOCOBYBATH JIHIIE TOAi, KOJIU BBAaXKa€ETHCS HEOOIIJILHUM
BUKOPUCTAHHS iHIINX aHTHUOaKTepianbHUX 3aco0iB. Lle CTOCYETHCS BCiX MOKa3aHb,
3a3HavYeHuX HUXKYe.

Bunapku, Konu npu3HadeHHS iHIMKUX aHTUOaKTepianbHUX 3ac00iB MoxXe OyTHU
HEeOOPEeYHUM:

€ CTiMKiCTBh g0 iHIIMX aHTHOAKTepiaTbHUX 3aC00iB IEPIIOro Psay,

PEKOMEHOOBaHUX OJIs JIIKyBaHHS iH(MEKITil;

e iHIITi aHTHMOAKTEepianbHi 3aco0U MEPIIOTro POy MIPOTUIIOKAa3aHi OKpeMoMy
Hali€eHTy;

e iHIIIi aHTMOAKTepianbHi 3ac00U MEPIIOTo PSAAY COPUYMHSAM ITOOIYHI peakiii, saKi
BUMarajau OPUIUHEHHS JIIKyBaHHS;

e JIIKyBaHHS iHITUMU aHTUOAKTEPiaTbHUMHU 3aC00aMU MEPIIOro PSIOY BUSBUIIOCS
Hee(DeKTUBHUM.

JIikyBaHHST HUKYeHaBeleHUX OaKTepianbHUX iHPEKIli, CIPUYUHEHUX Yy TIUBUMHU IO
MOKCH(]JIOKCAllMHy MiKpoopraHidMaMu (OuB. po3ninu «PapMaKoJIOTidyHi BIaCTUBOCTI»,
«OcobnuBOCTi 3acTocyBaHHSA» Ta «[100iUHi peakirii»), y maiieHTiB BikoM Bif 18 pokis.

e ['ocTpuit 6akTepianTbHUN CUHYCUT.

e 3aroCTpPeHHS XPOHIYHOTO0 OOCTPYKTHUBHOTO 3aXBOPIOBAaHHS JIeTr€Hb, BKITIOYAI04U
OpPOHXIT.

e HerocmniTanbHa NIHEBMOHISI, 3@ BUHSITKOM HETOCITiTaJIbHOI ITHEBMOHIl 3 TAXKKUM
rnepebirom.

e 3amajyibHi 3aXBOPIOBaHHS OPraHiB MaJjioro Ta3a JIETKOro Ta CEpeOHbOT0 CTYIIeHs
TS2KKOCTI (BK/II04Yao4u iH(peKIliiiHe ypaXXeHHsI BEPXHbOT0 BigIiy cTaTeBOl
CHUCTEMHU Y XKIHOK, Y TOMY YMCIJIi CaJIbIIIHTIT Ta €eHOOMETPHUT), HE acOlliiOBaHUX 3
Ty6ooBapianbHuUM abciiecoM abo abcliecaMu OpraHiB Majioro Ta3a.

TabnetoBaHa opMa MOKCU(IOKCAIIMHY HEe PEKOMEHYETHCS OJII 3aCTOCYBaHHS 5K
MOHOTepaIlid IIPU 3amajbHUX 3aXBOPIOBaHHAX OpraHiB Majioro ta3a IIOMIPHOIO Ta
CepenHbOro CTYIIEeHS TSAXKKOCTI, ajie MOXKe 3aCTOCOBYBaTUCSA B KOMOiHAaIlil 3 iHIIUMU
BiamoBigHUMU aHTUOAKTEepialbHUMHU 3aco0aMu (Hampukiaaz, nedanocrropuHaMm)
yepes 3poCcTalydy Pe3ucTeHTHICTh Neisseria gonorrhoeae o MOKCU(IIOKCAllMHYy, 3a
BUHSITKOM BHUIIaJKiB, KOJIU Pe3UCTEeHTHICTh Neisseria gonorrhoeae mo
MOKCHQIIOKCAIIMHy MOKe OyTH BUKJIIOUEeHa (OuB. po3minu «PapMaKoJIoTiuHi
BJIAaCTUBOCTi» Ta «OCOOIMBOCTI 3aCTOCYBaHHSI»).

TabnetoBaHy (opMy MOKCH(IIOKCAIIMHYy MOKHa 3aCTOCOBYBaTH AJII 3aKiHYE€HHS KypPCy
JIIKyBaHHS, B IKOMY CTapTOBa Tepallis mapeHTepabHOI (GOpPMOI0 MOKCUDITOKCAIIUHY
Oyna edpeKTUBHOIO i Oya Mpu3HavYeHa 3a TAKUMU ITOKa3aHHSIMU:



e HETOCIIiTaJIbHA MIHEBMOHI4;
e YCKJIaOHEeHi iH@eKIil MKipy Ta OigIIKIPHUX CTPYKTYP.

TabneToBaHa ¢popMa MOKCUDIIOKCAIIUHY HE PEKOMEHAYETHCS OJIsI CTAPTOBOTO
JIIKyBaHHS OyOb-IKUX iHQEKIIi IIKipKU Ta TiAIIKipHUX CTPYKTYP abo y pasi TSKKOTro
nepebiry HerocmiTaabHOl THEBMOHII.

Cmig 3BepHYTH yBary Ha o@illifiHi iHCTPYKIIil 3 HaJle2KHOT0 3aCTOCYBaHHSI
aHTuOaKTepialbHUX 3aCO0iB.

ITporunnoka3aHHs

[TigBulleHa YyTAMBICTh MO MOKCHU(IIOKCAIMHy ab0 [0 iHIIIUX XiHOJIOHIB YM [0
OyOb-s1IKOI 3 TOIIOMiZKHUX PEYOBUH IIperapary.

BaritHicTh ab60 nepion rogyBaHHS rpyanio (OUB. PO3Mia «3aCTOCyBaHHS y mepiof
BariTHOCTi ab0 romyBaHHS T'PYOOI0»).

Bik go 18 pockis.

[TamieHTH i3 3aXBOPIOBAHHSIMU CYXOXKUJIb, IIOB'I3aHUMMU 3 JIIKYBaHHAM
XIHOJIOHAMH, B aHaMHe3l.

Y npoueci HOKIIIHIYHYX 1 KJTIHIYHUX OOCIiAXKEeHb MiC/Is 3aCTOCYyBaHHS
MOKCH(JIOKCAIMHYy CIIOCTepirajaucs 3MiHU B eJIeKTPoQi3iosioril cepist y BUTIAAL
nopgoBxkeHHs iHTepBany QT. Tomy 3 MipKyBaHb Oe3IMeKHU IIpenapaT IPOTUIIOKa3aHOo
malfieHTaM 13:

e BpOmKeHUM abo miarHOCTOBaHUM HaOyTHM ITOOOBXKeHHSAM iHTepBaiy QT;

e IOPYLIEHHSMHU €IeKTPOJIITHOrO OanaHCy, 30KpeMa TPy HECKOPUTOBaHil
rimokaniemii;

e KJTIHIYHO 3HAYYIIOI0 OpaguKapieo;

e KJTIHIYHO 3HAYYMIOIO0 CEPLIEBOI0 HEAOCTATHICTIO 31 3HNKEHOIO PPaKIi€l0 BUKULY
JIIBOTO LIJIYHOYKA;

e CUMIITOMaTUYHUMHU apUTMIiIMU B aHaMHe3l.

[IpenapaT He Ciif 3aCTOCOByBaTU OOHOYACHO 3 IHIIMMU IIpenapaTaMu, SKi
mogoBxKYyI0Th iHTepBan QT (guB. po3min «B3aemopisa 3 iHIIMMU JTiKapChbKUMU 3acobaMu
Ta IHII BUOW B3a€EMOOIN»).

Y 3B’s13Ky 3 00MeXXKeHUMH KIiHIYHUMU JaHUMHU 3aCTOCYBaHHS ITperapaTy TaKoxX
IMPOTUIIOKAa3aHO MHallieHTaM i3 mopyimeHHsIMu QyHKIIi1 nnedinku (kinac C 3a
Knacugikanieio Yaiunga-I1'10) Ta maiieHTaMm i3 migBUIleHUM piBHEM TpaHcaMiHa3s (y 5
pa3siB BUIlle BEPXHHO1 MEXKi HOPMHU).

B3aemonisi 3 iHIIMMH JTiKapChKHMH 3aC00aMHu



B3aemogii 3 1iKapCbKHMHU 3aco0aMu

JIikapcvki 3acobu, w,o Moxcyms nodoscysamu iHmepaaa QT

He Mo2kHa BUKITIOUNUTH agUTUBHUMN epeKT MOKCHU(IIOKCAIIUHY Ta IHIINX JTiKapChKUX
3aco0iB, IKi MOXKYTb CIPUYMHUTU NOAOBXKEHHS iHTepBany QT. BkazaHa B3aemMomis
30isIbIlly€ PU3UK PO3BUTKY IIJIYyHOUKOBUX apUTMil, BKIII0OYAI04YU MipyeTHY IIJIYyHOUYKOBY
Taxikapgiio (torsade de pointes). 3 1li€l TPUYUHU 3aCTOCYBaHHS MOKCHUMIIOKCALIUHY B
KoMOiHaIril 3 Oyab-IKUM i3 HUK4Ye3a3HaueHUX JIiIKapChbKUX 3ac00iB MPOTUITIOKAa3aHe
(muB. TakoXK po3main «I[IpoTUIIOKa3aHHI»):

e QHTHMAPUTMIYHI IIpenapaTu Kinacy [A (Hanpuknap, XiHiouH, TIOPOXiHIAWH,
Ou30IIipaMin);

e aHTHMAPUTMIiUHI nIpenapaTtu Kinacy Il (Hanpukiang, amiogapoH, COTasol,
nodeTunin, iOyTumin);

e QHTUIICUXOTHUYHI IIpenapaTy (Hanpukian, GeHOoTia3uHU, MiMO3U, CEPTUHIOII,
rajiolepuaosl, CyJIbTOIIPUL);

e TPULIMKIIIUHI aHTUOEIIPECAaHTH;

e IesKi MpOoTUMIKPOOHi 3acobu (cakBiHaBip, crmapdioKCalluH, EPUTPOMIIINH OIS
BHYTPIIIHbOBEHHOT' O BBEI€HHS, IEHTaMiINH, TPOTUMAaISIPiliHi Tpemapary,
30KpeMa rajaodaHTpUH);

e IesiKi aHTUTicTaMiHu (TepdeHaanH, aCTeMi30JI, Mi30JIaCTUH);

e iHImi (1mm3anpwum, BinKamiH IV, 6enpunun, nudeMaHin).

