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IHCTPYKIIA
AJSl MEIUYHOTO 32CTOCYBAHHS JIKaPCHKOro 3aco0y

Modaakca®

(Moflaxa®)
Cknao:
oitoua pevosuna: MOKCU(IOKCALIHH;
1 Tabnerka MicTuTh 400 Mr MOKCHGIOKCALUHY Y BUIISAI MOKCH(IOKCALMHY TiAPOXJIOPUALY;
OONOMIDICHI peYOsUHY: IEJI0J1032 MiKPOKPHCTAiuHA, HATPIO KPOCKapMENo3a, MarHilo cTeapar;
o06oJ0HKa: rimpomenosa, Makporou, Tutany gioxcua (E 171), 3aniza oxcun uepsonuii (E 172).

Jikapceka ¢popma. TabnetTku, BKpUTI IUTIBKOBOIO 000JOHKOIO.
Ocnosni  @isuxo-ximiuni enacmueocmi: TEMHO-POXKEBI, BKPUTI IUIIBKOBOIO OGOJOHKOIO, ABOOMYKI,
Kancyjaono/ioHi TabneTku.

®apmakoTepaneBTU4HA rpyna.

[IpoTuMikpoO6Hi 3ac00U A/ CUCTEMHOrO 3aCTOCYBaHHsl. AHTHGAKTEpiaabHi 3aC06U IpyH XiHONOHIB.
Kog ATX JOIM Al4.

Dapmaxonoziuni enacmusocmi.
Dapmaxoounamika.

MexaHnizm aii
Mokcudnokcauut — 8-MeTOKCUPTOPXiHOMOHOBHI 3aci6 i3 LIMPOKMM CIIEKTPOM GaKTEPULUAHOT Jii.
In vitro moxcudnokcauuH edexkTHBHUH 1wwomo 6araTh0X CPAMIO3UTHBHMX Ta IPAMHEraTUBHUX
MiKpoOpraHi3mis.

Bcranosieno, mo MokcupnokcauuH eekTUBHMI BiHOCHO GakTtepiif, CTIMKUX 10 P-1aKTaMHUX Ta
MaKpOJIi IHUX Mpenaparis.

Bakrepuumnana nis MokcuoOKcalMHy Crpu4uHeHa iHridyBanHsm o6ox Tumis I Tonoizomepasu (JIHK-
ripasa Ta TonoizoMepasa IV), HeoOXiaHUX /s perikauii, TPaHCKPUIILIi Ta BiJHOBIEHHs GaKTepiaabHOT
JTHK.

Beaxaots, mo C8-METOKCH 3aJIMIIOK CIpUS€ MOKPALIEHHI0 AKTMBHOCTI Ta MOCHabIIO€ CENeKLio
PE3HCTEHTHUX MYTaHTIB rpaMIO3UTHBHUX OakTepiii mopiBHAHO 3 C8-H 3anumkoM. HassHicTs Beankoro
AMUMKI0aMiHOBOTO 3anuiuKy B C-7 nojoxeHHi 3anofirae akTHBHOMY BiATOKY, IOB’ xsguow 3 reHaMu
norA abo pmrA, fiki BUSBJICHO y JEIKHX rpamo3UTUBHMX bakTepiil. |
MokcudnokcaluH BONOJi€ 3aNeXHOK Bifl KOHUEHTpauUii OaKTEPULIMIHOK afr
OaktepuuuaHi koHueHtpauii (MBK), sk mnpasuio, BignosigaroTe Miffima, AoHim

KoHueHTpauisM (MIK). ‘( 1oKS ilﬁ;lrﬁ} "
t iB /5

inrt y'




Bnnus Ha kuikoBy (Guopy v noauuu

Y IBOX AOCII/UKEHHSAX 33 yUacTO 10GPOBOJIBLIB MiC/s NEPOPANTBHOTO 3aCTOCYBAHHS MOKCH(IOKCALMHY
Bi/I3Ha4aMCs HIOKYEHABEIeHi 3MiHH y KUIIKOBiK ¢iopi. 3umxysanace kinbkicts E.coli, Bacillus spp.,
Enterococcus Ta Klebsiella spp., a Taxox anaepo6iB Bacteroides vulgatus, Bifidobacterium spp.,
Eubacterium Ta Peptostreptococcus. Crioctepiranocs niBuileHHs KinbKocTi Bacteroides fragilis.
KifpKicT BKa3aHUX BHIIE MiKpOOPraHi3MiB MoBepTanacs y Mexi HOPMHU yIPOJOBX ABOX THIKHIB.
Pe3ncTeHTHICT

