Ckian

Oito4a peuyosuHa: MOKCUMIIOKCAIINH;

1 tabneTka Mictuth 400 Mr MOKCU}JIIOKCAIIUHY V BUTISAAI MOKCU(IIOKCAIIUHY
rigpoOXJIOpUny;

O0ONOMIJICHI pedyoBUHU: LIeJII0JI03a MIKpPOKPHUCTallidYHa, HaTPilo KpOCKapMesio3a, MarHiio
cTeapar;

o0oI0HKa: TimpoMesno3a, MakKporoi, TutTany miokcup (E 171), 3amiza okcupg 4epBOHUM
(E 172).

JIikapcbKa ¢opMma

TabeTKy, BKPUTI MJIIBKOBOIO 000JIOHKOIO.

OcHo8HiI (pi3uKko-xiMiuHi 81acmMuBoCMi: TEMHO-POXKEBi, BKPUTI IIJTIBKOBOIO 000JIOHKOIO,
OBOOTIYKJIi, KallCcyaomnonioHi TabneTKy.

®dapMaKoTepalneBTHUYHA Irpyna

[TpoTuMikpoOHi 3acobu AJiss CHCTEMHOT0 3aCTOCYyBaHHSA. AHTUOaKTepianbHi 3aco0u
IPyIIu XiHOJIOHIB.

Kom ATX JO1M Al4.
®apMaKoOJIOridyHi BJIaCTHUBOCTI

dapmaKkoduHamika.

MexaHi3M mil

MoxkcudrnokcaluuH - 8-MeTOKCUPTOPXiHOTOHOBUM 3acCib i3 IMIMPOKUM CIIEKTPOM
OakTepulgHol aii. In vitro Mokcudokcaliuia epeKTUBHUM MO0 OaraTbox
IPaMOO3UTHUBHUX Ta 'PAMHEraTUBHUX MiKpPOOPTraHi3MiB.

BcranoBneHo, 110 MOKcudIoKcalul epeKTUBHUM BifHOCHO OaKTepil, CTiMKUX mo PB-
JJaKTaMHUX Ta MaKpOJIIHHUX IIpernaparis.

BakTepuiungHa fis MokcuGIOKCaUMHy CIpUYMHEeHa iHri0yBaHHSAM 000X TuIis 11
tornoizoMepa3su (IHK-ripasa ta TomoizoMepasa IV), HeoOXimHUX miIs perntikailiii,
TPAHCKPUIILIil Ta BifHOBIeHHS OakTepianbHOl THK.



BBaxaroTh, 1110 C8-MeTOKCH 3aIUIIOK CIIPUSIE TOKPAIlleHHI0 aKTUBHOCTI Ta 1mociiabiiioe
CeJIeKIIiI0 Pe3UCTEeHTHUX MYTaHTiB I'PaMIIO3UTUBHUX OaKTepilt mopiBusHo 3 C8-H
3a/uIIKoM. HassBHICTE BEJIUKOI0 OUIIMKIIOaMIHOBOTO 3a/IUIIKy B C-7 IOJIOXKEHH]
3arobirae akTUBHOMY BiJTOKY, ITOB’I3aHOMY 3 reHaMHu norA abo pmrA, siKi BUSIBIEHO y
OesKUX TPaMIIO3UTUBHUX OaKTepii.

MoxkcudIiokcalH BOJIOMi€ 3aI1eKHOI0 Bil KOHIIeHTpaIlil 0aKTEePUIIUAHOIO aKTUBHICTIO.
MinimanbHi 6akTepunuaHi KonneHnTpatil (MBK), sk npaBuso, BiinoBimaioTh
MiHiManbHUM iHTiIOyI0oYUM KOHUIeHTpalisM (MIK).

BrimuB Ha KMIIKOBY (GJIOPY V TIOOHUHUA

Y mBOX OOCIigXKEeHHSIX 3a Y4acTIo TOOPOBOJIBLIIIB MiCIsI IIepPOPaIbHOI0 3aCTOCYBaHHS
MOKCH(IIOKCAIIMHY Bijl3HAYaINCsI HUKYeHaBeOeHi 3MiHU y KUIIKOBiM (iopi.
3HUXKYyBanachk KinbKicth E.coli, Bacillus spp., Enterococcus ta Klebsiella spp., a TaKoX
aHaepo0OiB Bacteroides vulgatus, Bifidobacterium spp., Eubacterium ta
Peptostreptococcus. CnocTepiranocs migBUIIeHHS KiNbKOCTi Bacteroides fragilis.
KinepkicTh BKa3zaHUX BUIlle MIKPOOPTraHi3MiB IoBepTasacs y MexXi HOpMU YIIPOLOBXK
OBOX TUKHIB.

Pe3ucTeHTHICTH

MexaHi3MU PE3UCTEHTHOCTI, 3a PaXyHOK SIKUX IHAKTUBYIOTHCS IIEHIIUIIIHY,
1edaroCIOpuHY, aMiHOTJIIKO3UOU, MaKPOJIiAYN i TeTPaluKIIiHY, He BIJIUBaIOTh Ha
aHTuOaKTepianbHy ePeKTUBHICTh MOKCU(IOKCcauHy. [HIITi MexaHi3Mu
PE3UCTEHTHOCTI, Taki K 6ap’epu NPOHUKHEHH (mmomupeHi y Pseudomonas
aeruginosa) Ta MexaHi3MU BiITOKY, MOXKYTh BILJINBATU Ha YYTJIUBICTE O
MOKCH(}JIOKCaAIUHY.

dopmyBaHHS PE3UCTEHTHOCTI [0 MOKCU(MIIOKCALIUHY in Vitro CrocTepiraam K
IIOCTYNOBUM IIPOLIEC, AKUU MOJIATAE B TOUKOBUX MyTallisix 060X Tumin II
ToroizoMepa3su: [IHK-ripa3u Ta TomoizoMepasu IV. MokcudmaokcauH € ci1abKum
cyObcTpaToM [Jis MeXaHi3MiB aKTUBHOT'O BilTOKY y TPaMIIO3UTUBHUX MiKpOOpPTraHi3MiB.

CrocTepiraeTbcs mepexpecHa pe3uCTEeHTHICTh 3 iHUMHU ¢pTopxiHoMoHaMu. OgHakK
OCKiNTbKM MOKCHUGIIOKCaAlMH iHTiOye oO0uaBi Tonoizomepa3su II Ta IV 3i cxoxko10
aKTHUBHICTIO JeSIKUX T'PaMIO3UTUBHUX OaKTepiii, 11i 6akTepil MOXKYTh OyTH
PE3UCTEHTHUMM [0 iHIINX XiHOJIOHIB, ajie YyTJINBUMHU OO0 MOKCUDIIOKCALIUHY.

KOHTpOIBHI TOUKH

Tabmuisa 1



Knixiuni MIK Ta KOHTPOIBHI TOYKM OUCKOBOI AMQY3il O151 MOKCU(DIOKCAIIMHY
(01.01.2012) 3a garumu EUCAST (€BpoImeicbKuil KOMITET 3 TECTyYBaHHS

QHTUMIKPOOHOI Yy TINUBOCTI)

MikpoopraHizm YyTnusuiul |Pe3ncTeHTHUU

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

324 Mmm < 21 MM

< 0,5 mr/n|> 0,5 Mmr/n
S. pneumoniae

322 MM < 22 MM

< 0,5 mr/n|> 1 Mmr/n
Streptococcus, epynu A, B, C, G

318 mMm < 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 Mmr/n
Enterobacteriaceae

320 mMm <17 Mmm
KoHnTposnbHi TOuKY, He OB’'s3aHi 3 Bugom™* |< 0,5 mr/n|> 1 Mr/n

* KOHTPOJIbHI TOYKHU, He ITOB’sI3aHi 3 BUAOM, Oy BU3HAa4YE€Hi TOJTOBHUM YUHOM Ha
migcTaBi JaHUX papMaKOKiHETUKH/(papMaKOOWHaMIKU Ta He 3ajeXaTh Bif IOIIUPEHHS
MIK cnenundiuyamnx Bunis. i aHi BUKOPHUCTOBYIOTh TiJIbKU IIOAO BUMIB, SKUM HeE
HaJaBaJId KOHTPOJIBHUX TOYOK 3a OKPEMUMU BUIAMU, Ta HE BUKOPUCTOBYIOTH 11010
BUIIB, B AKUX IHTepPIpeTalliiHi KpUTePil MigIaraoTh BU3HAYEHHIO.

Mikpo©0Oiosoriuda 4yTInuBIiCTh




YacToTa HaOyTOl Pe3UCTEHTHOCTI MOXKe 3MiHIOBaTHUCS 3aJIe’KHO Bif reorpadiuHoro
po3TalllyBaHHS PErioHy Ta NPOTATOM 4Yacy, BUSHAYEHOI'O [JIs [IeBHUX BULIB
MiKpoopraHi3miB. baxkaHo MaTH JOCTyI OO JIOKaJIbHOI iHOopMaIlil m1oa0
PE3UCTEHTHOCTI MiKpOOpraHi3aMiB, 0COOJIMBO IIPU NTiKyBaHHI TSIXKKUX iHEKITi.

Y pa3si HeoOXigHOCTI CJIif 3BepTaTUCs 3a KOHCY/IbTAIli€I0 [0 eKCIlepTa 3 IUTaHb
aHTHOIOTUKOPE3UCTEHTHOCTI, KOJIU MicIleBe MOMiHYBaHHS PEe3UCTEHTHOCTI
BUSIBJISETHCSI HACTi/IbKU CUJIBHUM, 1110 BIIJIUB IIEBHOTO JIIKAPCHKOT'O 3aCO0y
IIOHAMMEHIIe Ha OesdKi BUaM iHQeKIinHuX 30yIHUKIB 3a/IUIIAEThCS ITiJT CYMHiBOM.

YyTauBi BUOH

AepoOHi rpaMIO3UTHBHI MiKpPOOpPraHiaMu

Gardnerella vaginalis

Staphylococcus aureus* (4yTIuBUMN OO METUIUIIIHY)

Streptococcus agalactiae (rpyna 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 rpaMHeraTuBHiI MiKpoopraHiaMu

Acinetobacter baumanii
Haemophilus influenzae*
Haemophilus parainfluenzae*
Legionella pneumophila

Moraxella (Branhamella) catarrhalis*

AHaepoOHI MiKpoopraHiaMu

Fusobacterium spp.
Prevotella spp.

[HIIII MIKpOOpPraHiaMu




Chlamydophila (Chlamydia) pneumoniae*
Chlamydia trachomatis*

Coxiella burnetii

Mycoplasma genitalium

Mycoplasma hominis

Mycoplasma pneumoniae*

Buau 3 MOKJIMBOIO HAaOyT0I0 PE3HCTEHTHICTIO

Aepo0OHi rpaMIO3UTUBHI MiKpoopraHiaMu

Enterococcus faecalis*
Enterococcus faecium*
Staphylococcus aureus (MeTunuIiHpe3ucTeHTHU)

AepobOHi rpaMHeraTHBHI MiKpoopraHiaMu

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

AHaepoOHi MiKpoopraHi3aMu

Bacteroides fragilis*
Peptostreptococcus spp.*
Pe3ucTeHTHi BUOIH

AepoOHi rpaMHeraTuBHI MiKpoopraHisMu

Pseudomonas aeruginosa



* IIpomeMOHCTPOBaAHO 3a0BIILHY aKTUBHICTS IIOAO BIIJIMBY Ha YYyTJIMBI LITaMU IIif 4ac
KJIIHIYHUX OOCIIIAXKEeHb Yy paMKaX 3aTBEPAXKEHUX KIIIHIYHUX ITOKa3aHb.