JIikapcoki 3acobu, W0 3HUMNCYOMb PiBEHb KAit0

MoxkcudmokcalluH ciif 3 00epexKHiCTI0O Ipu3HavYaTH IalliEHTaM, SKi IpUUMaloTh
npemnapaTy, 110 MOXKYTh 3HUXKYBATH PiBeHb Kallito (HalpUKIam, MeTIbOBi Ta Tia3uaHi
OiypeTUKH, KJIi3MU Ta IPOHOCHI 3aco0u (y BUCOKHX [103aX), KOPTUKOCTEPOIOH,
amdoTepuru B), abo nmpenapaTtu, [Oist SKKUX ITOB’si3aHa 3 KITIHIYHO 3HAYYII00
OpaguKkapi€eso.

Jlikapcvki 3acobu, wo micmams bisaseHmi abo mpusaseHmHi KamioHu

Mix npuiioMOM IIpenapariB, gKi MicTsaTh OiBaseHTi abo TpuBajleHTHI KaTioHU (TaKuxX
SIK aHTAIIUOU, 1110 MIiCTSATh MarHill 41 aJIlOMiHi#M, oUOaHO3WH Y TabneTKax, cykpandart
Ta 3aco0H, 1110 MIiCTATH 3aJ1i30 UM IIMHK), Ta MOKCUG(IIOKCAIMHOM HeOoOXimHUM iHTepBall
01U3bKO 6 TOOUH.

AKmuesosaHe 8y2iniA

[Tpu ogHOYaCHOMY 3aCTOCYBaHHI aKTUBOBAHOI'O BYTI/IJIA i MOKCU(IIOKCaAIUHY
nepopasnbHO y 703i 400 Mr cucteMHa 0i0OOCTYIIHICTh IIpenapaTy 3HUXKYETHCS Oinblile
HixK Ha 80 % BHaACIIOOK IMPUTrHidveHHs #oro abcopOirii. ¥ 3B’SI3Ky 3 IIUM OHOYACHE



3aCTOCYBaHHS 1LIMX OBOX IIpelrapaTiB He peKOMeHOOBaHe (3a BUHSTKOM BUIIA[KiB
nepeno3yBaHHS, OUB. TAKOXK po3min «Ilepemo3yBaHHSA»).

JTu2o0KCcuH

[Ticnss 6araTopa3oBOr0 3aCTOCYBaHHS MOKCHU(IOKCAIIMHY Y 3M0POBUX HOOPOBOJIBIIIB
crocTepiranocs 30iIbIIIeHHS CmaX oUrokcuny npubnu3no Ha 30 % y piBHOBaXKHOMY
ctaHi 6e3 BBy Ha AUC a6o Ha MiHiManbHi KoHIleHTpalil. OTxKe, ToTpedu y
3ano00i>KHUX 3ax0faxX NpU CYNyTHEOMY MPUNOMi JUTOKCUHY HEMAE.

I'aibeHkaamio

[Tig yac mocnmim»KeHb 3 y4acTio JOOPOBOIIBIIB, XBOPUX Ha HiabeT, ogHOYaCHe
3aCTOCYBaHHS MOKCH(IIOKCAIIMHYy IIepopajibHO Ta TTi0eHKIaMioy IIPU3BOAUIIO IO
3HMKEHHS KOHIIeHTpallil rinibeHKIaMiny Ha MiKoBoMy piBHI mpubnu3Ho Ha 21 %.
KowMm6iHatisa rimibeHKmamMiny 3 MOKCHU(MIOKCAIIMHOM TEOPETUYHO MOXKE ITPU3BECTU [0
He3Ha4yHOl KOPOTKOTpHUBaIol rinepriikemii. OgHak 3MiHU y (hapMaKOKIHETHII, SKi
CIIOCTepiraaucs, He IPU3BOAUIIN A0 3MiH papMaKOOWHaAMIYHUX TapaMeTpiB (piBeHb
TJIIOKO3M B KPOBi, piBeHb iHCYNIiHY). TaKuM YMHOM, KIiHIYHO pelleBaHTHOI B3aEMO/Iil
MixK MOKCU(IIOKCAIIMHOM Ta TJIi0eHKIaMigoM He BUSBIIEHO.

3MiHa 3HAYEeHHA MIHCHAPOOHO20 HOPMANi308aHO20 8i0HOWeHHA (MHB)

Y nailieHTiB, K1 OTpUMYyBaJu IIepoOpasibHi aHTUKOATY/ISSHTU Y ITIOEOHaHHI 3
aHTuOaKTepiaTbHUMMU IIpernapaTaMu, B TOMY YHCIIi 3 GTOpPXiHOJIOHAaMH, MaKpoJlimaMu,
TeTpauuKIIiHaMU, KOTPUMOKCAa30JI0M Ta OesSKUMU liedaloCIopruHaMy, Bii3Ha4YalucCs
YHCelbHi BUMTAOKU MiIBUIIIEHHS aHTUKOATyJISHTHOI aKTUBHOCTi. PaKTOpaMu PU3UKY €
iH(peKI1IiliHiI 3axBopioBaHHS (i CyIyTHiM 3amaJbHUM IIPOIEC), MiTHiM BiK Ta 3arajbHUU
CTaH MallieHTa. Y 3B’sI3Ky 3 IMMU 00CTaBUHAMHU BayKKO OLIIHUTH, 110 CIIPUYNHSIE
BimxuneHHs noka3Huka MHB: iHdikyBaHHs yu nmikyBaHHSA. [JOLiTbHUM MOXKe OyTH
yacTimui KoHTpoiab MHB. ¥ pazi HeoOXimHOCTI ci1ig mpoBeCcTH HajlexXHe KOPUT'YBaHHS
IO3U I1epopaibHOI0 KoaryJsHTa.

PeuosuHu, 015 sikux bysa dosedeHa g8i0cymHicmb KAIHIYHO 3HA4YYyW,0i 83aemo0ii 3
MOKCU(pI0KCAUUHOM: PaHITUOWH, KaJIbIieBi m0OaBKHU, TeOodiniH, mepopaabHi
KOHTPALENTHUBH, IIMKJIOCIOPUH, iTPAaKOHAa30J1, MOP(}iH IIpu napeHTepaIbHOMY
BBeMleHHi, mpobeHenun. [JocnigkeHHs in vitro GepMeHTiB uToxpoMmy P450 y moguHu
migTBepOuIu Bullle3a3HadeHe. OTke, meTaboiyHa B3aeEMofis uepe3 GepMeHTH
nuToxpoMmy P450 € MaroMMOBIpHOIO.

B3aeMogil 3 OpooyKTaMU XapYyBaHHSI

119 MoKcUdIIOKCaluHy He BUSIBIEHO KITIHIYHO 3HAaYyLIUX B3aEMOiN i3 MPOoayKTaMu
XapuyyBaHHS, BKJIIOYal04YU MOJIOYHI IIPOOYKTH.



Oc006/1MBOCTi 11010 3aCTOCYBaHHSI

Cnig yHUKaTH 3aCTOCYyBaHHS MOKCH(IIOKCAIIUHY ITalliEHTaM, B aHaMHe3i SKHUX
BUHUKAJIM CePHO3Hi 1M00iuHi peakIlii BHACIIMOK IPpUMOMY JTiKapChKUX 3aco0iB, 1110
MiCTATBH XiHOJIOHU abo propxiHomonu (ouB. po3min «I1o6iuHi peakiiii»). JIikyBaHHS
TaKMX IalliEHTiB MOKCU(MIIOKCAIIMHOM CJIiJi PO3MOYUHATH TiJIbKU IPU BiACYyTHOCTI
ajibTepHATUBHUX BapiaHTIB JIIKyBaHHS Ta MiCIIs PETENbHOI OI[iHKY CITiBBiHHOIIEHHS
KOPUCTH/PU3UK (OMB. TAKOXK po3min «I[IpoTUioKa3aHHI»).

[TepeBaru nikyBaHHS MOKCUG}JIIOKCAIIMHOM, OCOOIUBO y BUIIAAKy HETIAXKKUX iHPEKIIIH,
HeoOXigHO oIliHioBaTH, 6epy4u A0 yBaru iHdopMarilito, sska MiCTUTBCS Y IIbOMY PO3IiJTi.

ITogoBxkeHHs iHTepBany QT Ta KIIiHIYHI YMOBH, 3a SKMX MOKJIMBE ITOOOBXKEHHS
U

iHTepBany QT

[Tpu 3acTocyBaHHI MOKCU(]IIOKCAIIUHY y AeSIKUX MalliEHTiB MOXKJINBE 30iIbIlIEeHHSA
inTepBany QT Ha enekTpokapgiorpami (EKI'). Axani3 pe3ynbstaTiB EKI' mokasas, 1110
IIOOOBXEHHS IHTEepBaIy QTC IPY 3aCTOCYBaHHI MOKCU(}IIOKCAIUHy CTAHOBUJIO 6 MC =+
26 Mc (1,4 % mopiBHAHO 3 TOYAaTKOBUM piBHEM). OCKIiNIbKHY Y KiHOK IIOPIBHSHO 3
4O0JIOBiKaMU Bif3HadaeThCs moBmui iHTepBaa QT, BOHM MOXYTh OyTH OiIbII
YyTJIMBUMHU [0 IIpemnaparis, gKi mogoBxKyoTh iHTepBasn QT. ITalieHTH JTiTHBOTO BiKYy
TaKOK MOXKYTb OyTH OiIbIII COPUUHSATINBUMU OO0 acCOLiiOBaHUX i3 IIpernapaToM
edexTiB mono inTepBany QT.