MexaHi3Ml  pDE3UCTEHTHOCTi, 3a PaxXyHOK SKUX IHAKTUBYIOTbCA MEHILMIiHH, 1e(aNOCTIOPHHH,
aMiHOTJIIKO3UMAW, MAKpONiIM i TEeTPAaUMKIIHW, He BIUIMBAIOTH Ha aHTHGAKTEpiadbHy e(heKTHBHICTH
Mokcudiokcauuty. [Hmi MexaHisMM pe3HCTEeHTHOCTi, Taki AK 0ap’epd NMPOHMKHEHHS (MOLIMpPEHi y
Pseudomonas  aeruginosa) Ta MexaHi3MH BIITOKY, MOXYyTb BIJIMBATH HA YYTIHBICTH [0
MOKCH(]IIOKCAIMHY.

®opMyBaHHA PE3UCTEHTHOCT] JI0 MOKCHGIIOKCALMHY in Vilro COCTEpIrann K MOCTYNOBUIA TpoLec, AKuii
nojsrae B TOYKOBUX MyTauisx o6ox tumiB Il Ttomoisomepasu: JIHK-ripasu Ta Ttomoizomepasu IV.
Moxcudokcaupn € cnabkuM cyGCTpaTOM s MeXaHi3MiB aKTUBHOTO BifITOKY y TpaMIIO3HTHBHHUX
MiKpOOpTaHi3MmiB.

Cnocrepiraetbcss  nepexpecHa pPe3UCTEHTHICTh 3  IHIIAMHM  (QTOpXiHOMOHaMHM. OJHAK OCKiMBbKH
MokcH}JIOKCauuH iHribye o6uaBi Tonoizomepasu Il Ta IV 3i CXOXOI AaKTHBHICTIO J€SKHX
rpaMno3suTUBHUX OakTepiid, wi Oakrepil MOXyTh OyTH PE3UCTEHTHUMHM [0 iHLIMX XiHOJIOHIB, ale
YYTIMBUMU 10 MOKCU(IIOKCALHHY.

KoHTpoJibHI TOYKH

Tabnuus 1
Kniniuni MIK Ta KoHTposbHI Touku auckoBoi audysii ans mokcudokcauuny (01.01.2012) 3a ganumu
EUCAST (€Bponeiicbkuii KOMITET 3 TeCTYBaHHSI aHTUMIKPOGHOT 4yTIMBOCTI)

MikpoopraHism YyTausuii Pe3ucteHTHmit
Staphylococcus spp. <0,5 mr/n > 1 Mr/n
> 24 mm <21 mm
S. pneumoniae <0,5 mr/n > 0,5 Mr/n
> 22 MM <22 MM
Streptococcus, epynu A, B, C, G <0,5 mr/n > 1 mr/n
> 18 Mm <15 mmMm
H. influenzae <0,5 mr/n > 0,5 Mr/n
>25 Mm <25 mm
M. catarrhalis <0,5 mr/n >(,5 mr/n
>23 MM <23 MM
Enterobacteriaceae <0,5 mr/n > | Mr/n
> 20 MM <17 Mm
KOHTpoJIbHI TOUKH, HE MOB’A3aHi 3 BUIOM* <0,5 mr/n > 1 mr/n

* KoHTponbHi TOYKH, He MOB’sA3aHi 3 BMAOM, OyIM BH3HAYEHI [OJNIOBHHUM YMHOM HA MiACTaBi AaHHX
dapmaxokineTrky/papmakoauHaMiku Ta He 3anexars Bin nowmpenns MIK cneuudiunux sugis. Lli gaui
BUKOPUCTOBYIOTh TUILKM LWIONO BUIIB, IKUM HE HaJaBali KOHTPOJBHMX TOYOK 33 OKPEMMMH BUAAMH, T4
HE BUKOPHUCTOBYIOTE LIOAO BUAIB, B AKUX iHTepHpeTaliiiHi KpUTepil i A19raloTh BA3HAYEHHIO.
Mikpo6iojoriyHa 4yTIuBiCTh