#H_ITaMH, siki BupoOnsitoTh ESBL, € 3a3Bu4ail pe3uCTeHTHUMY 00 PTOPXiHOIOHIB.
*Iloka3HUK pe3uCTeHTHOCTI > 50% B OfHiM uu Ginblme KpaiH.
dapmakoKiHemuka.

BcMoKTyBaHHs Ta 6i0JOCTYIHICTE

[Tpu mepopanbHOMY IPUIOMiI MOKCHU(MIOKCALIVH IIBUAKO Ta MaWKe IIOBHICTIO
BCMOKTY€EThLCsI. AGCOonMoTHa 6i0m0CTyIHICTh gocarae Mmaixke 91 %.

Y miamasoni mo3 50-800 Mr npu ogHOpPal0BOMY ITpuiioMi Ta y go3i 600 Mr Ha go0y
npotsiroMm 10 gi6 ¢hapMakokiHeTHKa € JTiHiliHOI0. PiBHOBaXKH!I CTaH [MOCSATAETHCS
MIPOTSATOM TPhOX AHIB. ITicns nmpuitomy nepopanbHol mo3u 400 MT miKoBa KOHIIEHTpPAllis
B KpPOBIi gocaraeTscs nporsarom 0,5-4 roguH i ctaHoBUTH 3,1 Mr/in. MakcuMarnibHa Ta
MiHiMasIbHa MJIa3MOBi KOHIIEHTpallii B piBHOBaxxHOMY cTaHi (400 mr 1 pa3 Ha goby)
CTaHOBNATH 3,2 Ta 0,6 MI/1 BiOIOBigHO.

Po3nodina

MoxkcudrokcalyH IIBUAKO PO3IMOIiNISETHCSI B €KCTPaBaCKyJIIPHOMY IPOCTOPi, micis
3actocyBaHHs 103U 400 mr AUC ctanoBuTth 35 MKr/n. O6’eM po3mofiny B
PIBHOBaXHOMY CTaHi IOPiBHIOE 2 JI/KT. flK BCTAHOBJIEHO B €KCIIepUMEHTax in vitro ta
ex vivo, 3B’s13yBaHHS 3 OilkaMu KPOBi cCTaHOBUTH Npubiu3Ho 40-42 % Ta He 3aJIeXKUTH
Bil KOHIIeHTpallil MOKCU(]IIOKCAlIUHY.

Tabnuisa 2

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

TkauvHa KonneHnTpanisiMiciieBuil piBeHb - pPiBeHb y I1JIa3Mi KPOBI
IIma3ma 3,1 mr/n -
Cnuna 3,6 Mr/mn 0,75-1,3

BMicT nyxups 1,61 MrI/11 1,71




Cnu3oBa 000I0HKa OpPOHXiB (5,4 MI/KT 1,7-2,1
AnbBeonspHi Makpodaru 56,7 Mr/Kr 18,6- 70,0
PiguHa emitemnianbHOro mapy|20,7 mMr/n 5-7
["aiMOpoOBa na3yxa 7,5 Mr/Kr 2,0
ETMolmanbHi masyxu 8,2 MI/KT 2,1
Ha3zanbHi nosinu 9,1 Mr/Kr 2,6
[HTepcTUIlianbHA pPiduHA 1,02 MT/7T 0,8-1,42'3
2KiHoui cTaTeBi opranm* 10,24 MT/KT 1,724

* BHYTpIIIHEOBEHHE 3aCTOCYBaHHSA OOHOPa30Bol1 o3u 400 mr.
110 TOOUH ITiCJISI BBEEHHSI.

2 BinpHa KOHIIEeHTpallis.

3 Bin 3 roguH 0o 36 rOOuH IIicsi BBEOEeHHS OO3MU.

4 B xinmi iHDY3il.

Memaboaizm

Moxkcudnokcanus mignsrae 6iorparncdopmariii II ¢pa3u i BUBOOUTHCS 3 OpraHiamy
HUPKaMH, a TaKOX i3 peKasrisiMu/2KOBYIO K Y HE3MiHEHOMY CTaHi, TaK i y BUTTALL
HeaKTUBHUX cynbdocnonyk (M1) i rmrokypoHiniB (M2). M1 ta M2 € Tinbku
MeTaboIiTaMu, PeIeBaHTHUMH IJIs JTIOOAUHYN, 0O0uIBa BOHU € MiKPOOioIoTigyHO
HeaKTuBHUMHU. [1if 9yac gocaigzKeHs in vitro Ta KIiHIYHUX OOCHiaXKeHb pa3u I He
criocTtepiranocst MmeTabosiuHol hapMaKOKiHETUYHOI B3aEMO/II 3 iHITUMHU
ImpernapaTaMu, 3afitHUMU y OioTpancdopmariil ¢as3u I 3a yuyacTio GepMeHTiB cCUCTEMU
nutoxpomy P450. O3HaK OKHMCITIOBaJIbHOTO MeTabo/Ii3My HEMAE.

BugedeHHs1 3 ope2aHi3my




[Tepion HamiBBUBeOeHHS MOKCUMIIOKCALIMHY CTAHOBUTDL NIPUOIU3HO 12 roguH.
CepenHiu 3aranbHuM KiaipeHc micasa BBegeHHsa 400 mr ctaHOBUTE Big 179 mo 246
MJI/XxB. HUpKOBUM KITipeHC CTAHOBUTDL MPUOIHU3HO 24-53 MJI/XB Ta CBIiIYUTH IIPO
4aCTKOBY KaHaJlblleBy peabcopOi1ito MOKCU(IIOKCAaIUHy 3 HUPOK. [liciis mpuiioMy mo3u
400 Mr BUBefeHHS i3 cedyelo (01u3bK0 19 % - jiKapchbKuu 3acib y He3aMiHEHOMY
BUTNIAni, 01u3bK0 2,5 % - M1 ta 61u3sko 14 % - M2) ta kanom (67113bK0 25 % -
JIiKapCchbKuM 3acié B He3MiHeHOMY BUTsiai, 6711u3bK0 36 % - M1 Ta BigCyTHICTB
BUBEOEHHS y BUTJIsIOi M2) 3arajsioM CTaHOBUJIO O/TU3bK0 96 %. CyInyTHE BBEIEHHS
paHiTUOWHY Ta TPOOEHEeIUny He 3MiHIO€E HUPKOBUM KJIipeHC MOKCU(IIOKCAIIuHY.

dapmaxkokKiHemuka y pi3Hux 2pyn nauieHmis.

IlauieHmu AIMHbL020 BIKY Md NAUIEHMU 3 HU3bKOK MACO miad

[ToBigomrisiziocs, 110 y 3A0POBUX HOOPOBOJIBIIIB i3 HU3BKOIO MacoI0 Tijla (30KpeMa y
XKIiHOK) Ta y 3TOPOBUX MOOPOBOJIBLIIIB JIiITHLOT'O BiKY CIIOCTEpiraau BUIY KOHIIEHTPAIIiI0
MOKCH(]JIOKCALIMHY B IJIa3Mi KPOBI.

Hupkoesa HedocmamHicmb.

He BUsIBIEHO iCTOTHUX 3MiH (hpapMaKOKiHETUKHA MOKCHU(IIOKCALIMHY Yy Malli€HTiB i3
MIOPYIIeHHSIM (GYHKIII HUPOK (BK/II0OYAIOYH MAIliEHTIB 3 KJIipeHCcoM KpeaTHHiny ~ 20
mi/xB/1,73 M2). Ockinbku QYHKIIST HUPOK 3HUXKYETHCS, KOHIIEHTpallisi MeTabomity M2
(rmIoKypoHimy) 30iNbIIy€eThCS A0 MTOKa3HUKa 2,5 (Y IMallieHTiB i3 KJIipeHCOM KpeaTuHiHY
<30 m/x8/1,73 M?).

ITopyweHHs (pYyHKUIT neyiHKU.

Ha mipcTaBi maHux mociigKeHb apMaKOKiHETHUKHU, IKi IPOBOOUIIN 3a y4aCTIO
MaIliEHTIB i3 MeYiHKOBOIO HemocTaTHICTIO (Kimacu A - C 3a Knacudikaiiiero Yannma -
[T'70), HEMOKJIMBO BU3HAYUTH, YU € PI3HUIIS ITOPIBHSIHO 3i 3TOPOBUMU JOOPOBOIBIISIMHU.
[MopymienHus ¢yHKIII nedyiHnku Oy10 moB’13aHe 3 OinbIioio miero M1 y mima3Mi Kpoai,
TOMI K Mis BUXiOTHOI TiKapChKOl pe4oBUHHU OyJla MOPiBHSIHHOIO 3 HIi€I0 Y 3MOPOBUX
noOpoBOIbIliB. [JOoCTaTHHOTO AOCBIAYy KIiHIYHOTO 3aCTOCYyBaHHS MOKCU(IIOKCAIIUHY [
JIiIKyBaHHS MAli€HTIB i3 MOPYIIeHHAM (QPyHKIIil Ie4YiHKN HeMaE.

IToxka3aHHSA

JIikyBaHHST HUKYeHaBeleHUX OaKTepianbHUX iHPEKIIiN, CIPUYUHEHUX YyTIUBUMU OO
MOKCH((]JIOKCAlIMHy MiKpoopraHidMaMu (OuB. po3ninu «PapMaKoJIOTidyHi BIaCTUBOCTI»,
«OcobnuBOCTi 3acTocyBaHHSA», «[100iUHi peakilii»), y nalieHTiB BikoM Bif 18 poxkiB.

MoxkcudnokcalyH Ciif npu3HadaTU TiIbKU TOMi, KOJIM 3aCTOCYBaHHS
aHTuOaKTepianmbHUX 3ac00iB, AKi 3a3BUYail peKOMEHOYIOTh [JI51 HUK4Ye3a3HauYeHUX



IOKa3aHb, BBAXKAEThCSA HEOOIJIIbHUM:

e ['ocTpuit 6aKTepiaIbHUN CUHYCHUT.
e 3aroCTpeHHS XPOHIYHOT0 OOCTPYKTHUBHOTO 3aXBOPIOBAaHHS JIeT€Hb, BKIIIOYal04u
OPOHXIT.

MoxkcudrnokcallvH Ciif Ipru3HadaTU TiTbKU TOMi, KOJIM 3aCTOCYBaHHS
aHTuOaKTepianbHUX 3ac00iB, SKi 3a3BUYal PeKOMEHOYIOTh OJIsS IT0YaTKOBOTO
JIIKYBaHHS HUXK4Ye3a3HauyeHUX IT0Ka3aHb, BBAXKAETHCS HEOOLiTbHUM abo Oy1o
Hee(peKTUBHUM:

e HerocnitanbHa MHEBMOHIS, 3a BUHATKOM HETOCIIiTaJIbHOI THEBMOHII 3 TAXKKUM
rnepebirom.

e 3amajibHi 3aXBOPIOBaHHS OPraHiB MaJjioro Ta3a JIETKOro Ta IIOMIpHOTO CTyIIeHs
(Taki K iH(eKIliliHe ypaKeHHs BePXHbOT'O Bii/ly CTaTE€BOl CUCTEMH y XKIHOK, V
TOMY YMCJIi CalbIIiHTIT Ta eHJOMETPHUT), He acollilioBaHUX 3 TyOOOBapialbHUM
abcmecoM yu abcliecaMu OpraHiB Majioro Tasa.