[TamieHTaM, siKi TpuiiMalOTh MOKCUGJIIOKCAlIMH, CJIif 3 00epekHiCTI0O 3aCTOCOBYBaTHU
npenapaTi, 10 MOXKYThb IIPU3BECTU [0 3HUKEHHS PiBHSA KaJliio (OUB. pO3Ainu
«[IpoTturnokasaHHsa» i «B3aeMomis 3 iHIIMMH JTiKapChbKUMHU 3acoO0aMu Ta iHIII BUON
B3aEMOIiN»).

Cnin 3 o6epexXKHiCTIO MpU3HaYaTH MOKCUMIIOKCAIIUH TTalliEHTaM i3 TpUBalOYUMU
MMPOAPUTMOTeHHUMH CTaHaMH (0COOJIMBO MalliEHTaM JIITHLOTO BiKy Ta XKiHKaM
MOJIOAIIOTO BiKYy), TaKUMH SIK TOCTPa MioKap[iasbHa imemist abo ImomoBKeHHS
inTepBany QT, OCKiIJIbKY I1e IMiABUIIYE PU3UK PO3BUTKY IIJIVHOYKOBUX apUTMiH,
BKJIIOYAIOUH MipyeTHY LUIJIYHOYKOBY Taxikapmito (torsade de pointes), i 3ynuHKU cepLs
(ouB. po3nin «IIpoTtunokasaHHs»). CTylmiHb IOAOBXEeHHSA iHTepBany QT mMoxe
MigBUIITyBaTUCS 3i 30iMbIIIeHHAM KOHIIeHTpallil mpemapaTty. ToMy He ciif
IIepeBUIllyBaTU PEKOMEHIOBAHY O03Y.

Axuro mimg yac niKyBaHHS IpemapaToM BUHUKAIOTh CUMIITOMHU apUTMil, CiIifg
MMPUIINHUTY JIiIKyBaHHS Ta 3poouTtu EKT'.

[TigBuIIeHa YyTJINBICTh/aJIepriudi peakxiril




3adikcoBaHO PO BUNAAKU PO3BUTKY TillePYyTIUBOCTI U aleprigvHUX peakIliil micias
MIEePIIOTr0 3aCTOCYyBaHHSA (DTOPXIHOJIOHIB, BKITIOYAl04YM MOKCHU(IIOKCAIUH.
AHadinakTu4Hi peakiiii MOxKyTh HaOyBaTu GopMu HEOE3IIEYHOTO OJI XKUTTS IIOKY
HaBITh IIiCJIA IIEPIIOTr0 3aCTOCYBaHHA IIpenapary. Y BUnagKax KJIiHIYHOI'O IIPOSIBY
TSKKUX peakilil TinepuyyTIUBOCTI HeOOXigHO IPUITHMHUTHU 3aCTOCYBaHHSI
MOKCH(JIOKCAIIMHy Ta PO3M0YaTH BiAIIOBIAHY Tepamiio (Halpukian, IPOTUIIOKOBY).

Ts1kKi mopynieHHs: GYHKII MeYiHKU

[Tpu 3acTocyBaHHI MOKCHU(IOKCAIIUHY ITOBIIOMIISIIIOCS PO BUIIAOKU QyJIbMIHAHTHOTO
TeImaTUTy, 110 ITOTEeHIINHO ITPU3BOOUTD OO I€YiHKOBOI HEJOCTATHOCTI ¥ T. 4. 3
JIeTaJIbHUM HacJigkoM (mouB. po3min «ITob6iuHi peakirii»). Y pa3i BUHUKHEHHS
CUMIITOMIB QpyJIbMiHAHTHOTO TE€MaTUTYy, TAKUX K aCTEHis, IO IIBUIKO PO3BUBAETHCSI
Ta CYIIPOBOOXKYETHCS KOBTSIHUIIEIO, TEMHOIO Ce4Yel0, CXUIbHICTIO MO KPOoBOTeY abo
MIe4YiHKOBOIO eHIledasionaTi€lo, malieHTaM PeKOMEHOYEThCS MIPOKOHCYIbTyBaTUCS 3
JIiKapeM Iepeq TUM, SIK IIPOLOBXKYBATH JIIKyBaHHS

Y pa3i BUHUKHEHHS CUMITOMIB OUCPYHKIII ITe4iHKu HeoOXiTHO ITPOBECTHU
OOCITimKeHHsT QyHKITIl ITe4iHKu.

Ts2xKi moOiuHi peakilii 3 60Ky HIKipu

[Tpu 3acTocyBaHHI MOKCHU(MIOKCAIIUHY ITOBIIOMIISIIIN MIPO TSIKKi m0o0iyHi peakiiii 3 60Ky
IMKipH, BKIIOYAO4YW TOKCUYHUH emimepManbHuil HeKpoii3 (TEH, Takoxk BigoMuiu 1K
cuHapoM Jlaenmna), cuaapom CriBeHca-[IxkoHcoHa (CCJII), rocTpuli reHepasi30BaHUMN
ek3aHTeMaTo3HU nyctynbo3 (I'TEIT) Ta MeguKaMeHTO3Ha peakllis 3 e03uHOQIIIi€r0 Ta
cucteMHuMu cumnromMamu (DRESS), sKi MOXYyThb 3arpoKyBaTHu KUTTIO ab0 IPU3BECTHU
[0 JIeTanbHOTO HaCHiaKy (ouB. po3min «[1o6iuHi peakiii»). [Ipu npu3HayveHHi malliEHTH
MMOBUHHI OyTU MPoiHdOPMOBaHi PO 03HAKU Ta CUMIITOMM TSKKHUX ITOOIYHUX peakiliil 3
OOKYy IIKipHu Ta HEOOXiIHICTh peTeTbHOr0 MOHITOPUHTY X MMOsiBU. [Ipu IMOsiBi 03HAK Ta
CUMIITOMIB, 1110 BKa3yIOTh Ha IIi peakilil, 3aCTOCyBaHHS MOKCU(JIOKCAIIUHY CIIif
Hera’uHO IPUNUHUTYU Ta PO3TJISHYTU MOXKJIUBICTh ajlbTEPHATUBHOIO JIIKyBaHHA. AKII0
y TallieHTa TIif Yac 3aCTOCyBaHHSA MOKCU(]IIOKCAIIMHy PO3BUHYJIaCh TakKa Cepro3Ha
peakuisa sk CCII, TEH, I'TEII a6o DRESS, y xkomHOMY pa3i He CIIifi TOHOBIIOBATU
JIIKyBaHHS MOKCHU(IIOKCAIIMHOM.

ITarieHTH, CXUJIbHI 0O PO3BUTKY CYOIOM

Bigomo, 1110 XiHOJIOHU MOXKYTb CIIPOBOKYBaATU PO3BUTOK CYLOMHUX HallamdiB.
MoxkcudnokcaluuH ciif 3 00epeKHiCTI0O 3aCTOCOBYBATH MalliEHTaM i3 po3jiagaMu
1ieHTpasbHOl HepBoBoOl cucTteMu (LIHC) abo 3 iHImuMu (pakToOpaMu PU3HUKY, IO MOXYTh
CIIPUYMHUTH CYIOMHi Hamagu abo 3MeHIIUTU CYIOMHUM ITOPir. Y pa3i BUHUKHEHHS
CyooOM HeOoOXiTHO MPUINHUTH 3aCTOCYBAaHHS MOKCU(IIOKCAIIMHY Ta BXXKUTHU BiIIOBIiOHUX



3axomiB.

TpuBai, iHBaIigM3yIO4Yi Ta NOTEHINMHO HE3BOPOTHI cepio3Hi mobiuHi peakirii

[ToBimoMIIsiyioCsI IPO PO3BUTOK MyKe PigKiCHUX TPUBaIUX (IPOTITOM Mics1iB abo
POKiB), iHBaNMiAN3yIO4YUX Ta MOTEHIINHO HE3BOPOTHUX CEPUO3HUX ITOOIYHUX peakilild,
sIKi BIITMBAIOTh Ha Pi3Hi, abo iHOMl Ha AeKilbKa CUCTEM OpPraHi3My MIOAWHU (KiCTKOBO-
M’sI30By, HEPBOBY, IICUXiYHY CUCTEMH Ta OPTaHMU UYyTTs), V MAIi€HTIB, IKi OTPUMYyBalu
XiHOJIOHU Ta PTOPXiHOIOHU, He3aleKHO Bif 1X BiKy Ta HassBHUX (PaKTOpPiB pu3ukKy. He
icnye epekTUBHUX (apMaKOJIOTIiYHUX METOIIB JIIKYBaHHS CUMIITOMIB TpuBaIux abo
iHBaJIigM3y4unXx MoOiYHUX peakllili, OB’ I3aHUX i3 3aCTOCYBaHHSIM (PTOPXiHOJIOHIB.
[Tpu mosBi mepmInx 03HaK ab0 CUMIITOMIB OyIOb-IKO1 CEPHO3HO1 MOOIYHOI peakiiil
3aCTOCyBaHHS MOKCHU(IIOKCAIIMHY CJIil HeralHO IMIPUIIMHUTYU Ta 3BEPHYTHUCS 3a
KOHCYJIbTAIII€I0 IO JIiKaps OIS HaJlleXKHO1 OIIiIHKY CUMIITOMIB Ta YHUKHEHHS ITOOaJIbIIIol
mii JTikapchbKOro 3aco0y, 1110 MOTEeHIIMHO MOXKe IOoTipImuTH nepebir mobiyHol peaxiiii.