HacroTa HaGyTOT pEe3UCTEHTHOCTI MOKE 3MiHIOBATUCS 3aJICXKHO Bijl reorpadiuHoro po3rauyBaHHs perioHy
Ta MPOTArOM Yacy, BU3HAYEHOro A/ NIEBHUX BUJIB MiKpOOpraHi3MmiB. baxaHo MaTu 10CTyN A0 JOKAJIBHOT
iHopmauii mo a0 pe3I/ICTCHTHOCT1 MiKpoOpraHi3miB, 0COGJIMBO MpU nucyBaHHl TAWKKUX mtbexu,m

V  pasi HeoOXiHOCTI cNiJ 3BepTaTMCs 3a  KOHCYJBTALE€ [0 e:ccn;:;xra ygpai n‘m;gu-u,
aHTUOIOTUKOPE3UCTEHTHOCTI, KOJNM MicUeBe JOMiHYBaHHS pPE3MCTEHTHOCTI BH s J‘me‘i‘beﬂ nacﬂ‘ln b’k\u
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3a/IMIIAETRCS Mijl CYMHIBOM.

Yyrauesi Buan

AepobHi rpaMo3UTUBHI MiKPOOpPraHizmMu
Gardnerella vaginalis

Staphylococcus aureus* (4yTnuBuii 10 METHIIMITIHY)
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)
AepobHi rpamHeraTiBHi MiKpoOOpraHizmu
Acinetobacter baumanii

Haemophilus influenzae*

Haemophilus parainfluenzae*

Legionella pneumophila

Moraxella (Branhamella) catarrhalis*

Amnaepobui MikpoopraHizmu

Fusobacterium spp.

Prevotella spp.

[Hi Mikpoopranizmu

Chlamydophila (Chlamydia) pneumoniae*
Chlamydia trachomatis*

Coxiella burnetii

Mycoplasma genitalium

Mycoplasma hominis

Mycoplasma preumoniae*

Buau 3 MoxKIMBOIO HA0YTOI0 PE3UCTEHTHICTIO
AepoOHi IrpaMIo3uTUBHI MiKPOOPraHizmu
Enterococcus faecalis*

Enterococcus faecium*

Staphylococcus aureus (METULHTIHPE3UCTEHTHHIA) T
AepoOHi rpaMHeraTBHi MiKpoOprauismMu
Enterobacter cloacae*

Escherichia coli*#

Klebsiella pneumoniae *#

Klebsiella oxytoca

Neisseria gonorrhoeae*+

Proteus mirabilis*

AHaepoOHi MiKpoopraHizmu

Bacteroides fragilis*

Peptostreptococcus spp. *

Pe3ucrenTHi BHAH

AepoOHi rpaMHEraTBHI MiKpoOpraHizmMu
Pseudomonas aeruginosa

* TIpoAEMOHCTPOBAHO 33J0BiILHY AKTHBHICTh WIOAO BILIMBY HAa YYT/MBI IUTaMM MiA 4ac KAiHIYHMX AOCHiIKEHB Y paMKax
3aTBEPXKCHUX KIIIHIYHHUX MMOKA3aHb.

#Llltamu, sxi Bupo6nstors ESBL, € 3a3BMuaii pe3uCTEHTHIMH 10 BTOPXiHOJOHIB.
*TIoKasHHK pe3UCTeHTHOCTI > 50% B OfHiH yu Ginbiue KpaiH.