JIETOBaAH Ma IIpeIl T JIaK H KOMEHOYETHCA OJId T BaHHAA
TabneTtoBaHa popma ellapa Mo aca®eeoe €ThC 3aCTOCYBa

sIK MOHOTepaIlis IpY 3alajJbHUX 3aXBOPIOBaHHSAX OPraHiB MaJjioro Tal3a JIETKOro Ta
IIOMipHOTO CTYIIE€HS, ajie MOXKe 3aCTOCOBYBaTHUCSA B KOMOiHAIiI 3 iHIIUMU
BigmoBigHUMU aHTHOAKTEpialbHUMU 3aco0aMu (Hampukiaz i3 nedanocrmopuHaMm)
yepes 3poCTaliydy Pe3ucTeHTHICTh MOKcudmokcanuny go Neisseria gonorrhoeae (3a
BHHSITKOM MOKCHU(]PIOKCAMHPE3UCTEHTHUX ImITaMiB N. gonorrhoeae) (quB. po3ginu
«®apMaKoJIOTiYHi BTaCTUBOCTi», «OCOOIUBOCTiI 3aCTOCYBaHHS»).

TabnetoBaHy opMy IIpenapary MO(bJIaKca®

MOZKHa 3aCTOCOBYBaTH [JIs 3aKiHYEHHS
KyPCY JiKyBaHHS, B SKOMY IT0YaTKOBa Tepallisl TapeHTepasbHOI (GopMoIo ITpernaparTy

ModmaKca® Oyna edheKTHUBHOIO i MpU3HAYeHa 3a TAKUMHU ITOKAa3aHHSIMMU:

e HeErocCIiTaJjsibHa ITHEBMOHI;
e YCKJIa@HEHi iH(peKIil MKipy Ta MifgIKipHUX TKaHWUH.

JIeTOBaH Ma IIpern T JIaK H KOMEHVETHCS OJISI II0OYaTKOBOT
Tab6neToBana dopMa enapaty Modmnakca® ze pexome €ThC 04YaTKOBOTO

JIIKyBaHHSA OyOb-IKUX iHQEKIIiY MIKipKU Ta DiAIIKipHUX TKaHUH YU Y pa3i TAXKKOTO
rmepebiry HerocmiTajabHUX ITHEBMOHIHN.

Cmig 3BepHYTH yBary Ha O(illifiHi iHCTPYKIIil 3 HaJIe2KHOTO 3aCTOCYBaHHS
aHTuOaKTepianbHUX 3aC00iB.

IIporunnoka3aHHs

e BimoMma rinmepuyTnuBicTh M0 MOKcHUdIOKCAMHY ab0 A0 iHIINX XiHOJIOHIB 41 Oy[b-
SIKO1 3 OTIOMIiKHHX PEYOBHH IIpeIapary.



e Bik mo 18 pokiB.

e BaritHicTh ab0 nepion rogyBaHHs rpyanaio (OUB. PO3Mis «3acTOCYyBaHHS y mepiofn
BariTHOCTi ab0 romyBaHHS T'PYOOI0»).

e 3axBOpPIOBaAHHSA CYXOXKWUJIb, II0OB’A3aH]l 3 JIIKyBaHHSIM XiHOJIOHAMM, B aHaMHe3l.

e BpomxeHe abo miarHOCTOBaHe HaOyTe momoBKeHHS iHTepBamy QT.

e [Topy1ieHHS eNeKTPOIiTHOTo OanaHCy, 30KpeMa, ITpU HECKOPUTOBaHit
rinokaiemii.

e KniniuHO 3HauyIla OpaguKapmis.

e KiTiHiYHO 3Hauyllla ceplieBa HEeOOCTATHICTh 31 3HU2KEHOI0 (PpaKIli€lo BUKUAY
JIIBOTO LIJIYHOYKA.

e CUMNOTOMaTHUYHiI apUTMil B aHaMHe3i.

[IpemapaT He ciifg 3aCTOCOBYBaTH OJHOYACHO 3 iHIIKMM IIpenapaTtaMu, SKi
nmomoBxKyI0Th iHTepBan QT (guB. po3min «B3aemopisa 3 iHIIMMU JTiKapChbKUMU 3acobaMu
Ta iHIT BUOW B3a€EMOTIN»).

Y 3B’s13Ky 3 00MeXKeHUMH KIiHIYHUMU JaHUMHU 3aCTOCYBaHHS MOKCU(MIOKCAIIMHY
TaKOXK MPOTHUIIOKa3aHOo Yy pa3i mopyiieHHsa QyHKIIi] nedidku (knac C 3a Kinacudikalliero
Yainga - [1'10) Ta migBuilleHOro piBHSA TpaHcaMiHa3 (y 5 pasiB BUllle BEpXHbBOI MexXKi
HOpPMH).

B3aemMoaisi 3 iHIIMMH JTiKapChKUMH 3aco00aMH Ta iHIIi BHIH B3a€EMoOil

B3aeMmoqis 3 1iKapChKUMHU 3aco0aMu

He MoOXHa BUKIIOYUTH afUTUBHUMN e(PEeKT MOKCU(IIOKCAIIUHY Ta iHIIUX JIIKapChbKUX
3aco00iB, gKi MOXKYTb COPUYUHUTU NOHoBxKeHHS iHTepBany QT. BkaszaHa B3aeMofist
MOJK€e TIPU3BECTU OO 30ilbIIIeHHS PU3UKY PO3BUTKY HITYHOUYKOBUX apUTMIH,
BKJIIOYAIOUH «IIipyeTHY» IIJIYHOUYKOBY TaXxikapmito (torsade de pointes). I3 i€l
MIPUYUHU 3aCTOCYBaHHSA MOKCHUPIIOKCAIMHy B KOMOiHallil 3 Oyab-IKUM i3
HUXKYe3a3HaueHUX JIiKapChbKUX 3aC00iB ITPOTUIIOKAa3aHe (OAMB. TAKOXK PO3Mis
«[TpoTUTIOKa3aHHA»):

e QHTHAPUTMIiUHI nIpenapaTu Kinacy [A (Hanpukiag XiHigWH, TiapoXiHiOouH,
Ou30IIipaMin);

e QHTHMAPUTMIiUYHI nIpemnapaTtu Knacy Il (Hanpukiag amiogapoH, COTalo,
nodeTumnin, ioyTumnin);

e QHTUIICUXOTHYHI IIpenapaTu (Hanpukiag GeHOoTia3uHU, IIiMO3U[, CEPTUHAOII,
rajionepuaol, CyJIbTOIIPHUL);

e TPULIMKIIIYHI aHTUOEIPECAHTH;

e NesiKi MpOTUMiKPOOHi 3aco0u (cakBiHaBip, cnapdioKCcaluH, epUTPOMILINH OIS
BHYTPIIITHBOBEHHOTO BBEAEHHS, IEHTaMiANH, IPOTUMaIsgpiliHi IIpemnapaTy,



30KpeMa rajgodaHTpUH);
e IesiKi aHTUTiCcTaMiHu (TepdeHaanH, aCTeMi30JI, Mi30JIaCTUH);
e iHmi (1ImM3ampwup, BiHKaMiH B/B., Oenpunuii, nudeMaHin).

MoxkcudokcalluH ciif 3 00epexkHiCcTIo Ipu3HavYaTH IalliEHTaM, SIKi IpUMMaioTh
npenaparTy, 110 MOXKYTh 3HUZKYBaTU PiBeHb KaJlilo (HallpuKiapg IeT/IbOBi Ta Tia3upgHi
OiypeTUKH, KJIi3MU Ta IPOHOCHI 3aco0u (y BUCOKHX [103aX), KOPTUKOCTEPOIOH,
amdoTepuliuH B), abo nmpemnapaTtu, Oid SKUX IIOB’g3aHa 3 KJIiHIYHO 3HAUYYII0I0
OpamuKapi€eso.

Mix nmpuiioMOM IIpenapariB, gKi MicTsTh OiBaseHTi abo TpuBaleHTHI KaTioHU (TaKUX
SIK aHTaIIUAU, 1110 MIiCTATh MarHiil 4u aJIlOMiHili, OUOAaHO3WH y TabJjieTKax, CyKpanabdaT
Ta 3aco0u, 110 MIiCTATH 3a/1i30 YM IIMHK), Ta MOKCHUPIIOKCAallMHOM HeOoOXigHUHU iHTepBasl
0JIM3bKO 6 TOOMH.

[Tpu ogHOYaCHOMY 3aCTOCYyBaHHI aKTUBOBAHOI'O BYTUIIA 1 MOKCU(IOKCALIMHY
nepopa’snbHO y m03i 400 Mr 1oro cucteMHa 0i0gOCTYIIHICTh 3HUKYETHCS OiIBII HiXK Ha
80 % BHacigoOK NMpurHidyeHHs abcopOiiii. ¥ 3B’s3Ky 3 UM OJHOYACHE 3aCTOCYBaHHS
LIUX OBOX IIpellapaTiB He peKOMEHJOBaHe (3a BUHATKOM BUNAIKIB IIepPen0o3yBaHHs,
OUB. TaKOXK po3ait «Ilepeno3yBaHHSA»).

IToBimoMisisiocs, 1110 ITicyst 6araTopa3oBOTr0 3aCTOCYBAaHHSI MOKCH(IIOKCAIIUHY Y
300pOBUX JOOPOBOJILIIIB CIIOCTEPIragocs 30iIbIIeHHS CmaX OUTOKCUHY Ha IIPUOJIU3HO
30 % y piBHOBaxXHOMY cTaHi 6e3 BrnuBy Ha AUC (11o111a Iim KpHUBOIO CITiBBiMHOIIIEHHS
«KOHIIeHTpallisi-4ac») abo Ha HUXK4i piBHi. OTKe, TOTPedu y 3aCTEPEKHUX 3aX0oAax
IIpU CyIyTHOMY IIPUMOMIi IUTOKCHUHY HEMAE.

[cHYIOTH TTOBiMOMJIEHHS, IIT0 TIifl YacC AOCIiAXKeHb 3a Yy4acTio JOOPOBOJIbIIiB, XBOPUX Ha
niabeT, ogHOYACHEe 3aCTOCYBaHHS MOKCU(JIIOKCAIIMHY IIepopasibHO Ta IIibeHKIaMiny
ITPU3BOOMNIIO [0 3HUXKEHHS KOHIIeHTpallil riideHKIaMifgy Ha IIiKoBoMY piBHiI nmpubinu3HO
Ha 21%. KombiHariisa rii6eHkmamMiny 3 MOKCU(IIOKCAITMHOM TEOPETUYHO MOXKE
IMPU3BECTH OO0 HE3HAYHOI KOPOTKOTPUBAJIOl rinepriikemMii. OmHaK 3MiHU y
(bapmakokiHeTHIi, AKi CIIOCTEpPIiranucs, He IIPU3BOOUIIN OO 3MiH (papMaKOOAUHaAMIYHUX
napaMeTpiB (piBeHB I'JIIOKO3U B KPOBI, piBeHb iHCYIIiHY). TaKUM YWHOM, KJIiHI4YHO
pereBaHTHOI B3aeEMOil MixK MOKCU(IIOKCAIIMHOM Ta I'/IibeHKIaMiloM He BUSIBIIEHO.