I[TepudepunyHa HelpoIarTisa

Y nanieHTiB, sIKi oTpuUMYyBanu XiHOIOHU ab0 (GTOPXiHOJIOHU, PEECTPYBAJIUCS BUIIAOKHU
CeHCOpPHOI abo CeHCOMOTOPHOI MOoIiHeNpoIIaTii, 10 IIPHU3BOAUIIA [0 ITapecTesil,
rimecresii, pu3ecTe3sii abo cmabkocTi. [TalieHTaM, siKi 3aCTOCOBYIOTh
MOKCH(JIOKCAIIUH, PEKOMEHOYETHCS MOBIAOMIIATHU JIIKapio IIPO PO3BUTOK HACTYIIHUX
CUMIITOMIB HelMpormarTii: 6inb, MeviHHs, TOKOJIIOBAHHS, OHIMiHHS a00 cnabKicTh, ImepI
HiXK IIPOOOBXKYBaTH JIiKyBaHHS, 11100 MONepeuTy BUHUKHEHHS ITOTEHILINHO
HeoOOPOTHOTO CTaHy (OuB. po3min «ITobiyHi peakiii»).

Peaxkiiil 3 00Ky IICUXiKU

Peaxiiii 3 60Ky IICUXiKM MOXXYTh PO3BUBATUCS HaABITh ITiC/S IIEPIIOTO 3aCTOCYBaHHSA
XiHOJIOHIB, BKJTIOYal04YX MOKCHUGIIOKCAIIMH. Y PimKicHUX BUITAOKaX mempecis abo
IICUXOTUYHI peakxliil IPpU3BOOUJIN OO BUHUKHEHHS CyIIIUAaJIbHUX JYMOK Ta PO3BUTKY
camMmoarpecii, 30kpeMa cripob6 camoryocTsa (oquB. po3min «[1ob6iuHi peakirii»). ¥ pasi
BUHUKHEHHS y IalliEHTa TaKUX pPeakiliii HeoOXimHO IPUIIMHUTY 3aCTOCYBaHHS
MOKCH(JIOKCAIIMHy Ta BXKUTH BiANOBigHUX 3axofdiB. HeoOXimgHO mOTpuMyBaTUCS
00epeKHOCTI, TpU3HaYal0uYu MOKCU(IIOKCAIIMH MalliEHTaM 3 IICUXiYHUMU
3aXBOPIOBaHHAMU a00 HAsIBHICTIO TAaKUX B aHaMHe3i.

[Tiapesi, acolilioBaHa i3 3aCTOCYBAHHSAM aHTHOIOTHKIB, BKJIIOYAIOYX KOJIIT

Y 3B’3KYy i3 3aCcTOCYBaHHSIM aHTHOIOTUKIB IIMPOKOT0O CIIEKTpa Iil, B TOMY YUCIIi
MOKCH(IIOKCAIIUHY, ITOBIHOMIISIIN PO BUHUKHEHHS aHTHOiOTUKaCOIliioBaHoOl Aiapel
(AA]I) Ta anTHOIOTHKACOIiI0BaHOTO KOIiTy (AAK), BK/TI04Ualo4uu IIceBOoMeMOpPaHO3HUU
KOJIIT i miapero, acouirioBany 3 Clostridium difficile, sKi 3a CTylieHeM TSKKOCTI
BapilOIOTh Bifl IIOMIipHO] Aiapel A0 KOJiTy 3 JIeTaJIbHUM HacCJIigKoM. TOMy BazKJIUBO



3BaXkaTU Ha MOXKJIUBICTh TAKOTO AiarHO3Y y IMAIli€EHTIB, y SKUX i 4ac abo micys
3aCTOCYBaHHS MOKCHU(IIOKCAIIMHY CIIOCTEPIraeThCs TAXKKa miapes. AKIo
Migo3pIoETHCA YU NinTBepaKyeThcsa AALL abo AAK, niKyBaHHS IPOTUMIKPOOHUMU
3acobaMu, BKIIOUAIO4YU MOKCHU(JIIOKCAIIMH, CJIif IPUIUHUTUA Ta HeraHo po3nodaTu
BiITIOBiOHI TepareBTU4YHi 3axoau. KpiM 11010, HEOOXiTHO BXKUTHU HAJIEXKHUX
CaHiTapHO-eNifeMiYHUX 3aXO0MiB 3 METOI0 3MEHILIEHHS PU3UKY Nepefadi iHexkIiil.
[IpenapaTy, 110 OPUTHIUYIOTh IEPUCTAJIBTUKY, IIPOTUIIOKA3aH1 ITallieHTaM, y AKUX
CIIOCTEPIra€ThCs CEepuoO3Ha [giapes

ITarieHTH 3 TSI2KKOIO MiaCTEeHi€I0

MoxkcudrnokcaluH ciif 3 00epexKHiCTI0O 3aCTOCOBYBATH MalliEHTaM 3 MiaCTEHI€0 I'paBic
Yy 3B’13KYy 3 MOKJIMBICTIO 3arOCTPEHHS CUMIITOMIB.

TeHOUHIT Ta PO3PHUBHU CYXOKUJIIb

TeHOUHITH Ta PO3PUBU CYX0XKUJIb (0COOIUBO axXiJIJIOBOTO CYXOXKUJIIJIS, OOHAK He JINIIIe
1oro), iHoxi ABoOiYHi, MOXKYTh BUHUKATU NPOTATOM 48 TOOUH Biff MOYaTKy JIiIKyBaHHS
XiHOJIOHaMu 41 (TOPXiHOJIOHAMMU a00 HaBiTh Yepe3 KijlbKa MIiCSIIiB ITiCIIs IPUIINHEeHHS
Teparril (ouB. po3ninu «IIpoTunoka3aHHs» Ta «I1o0iuHi peakiiii»). [TallieHTH CTapIIOTO
BiKy a60 3 mopyumeHHIMU QYHKII HUPOK UM 3 TPAHCIUIAaHTOBAHUMU OpraHaMH, a
TaKOXK Ti, XTO IIpUMa€ KOPTUKOCTEPOIAHU, MAlOTh BUIITUN PU3UK PO3BUTKY TEHOUHITIB
Ta PO3PUBIB CYXOXKUJIb. 3BaXKalOy4u Ha 1ie, CJIil yHUKATU OOQHOYACHOI'0 3aCTOCYBaHHS
KOPTUKOCTEPOIAiB i3 MOKCHU(IIOKCAIlHOM.

[Tpu mosiBi mepIInx O3HaAK TEHOWHITIB (HallpuKIiaj, 3amajeHHs Ta HaOpsK, 110
CYIIPOBOAXKYETHCS O0IeM) 3aCTOCYyBaHHSI MOKCHU(IJIOKCAIIUHY CJIi IPUIUHUATYU Ta
PO3TJIIHYTHU ajllbTepHATUBHE JIIKyBaHHA. YpaxXkeHy(-1) KiHIIBKY(-1) CIIif JIiKyBaTu
HaJIe’KHUM YMHOM (Hampukiam, iMMmoObinizarist). He cmim 3acTocoByBaTH
KOPTUKOCTEPOIOU IIPY BUHUKHEHHI 03HAaK TeHOWHOIIATII.

AHespus3ma /po3wapy8aHHAa aopmu, pe2ypeimauisa / HeOocmamHicmb cepu,eso20
K/ianaHa.

B enigeMionoriyHuX OOCHIAXKEHHAX IOBIOOMJISINA PO MiABUILEHUY PU3UK aHEBPU3MU
Ta PO3IIapyBaHHS aOPTHU, OCOOIUBO Y MAlliEHTIB JIITHBOTO BiKYy, i peryprirartiii
a0pTaJIBHOTO Ta MITPaJIbHOTO KJIallaHiB IIiCJIs 3aCTOCYBaHHS (DTOPXiHOJIOHIB.

Bynu oTprMaHi OBIJOMJIEHHS IIPO BUIIaOKU aHEBPU3MU Ta pPO3lIapyBaHHSI aOpPTH,
iHOMl yCK/IagHEeHUX PO3PUBOM (BKIIOYHO 3 BUIIaJKaMH 3 JiIeTaJIbHUM HaCJIigKOM), Ta
ITPO perypriTailito / HeJoCTaTHICTh Oyab-sIKOTO 3 KjIalaHiB ceplid y IMalli€HTiB, sKi
oTpuMyBanu PTOPXiHOJIOHU (OUB. po3nin «[106iuHi peakirii»).



OTXke, PTOPXIiHOJIOHU CJIi 3aCTOCOBYBATH JIUIIIE IiCJII PETEJIbHOI OL[iHKHI
CIIiBBIOHOIIIEHHS KOPUCTH / PU3UK Ta PO3IJIAAY IHIINX MOXKJIIMBUX BapiaHTIB JIIKyBaHHSA
y Iali€HTIB 3 aHEBPU3MOIO aOPTU YU BPOOKEHOIO BaZlOI0 CEePLIEBOro KianaHa B
aHaMHe3i, abo y IallieHTiB, sIKi MaloTh aHeBpU3MY Ta/ab0 po3IlIapyBaHHS aOPTHU YU
3aXBOPIOBaHHS CEPIIEBOTrO KjanaHa, a TaK0XK iHIIII YUHHUKYU PU3UKY ab0 CTaHH, 10
CIIPUSIOTh IXHbOMY PO3BUTKY:

e SK [JI1 aHEBPU3MU/pPO3IIapyBaHHA aOPTH, TakK i AJid perypritanil/HeqocTaTHOCTL
CepLeBOoro KjanaHa (Halmpukian, Taki 3aXBOPIOBAHHS CIOJIyYHOl TKAHWHU K
cuHapoM Mapdana abo cygunHui cuaapoM Enepca-Ilannoca, cuaapoM TepHepa,
xBopoOa bexueTa, rinepToHiss, peBMaTOIOHUMN apPTPUT);

e U1 aHEBPU3MHU/pPO3IIapyBaHHsa aOpPTU (HaIpHUKJiaf, TaKi 3aXBOPIOBaHHS CYOUH SIK
apTepiiT Takasicy abo riraHTOKJIITUHHUM apTepiiT, abo BimoMuii aTepOCKIEpo3,
a6o cunngpoM lllerpeHa);

e [IJIS PerypriTalil/HegoCTaTHOCTI CeplieBOro KialaHa (Hanpukiaap, iHpeKIinaumn
€HOOKapOuT).