Dapmaxokinemuxa. T >
BeMokTyBanHs Ta 6i040CTYNHICTS R et \, \
ITpu nepopanbHOMy MpUHAOMi MOKCH(DJIOKCALIUH LIBHAKO Ta MaiKe MOBHICTIO choxy"ryeﬂ‘bca Aﬁuomm Hq




6iogocTynHiCTh Jocsarae maibke 91 %.
Y nmianasoni n03 50-800 mr mpu oxHOpasoBoMy npuiomi Ta y 103i 600 Mr Ha 806y mporsrom 10 ai6
thapmaxokiHeTHKa € NiHifHOKO. PiBHOBaXHMIT CTaH NOCATAETHCSA NPOTATOM TPLOX AHiB. Ilicns npuitomy
nepopaieHoi 1031 400 Mr miKoBa KOHLEHTPALlis B KPOBi A0cAraeThes npotsirom 0,5-4 rofuH i CTAHOBHTE
3,1 mr/n. MakcumanbHa Ta MiHiMallbHa J1a3MOBi KOHUEHTpaUi B piBHOBaXHOMY cTaHi (400 mr | pas Ha
no0y) craHoBaTh 3,2 ta 0,6 Mr/a BianoBigHO.
Po3snooin
Moxcnpaokcauun WBKAKO PO3NOAIIAETBCS B SKCTPABACKYIAPHOMY MPOCTOPI, MiC/IA 3aCTOCYBAHHS LO3H
400 mr AUC cranoeutb 35 mkr/n. OG’em posnoaily B piBHOBaXXHOMY cTaHi jopiBHioe 2 s/kr. Sk
BCTAHOBJICHO B GKCMIEPUMEHTAX i1 Vifro Ta ex vivo, 3B’A3yBaHHS 3 6iNKamMu KpOBi CTAHOBUTH NMPHGIU3HO
40-42 % Ta He 3aIEKUTH BiJ KOHLEHTPaLil MOKCH(IOKCALIKHY.

Tabnuus 2
[TixoBa KOHUeHTpauis (CepelHe reoMeTpMuHe) IiCAs MEPOPAILHOTO MPHUHOMY ONHOPA30BOT AO3M
Mokcupaokcauuny 400 mr

TkanuHa Konuenrpariis MicueBwii piBeHs — piBeHs y
1a3Mi KpoBi
I1na3ma 3,1 mMr/n -
Ciavua 3,6 Mr/n 0,75-1,3
Bmict nyxups 1,6' mr/n 1,7!
CausoBa o60noHKa GpoHXiB 5,4 Mr/kr 1,7-2,1
AnbBeoJsipHi Makpodaru 56,7 mr/kr 18,6- 70,0
PinuHa enitenianeHoro wapy 20,7 mr/n 5-7
["alimopoBa na3zyxa 7,5 Mr/kr 2,0
ETtMoifanbHi nazyxu 8,2 mMr/xr 2,1
HazanpHi noJinu 9,1 Mr/kr 2,6
IHTepcTHIiaNbHA pigyvHa 1,02 mMr/n 0,8-1,4%23
XiHoui craTesi opranu* 10,2* Mr/kr 1,724

* BHyTpilIHOBEHHE 38CTOCYBAHHS OIHOPa30Boi 03U 400 M.
! 10 roamn nicas BBenCHHS.

2 BijlbHa KOHLEHTpALLifl.

3 Big 3 roaun 10 36 ronuH mics BBEAEHHS D03M.

4 B kinui indyaii.

Memabonizm

Mokcudaokcauun nignarae Giorpancdopmanii II dasu i BUBoAUTECS 3 OpraHisMy HUpKaMM, a TAKOX i3
ekanisMu/KOBUIO AK y HE3IMIHEHOMY CTaHi, TaKk i y BUIMISAAI HEaKTMBHHX cynbpocrmonyk (M1) i
rmoKypoHifis (M2). M1 ta M2 € Tineku MetaGoniTamMu, peieBaHTHUMH UIS JIIOAMHK, OGHMIBA BOHHU €
MikpoGionoriyno neakTuBHuMH. Ilif yac mocnmimgxeHs in vitro Ta KniHiuHMX ocrimkeHs dasu [ He
crnoctepiranocs mMerabonivyHoi dapmakoKiHeTHYHOI B3aeMOAil 3 iHWMMM NpenapaTamy, 3ajiiHAMH Y
Giotpanchopmauii dasu I 3a ydqactio depmentis cuctemu muroxpomy P450. O3HaK OKHCTIOBAIBHOMO
MeTaboi3My HeMae.