3MiHa 3HAYEHHS MiXKHaApPOOHOI'0 HOpMaJIi3oBaHOro BigHoeHHsS (MHB)

Y manieHTiB, AKi OTpUMYyBaJIU IIepopasibHi aHTUKOAryJIssHTU y [IOEOHAHHI 3
aHTuOaKTepiaTbHUMHU IIpernapaTaMu, B TOMY YHCIi 3 GTOpPXiHOIOHaMM, MaKpoJliZaMu,
TeTpaluKIIiHaMU, KOTPEMOKCA30JIOM Ta [AesIKUMHU liedaiocIiopuHaMy, Bil3Ha4yaJIucs
YHCIEeHHI BUNIaJKU MigBUIIEHHSA aHTUKOATyJISHTHOL aKTUBHOCTi. ®PaKTOpaMu PU3UKY €
iH(eKIIiMH]I 3aXBOPIOBaHHA (i CyIyTHIM 3amaJbHUU IIPOIEC), BiK Ta 3arajlbHUU CTaH



nariedTa. Y 3B’sI3Ky 3 UMK 00CTaBUHAMH BaKKO OIIHUTH, YU CIPUYUHSIE
indikyBaHHS abo JIiKyBaHHS BigxuileHHs noka3Huka MHB (MixkHapopmHOTO
HOPMAaJli30BaHOT 0 BiJHOIIIEHHS). K 3acCTepeKHUM 3aXil MOXKJIMBUM 4YaCTIIIUNA
MoHiTOpuHT MHB. V pa3i HeoOXigHOCTI CJlifg IpoBeCcTH HajlesXKHe KOPUTYBaHHS O0O3U
IepopaabHOro KoaryJsHTa.

PeuvoBuHwu, onsa sskux OyJia JoBegeHa BiICYTHICTh KITiHiYHO Baromoi B3aemMofii 3
MOKCHU(DIOKCAIlMHOM: PaHITUOWH, KalbllieBi mobaBKu, TeodiniH, mepopabHi
KOHTpPAUENTUBH, IIMKJIOCIOPUH, iTPAaKOHAa30J1, MOP(}iH Ipu HapeHTepaJIbHOMY
BBeOeHHi, mpobeHenuy. [lociigxkeHHs in vitro GpepMeHTiB iuToxpoMy P450 y noguumn
MMiATBEPOUIIY BUIlle3a3HaueHe. 3 OISy Ha 3a3HadeHi pe3ynbTaTu, MeTabosriuHa
B3aeMofis yepe3 pepMeHTH 1IMTOXpOMYy P450 € ManmoBiporigHoio.

B3aemogis 3 XdP4YOBHMH Tad MOJIOYHHMMHU ITPOOYKTAaMHN

AGcopO11ist MOKCUGIOKCAIIMHY He 3aJIeXKUTh Bifl BXXUBaHHS 1XKi (BKJTI0Yal0OYW MOJIOYHI
OPOAYKTH). 3BaXKal4u Ha I1e, MOKCHU(IJIOKCAIIUH MOXKEe 3aCTOCOBYBaATUCh HE3AJIEXKHO
Biz mpuiioMy ixi.

Oco00/1MBOCTi OO0 3aCTOCYBaHHSA

Heo6xigHO YHUKaTH 3aCTOCYBaHHSI MOKCHU(IIOKCAIMHY IalliEHTaM, IKi paHille Manu
cepio3Hi mMobiyHi peakiiii Ipu 3aCTOCYBaHHi Mperaparis, 110 MiCTSATh XiHOIOH abo
dropxinomnon (guB. po3min «[1o6iuHi peakiiii»). JIikyBaHHS TaKUX ITAlli€HTIB
MOKCH((]JIOKCALIMHOM CJIi pO3[IOYMHATH JIMIIIE 3a BiACYyTHOCTI aJlbTepHaTUBHUX
BapiaHTIB JIIKyBaHHS Ta MiCJIs PETEIbHOI OI[iHKHU CITiBBiMHOIIIEHHS KOPUCThL/PU3HUK (OUB.
po3nin «IIpoTunoka3aHHa»).

ITigBuIIeHa YyTINBICTh/aJIepriuHi peakxiril

[ToBigOMIAIOCH PO TIIEePYYTIUBICTE i aepriuldi peakiil Ha GTOPXiHOIOHH,
BKJTIOUAl04YX MOKCHUGIIOKCAIINH, ITiC/IS IMePIIOoTro 3aCTOCyBaHHA. AHadimaKTUUHI peakilil
MOXKYTh IIPOrpPeCcyBaTy OO 3aTPO3JIUBOTO [OJIs XKUTTS aHaiTaKTUYHOI'O IIIOKY HaBiTh
IiCJIs MepIIOro 3aCTOCYBaHHA. B ux BUNlagKax KJIIHIYHUX IIPOSIBIB TAXKKUX Peakllin
rinepuyyTaAMBOCTI CJIig IPUIIMHUTY IPUUOM IIpelapaTy Ta po3IlodyaTy BifIOBIOHY
Teparlio (HanpuKiaag IPOTUIIOKOBY).

ITopoBxxeHHs iHTepBany QTc Ta KiIiHIYHI YMOBH, 3a SKHX MOXKJINBE ITOOOBXEHHS

inTepBany QTc

[Tpu 3acTocyBaHHI MOKCU(]JIOKCAIIUHY y AEeSIKUX MMalliEHTiB MOXKJINBE 30iIbIIIEeHHSA
inTepBany QT Ha enekTpokappaiorpami. AHani3 pe3ynbraTtiB EKI', oTpuMaHUX y paMKax
IporpaMu KJIiHIYHUX OOCJIiIXKEeHb, II0Ka3as, 1110 IOA0BXKeHHS iHTepBany QT npu
3aCTOCyBaHHI MOKCHU(IOKCAIMHy CTAaHOBUIIO 6 MC * 26 McC - 1,4 % ITOpPiBHSHO 3



BUXIOHUM pPiBHEM.

OCKUIBKHY Y XKIHOK BifjJ3Ha4Ya€ThCs OOBLIUU iHTepBas QT MOpiBHAHO 3 YOJIOBIKaMH,
BOHU MOXKYTb BUSIBUTHUCS OiNlIbIII YYTIMBUMM [0 IIpelapariB, SKi IIOTOBXKYIOTh iHTEpBas
QT. ITamieHTH MITHLOTO BiKYy TaK0XK MOXKYTb OyTH OiNIbII CIPUNHATIUBAMU OO
acolliioBaHUX 3 MpemapaToM BOIMBIB Ha iHTepBamn QT.

[TamieHTaM, siKi TpuiMalOTh MOKCUGIIOKCAlIMH, CJIif 3 00epekHiCTI0O 3aCTOCOBYBATHU
npernaparTy, 110 MOXYThb IIPU3BECTU 00 3HUKEHHSA PiBHA KaJliio (OUB. pO3ainu
«IIpoTunokasaHHa», «B3aemopmisa 3 iHIMUMHU JTiKaPpCHKUMM 3aco00aMH Ta iHII BUOU
B3a€EMOMIN»).

Cnig 3 06epexkHiCTIO ITPpHU3HAYaTH MOKCUQIIOKCAIIUH MalliEeHTaM 3 TPUBAIOYUMU
MMPOapUTMOTEHHUMU CTaHaMH (0COOIMBO XKiHKaM Ta IMalliEHTaM JIiITHBOTO BiKY),
TaKUMM SIK TOCTPa MioKappianbHa imeMis abo nmogoBxkeHHs inTepBany QT, ocKinbku
Ile MOXKe IIPU3BOAUTHU A0 HiABUIIEHHS PU3UKY PO3BUTKY LIJIYHOUYKOBUX apPUTMIH,
BKJIIOUAIO4¥ «IipyeTHY» IUIyHOYKOBY Taxikapmiio (torsade de pointes), i 3ynuHKn
cepus (guB. po3nin «IIpotunokasaHHa»). CTyHiHb IOOOBXKeHHS iHTepBany QT Moxe
MMiABUIITYBaATHUCh i3 MiABUILIEHHSM KOHILIEHTpAllil TpenapaTty. ToMy He CIIif
IIepeBUlllyBaTU PEKOMEHOOBaHY [03Y.

Heo06xigHO 3BaKUTH KOPUCTH Bifl TiKyBaHHS MOKCHU(MIOKCAIIMHOM, OCOOIUBO Y
BUIIaJKaxX iH(QEKIIi JIETrKOTro CTyIeHs, 3TigHOo 3 iHpopMalli€lo, 1110 BUKJIageHa Y PO3dii
«OCcOoOIUBOCTI 3aCTOCYBAHHS».

Ao mig yac jiKyBaHHS ITpellapaToOM BUHMKAIOTh CUMITOMU apUTMil, CIif
MIPUINHUTH JIiKyBaHHS Ta 3poouTtu EKT'.

AHeBpH3Ma Ta OMCEKIlisl aOpPTH, PErypriTallisi/HegoCTaTHICTh CEPIIEBOT0 KilallaHa

EnigemionoriuHi gocmiaKeHHs CBig4YaTh PO MigBUIIEHUNW PU3UK aHEBPU3MU Ta
OUCEKITil aopTH, 0COOIMBO Y IAlli€EHTIiB JIITHBOTO BiKYy, Ta perypriraliii aopTajabHOT0O Ta
MiTpanbHOI'O KJIallaHiB ITiCJIg 3aCTOCYyBaHHS (PTOPXiHOJIOHIB. [ToBiZOMIISAIOCE IPO
BUIIAAKV aHEBPU3MHU Ta OUCEKIIil aOpTH, iHOl yCKIagHeHi po3puBOM (BKIII0OYa04Yu
JieTaJbHi BUMIAOKHK), Ta IIPO Perypritaiiio/HegoCcTaTHICTh Oyab-IKOT0 3 KjIalaHiB cepis
y HallieHTiB, AKi oTpuMyBanu propxiHomoHu (OuB. po3gin «ITob6iuHi peakirii»). Tomy
(pTOPXiHOIOHU CJIiI 3aCTOCOBYBATH JIHIIIE ITiCJIS PETENBHOI OIIIHKY CIiBBiOMHOIIIEHHS
KOPUCTH/PU3UK Ta POITJIAAY IHIINX TepaleBTUYHUX MOXKJIMBOCTEU OJIA IAllEHTIB 3
aHeBpPU3MOIO B aHaMHe3i Y1 BPOAKEHOI0 BaJI0I0 CePIlleBUX KilalaHiB, abo mis
MAaITiEHTIB i3 MiarHOCTOBAHOIO aHEBPHU3MOIO A0PTH Ta/abo OMCEKIIi€eo aopTu, abo
3aXBOPIOBAaHHSM CEPIEBOTr0 KjamnaHy, abo 3a HasiBHOCTI iHIIMX (paKTOPiB pU3UKy abo
CIIPUSTIIMBUX YMOB



e K i OJIsT aHEBPU3MHU AOPTHU Ta OUCEKIIl aOPTH, TaK i Ipu
perypriTaiiil/HeqoCTaTHICTI CeplLeBOro KjanaHa (HaopuKiaj, IIOPYyLIeHH
CIIOTY4YHOI TKaHUHU, TaKi K cuHApoM Mapdana abo curaapom Enepca - [TaHmoca,
cungpoMm TepHepa, xBopoOa bexueTra, apTepianbHa rinepTeHsisi, peBMaTOIOHUMN
apTpuT) abo DOgaTKOBO

e IIPM aHEBPHU3Mi Ta OUCEKIIil aopTH (HampuKiIand, CYOUHHI po37aau, Taki gK
apTepiiT Takasicy abo riraHTOKJIITUHHUM apTepiiT, abo BimoMuii aTepOCKIepo3,
abo cuHapoM Illerpena) abo mOgaTKOBO

e IIPU perypriTailil/HeIOCTaTHICTi ceplieBOro KjanaHa (Hanmpukiaam, iHQeKIinHun
€HOOKapOuT).