Pr3uk aHeBpu3MU/po3lapyBaHHSA aOPTHU Ta IXHiM PO3pPUB MoxkKe OyTH MigBUILIEHUM Yy
MAaIli€EHTIB, IKi OMHOYACHO IPUUMalOTh KOPTUKOCTEPOIIH.

Y pa3i BUHUKHEHHS Pi3Koro abmoMiHanbHOT0 60110, 605110 ¥ TPyAsax abo cnuHi
raieHTaM CJIil HeraHO 3BePHYTUCS 3a HEeBIIKJIaJHOK MeIUYHOI0 JOIIOMOIO.

[TauienTaM cJig peKOMeHOyBaTyU HEraHO 3BePTaTUCA 3a MEOUYHOIO OOIIOMOI 00 Y
pasi MmosiBM roCTpPOol 3aOUIIKM, HOBOTO Hamaay cepuebuTTs, HaOpsaKy XKuUBoTa abo
HUXKHIX KIHIIBOK.

IMTa1ieHTH 3 MOPVIIEeHHIMH QYHKITII HUPOK

Cnin 3 06epexKHiCTI0O 3aCTOCOBYBaTH MOKCU(MIIOKCAIIUH IalliEHTaM JIiTHbOTO BiKY 3
po3nagaMu QYHKIIII HUPOK, SKIIIO BOHM He CIPOMOXKHI HiATPUMyBaTU afeKBaTHUU
IIPUNOM PiAUHU, OCKITbKY 3HEBOOHEHHS ITiNBUIIYE PU3UK BUHUKHEHHS HUPKOBOI
HeOoCTATHOCTI.

IMTopyineHHSA 3 O0KY OpraHiB 30py

K10 crocTepiraeThes MOTipIIeHH 30py abo0 iHIIWY BIJIMB Ha OpPraHU 30Dy, CIIif
HeranHoO 3BEPHYTHUCS [0 JIiKapsa-opTanabMosiora (OUB. pO3Oian «3OaTHICTh BILIMBATU Ha
IIBUIKICTh peakliii Ipu KepyBaHHiI aBTOTPaHCIOPTOM abo 3 iHIMMMU MexXaHi3MaMu» Ta
«ITobiuHi peakirii»).

Hucrnikemisa




Ak i mpu 3acToCyBaHHi BCiX (DTOPXiHOJIOHIB, IIPU 3aCTOCYBaHHI MOKCU(MIIOKCALIMHY
CIIOCTEPIrajaucs BiOXUIIEHHS BiJ HOPMHU IIOKa3HUKIB I'JIIOKO3U B KPOBI, BKJII0Yal04u
rimormikemito Ta rimepriaikemiro (guB. po3min «ITob6iuHi peakiiii»). Cepeq maIlieHTiB, SKi
3aCTOCOBYBa/Id MOKCHU(IIOKCAllMH, OUCTJIIKEMisi pO3BUBaiacs IepeBaKHO y Ialli€HTIiB
JIITHBOTO BiKYy, XBOPUX Ha I[yKPOBUU miabeT, siKi OTpUMYyBaJIM CYIIyTHIO TepaIliio
TepopasibHUMM TillOTIiKeEMiYHUMY JTiIKapPChbKUMU 3aco0aMu (HallpuKiam,
cynbdoHincevyoBrHa) abo iHCYyITiHOM.

3adikcoBaHO BUNAMKHU TiMmoriaikeMiuyHol KoMu. 115 Mali€eHTiB i3 HyKpPoBUM niabeTom
PEKOMEeHO0OBaHe peTeJibHE CIIOCTEPEXKEHHS PiBHSA ITIOKO3UW B KPOBi (OUB. pO3in
«ITobiuHi peakirii»).

IMpodinakTuKa peakiiii doToceHcuOinisalril

[Tpu 3acTOCyBaHHi XiHOIOHIB y Malli€HTiB Bil3Ha4alOThCSA peakliii poToceHcubimizariii.
[TpoTe gocmimzKeHHS ITOKa3asiy, 10 MOKCU(JIOKCAIUH BiIPi3HIETHCSA HUXKYIUM
PU3UKOM BUHUKHEHHsI poToceHcubimizarii. He3Baxkatouu Ha 11e, ClIi peKOMeHOyBaTU
ralfieHTaM YHUKATH SIK yIbTPadioieTOBOTO OIPOMiHEHHSs, TakK i TpuBaiol Ta/abo
iIHTEHCUBHOI il COHIYHOTO CBiTJIa mif Yac JTiKyBaHHSA MOKCHU(IOKCAaIuUHOM (OUB.
po3min «ITobiuHi peakiIrii»).

IMTanieHTH, sIKi CTpaXKaaloTh Ha gediliuT ri1oKo30-6-dbocdhaTaerigporeHasu

[TarieHTH i3 HEOOCTATHHOIO aKTUBHICTIO T'ITIOK030-6-pochaTmerimporeHa3u (HassBHOIO
abo y ciMmeliHOMY aHaMHe3i) MalOTh CXUJIBHICTD [0 TEMOJIITUYHUX PeakKlliil mpu
JIIKyBaHHI XiHOJIOHaAMU. TOMYy TaKuM ITalliEHTaM CJIii 3 00epeXKHiCTI0O 3aCTOCOBYBaTHU
MOKCH(IIOKCAIIUH.

IlamieHTH i3 3aIaJbHUMH 3aXBOPIOBAHHSIMHK OPraHiB MaJjioro Ta3a

[TamieHTaM i3 yCKIaHEHUM 3allaJIbHUM 3aXBOPIOBAHHSIM OPTaHiB Majioro Tasa
(HampuKIiiam, acolilioBaHUM 3 TPYOHO-I€YHUKOBUM abciiecom abo abciiecoM Majioro
Ta3a), IS SKUX BBAXKAETHCS HEOOXiMHUM IIPOBEOeHHSI BHYTPIITHROBEHHOI Teparrii,
JIiIKyBaHHSI MOKCHMJIIOKCAIIUHOM y TabIeToBaHil GopMi BUITyCKY HE PEKOMEHOYEThCSI.

3ananbHe 3aXBOPIOBaHHS OpPTraHiB MajIoro Ta3a MOKe OyTH CIpPUYUHEHO OaKTepPi€eio
Neisseria gonorrhoeae, pe3uCcTeHTHOIO O PTOPXiHOMOHIB. TOMY B TaKUX BHUIIagKax
eMITipu4He 3aCTOCYBaHHS MOKCHUGIIOKCAllMHy HeoOXimHO Ipu3HadYaTy OOHOYACHO 3
IHIITMM BigIOBimHUM aHTHOIOTHMKOM (HaIpuKiam, 11edaIoCIIOPUHOM), SIKIIIO HEMOKJINBO
TMOBHICTIO BUKJTIOUUTH HasABHICTH Neisseria gonorrhoeae, pe3uCTEHTHO] [0
MOKcHuGIIOKcaluHy. AKIo micnsa 3 OHiB TiKyBaHHS He BimOyBa€ThCs IOKpalllaHHS
KJIIHIYHOI'0 CTaHy, Tepallilo CJIif HeperjisaHyTH.



[MTarnieHTH 3i cnenudivyHUMU YCKIagHEeHUMH iHpeKIIiaMy MIKipHu Ta HigIKipHOl

KJIITKOBUHU

KriniuyHa e(peKTUBHICTh BHYTPIIIIHBOBEHHOT'O 3aCTOCYBaHHS MOKCHU(IIOKCAIlMHY B pas3i
JIIKyBaHHS TSXKKOI iH(EKIIil, IToB’s13aH01 3 onikaMu, hacuuToM Ta iH(}piKoBaHOIO
OiabeTUYHOIO CTOIIOK0, III0 CYIIPOBOMAXKYETHCSA OCTEOMIENIITOM, HE BCTAHOBIEHA.

Boius Ha 6iooriudi TecTtu

JIikyBaHHS{ i3 3aCTOCYBaHHSIM MOKCH(IIOKCAIIUHy MOXKe IePEIIKOaXKaTH ITPOBEIeHHIO
KyJIbTypPalbHOIO aHalli3y II0a0 BUSABJIEHHSI Mycobacterium spp. y 3B'SI3Ky 3
MMPUTHiIYeHHSIM MiKoOaKTepiaabHOT'O POCTY, 1110, 3i CBOT0 O0OKY, MOXKe MPU3BECTHU A0
XUOHOHETraTUBHUX Pe3yJbTaTiB y 3pa3Kax Bifl XBOPUX, SIKi Ha JaHUU MOMEHT
MPUKUMaOTh MOKCU(MIIOKCAIINH.