Bueedenns 3 opaanizmy

[lepion HaniBuBenEHHS MOKCH(OKCAauuHy CTaHOBMTH MpuOIM3HO 12 roguH. CepenHiil 3araibHuMiA
kiipenc micns BeefeHHs 400 mr craHoButb Big 179 mo 246 mu/xB. HupkoBuii KIipeHC CTaHOBHTEH
npuOmm3HO 24-53 MII/XB Ta CBIIUMTH NPO YACTKOBY KaHANbLEBY peaGcoplililo MOKCH(IOKCAUHHY 3
nupok. I[licis mpuitomy nosu 400 mr BuBeneHHs i3 ceueto (6imseko 19 % — nikapcekuit 3aci6 y
HEe3MiHEHOMY BHIJAdi, Omu3bko 2,5 % — M1 Ta Gausbko 14 % — M2) Ta kanom (6:1m3bko 25 % —
nikapceKuii 3aci6 B HesMineHOMY BHTIAAL, 67M3bK0 36 % - M1 Ta BiscyTHicTh BUBEAEHHS y BUrIAL M2)
3arajoM CTaHOBWIO 6.u3bko 96 %. CynyTHe BBeNEHHS paHITHAMHY Ta npoGCchu,rLy _.HC_ 3MiHIOE
HHMPKOBHUH KJlipeHC MOKcuIoKcaluHy.

Dapmakokinemuxa y pisnux pyn nayicHmis.

Hayicnmu 1imnbo20 6iKy ma RAYICHMU 3 HUZLKOIO MACOI0 Mind




[loBigomisuiocs, mo y 370poBMX AOOPOBOJIBLIB i3 HM3BKOK MACOK TiNa (30KpeMa y KiHOK) Ta y
3/0pOBKX AOOPOBOJIBLIB JITHROIO BiKy CIOCTEpiraiy BULLYy KOHUEHTPALiK0 MOKCHPIOKCAIMHY B IUIa3Mi
KpOBI.

Hupkosa nedocmammuicmo.

He BusiBiieHO icTOTHMX 3MiH (QapMaKkOKiHETUKH MOKCHGIIOKCALMHY Y NALIEHTIB i3 nopyueHHaM (yHKuil
HUPOK (BKJIIOYAIOYH MAUIEHTIB 3 KiipeHcoM kpeaTuHiny > 20 mi/xe/1,73 m2). Ockinbku QyHKLS HUPOK
3HUXKYETBCS, KOHUEHTpalisg MeTaboniTy M2 (rmoKypoHiny) 36iabiuyerses a0 nokasHuka 2,5 (y nauieHTiB
i3 Kyipencom kpeatuHiny <30 mu/xs/1,73 m?).

llopywenns ¢hynxyii nevinru.

Ha mixcrasi gaHux pociimkeHb GapMakoKiHETHKHM, AKi IPOBOAMIM 32 YYACTIO MALEHTIB i3 NEYiHKOBOIO
HepocratHicTio (knack A — C 3a knacudikauiero Yaiinga — IT°10), HEMOXKIMBO BU3HAYMTH, YU € Pi3HHIA
MOPiBHAHO 3i 3/0POBMMH J0OpoBOABIMU. [lopyienHs GyHKUii neuinky 6yno MoB’s3aHe 3 GLIBLIOW
miero M1 y nnasmi kposi, Toni sk Hisi BHXiAHOI NiKapChKOi PEYOBHMHM 6y/a MOPIBHAHHOW 3 M€l y
3/0pOoBUX 06POBOJIBLIB. JIOCTATHLOTO AOCBiAy KIiHIYHOrO 3acTOCYBaHHA MOKCHM(IOKCALUMHY [JA
NiKyBaHHs MAL€HTIB i3 mopymeHHsaM QyHKLiT Me4iHKy HEMaE.

KuainiuHi xapakTepucTHKH.

Ilokazannua.