Pr3uk aHeBpU3MHU i OUCEKIIil aOPTHU Ta IX PO3PUB MOXKe OyTU MigBUIIIEHUN Y TTAIliEHTIB,
sIKi OJHOYaCHO OTPUMYIOTh CUCTEMHI KOPTUKOCTEPOION.

Y pa3i BUHUKHEHHS pPanToBOTr0o abpgoMiHambHOT0 607110, 60110 ¥ TPYAsAX ab0 CciuHi
ralieHTaM CJIil HeraHO 3BePHYTUCH [0 JIiKaps 3a HeBigKJIagHOIO JOIIOMOIOI0.

[TamierTaM Ciif peKOMeHOyBaTH HerauHoO 3BePTAaTUCS 3a MEOUYHOI0 JOIIOMOT 00 Y
pasi rocTpoi 3aAuIlKKA, HOBOTO Hamaay ceplebuTTss abo PO3BUTKY HAOPSKY KMUBOTa
a00 HUXKHIX KiHIIiBOK.

Ts1kKi mopymieHHs: GYHKII MeYiHKU

[Tpu 3acTocyBaHHI MOKCU(IOKCAIIUHY ITOBIIOMIISIIIOCS PO BUIIAOKU QyJIbMIHAHTHOTO
rernaTurTy, 10 HOTEHIIMHO IPU3BOOUTE A0 IIE€UYiHKOBOI HEJOCTATHOCTI (y T.4. 3
JIeTaJIbHUM HaciigkoM) (muB. po3min «ITob6iuHi peakirii»). [TarieHTaM cif
PEKOMEHOyBaTU 3BEPHYTUCS [0 JIiKaps Ilepeln TUM, SIK IPOOOBXKYyBaTH JIIKyBaHHS,
SIKIITO PO3BUBAIOTHCS TaKi O3HAKHU Ta CUMIITOMHU (QYIbMiHAHTHOTO TelaTUTy, SIK
II0B’si3aHa 3 XKOBTSAHUIIEIO aCTEHis, 1110 MIBUAKO PO3BUBAETHCS, TEMHA Ceya,
CXMIIbHICTh 10 KPpOBOTeY ab0 mediHKoBa eHIledanonaris

Y pa3i BUHUKHEHHS CUMIITOMIiB OUCPYHKIII ITeuiHKM HeoOXiTHO MPOBECTH aHalli3u
yHKIIi1 Te4iHK1/00CTeKEeHH .

Ts1kKi MKipHi mobiyHi peakxiril

[Tpu 3acToCcyBaHHS MOKCUDIIOKCAIIUHY ITOBiAOMJISIIIOCS PO TSIKKi IIKipHi mob6iuHi
peakuil (TLIITP), BKIO4Yaw4Yu TOKCUYHUY enigepManbHui HeKponi3 (TEH: Takox
BigoMui Ak cuHapoM Jlaiiemnna), cuHapoMm CriBeHca — [I:KoHcoHa (CC]II) Ta roctpui
reHepasiloBaHuM eK3aHTeMaTOo3Huu nyctynbo3 (I'TEII) Ta peakiisa 3 eo3uHODiIi€0 Ta
cuctemHuMu cumnroMamu (DRESS), aKi MOXYyTb 3arpoKyBaTU KUTTIO a00 IPU3BECTHU
OO JeTalbHOTO HACHIAKy (ouB. po3ain «I1obiuHi peakiii»). Ilig yac npu3HadyeHHSA
Halli€eHTy CIIiA MOBiDOMUTH PO O3HakKu Ta cuMnrtoMu TIIIIP Ta peTenbHO
CIIOCTepiraTtu 3a HUMHU. [Ipu I0OsIBi O3HAK Ta CUMITOMIB, III0 BKa3yIOTh Ha IIi peakiiil,



3aCTOCyBaHHS MOKCHUQIIOKCAIIUHY CJIi HETaHO NPUIIMHUTH Ta PO3ITJISHYTH
MOZKJIMBICTh aJIbTEPHATUBHOTO JIIKyBaHH. fKIIO y mallieHTa po3Bujach Taka
cepuo3Ha peakilis, sk CCII, TEH, ITEIT abo DRESS mig wac 3acTocyBaHHSM
MOKCH((]JIOKCAllMHy, B 2KOOHOMY pa3i He CJIi MOHOBJIIOBATHU JIiIKyBaHHA
MOKCHU(]IIOKCAITTHOM.

IlarieHTH, CXMJIbHI 0O PO3BUTKY CYIOM

Bimomo, 1110 XiHOJIOHU MOXKYTh CIIPOBOKYBaATU PO3BUTOK CYIOMHUX HallafiB.
MoxkcudrokcalyH Ciifi 3aCTOCOBYBaTH 3 00epekKHiCTIO mallieHTaMm i3 po3nagamu [THC
a6o0 3 iHmuMu akTopaMu PU3UKY, III0 MOXKYTh CIIPUYUHUTH CYOOMHIi Hamagu abo
3HU3UTU IIOPIir BUHUKHEHHS OCTaHHIX. Y pa3i BUHUKHEHHS CyqOM HeoOXiTHO
MIPUINHUTH 3aCTOCYBaHHS MOKCHU(IIOKCAIIMHY Ta BXKUTH BiOMOBIAHUX 3aXO0MiB.

TpuBasi, Taki, 10 IPU3BOOSATL OO HEOi€3OaTHOCTI Ta IIOTEHIIIMHO HEe0OOPOTHI CepHo3Hi

no0iYHi peakil

[ToBimoMiisiyiocst PO OyzKe PigKicHiI BUIlagKu TpuUBanux (Micsiri abo poku), mio
IIPU3BEJIN OO0 Heie30aTHOCTI, Ta IIOTEeHIIiNHO HEOOOPOTHUX CEPUO3HUX ITOOIUYHUX
peaxiiii mikapchbKux 3aco0iB, 110 BIJIMBAIOTh HA Pi3Hi, iHOOI meKinbKa, CUCTEMU
opraHiaMmy (OIIOpHO-PyXOBa, HEPBOBA, IICUXiYHA Ta CEHCOPHA CUCTEMMU) Ialll€HTIB, SIKi
OTpUMYyBaJIX XiHOJIOHU Ta (TOPXiHOJIOHU He3aJIeXKHO Bif BiKy 1 HasBHI (pakTOpPH
pu3uKy. MoKcudIIOKCAIIUH CJIig HETaWHO MPUITMHUTH IIPU MEePIINX 03HaKax abo
CUMIITOMAax Oymb-IKO1 Cepio3H01 MOOIYHOI peakiiii, a mallieHTaM CJIi 3BepHYTHUCS OO0
JIIKaps 3a KOHCYJIbTAalI€0.

IMepudepuyHa mojiHEeHpoIIaTis

Y nauieHTiB, sIKi IpuiiMany XiHOJIOHU Ta (TOPXiHOJIOHU MOBITOMJISJIOCH IIPO BUIIAAKHN
CeHCOpPHOI ab0 CEHCOPHO-PYX0BOI1 MOIiHeNponarTii, 0 TPU3BOAUTH [0 MapecTesil,
rimocresii, mu3ecTesii abo cmabkocCTi. 3 MeTO0 3anobiraHHsa PO3BUTKY IIOTEHIIWHO
He0oOOPOTHOTO CTaHy IPU PO3BUTKY TaKUX CUMIITOMIB HEBPOIIATii, IK Oinb, MeYiHHS,
ITOKOJIIOBaHHS, OHIMiHHS ab0 cnalKicTh, MmallieHTaM, siKi OTPUMYIOTh MOKCH(IIOKCAIINH,
CJIif TIOBIDOMMTH IIPO Lie JIiKaps, Hepll HiK IIPOAOBXKYBaTH JIIKyBaHHS (OUB. PO3Oin
«IToGiuHi peakIrii»).

Peaxkiiii 3 00Ky ncuxiku

Peakiril 3 60Ky ICUXiKM MOXKYTh PO3BUBATUCS HABITH ITiC/S IIEPIIIOT0 3aCTOCYBaHHS
XiHOJIOHIB, BK/II0Yal04y MOKCHUGIIOKCAIIMH. Y PigKiCHUX BHUIaAKax mernpecis abo
IICUXOTUYHI peakilil IpU3BOAUIIN A0 BUHUKHEHHS CYIIUOaJIbHUX OYMOK Ta PO3BUTKY
caMoarpecii, 30KkpeMa crpob camoryocTsa (gquB. po3min «[1o06iuHi peakirii»). ¥ pasi
BUHUKHEHHS Y IalliEHTA TaKUX pPeakiliii HeoOXimHO IPUIIMHUTY 3aCTOCYBaHHS
MOKCH(JIOKCAIIMHYy Ta BXKUTH BiANOBIJHUX 3aXOMiB.



PekoMeHO0OBaHO 3 00epeKHICTIO MpU3HAYaTH MOKCU(IIOKCAIIUH IalliEHTaM, SIKi
CTpazxKaaloTh IIcuxo3aMu, abo malieHTaM, sIKi MaloTh B aHaMHe3i IICUXigHi
3aXBOPIOBaHHSA.

[iapesi, acolifioBaHa i3 3aCTOCYBAaHHSAM aHTHUOIOTHUKIB, BKJIIOYAIOYH KOJIIT

Y 3B’3Ky 3 3aCTOCyBaHHSIM aHTMOIOTHKIB IIIMPOKOT0O CIEKTpPa Ail, B TOMY YHCIIi
MOKCHU(MIOKCAIIUHY, TIOBiHOMJISIIIOCS ITPO BUHUKHEHHS aHTUOioTUKACOI1IifioBaHol miapei
(AAII) Ta anTUOiOTHKACOIIiTTIOBaHOTO KOIiTYy (AAK), BKITIOUar04Hu IIceBOoMeMOpPaHO3HUM
Kot i Clostridium difficile-aconiiioBaHy miapelo, IKi 3a CTyIIeHEM TSKKOCTI Bapilol0Th
Bizl ToMipHOI giapel 4o KOmiTy 3 neTajJlbHUM HaCIigKoM. ToOMy BaXKJIMBO 3BaXKUTH Ha
1lel JiarHo3 y Malli€HTIB, Y SKUX ITig 4ac abo ITicisa 3aCTOCYBaHHSA MOKCUMIIOKCALIMHY
CIIOCTepiraeThcs TsAXKKa miapes. [Ipu mimo3pi abo nmigrBepaxkenHi AAIL abo AAK
JIIKyBaHHS aHTHOAKTepialbHUMHU 3aco0aMu, BKIIIOYAIOYW MOKCU(IIOKCAIIUH, CITiM
IIPUIIMHUTY Ta HeTalHO BXKUTY BIOIOBIOJHUX TepaleBTUYHUX 3aX0omiB. [1o TOro X,
HeOoOXigHO BXUTH HaAJEeXKHUX CaHiTapHO-eMNiIeMidYHUX 3aX0MdiB 3 METOI0 3MEHIIIeHH S
PU3HUKY Ilepeadi 3aXBOploBaHHA. [IpenapaTy, 1110 IPUTHIYYIOTh IIEPUCTAJIbTUKY,
POTHUIIOKA3aHi NalieHTaM, Y SKUX CIOCTEePIraEeThCs Cepro3Ha faiapes

IlamieHTH, XBOP1 Ha MiaCTEHIiIO rpaBic

MoxkcudokcalH CIifi 3aCTOCyBaTH 3 00ePeXHiCTIO MallieHTaM 3 MiacTeHi€l rpasic y
3B’S13KY 3 MOXKJIUBICTIO 3arOCTPEHHS CUMIITOMIB.