IMTanieHTH 3 iIHDEKIISIMHU, COPUYHHEHUMH MEeTHIIIHPE3UNCTEHTHUM 30JI0THCTHM
ctadinokokoMm (MP3C)

MokcudmokcanuH He peKOMEHOY€EThCS OJI MiKyBaHHS iHpeKiu, cipuuynHenux MP3C.
Y Bumapgky mimo3proBaHol abo migTBepaKeHol iHpekKIlil, cipuynHeHoi MP3C,
HeoOXigHO po3MoYaTH JIiIKyBaHHS BiAIIOBIiIHUM aHTUOaKTepialbHUM 3aCO00M (OUB.
po3ain «®apMaKOJIOTriyHi BIaCTUBOCTI»).

it

MokcudmoKkcalH CIPUYNHSAE YPaKeHHS XPSIiB Y MOJIOOUX TBApPHUH, TOMY
3aCTOCyBaHHA Ipenaparty AiTAM (BikoM g0 18 pokiB) MpoOTUIIOKa3aHO (OAUB. PO3Ain
«[TpoTUIIOKa3aHHI»).

IrdopMalliss Ipo JONOMIiKHI PEYOBHUHU

Lle#t mikapcbkui 3acid MicTuTh MeHIe 1 MMOJIb HaTpito (23 Mr) B omHil TabneTiii,
BKPUTiil 0007I0HKOI0, TOOTO IIPAaKTUYHO HE MICTUTh HATPIiIO.

3acmocysaHHA y nepiod sazimHocmi abo 200y8aHHA 2py0010.
BaritHicTb

Besneka 3acTocyBaHHS MOKCU(IIOKCAIlUHY y IePiox BariTHOCTI He BCTaAHOBJIEHA.
PesynpTaTé gocnigXKeHb Ha TBapyUHaX BKa3ylOTh Ha PENPOOYKTUBHY TOKCUYHICTb.
[ToTeHUiMHNUY PU3UK [OJI JIIOOWHU HE BiHOMUMU.

Y 3B’SI3Ky 3 BUSIBJIEHUM PU3UKOM ITOIIKOMXKEHHS (TOPXiHOIOHAMHU OIIOPHUX CYTJI00iB y
MOJIOOWX TBApUH (3a eKCIepUMEeHTaJIbHUMU JaHUMHU) Ta 3 BUMTagKaMu 000POTHHUX
ypaxeHb cyrio0iB y giTell, IKi oTpUMyBasu JTiKyBaHHS OesIKUMU (HTOPXiHOJIOHAMHY,



MOKCH(}JIOKCAIIMH MPOTUIIOKAa3aHOo ITPHU3HavYaTH BariTHUM XKiHKaM (OUB. PO3MOin
«[IpoTUioKa3aHHSI»).

Ilepiog roogyBaHHS I'PYOOIO

HeMmae gaHux oo 3aCTOCyBaHHS IIpernapaTry XKiHKaM, SKi TOOYIOTh T'PyLato.
Pe3yneTaTil DOKITIHIYHUX OOCIIIAXKEHD CBiAYaTh, 110 HEBEJIMKA KIJIbKICTh
MOKCH(]IIOKCAlIMHy MOKe IMOTPANJIsITH y TPYAHE MOJIOKO.

BpaxoByrouu BiiCyTHICTh JaHUX IIOHOO JIIOOEM i HasABHICTh €eKCIIepUMEHTaIbHUX OaHUuX
1010 PU3UKY MOIIKOMAXKEHHS OIIOPHUX XPSAILIB Y CTaTEBO HE3PIJIUX TBAPUH, TPYOHE
BUTO[IOBYBaHHS IIPOTUIIOKA3aHe ITifl Yac Tepamnil MOKCUIOKCallMHOM (OUB. PO3Mis
«[TpoTUIIOKa3aHHI»).

DOepPTUILHICTD

IocmigKeHHs Ha TBaApUHaX He BUSBUJIN BIIJIUBY Ha QEePTUNBHICTD

30amHicmb enausamu Ha weudkKicmb peakuii npu KepysaHHi aemompaHcnopmom abo
[HWuMu mMexaHiamamu.

IocnigKeHb BOJIMBY MOKCH(IIOKCAIIUHY Ha 30aTHICTh KepyBaTH aBTOTPAHCIOPTOM Ta
IIpalffoBaTH 3 iHIMMMU MeXaHi3MaMu He mmpoBonuan. OgHak GTOPXiHOJIOHH,
BKJTI0UAI04YX MOKCH(IIOKCAIlMH, MOXKYTh IOTipIIyBaTU 3OaTHICTh KEPYyBaTU
aBTOTPAHCIIOPTOM abo ITpallloBaTH 3 iHIIMMK MeXaHi3MaMM yepe3 BUHUKHEHHS
peakitri#t 3 60ky LIHC, Hanpukiam 3alaMOpPOYeHHs, TOCTPa TUMYacoBa BTpaTa 30py
abo rocTpa KOpPOTKOTpHBajia BTpaTa CBiMOMOCTi, HEIIPUTOMHICTh (OUB. PO3MIis
«I[ToGiuHi peaxkiii»). [TallieHTaM CJil peKOMEeHayBaTu CIIOCTEPiraTy 3a CBOEIO
peakili€eo Ha MOKCH(JIOKCAIUH epel TUM, SIK KepyBaTU aBTOTPaAHCIOPTOM abo
npaloBaTy 3 iHIIMMU MeXaHi3MaMu.

Cmoci6 3acTocyBaHHS Ta I03H

[Topocii

PekomeHnpgyeThcs npuiimaTtu o 1 Tabnetui (400 Mr) mokcudIokcaluuHy Ha Do0y.

TabneTKu ciig mpuiiMaTh He PO3KOBYIOYHM, 3allMBAl0YX JOCTATHHOIO KiTbKiCTIO BOMM.
JlikapchKu# 3aci6 MOXKHa IpUMMaTH He3aJleKHO Bifl Yacy BXKUBaHHS 1Xi.

TpuBamicTh Teparil

TpuBanicTh Teparii TabneToBaHOI0 GOPMOI0 MOKCHU(MIIOKCAIIMHY 3a1€XKUTh Bifl TUITY
iH(eKIIil i CTAaHOBUTS:



3aroCTPEeHHS XPOHIYHOT0 0OCTPYKTHBHOI'O 3aXBOPIOBAHHS JIeTe€Hb, BKIIIOYHO 3
O6pouxiToM - 5-10 OHIB;

HerocIIiTaJlbHa NHeBMOHIiSA - 10 mHIB;

rocTpuii 6aKTepialbHUN CUHYCUT - 7 OHIB;

3anajbHi 3aXBOPIOBAHHS OpPraHiB MaJioro Ta3a IIOMIPHOTO Ta CEPEOHbBOT0
ctyneHs - 14 gHiB.

3a DaHUMU KIIiHIYHUX DOCHiIXKeHb TPUBAJICTh JIiKyBaHHSA TabieToBaHOO0 (POpPMOI0
npenapaTty MOKCU(IIOKCAIlMHy CTaHOBHUIIA A0 14 OHIB.

CtyniHyacTa (BHYTPiIHLOBEHHA/IIepopaibHa) Tepallisa

[Tig yac mocmigzKeHb CTYyIIiHYacTOl Teparlil OiJbIIiCTh MalliEHTIB mepexoaunia 3
BHYTPIIIIHbOBEHHOT' O Ha IMepopalbHUY LIISIX BBEJEHHS MOKCU(IIOKCAIIUHy IPOTATOM 4
OHIB (HerocIiTalbHa THEBMOHIsT) a0o 6 mHiB (ycKnamHeHi iHdeKIil mKipu Ta
MiOIMKIpHUX TKaHWH). PeKOMeHIoBaHa 3arajbHa TPUBAJIICTh JIiKyBaHHS
MOKCHGIIOKCAIlMHOM ¥ (popMi po3uuHy i TabreToOK CTaHOBUTh 7-14 OHiB npu
HerocCHiTaJbHUX NHEBMOHISAX Ta 7-21 OeHb NpU yYCKIaOgHEeHUX iHPEKIliaX IIKipu Ta
OiOIIKIPHUX TKaHUH.

[TepeBumryBaTu BKa3aHy 103y (400 mr 1 pa3 Ha go0y) Ta TPUBAJICTD TiKyBaHHS OJIS
OyOb-sIKOT'O TTIOKa3aHHS He PEKOMEHYEThCH.

[MopyieHHsT GYHKITII HUPOK / MEeYiHKHU

IIJ1s1 mIalieHTiB i3 HUPKOBOXO HEOOCTaATHICTIO IIOMIPHOI0O Ta CEPEeOHbOI0 CTYIIEHSA
TS2KKOCTi, @ TAKOXK [JIs MaIliEHTIB, Ki MepebyBaloTh Ha O0e3MepepBHOMY reMofianisi
Ta DOBTOTPUBAJIOMY aMOyJIaTOPHOMY IIepUTOHEaIbHOMY [ialli3i, KOpeKIlis J03u He
nmoTpidHa (ouB. po3gin «®apMaKoIOTiuHi BIaCTUBOCTI»).

CTOCOBHO TAIli€HTIB i3 MOPYIIEHHSIMHU (PYHKITi1 IEeYiHKM OOCTOBIpPHOI iHpOopMallil HeMae
(ouB. TaKOXK Po3ain «I[IpoTUIIOKA3aHHSI»).

IlamieHTH JTITHBOTO BIKY / HAIIIEHTU 3 HU3BKOIO MACOI0 Tijia

Kopekiiisg mo3u fjis naiieHTiB JIITHBOTO BiKy / IAILIEHTIB 3 HU3bKOIO MacoOI0 Tijla He
noTpibHa.

Iimu.

MoxkcudrnokcayH NIpoTUNOKa3aHul OiTaM (BikoM mo 18 pokiB). EdekTuBHICTE Ta
Oe3reKa 3aCTOCyBaHHSI MOKCHQIIOKCAIIMHY OiTSIM He BCTAaHOBJIEHi (OUB. TaKOXK PO3Iis
«[TpoTUIIOKa3aHHI»).