JlikyBanHs HWKueHaBeJEHUX GakTepianbHUX iHPEKLUH, CIPUYMHEHHX YYTIMBUME O MOKCH(DIOKCALMHY
Mikpoopranismamu (auB. po3finun «®DapMakoJOriyHi BIACTUBOCTI», «OCOBIMBOCTI 3aCTOCYBAHHSY,
«IToGiuni peakuii»), y nauieHTis Bikom iz 18 pokis.

Mokcudnoxkcauun ciif npusHayaTH TiIBKM TOAI, KONM 3aCTOCYBAHHS aHTHOAKTEpiaJibHUX 3acobiB, AKi
3a3BMYal PEKOMEHIYIOTb [JIs1 HUKYe3a3HAueHHX [MOKA3aHb, BBAXKAECTHCH HEJOLIIBHUM:

e [T'ocrpuii bakTepiansHUiA CHHYCHT.

®  3arocTpeHHs XpOHi4HOr0 OGCTPYKTMBHOIO 3aXBOPIOBAHHS JIETEHb, BKHOYAIOUH OPOHXIT.

MoxkcudaokcauyH ciifi NpU3Ha4YaTH TiAbKK TOMi, KOJKM 3aCTOCYBAaHHS aHTMGAaKTepiadbHUX 3aCO0iB, AK
3a3BUYail PEKOMEH/YIOTb AJiA IOYAaTKOBOTO JIIKyBaHHS HM)KY€3a3HAYEHMX II0Ka3aHb, BBAKAETHCA
HEJOLINBHUM ab0 Oy0 HeeeKTUBHUM:

¢ HerocniTansHa MHEBMOHIs, 32 BUHSTKOM HErOCMITANBHOT THEBMOHIT 3 TAXKKUM Nepebirom.

e 3ananeHi 3aXBOPIOBAHHA OpraHiB Majoro Tasa JE€rKoro Ta IMOMIPHOrO CTymeHs (Taki sk
indexuiliHe ypaXKeHHs BEPXHBOTO BiIiy CTATEBOT CUCTEMM Y XKIHOK, Y TOMY YMCHi CalbIiHIiIT Ta
CH/IOMETPHUT), He acouifoBaHMX 3 TybooBapialbHUM abclecoMm uu abelecamy OpraHiB Majioro
Tasa.

Tabnerosana popma npenapary Moduiakca® He peOMEHAY€ETHCA 171 32CTOCYBAHHS AK MOHOTEpAITisl PH
3afajlbHUX 3aXBOPIOBAHHAX OpraHiB Majoro Ta3a JIErkoro Ta TMOMIPHOTO CTYMEHs, aje MOXe
3aCTOCOBYBAaTHCS B KOMOiHauii 3 iHIIMMH BiJNOBiAHUMK aHTHOGAKTEpiaNbHUMHU 3acobamM (HaNpUKIAL i3
uedanocrnopuHamMy) 4epe3 3pocTalouy pe3HCTEHTHICTh MOKcUdIoKcamHy 10 Neisseria gonorrhoeae (3a
BUHSATKOM MOKCH(}JIOKCALMHPE3UCTEHTHUX wWTaMiB N. gonorrhoeae) (aus. posfimm «®apmakonoriuti
BJIACTUBOCTI», «OCOOIMBOCTI 3aCTOCYBAHHAY).

Tabnerosany dpopmy npenapary Modakca® MoXKHa 3aCTOCOBYBATH 1151 3aKiHUEHHS KYpCY JliKyBaHHS, B
KOMY [MOYaTKOBAa Tepalis MapeHTepansHOW (GopMoro Mpenapaty Modanaxkca® Oyna edexTuBHOI0O i
TPU3HAYEHA 32 TAKMMU MOKA3aHHAMU:

— HerocmitajlbHa NHEBMOHis;

— yckiajHeHi iHGeKuil WKipy Ta miJUKipHUX TKAHKH.

Tabnerosana dopma npenapary Modakca® He peKOMEHAYETHCS AJIs MOYATKOBOTO TiKyBaHHS GYb-
AKKX iHQEKUil MKipy Ta MiAWKIPHUX TKAHWH YK y pasi TEHKKOro nepebiry HerocniTaabHUX MHEBMOHIM.
Crix 38epHyTH yBary Ha odiLiiiHi iHCTPYKLIT 3 HAJIEXKHOrO 3aCTOCYBAHHSA AHTUOAKTEPiaTLHUX 3aCO0iB.