JanmaieHHs Ta PO3PHUB CYXOXKHUJIIIA

3ananieHHs Ta PO3PUB CYXO0XKUJILIA (0COOIUBO aXiJlZIOBOTO CyXO0XKMIIJIA), iHOai
OinaTepaibHi, MOXKYTh CIIOCTEPIraTUCS B pa3i IiKyBaHHS i3 3aCTOCYBaHHSIM XiHOJIOHIB
Ta (PTOPXiHOJIOHIB HaBiTh IPOTATOM Ilepinux 48 rOOWH Bif MOYATKYy JIIKyBaHHS.
[ToBimoMIIAIOCS TAKOXK MPO TaKi BUMAAKH, 1110 CIIOCTEpiraaucs dyepe3 OeKilbKa
MICAIIB MiCIsa NpUNUHEHHS NiKyBaHHSA. [1ig 9yac Teparril XiHOJTOHaMU, B TOMY YHCIIi
MOKCHU(JIOKCAlIMHOM, iCHY€E IiOBUIIEHNM PU3UK PO3BUTKY 3alajIeHHSA Ta PO3PUBY
CYXOIKHJIb, 30KpeMa ¥y Ialli€HTiB JTiTHhOTO BiKYy, MAIliEHTIB 3 MOPYIIEHHAM (YHKIIi1
HUPOK, MAlli€eHTiB 3 TPAaHCIJIAaHTOBaHMMU TBEPAUMU OpraHaMU i XBOPUX, SKi
OTPUMYIOTh CYIIyTHIO Te€pallil0 KOPTUKOCTepoimaMu. ToMy CJIify YHUKATH CYyIIyTHBOTO
3aCTOCYBaHHS i3 KOPTUKOCTEPOIoaMu.

[Tpu mepHUIux CUMIITOMaxX TEHOUHITY, SIK O0/TbOBUM HAOPSK ab0 3amayeHHs CIIif
PUIIMHUTH JIIKyBaHHS MOKCHU(IIOKCAIIMHOM Ta PO3TISAHYTU aJlbTePHATUBHE
JIIKyBaHHS. YpaxkeHiu (-uM) KiHIiBLI (-KaM) 3a0e3neYnTy HajleXkKHe JTiKyBaHHS
(Hanmpuknaz, iMmMoOinizatito). He ciifg 3acTocoByBaTy KOPTUKOCTEPOIOM IIPU O3HaKax
TeHOWHOIIATIl.

[MTarieHTH 3 MOPYVIIEeHHSIM QYHKITI1 HUPOK




Cninm 3 00epexkHiCTIO 3aCTOCYyBaTH MOKCHU(IOKCAIIMH IalliEHTaM JIiTHBOTO BiKy 3
po3namaMu QyHKIII HUPOK, SKIIIO BOHU He MOXYTh 3a0€e3IeYnTH IPUMOM TOCTATHHOI
KIJIBKOCTI PiA¥HK, TOMY 10 3HEBOOHEHHSA MOXKeE ITiABUIIUTU PU3UK BUHUKHEHHS
HUPKOBOI HETOCTATHOCTI.

IMTopymieHHS 3 OOKY OpraHiB 30py

K110 crocTepiraeThes MOPYIIEHHS 30py abo0 iHIKUM BIIJIMB Ha OpraHu 30pYy, CIIif
HeranHo 3BepPHYTHUCSA 00 opTanbMoJsiora (OUB. pO34iInd «3OaTHICTh BILIMBATH Ha
IIBUIKICTh Peakxllii Ipu KepyBaHHi aBTOTpaHCHIOPTOM abo poOOoTi 3 iHIIMMU
MexaHizMamu», «[1o6iuHiI peakirii»).

ITpodinakTuka peakiini doToceHcuOinisalril

[Tpu 3acTOCyBaHHI XiHOJIOHIB y IaIli€HTIB Bif3HA4YalOTHCSA peaklil (OTOYyTIUBOCTI.
[TpoTe gocmimzKeHHS ITOKa3alid, M0 MOKCU(JIOKCAlIUH BiIPi3HIETHCA HUXKYIUM
PU3UKOM BUHUKHEHHS QPOTOUyTIUBOCTI. He3Baxkawuu Ha Iie, C/Ii peKOMeHOyBaTu
nalieHTaM yYHUKATH SIK YIbTpadiosieToBOro OpoMiHEHHS, Tak i TpuBaJsol Ta/abo
iIHTEHCUBHOI il COHIYHOTO CBiTJIa Iif Yac JiKyBaHHS MOKCHU(IIOKCAIUHOM (OUB.
po3min «ITobiuHi peakiiii»).

IManienTn 3 medinuTOM I'ITI0K030-6-dbochaTmerigporeta3u

INamierTn 3 cimeiHUM a00 0COOMCTHM aHaMHE30M HeJOCTAaTHbOI aKTUBHOCTI I'TIOK030-
6-pochaTmerimporeHasu Iifg 4ac JiKyBaHHS XiHOJIOHAMU MalOThb CXUJIBHICTh [0
reMOJIITUYHUX peakiliti. ToMy TakKuM MallieHTaM CJlif 3 00epeXHiCTI0O 3aCTOCYBaTH
MOKCH(IIOKCAIIUH.

IrdopMalliss Ipo JONOMIiKHI PEYOBHUHU

[TamieHTaM 3 pigKUMU CIagKOBUMH MpoOIieMaMyu HEIIEPEHOCHUMOCTI TaJlaKTO3H,
nedinuTom nakrasu Jlanmna abo ManbabCcopOIli€lo TIIIOKO3M Ta rajlaKTO3U He CIIif
OpurMaTH liey npemnapar.

IlamieHTH i3 3aDaJbHUM 3aXBOPIOBAHHIM OPraHiB MaJIOro Ta3a

[TamieETaM 3 yCKJIIagHEHUM 3allajIbHUM 3aXBOPIOBAHHSAM OpPraHiB Majioro Ta3a
(HampuKIaz, acoliiioBaHUM 3 TPyOHO-I€YHUKOBUM abciiecomM abo abciiecoM Majioro
Ta3a), [JIs SKUX BBaXKa€ThCSI HEOOXiIHUM IIPOBeAeHHSI BHYTPIIITHHOBEHHOI Teparrii,
JIIKyBaHHS IIpelapaToM MO(bnaKca® y ¢opmi TabsieTOK, BKpUTUX 000J10HKOIO, 10 400
MI' HE PEKOMEHOYEThCH.

3ananbHe 3aXBOPIOBAHHS OpPTraHiB MajIoro Ta3a MoXKe OyTH CIpUYrHeHe OaKTepi€eo
Neisseria gonorrhoeae, pe3uCTEHTHOIO 00 PTOPXiHOIOHIB. TOMy B TaKMX BUIIagKaX
eMITipru4YHe 3aCTOCYBaHHS MOKCH(IIOKCAIMHy HEOOXimHO IMpu3HavYaTy OOHOYACHO 3



iHIITMM BigIIOBigHUM aHTHOIOTHKOM (HAmpuKiIaz 1edarloCIIOPUHOM), SIKIIIO HEMOKJINBO
MMOBHICTIO BUK/IIOYUTHU HasABHICTE Neisseria gonorrhoeae, pe3uCTEHTHOL OO
MOKCU(QIIOKCAIUHY.

Ao micnsa 3 gHiB JTiKyBaHHS He BimOyBa€ThCs IOKpPalllaHHS KJIIHIYHOTO CTaHy,
Teparioo CIIif IepPerissHyTH.

Hitu

MokcudmoKcallH CIPUYNHIOE YpaxKeHHs XPSAMIiB Y MOJIOAUX TBApWH, TOMY
3aCTOCyBaHHA Ipenaparty AiTAM (BikoM o 18 pokiB) IpOTHUIIOKa3aHO.

[MTamieHTH 3 iIHOEKIIIMY, BUKJIMKAHUMH METUINIIHPE3UCTEHTHUM 30JIOTUCTUM
ctadinokokom (MRSA)

Moxkcudrrokcalui He peKOMEeHAOYEThCS OJIs JTiKyBaHHS iH(PEeKIlif, CIpUYnHEeHUX
METHUILIMIIIH- PE3UCTEHTHUM 30/I0TUCTUM cTadinokokoMm (MP3C). YV pasi nigo3pioBaHol
abo migTBepaxKeHoil iHpekIii, cipuuynHeHol MP3C, HeoOXimHO po3moYaTH JTiKyBaHHS
BiATIOBiOHUM aHTUOAKTEpPialbHUM 3aco00M (OuB. po3ain «PapMaKoJIOTiuHi
BJIQCTUBOCTI»).

IManienTn 3i cnenudivHUMY YCKJIAQOHEeHUMHU iHOEKIIiIMHU IIKipHu Ta HigIIKipHOI

KJIITKOBUHU

KrnixniuHa epeKTUBHICTh BHYTPIIIIHBOBEHHOT'O0 3aCTOCYBaHHS MOKCH(JIOKCAIIUHY B pas3i
JIIKyBaHHS TSAXKKOI iH(eKIIil, moB’s13aH0l 3 onikaMu, ¢pacuuTOM Ta Hiabe TUYHOIO
CTOIIOO, 10 CYIIPOBOLAXKYETHCA OCTEOMIENIITOM, HE BCTAHOBJIEHA.

Bonius Ha 0iojioTiuHi TecTu

JIikyBaHHS i3 3aCTOCYyBaHHSAM MOKCHU(IIOKCAIMHY MOXKe MepPelIKoaKaTh IPOBedeHHI0
KyJIbTypPaJIbHOT'O aHali3y 1100 BUSBJIEHHsSI Mycobacterium spp. y 3B’SI3Ky 3
MIPUTHIYEHHAM MiKp0oOioJIOTiYHOT0 POCTY, III0, Y CBOIO YEPTy, MOXKe IPU3BECTHU IO
IIOMHUJIKOBO HETaTUBHUX PEe3YJIbTaTiB Y 3pa3Kax Bill XBOPUX, SKi Ha JaHUU MOMEHT
NPUKUMaTh MOKCHU(IIOKCAIUH.