Ilepeno3yBaHHA



Y pa3si BUIIagKoBOTo Iepefo3yBaHHA XKoAHi crienndiyHi 3axoqu He MOTPiOHI. ¥ pasi
nepeno3yBaHHS CJIi OPi€HTyBaTUCS Ha KJIIHIYHY KapTUHY i IIPOBOOUTH
CUMIITOMAaTUYHY MinTpUMyBajbHy Tepalito Ta EKI'-MoHITOpUHT, 3Baxkauu Ha
MOZXKJIMBICTh TOHOBXKeHHSA iHTepBany QT.

OnmHOYacHe 3aCTOCyBaHHS aKTUBOBAHOTO BYTiIA 3 J03010 MoKcudokcanuuy 400 mr
IIepopaIbHO MPU3BEIE IO CKOPOYEHHSI CUCTEMHOI MOCTYIHOCTI JIiKapCchKOT0 3aCc0o0y
Oinbine HiK Ha 80 %. Y pasi nepemo3yBaHHS B pe3y/IbTaTi IepoOpParbHOTO IPUNOMY
JIIKapChKOT0 3ac00y 3aCTOCYyBaHHS aKTUBOBAHOI'O BYTi/IJig Ha ITOYATKOBiM cTamii
abcop61ii Moxke OyTu eeKTUBHUM [J1s1 3anobiraHHs 30iIbIIeHHIO CUCTEMHO] il
MOKCU(}IIOKCAILIUHY.

IIo0iuni edpexTH

HuxxyeHaBeneHi mobOiuHi peakilil criocTepiranucs y Xodi KJIiHIiYHUX OOCIiIXKeHb ITicIIs
3acToCyBaHHS MOKcHudIIOoKcaluHy B mo3i 400 Mr Ha moOy (iuille BHYTPIillTHbOBEHHA
Tepallis, CTylIiH4acTa [BHYTpPIlIHbOBEHHA / IepopajibHa] Ta mepopajibHa) Ta y
nicnspeecTtpanitiaui rmepion. [To6iuHi peakiril KiacudikoBaHO 3a IXHbOIO YaCTOTOIO.

Yci mobiuHi peakirii crioctepiranucs 3 4acToTow MeHIe 3 %, 3a BUHSATKOM HYOOTH Ta
miapei. B koxxHi# rpyni HeOaxkaHi siBUIlla BU3HAYEHI y MOPAAKY 3MEHIIEeHHS IXHbO1
TS2KKOCTi. HacToTa BU3HaYeHa TaKUM 4yuHOM: 4acTi (=1/100, <1/10), HeuacTi
(=1/1000, <1/100), moomuuoki (=1/10000, <1/1000), pigkicHi (<1/10000, BKIo4Ya04Yu
OKpeMi BUIIafAKH), HEBIZOMO (4aCTOTy He MOXKHa OIL[IHMTH Ha MiACTaBi HaIBHUX OaHUX).

Tabmnumsa 3

Knacu

CucreM . . . N .
. YacrTi HeuacrTi I[TooguHOKI PinkicHi HesBimo
Opraxis

(MedDRA)
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I'lTcuxiuHi
po3aadu*

Peaxkiiii
CTPHUBOKEHOC-
Ti,
MiOBUINIEHHSI
TICUXOMOTOP-
HOl aKTUBHOCTI
30yIKEeHHS

J1aGinbHICTD
HaCTPOIO,
meripecis (y
pigKicHUX
BUITafKax 3
MOXKJTMBOIO
camoarpeci-
€10, TAKOIO SIK
CylIuOanbHi
imel/gymMKu abo
cripobu
camMory0cTBa
(muB. po3min
«0OcobmBOC-Ti
3acToCyBa-
HHS»)),
rajolyHallil,
oeJipiu

IlemepcoHami-3allis,
TICUXOTUYHI peaxiril (3
MOXKJIMBOIO caMoarpeci-
€10, TAKOIO SIK
cyllupaasbHi imel/oyMKu
a60 cripobu camory6cTBa
(ouB. po3min
«OcobnuBOC-Ti
3aCTOCyBa-HHS»))




3 60Ky
Hepsosoi
cucmemu*

["'onmoBHUM
0inpb,
3arraMoOpoYeH-
HSI

[TapecTesii/
nmu3ecTesii,
MMOPYILIEHHS
CMaKy
(BKJTIOYAIO4H
areB3iio y
PIOKICHUX
BUIIQKaX),
CILJIyTaHICTh
CBiIOMOCTI Ta
BTpaTa
opieHTallii,
po3agu CHY
(mepeBaxKHO
Oe3COHHS),
TPEMOP,
BEPTUTO,
COHJIUBICTH

l'imecresid,
MOPYILIEeHHS
HIOXY
(BKIIo4aro4uu
BTpPaTy HIOXY),
IaTOJIOTIYHI
CHOBUOIHHS,
MMOPYLIEeHHS
KOOpOUHAaIIil
(BKJIIOYAIOYHU
po3nan Xoou
BHACJIIIOK
3aIraMopo-
yeHHS abo
BEPTUTO),
CyLOMHI
Halagu 3
pi3HUMU
KJIIHIYHUMH
nposiBamu (y
TOMY YHUCJIL
grand mal
Hamagu (OuB.
po3min
«OcobmuBOC-Ti
3aCTOCyBaH-
HsI»)),
MOPYILIEHHA
yBarw,
po3nanu
MOBJIEHHS,
aMHe3id,
nepudepuyHa
HeupoImarTis Ta
MMoJIiHeupoIa-
Tist

['imepecTe3isa




[lopyuieHHSA
30pYy,
BKJIIOYAIOYU
OUIIJIOIIIIO Ta

TpaH3uTOPHA BTPATa
30py (0COGIMBO ITifT Yac
peaxiii 3 6oky LTHC
(ouB. po3min
«Ocob6muBOCTi
3aCTOCYBaH-HSI» Ta

HEeYiTKIiCTh «3maTHICTH BIIJIUBATH Ha
3 6oky 30py IIBUOKICTh Peakilil mpu
ope2aHis (ocobnuBo mig |(CBiTIO00A3HE [KepyBaHHI
30py* Jac peakiiu 3 QBTOTPAHCIIOP-TOM abo
6oky LIHC IHIIMMHK MeXaHi3Ma-
(ouB. po3min MU»)), YBeIT, TocTpa
«0Ocob6IMBOCTI OinmaTepanbHa
3aCTOCYBaH- TPaHCUTIOMI-Hallis
HI»)) paunyXKKu (OUB. PO3Min
«OcobauBOCTi
3aCTOCyBaH-HSA»)
II3BiH y ByXxax,
3 60oky
. MMOPYIIEeHHS
opaaHie
CIIyXY,
cAyxy ma
BKJIIOYAIOYU
gecmubyasp-
TIIyXOTYy
HO20 .
(3a3Buuan
anapamy*
000pOTHY)
[TomoBKeHHSA .
. [[I1yHOYKOBI
[TogoBxkeHHsa |(QT-iHTepBaly ; o
i ) TaxiapuTtmii, Hecnemudiuni aputmii,
QT-inTepBany ((OUB. pO3in _
] . [HEeIpUTOM- «IipyeTHa» IITyHOYKOBa
y xBopux i3 [«OCoBGIHUBOCTI | | ) .
) L HicTb (TOOTO |Taxikapmisa (torsade de
rirmokasieMmi- [3acTocyBaH- ) .
3 60Ky rocTpa Ta pointes (OuUB. PO3min
€10 (ouB. HsI»), :
cepueso- . KOpoTKo4YacHa «OcobIuBOCTi
. po3min TIOCUJIEHEe
CYOUHHOI . BTpaTa 3aCTOCyBaH-HSI»)),
«OCcobIUBOCTi [cep1eOUTTS, ] )
cucmemu** . ) CBiIOMOCTi), [3yIMHKa cepus (Ous.
3aCTOCyBaH- [TaxiKapmis, ) } i
i i apTepianbHa [po3mdin «OcobGIUBOCTI
HS» Ta didbpunsaiia . )
rilmepTeH3isi, [3aCTOCyBaH-HS»),
«IIpoTurioka- [mepencepas, . ]
. apTepianbHa [BaCKYIIiT
3aHHSI») CTeHOKapmisd, | . )
rinmoTeH3isa

Ba30OuIaTallisa




3 60Ky

ouxasnvHol
cucmemu, 3aguIika
Op2aHia (BKIIO4Yawuu
2pyoHoi aCTMaTUYHUU
KAIMKU ma CTaH)
cepedoCcmiH-
HA
Hucdaris,
CTOMATHT,
ACOIIiMiIOBaHUM
13 3aCTOCyBaH-
HAM
QHTHUOiOTHKA
KOJIIT
SHUXKEeHHS
(BKIIIO4aro4Yu
aIlleTUTy Ta
IceBgoMeMO-
3MEHIIIEeHHS .
. . [paHO3HUM
HynoTa, B2XKUBAHHS 1Ki, )
3 60Ky KOJIIT, Y
OJIIOBAHHS, 3arop, o
mpasHo20 ) , ) pigKicHuX
0inb y KUBOTI,|IMCIIEIICis,
mpaxkmy ) ) BHUITQKAX
miapes dnaTyneniis, L .
aCoIliioBaHUM
TaCTPUT, )
] i3
HigBUIIEHHS
3arpo3/IUBUMU

PiBHA aMmina3u

OIS KUTTS
VCKIaIHEeHH -
MU (OUB.
po3min
«Ocob6mBOCTI
3aCTOCYyBaH-
HSI»))




I'enamo06i-
AlapHi
nopyweHHs

[TigBuIIEeHHSA
PiBHS TpaHC-
aMiHa3

[TopyiueHHEA
dyHKIIil
eYiHKHU
(BKITIOUAO4YH
MMiOBUIIEHHS
JIOT
(TakTaTgerig-
poreHasu)),
MiOBUIIEHHS
PiBHSA
6inipy0iny,
MMiOBUILIEHHSA
I['TTII (ramMa-
Iy TaMis-
TPaHCIENITUaA-
31),
MiABUIIIEHHSA B
KPOBI piBHSA
JTy2KHOI
docharasu