T e,
- .
r (| -

IIpomunoka3zanua. L g P RA Yl NN




PEYOBHMH Mpernapary.
— Bik 10 18 pockis.
— BaritHicte a6o nepioa rogyBaHHs rpymmo (AMB. po3iii «3acTocyBaHHs y Mepioj BariTHOCTi aGo
FO/LyBaHHS TPYAJIO»).
— 3axBOPIOBAHHS CYX0XKHMJib, TIOB’A3aHi 3 JIKYBAaHHAM XiHOJIOHAMH, B aHAMHE3i.
— Bpomxene abo niarHocToBaHe HaGyTe nmooBxeHHs iHTepBany QT.
— Ilopymwenns enexkTposiTHOro 6anaHcy, 30kpemMa, Mpu HECKOPUIOBaHiii rinokaniemi.
~ KuniniuHo 3Hauyma Gpagukapis.
— Kuini4Ho 3Ha4yIla cepleBa HEJOCTATHICTD 3i 3HIKEHO PPaKIi€l0 BUKUY JIBOTO MITYHOUKA.
— CumnroMaTuuHi apuTMiT B aHAMHE3I.
Ilpenapar He cniJ 3aCTOCOBYBaTH OJHOYACHO 3 iHIUMMM MpenapaTamu, sKi MOAOBKYIOTh iHTepan QT
(auB. po3zin «B3aemois 3 iHIMMY JTiKapCHKUMK 3aC00aMH Ta iHIII BUAM B3AEMOIINN).
Y 38’43Ky 3 OOMEXEHUMH KIIHIYHUMHU JaHUMH 3aCTOCYBaHHS MOKCH(IOKCALMHY TAKOX MPOTUIIOKA3aHO
y pasi nopymenns pyHkuii neuinku (k1ac C 3a knacudikauiero Yaiinga — IT°10) Ta niBUIIEHOro piBHA
TpaHcamiHas (y 5 pa3iB BHILE BEpXHBOI MEXKi HOPMH).

Bsaemodin 3 inmumu nikapcokumu 3acobamu ma inuwi eudu 63aemooiil.

B3aemoisi 3 nikapcbkumu 3acobGamu

He mMoxHa BUKIIOUMTH afMTUBHHUI edeKT MOKCU]IOKCalMHY Ta iHIMX JiKAPCBLKKX 3ac06iB, AKi MOXKYTh

CIIPUYMHMTH NOAOBXKeHHA inTepBany QT. Bka3ana B3aeMogis MOXe MPU3BECTU 10 36LIbLIEHHS PU3HKY

PO3BUTKY LIYHOYKOBMX apWTMiH, BKIIOYAIOYM «IIipYeTHyY» ILITyHOUKOBY Taxikapairo (torsade de

pointes). I3 wniei npuuMHE 3acTocyBaHHS MOKCH(IOKCAlMHY B KomOiHauii 3 Oyap-akuMm i3

HIKYE3a3HAYEHUX JIIKAPChKHX 3aC00iB NPOTUNIOKa3aHe (I1B. Takoxk po3/ia «[IpoTunokasaHHs»):

- aHTMapuTMidYHi npenapartu Knacy IA (Hanpukiaj XiHiauH, riapoxiniguu, ausonipamin);

- aHTMapuTMiuHi npenaparu knacy Il (Hanpuknan amionapo, coranod, noderuni, i6yTunia);

- aHTHICHXOTWYHi mpenapatv (Hampukiad (GEHOTia3sMHH, NIMO3MA, CEPTUHAOJN, TIalloNepUiO,
CYJNBbTONPUA);

- TPULMKIiYHi aHTHJETIPECAHTH;

- JedKi mpoTumikpoOHi 3acobu (cakBiHaBip, cnapdiokcainH, epuTPOMiLMH AN BHYTPIilIHHOBEHHOTO
BBEJICHHS, NEHTaMi/IMH, NPOTUMAISIPiiiHi NpenapartH, 30kpeMa rajnopaHTpun);

- JedKi aHTMricTaMinu (TepdeHaauH, acTeMizon, Mi30JacTHH);

- iHWi (uM3anpua, BiHKamiH B/B., Genpuan, audeManin).