IucriaikeMis

Ak i mpu 3acTocyBaHHi iHIIUX (PTOPXIHOJIOHIB, IPU 3aCTOCYBaHHI MOKCU(IIOKCAIIUHY
CIIOCTepiranucs BifXUJIeHHS PiBHIB I'IFIOKO3U B KPOBi, BKJIIOYAIOYU IIIOTJIIKEMIl0 Ta
rimepriikemiio, 3a3Bu4ai y IalieHTiB i3 miaGeToMm, 1110 CyIIyTHHO 3aCTOCOBYIOTH
TepopabHi rimoriaikeMiuHi 3acobu, (Hampukiaz, roideHkinaMina) abo iHCYITiH.
IMToBigoMIISINIOCH ITPO BUMIAOKH rinmoriaikeMiyHol Komu. [TamienTaMm 3 miabeTom
PEKOMEeHI0BaHe pPeTeJIbHE CIIOCTEPEXKEeHHS PiBHIB I'TIOKO3UW B KPOBIi (OUB. PO3in
«ITobGiuHi peakirii»).



3acmocysaHHsa y nepiod sazimHocmi abo 200y8aHHA 2py0010.
BaritHicTh

Be3neka 3acTocyBaHHA MOKCU(MIIOKCALIMHY y IepPiof BariTHOCTLI He BCTAHOBJIEHA.
PesynpTaTé gocnigKeHb Ha TBapMHaX BKa3ylOTh Ha PENPOOYKTUBHY TOKCUYHICTH (OUB.
po3ain «®apMaKOJIOTiYHi BIaCTUBOCTI»). [TOTeHIIMHUYN PU3UK OIS TIOOUHYN He
BCTaHOBJIEHUM.

Y 3B’13KYy 3 PU3UKOM IIOIIKOIXKEHHS PTOPXiHOTOHAMM OMOPHUX CYTJI00iB MOTOOUX
TBApUH (3a eKCIIepUMEHTAJIbHUMU JaHUMHU) Ta 3 00O0OPOTHUMH YPaxKeHHSIMU CYTJI00iB,
ONHUCaHUMMU y [OiTeH, sIKi OTPUMYBa/IM JTiKyBaHHS OeIKUMHU (PTOPXiHOJIOHaAMH,
MOKCH(IIOKCAIIUH He MOKHA NpM3HavYaTHU BariTHUM XKiHKaM (OUB. PO3Min
«[TpoTUIIOKa3aHHI»).

T'ogyBaHHS I'PYOOIO

MoxkcudnokcanuuHs, SK i iHII XiHOJIOHM, K IOKa3aHO, CIPUYNHSAE ypaXKeHHS XPSIIIiB
cyrii00iB MOToguX TBapuH. Pe3ynbTaTu OOKIIHIYHUX OOCIiAXKEeHb CBid4aTh, 1110
HeBeJIMKa KiNTbKiCTh MOKCU(IIOKCAIUHYy MOXKe IOTPAaIlJIATU y TPygHe MOJIOKO. Hemae
OaHUX II[OJ0 3aCTOCYBaHHS MOKCU(IIOKCALMHY XKiHKaM, SKi TOOy0Th IPyagio.
YHacnigok 1poro y mepiog ronyBaHHSA I'PYAOI0 3aCTOCYBaHHS MOKCHUMIOKCALIMHY
IPOTUIIOKAa3aHo (OuB. po3min «IIpoTunoka3aHHI»).

QOepTUNILHICTD

[MocnigkeHHs Ha TBapWHaX He BUSBUIIU MOTIpPIIeHHS (EePTUIbHOCTI (AUB. PO3AiI
«®apMaKoOJIOTiYHi BIaCTHUBOCTI»).

30amHicmb 8naueamu Ha weudKicmb peakuii npu kepysaHHi asmompaHcnopmom abo
IHWUMU MexXaHi3Mamu.

IocmigKeHb BIUIUBY MOKCHU(MIIOKCAlIMHY Ha 30aTHICTh KepyBaTy aBTOTPaHCIOPTOM Ta
IIpalioBaTH 3 iHIIMMHU MeXaHi3MaMu He mmpoBonunan. OgHakK (TOPXiHOIOHH,
BKJIIOUAI04Y¥ MOKCHU(IIOKCAIINH, MOXKYTh CIPUYUHSITH NOTIPIIEHHS 30aTHOCTI KepyBaTu
aBTOTpPaHCIIOPTOM abo ITpallfoBaTH 3 iHIIMMHU MexXaHi3MaMM Yepe3 BUHUKHEHHS
peakxiiiii 3 60Ky IleHTpajibHOl HEPBOBO1 CUCTEMHU (TaKUX SIK 3allaMOPOYEHHS, TOCTpa
TUMYacoBa BTpaTa 30pYy, OUB. po3min «[1o6iuHi peakiiii») abo roctpoi
KOPOTKOTPUBAJIOI BTPATU CBiIOMOCTi (HEMPUTOMHICTh, AUB. po3min «[100iyHi peakiii»).
[TauienTaM ciig peKOMeHOyBaTU CIIOCTEPIraTy 3a CBOEK Peaklli€elo Ha
MOKCHQIIOKCAIIUH Iepel TUM, SIK KepyBaTU aBTOTPAHCIIOPTOM abo mpallioBaTu 3
IHIIIMMU MeXaHi3MaMu.

Cnocid 3acTocyBaHHsS Ta J03H



Hopocai

PexkomeHnpgyeThcs npuiimaTtu o 1 Tabnetii (400 Mr) mokcudIokcalluHy Ha mo0y.

TabneTku ciipg mpuiMaTU He PO3KOBYIOYH, 3allMBal0YM OJOCTATHBLOIO KiTbKiCTIO BOMU.
[IpemapaT MOXXHa IpUXMaTH He3aJleKHO Bif IpuioMy 1xi.

Tpusasicmv mepanii

TpuBamnicTh Teparii TabneToBaHow GopMoIo ImpenapaTty Modnakca® 3ajIeXHuTh Bif
TUNY iH(EKIli i CTAHOBUTH:

e 3aroCTPEeHHS XPOHIYHOTO OOCTPYKTUBHOI'O 3aXBOPIOBAHHS JIereHb - 5-10 OHiB;

e HETOCIIiTaJIbHA MHEeBMOHIA - 10 OHIB;

e TOCTpUM OaKTepialbHUNU CUHYCUT - 7 OHIB;

e 3arajibHi 3aXBOPIOBaHHSA OPraHiB MaJjioro Tal3a JIETKOro Ta IIOMIpHOTO CTyIeHS -
14 gHiB.

CmyniH4yacma (BHymMpiWHbOBEHHA 1 nepopdaibHA) mepanis

[ToBigomrisiziocs, IO ITif Yac OOCIigXKeHb CTYIiHYacTol Tepamnii OiTbLUIiCTh MallieHTIB
Iepexofgusa 3 BHYTPIIITHBOBEHHOI'O Ha IepOpaIbHUM LIIAX BBEOEHHS
MOKCH(IIOKCAIIMHy IPOTITroM 4 OHiB (HerocmiTajabHa MHEBMOHIs) abo 6 OHIB
(yckmapHeHi iHpeKIIil IKipyU Ta DiAIIKipHUX TKAHWH). PeEKOMeHIoBaHa 3arajabHa
TPUBAJIICTh JIIKyBaHHSA TabJieTKaMM Ta PO3YMHOM MOKCHU(JIOKCAIIMHY CTaHOBUTH 7-14
OHIB OJIs1 HETOCHiTaJIbHUX MHEBMOHIM Ta 7-21 OeHb OIs YCKIagHEeHUX iHQeKIil Kipu
Ta MIOOIKIiDHUX TKaHUH.

[TepeBunryBatu BKalaHy 03y (400 mr 1 pa3 Ha mo0Oy) Ta TPUBAIICTh JIIKYBaHHS OIS
KOJKHOTO TOKa3aHHS HEe PEKOMEHOYEThCS.

IlauieHmu AiMHbBO20 BiKYy/NAauieHMu 3 HU3bKOK MACOK miad

Kopexk1is mo3u s nalieHTiB JIITHBOIO BiKy/IIAlliEHTIB 3 HU3bKOI MacCoOl0 Tijla He
moTpibHa.

ITopyweHHsA (pYyHKUII neyiHKU

[NamieHTaM i3 mopylieHHAMU GYHKII IeYiHKKA KOPEKIIis 03U He MoTpiOHa (gus.
TaK0oK po3hin «OcoBIUBOCTI 3aCTOCYBaHHS»).

ITopyweHHs ¢pyHKUIlI HUPDOK

[71a maieHTiB i3 TOPYyIIeHHSIMHU (PYHKITil HUPOK Bif JIETKOTO OO TSAXKKOTO CTyIeHd (y
TOMY 4YMCJIi IpU KJIipeHCi KpeaTuHiny < 30 mi/xs/1,73 M2), a TAaKOXK [JIs MalIllEHTIB, SKi
nmepebyBalOTh Ha O0e3rmepepBHOMY reMofiani3i Ta JOBroTpuBasioMy aMOyTIaTOPHOMY



TIepuTOHeaIbHOMY Aialli3i, KOpekilis mo3u He nmoTpidHa (auB. po3min «®apMakKooriuHi
BJIACTUBOCTI»).

Iimu.

MoxkcudnokcalliH IPOTUIIOKa3aHUu OiTaM (BikoM go 18 pokiB). EdeKTUBHICTE Ta
Oe3reKka 3aCTOCyBaHHSI MOKCH(IIOKCAIIMHY OiTIM He BCTaHOBIJIEHI (QUB. TaKOXK PO3Mis
«[TpoTUIIoKa3aHHSI»).

Ilepeno3yBaHHsA

Y pasi BumagkoBOTO Iepeno3yBaHHS He PEKOMEHOOBAHO KOOHUX CIeln(iyHuX
3axo[iB. Y pa3si nepeno3yBaHHA CIIi OPIEHTYBATUCA Ha KIIIHIYHY KapTUHY 1 IPOBOOUTHA
CHUMIITOMaTUYHYy IiATpuMylouy Teparito Ta EKI'-MOHITOPUHT y 3B’A3Ky 3 MOXKJIUBICTIO
nopgoBxKeHH4 iHTepBany QT.

OpmHo4YacHe 3aCTOCyBaHHSI aKTHBOBAHOTO BYTi/I/IA 3 M03010 MOKcudmokcanmuay 400 mr
IepopasibHO MPU3Bee OO CKOPOYEHHS CUCTEMHOIL JOCTYIIHOCTI JIiIKapChKOT0 3aco0y
6inbire HixK Ha 80%. Y pa3i nepeno3yBaHHS B pe3yabTaTi IepOpPaabHOr0 IIPUNOMY
JIIKapChKOT0 3ac00y 3aCTOCyBaHHS aKTHUBOBAHOI'O BYTi/Jig Ha ITOYaTKOBilM cTafmil
abcopOi1rii Moxke OyTu eeKTUBHUM [JIs1 3armo0iraHHs 30iTbIIeHHIO CUCTEMHO] il
MOKCHU(IIOKCAINHY.