2KOBTSIHUIISA,
rernaTuT
(mepeBazxkHO
XOJIeCTaTUu4-
HIN)

dynpMiHaHT-HUUA
TeIlaTUT, 10 IIOTEeHIIIMHO
MOIKe ITPU3BECTH OO
PO3BUTKY HeOe3mmeuHol
IOJISI KUTTS II€YiHKOBO1L
HeJoCTaTHOC-Ti (Y T.4. 3
JIeTaJIbHUM HacCJIiIKOM
(ouB. po3min
«Oco6IBOC-Ti
3aCTOCyBaH-HSI»))




3 60Ky wKipu
ma
niowkipHoi
KAIMKOBUHU

CBep0bix,
BUCUIIAHHS,
KPOIIUB THKaA,
CyXiCTh LIKipu

Bynbo3Hi MIKipHI peakiiii,
TaKli IK CUHIOPOM
CriBeHca- [I2koHCcOHa abo
TOKCUYHUM elmigepMaib-
HUUM HEKPOJIi3 (1110
MMOTEHLIWHO 3arpOXKYyITh
SKUTTIO (OUB. PO3MOin

['ocTpu
reHepa
eK3aHT
IIyCTyJI
(AGEP)
MEOUKe
peaxiri:
€03UHO
CUCTEM
CUMIITC
(DRES!
PO3ain

«Oco07

3aCTOC
«OcobnMuBOCTI bikCcoB:
3aCTOCYBaH-HSI»)) MEIUK?
BHCUIIA
peaxiiil
doTouy
(muB. p
«Oco07
3aCTOC)
TenguHiT (DUB.
PO3i
«OcobmuBOCTi
3aCTOCYBaH-
HsI»), PO3PUB .
APTPUT, PUTIOHICTH
CYXOXKHITb .
3 60Ky ) M’s13iB, 3aTOCTPEHHS
. (ouB. po3min . .
ONOPHO- ApTparnris, . lcumnTomiB myasthenia
. ] i «Ocob1uBOCTi ) ) Pab6mon
pyxo8o0i Mianris gravis (OUB. PO3Mis
3aCTOCYBaH- .
cucmemu* ) «Ocob6mBOCTi
HSI»),
3aCTOCYBaH-HS»)
IMTOCMUKYBaHHS

M’31B, CyZoMHU
M’s13iB,
M’sI30Ba
cnabKicTb




[TopyiieHnHEA
(GyHKIIII HUPOK
(BKITIO9aO4Yu
30iIbIIIeHHSA
a3oTy

CeYOBUHHU Ta
3 60Ky HUPOK

ma

KpeaTUHIHY

) [erigpaTtaliia [@Ia3Mu
ce4osuodiib-

. KPOBI),
HOi cucmemu
HUPKOBa
HeOOCTaTHICTh
(muB. po3min
«Oco0b/IMBOCTI
3aCTOCYBaH-
HSI»)
JaranbHa
cj1a0KicTh (B
OCHOBHOMY
acTeHis abo
BTOMJIEHICTB),
BimuyTTs 60JI10
(BKIIOYawuu
3aezanvHi 0inb y
HabGpsk
po3saadu* [MOIIEPEKY,
rPyOHiA

KJTiTIIi, Oinb y
KiHIIBKaXx,
OOJTI0YiCTh ¥
MTPOEKIIil
MaJIoro Tasa),
rineprigpos

Y pigkicHUX BUNIafgKax IIiciisg NiKyBaHHS iHITUMU QTOPXiHOTOHaMU OyII0
3apeecTPoOBAHO TakKi IMOOiUHi peakiril, SKi Moriam 6, MOXKJIMBO, TAKOXK CIIOCTEpPiraTucs
IIPY 3aCTOCYyBaHHI MOKCU(IIOKCALIUHY: MiABUIEHUN BHYTPIIIHbOYEPETHUY TUCK
(BKJIIOUAIOYHM ifionaTU4YHY BHYTPIIIHBOYEPEIIHY TiIepTeH3ii0), rinepHaTpieMis,
rinepkasjbliieMisa, TeMOJIITUYHa aHEMIs.



*[ToBimOMIISANIM IIPO PO3BUTOK AYyKe PigKiCHUX, TpUBaIUX (IPOTSITOM MicsIliB abo
POKiB), iHBaNIiAN3yIOUYUX Ta MOTEHIINHO HE3BOPOTHUX CEPHO3HUX ITOOIYHUX peakililt,
1110 BIJIMBAIOTh Ha Pi3Hi, iHOM] - Ha JeKUJIbKa CUCTEM OpraHiB YU OpraHu 4yTTid
(BKJIIOYHO i3 TAKUMU pPeaklliaMU K TEHOUHIT, PO3PUB CYXO0XKHUJIJISI, apTparisd, 0inp y
KiHIIiBKaXx, IIOPYIIEeHHs X0O1, HeUpoIlaTis, acoliiiioBaHa i3 rmapecTesi€, BToOMa,
cuMNTOMU 3 OOKY TICUXiKH, IOPYIIEHHS IaM’ siTi, CHY, CIIyXy, 30py, CMaKy Ta HIOXY), y
Malli€eHTiB, IKi OTPUMYyBaJIM XiHOIOHHU Ta PTOPXiHOJIOHH, B AeIKUX BUIlagKax - 0e3
HasIBHOCTI aKTOpiB pu3uKy (OAuB. po3min «OcobmmuBoCTi 3acTocyBaHHsI»). L1i mobiuni
peaxiiil MOXKYTh IPOSIBASTUCS Y BUTJIALL PAAY CUMIITOMIB 3 OOKY IICUXIKM, IKi MOXYTh
BKJIIOYaTH, ajie He 000B’I3KOBO 00MeXKyBaTHCS po3/laJaMy CHY, TPUBOXKHICTIO,
MIaHIYHUMU aTaKaMH, CILIYTaHICTIO cBimoMocCTi abo genpecieo. He icaye
dbapmMaKoIOTriuyHUX METOMIB JTiKyBaHHS, AKi Oynu 6 eeKTUBHUMU OJI1 YCYHEHHS
CUMIITOMIB JOBroTpuBasaux abo iHBamign3yodux MNo0iYHUX peakiliii, ITOB’I3aHUX i3
3aCTOCyBaHHSAM (TOPXiHOIOHIB. HacToTa WX TPUBAJIMX, iHBAIIAN3YIOYUX Ta
MMOTEHIIMHO HE3BOPOTHUX CEPUO3HUX ITOOIYHUX peaklliii He Moxke OyTH TOYHO OlliHeHa
Ha OCHOBIi HasIBHUX JIaHUX, ajie 4acTOTa, OTpUMaHa 3i 3BiTiB mpo mobiuHi peaxiiii,
BKa3ye€ Ha Te, 1110 BOHAa CTaHOBUTH IfoHauMeHIlre Bifg 1/1000 o 1/10000 (o
BifITIOBiga€ KaTeropii «pigko»).

** Bynu oTpuMaHi IIOBIHOMJIEHHS IIPO BUIIaJKHW aHEBPU3MMU Ta PO3IlapyBaHHS aoOpTH,
iHOMl yCK/IagHEHUX PO3PUBOM (BKIIOYHO 3 BUIIaJKaMH 3 JIeTaJIbHUM HaCJIigKOM), Ta
IIPO perypriTailito/HedoCTaTHICTb OyOb-IKOTO 3 KJlallaHiB Cceplls y MalliEHTIB, AKi
oTpuMyBanIu PTOPXiHOJIOHHU (OUB. Po3ain «OcoOIMBOCTI 3aCTOCYyBaHHSI»).

IToBigoMJIEHHS PO MiM03PIOBaHi MOOiYHI peakirii.

[ToBimoMeHHs Mpo MOoOiIYHI peakirii mmicss peecTpatiii TikapcbKoro 3acody Mae
BaXKJIUBe 3HauYeHH. lle mae 3MOry IpOBOOUTH MOHITOPHUHT CHiBBIIHOIIIEHHS
KOPUCTBL/PU3UK IIPU 3aCTOCYBaHHi IIbOT0 JTiIKapChKOro 3acoby. MeguyHuUM Ta
dbapmaneBTUUYHUM IIpalliBHUKaM, a TaKOXK IallieHTaM abo X 3aKOHHUM
MpeAcTaBHUKAM CJIil ITOBIHOMIISITH TIPO YCi BUIIaAKH ITiMO3PIOBAaHUX IMTOOIYHUX peakKIlii
Ta BiACYTHOCTi e(peKTUBHOCTI JTiKapCchKOT0 3aco0y uepe3 ABTOMaTH30BaHY
iHpopMaLiiiHy cucteMy 3 (papMaKOHaraIagy 3a nocuiaHHAM: https://aisf.dec.gov.ua

TepMiH npHIaTHOCTI
2 POKH.
VYMoBH 30epiranus

30epiraTu npu Temmnepartypi He Buiie 25 °C.

30epiraTty y HeJOCTYIIHOMY OJIS OiTeW MicCIIi.



YnakoBka

ITo 5 TabneTok y 6iictepi. ITo 1 6iicTepy y KapTOHHI#M YIIaKOBIIi.

ITo 7 TabneTtok y Gimictepi. ITo 1 6iicTepy y KapTOHHI#M YIIaKOBIIi.

ITo 10 TabneTok y 6iicTepi. [To 1 a6o o 10 GricTepiB y KApTOHHIN yIIaKOBIIi.
KaTeropist Biagnnycky

3a penemnTomMm.

BupooHuK

TOB «KYCYM OAPM».

Micue3HaxoIKeHHsI BHPOOHHKA Ta aJipeca MicCIIsi IPOBadXKeHHsI HOT' 0
IistIbHOCTI.

40020, Ykpaina, Cymcbka o6macts, M. Cymu, Byn. Ckpsabina, 54.