IToGiuni epexTn

Huxxye HaBemeHO nMo0OiyHI eeKTH, OTPHUMaHIi 3i BCiX KIiHIYHUX OOCIiOXKEeHb i3
3acTocyBaHHSIM MoKcudnokcaiuny 400 Mr (TilbKY B/B Tepalis, CTylliH4YacTa Tepalis
[B/B Ta mepopanbHal Ta mepopajibHa Teparisi) Ta IOCTMapPKeTUHTOBUX 3BiTiB. [T00iuHi
peaxirii knacugikoBaHi BiIIIOBITHO 10 YacTOTH iX MOsSIBH. YCi mo0OiuHi peakirii
CIIOCTepiranaucs 3 4acToTow MeHIne 3 %, 3a BUHATKOM HYIOOTHU Ta Hiapel. Y KOXKHiN
rpymni mobiyHi gBUIlla 3a3Ha4Y€Hi y TOPSIAKY 3MEHIIIEeHHS 1X Ceprio3HOCTi. HacToTa
BH3HAYa€ETHCSA HACTYITHUM YMHOM: 9acTo > 1 % < 10 %, sHegacto > 0,1 % < 1 %, pigko
> 0,01 % < 0,1 %, oy=xe pigko < 0,01 %.

Tabnuisa 3

Knacu cucreM  |Yacro HeugacTo Pigko Oyxe pigkc
oprasis
(MedDRA)
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TpaH3uTOPI
BTpaTa 30p}
(0co6IHUBO I
Yac peaxiil
(ouB. po3mi
«OcobIHUBO
3acToCyBaH
Ta «3OaTHIC
BIIJINBATH H
peaxiiil Ipwu
aBTO TPAHCI
IHIIIUMHU ME:
yBelT Ta 06in
rocTpa Tpat

pavyXKKU |
«0OcobmBO
3aCTOCyBaH
3 OOKy OopraHiB [I3BiH y Byxax,
CIIyXy Ta IIOPYILIEHHS CIIyXYy
BECTUOYIIPHOTO BKJTIOYAIO4M TIIyXOTY
armaparty* (3a3BuYal 00OPOTHY)
ITomosBxxeHHs QT-
iHTepBasy, OUB.
TMoposxens QT- po3min [II1yHOYKOBI
{HTEepBANY Y XBOPHX «OcobmuBoCTi TaXIapI/ITMll., «TlipyeTHas
i3 rimoxamiemiero, ~|>2CTOCYBAHHA> HEIPUTOMHICTE Taxikapmis
3 60Ky cepus** |muB. pO3AiIHM Tocmere (TobT0 rocrpa Ta pointes), 3y
«OCOBIIBOCTI copueGaTIs KO.pOTKOT-IE'ICHa BTparTa
3aCTOCYBAHH» T& | rovivanmia ' CBIOMOCTI).
«IIpoTUiOKa3aHHsI» ibpuTsIIis
rnepencepab,

CTEeHOKapmis.




ApTepianbHa

. rimepreHsid, .

3 60Ky CyOouH BaszopgunaTtarnis , Backymit

aprepiajibHa

rimoTeH3isa
3 OOKy
OUXaJIbHOIL 3aguiika
CHUCTEMH, (BKIIO4aro4yu
OpraHiB rpygHO1L aCTMaTU4YHUU
KIIITKH Ta CTaH)
CepenoCTiHHA

. ucdaris, cTomaTur,
[ToripurienHs

3 OOKy TpaBHOI
CUCTEMU

HynoTta, 6110BaHHs,
0isIb B XKMBOTI,
oiapes

aleTUTy Ta
3MEHIIIeHHS
B2KMBaHHS 1Ki,
3amop, OUCIHEICis,
dnatynennis,
raCTPOEHTEPUT,
OiOBUINIEHHSA
piBHS aMina3u

QHTUOIOTHUKO-
ACOIIiIOBaHUM KOJIIT,
BKJIIOYAIOYH
riceBOIoOMeMOpaHO3HUM
KOJIIT, Y PiOKiCHUX
BUIIaJKaX i3
3arpo3JIMBUMMU OIS
XKUTTS YCKIIaOHEHHS
MU




I'enmaTto-6imiapHi
TMOPYIIEHH S

[TigBULIeHHS PiBHSA
TpaHcaMiHa3

[TopyiienHsa
yHKIII TediHKn
(BKJIIOYAIO4Yu
nigBuineHHsa JIIAT
(nmakTaTmerip,

poreHasu)),
HigABUILEHHS
piBHS Ginipy6iny,
OigBUINEHHS
I'TTTI (ramMma-
rIyTaMin-
TPaHCHOENTUIa3u),
MiABUILEHHS B
KPOBi piBHA

ZKOBTSAHUIISI, TeIaTUT
(mepeBazxKHO
XOJIeCTAaTUu4 HUM)

QynbMiHaH"
110 IOTEeHII]
MIPU3BECTH
Hebe3MmeyH(
e4YiHKOBOl
HeOOCTaTHC
JIeTalbHUM
OWB. PO3MOi
«OcobIHIBO
3acToCyBaH

JTy2KHO1
docharasu
Bynbo3Hi 11
TaKi K CUH
CriBeHca -[
, CBep0Oix, TOKCUYHUU
3 OOKy LIKipu Ta .
BUCHUIIQHHS, emigepMart

MiAIIKipHOL
KJIITKOBUHU

KPOIIUB SHKaA,
CYyXiCTh LIKipHU

(1110 TIOTEHI
3arpoXKyIoT
OWB. PO3MOiN
«OcobIUBO
3acTOoCyBaH



Po3pus cyx
po3ain «Oc

y IIOIIEPEKY,
TPYOHIN KITITI,
0inb y KiHIIiBKaX,
00JII0YiCTh ¥
MIPOEKIIil Majioro
Ta3a), Tineprigpos

_ 3aCTOCyBaH
TeHOuHIT, o
3 OOKY OITOPHO- _ ) . PUTIOHICTD |
. ApTtpanris, [IiABUILIEHUN TOHYC
PYXOBO1 L. . .. |3arocTpeHH
Mianris M’s13iB, CyomOMHU M’sI3iB, _
cucremu* , . CHUMIITOMIiB
M’s130Ba CIa0KiCTh i
(myastheni:
po3min «Oc
3aCTOCyBaH
[TopymieHHST QyHKITII
HUPOK (BKIIOYAIOUU
3 60Ky HHUPOK Ta 30iTbIIIeHHS @30Ty
CEe4YOBUBITHUX HerigpaTtanisa CE4YOBUHU Ta
LIJISAX1B KpeaTUHIiHY I1JITa3MU
KPOBi), HUPKOBa
HeOoCTaTHICTh
3aranbHa
ciabKicTh (B
OCHOBHOMY
aCTeHiqa 4u
BTOMIJIEHICTB),
BiguyTTs 60J110
3aranbHi cTaHm™* (Bkmtouatouu 6inmb |Habpsik

*[Iy>Ke PigKo ITOBiIOMIISIJIOCS IPO BUIMMAOKU TPUBAIUX (Micsili abo poKu), TAKUX, 10

ITPU3BEJIN OO0 BTPATHU MI€3MATHOCTI Ta IMIOTEHIIINHO HEOOOPOTHUX CEePHUO3HUX MOOIYHUX

peaxiiii JikapchbKuxX 3aco0iB, 1110 BIJIMBAIOTh HA JeKinbKa, iHomi 6araTto, cucteM

OpTraHiB Ta OpTraHiB YyTTs (BKJII0OYAIOYM TaKi peakxiiil, SK TEHOUHIT, PO3PUB CYXOXKUIIII,

apTpa’ris, 6i5b y KiHIliBKax, IOPYLIIeHHS XOOu, TIOB’I3aHi 3 mapecTe3i€io HelpoIaril,

Oenpecisi, BToMa, IOPYIIeHHS aM’ siTi, MOPYIIIEeHHS CHY Ta IIOPYIIEHHS CIyXy, 30PY,

CMaKy Ta HIOXY) y 3B’SI3KY i3 3aCTOCyBaHHSM XiHOJIOHIB Ta (PTOPXIiHOJIOHIB y OEeSIKUX



BUIIagKaX He3aJIexKHO Bil HaSBHUX YMHHUKIB Pu3uKYy ( OuB. po31in «OcobmuBOCTi
3aCTOCyYBaHHS»).

Y pimkicHuX BUmagKax IIicis JIiIKyBaHHS iHIIUMU PTOpXiHOJIOHAMU OYII0
3apeecTpPoBAHO TakKi IMOOiIUHI peakiril, SKi Moriau 6, MOXKJIMBO, TAKOXK CIIOCTEPiraTucs
IIPY 3aCTOCyBaHHI MOKCU(]IIOKCAIIUHY: MiABUILEHHSA BHYTPIIIHHOYEPEITHOT O TUCKY
(BKJIIOUAIOYH ilioNaTUYHY BHYTPIIIHBOUYEPEIIHY IinepTeH3it), rinepHaTpieMis,
rinmepkasnbllieMisi, reMOJIiTUYHA aHeMis, peakiiii poToceHcubinizairii (IuB. Po3Mmin
«OCcOoOIUBOCTI 3aCTOCYBAHHSI»).

** 'V nanieHTiB, sKi OoTpuUMyBaad (PTOPXiHOIOHM, IOBIHOMIISJIOCS IIPO BUIIAOKHU
aHEeBPU3MHU Ta OUCEKIIil aOpTH, iIHKOIM YCKJIaAHEHI pO3pHUBOM (BKJII0YAlO4YH JIeTalIbHi
BUIIaAKM), Ta perypriraiil/HegoCcTaTHOCTi OyOb-IKOT0 3 KJIallaHiB ceplis (OUB. PO3Tis
«OCcOoOIUBOCTi 3aCTOCYBAHHSI»).

3BiT Ipo ouiKyBaHi moOiuHi peakirii

[ToBimoMeHHs mpo MoOiUHi peakilil micyis peecTpatiil TikapCcbKOro 3aco0y Ma€ BeJIuKe
3HayeHHd. lle Jae 3MOry IPOBOAUTY MOHITOPHUHT CIIBBIIHOIIEHHS KOPUCThH/PU3UK IIPU
3aCcTOCyBaHHI IIOTO JIIKapChbKOT0 3aco0y. MeguuHUM Ta (papMalleBTUYHUM
IIpalliBHUKAM, a TaKOX mallieHTaM abo iXHiM 3aKOHHUM IIpeACTaBHUKAM CJIif
MMOBiOMJIATY IIPO YCi BUMMAAKM MifO3pIOBaHUX MOOIYHUX pPeakiliii Ta BilCYTHOCTI
edeKTUBHOCTI JlikapchKOTr0o 3aco0y depe3 ABTOMaTH30BaHy iH(popMalliiiny cucteMy 3
(apmakoHarnsagy 3a nocunaHHaM: https://aisf.dec.gov.ua.

TepMiH NpHIATHOCTI
5 pOKiB.
VYMoBHM 30epiranus

30epiraTty B OpUTiHANIbHIN YIAKOBIIi OIS 3aXMCTY Bif mil Bomoru. [I1s miKapChKOro
3aco0y He MOTPiOHI crieliasbHI TeMIlepaTypHi yMoBU 30epiranHs. 30epiratu y
HEeOOCTYyIIHOMY IJIsA OiTeu Micji.

YnakoBKa

ITo 5 TabneTok y GmicTepi; mo 1 6iicTepy B KapTOHHIN KOPOOIIi;
mo 7 TabneTok y Onictepi; mo 1 abo 1o 2 6ricTepu B KapTOHHiM KOPOOIIi;

mo 10 tabneTok y 6iicTepi; mo 1 6icTepy B KapTOHHIM KOPOOIIi.

KaTeropis Bignycky



3a penemnTomMm.
BupooHuK
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