Moxkcudokcauyn ciiij 3 06epexKHICTIO MPU3HAUATH MAL(i€HTaM, SKi IPUIAMAIOTE NpEnapaTy, IO MOXKYTh

3HIKYBATH DiBEHb Kalito (HanpuKnaj MeT/bOBi Ta TiasuAHi JiypeTKu, KIi3MU Ta OPOHOCHI 3acobu (y

BHCOKMX J103aX), KOPTHKOCTEpoiau, aMmportepuuut B), abo mpemaparu, ais AKMX MOB’s3aHa 3 KJIiHIYHO

3HauyIo Opaaukapieto.

Mix npuiioMoM npenaparis, siki MicTATh GiBajieHTi 260 TPUBANEHTHI KaTioHW (TaKUX SK aHTAUMIM, L0

MICTATh MarHiil Y amoMiHii, AMAAHO3MH y TabneTKax, Cykpanbdar Ta 3acobH, 10 MICTATH 3aTi30 YH

LIMHK), Ta MOKCH(}IOKCALIMHOM HEOoOXiHui iHTepBa G1M36K0 6 TOAWH.

[Ipu opHOYACHOMY 3aCTOCYBaHHI AKTUBOBAHOTO BYTiJUIS i MOKCHU(IOKCAUMHY MEPOpanbHO y A03i 400 mr

ioro cucremHa 6iofOCTYNHICTE 3HIKYEThC Ginbi Hik Ha 80 % BHACHIIOK mpurHiveHHs aGeopOuii. Y

3B’A3Ky 3 MM OJHOYACHE 3aCTOCYBAHHA LMX [BOX [penapariB He pEeKOMEHAOBaHE (32 BMHATKOM

BUNAJIKIB N€Pe/I03yBaHHs, JUB. TAKOX po3/ain «[lepenosyBanHs»).

[losigomasnocs, mWo mics 6araTopasoBoro 3acToCyBaHHS MOKCU(IOKCALMHY Y 30POBUX J0OPOBOIbLIIB

cnoctepiranocs 30inbureHHs Cmax AUFOKCHHY Ha mpubiusto 30 % y piBHOBaXHOMY cTaHi 6e3 BIIMBY Ha

AUC (mowa mii KpEBOIO CliBBIAHOIEHHS «KOHLEHTpALlisi—4yac») a0 Ha Hwxui piBHi. OTxe, moTpebu y

3aCTEPERHNX 3X0JaX NPH CYTYTHHOMY NPUHOMi IUTOKCUHY HEMAE.

[cHyIOTb NOBIIOMIJIEHHA, WO Mif 4Yac AOCITIJXKEHb 3a Y4acT0 JOOPOBOMBLIB, xsopHx ﬂa “niader,

OJIHOYacHe 3aCTOCYBAHH Moxcmbnoxcauuﬂy NepopastbHo Ta raibeHkIaMiny npusao,uuno fio 3Hm;cemm

KOHLEHTpauii rniGeHkiamisny Ha nikoBomy piBHi npuGmuzHo Ha 21%. KomGingilis: r’mﬁelﬂ{ﬂamlny '.-{
flsl, /




MOKCH(]IOKCALMHOM TEOPETUYHO MOXE MPU3BECTH 10 HE3HAYHOI KOPOTKOTPUBAION rinepriikemii. Oxnak
3MiHM y (apMaKOKiHETHL|, 5Ki crocTrepiramics, He NPU3BOAWIM [0 3MiH (apMakoIMHAMIUHKMX
napaMmeTpiB (piBeHb IJIIOKO3M B KPOBi, piBeHb iHCYJiHY). TaKuM YUHOM, KJIIHIYHO PENEBAHTHOT B3a€MOIIT
MDK MOKCH()IOKCALIMHOM Ta IiGEHKIAMiIOM He BUSBJIEHO.

3MiHa 3HAYEHHS MDKHAPO/IHOrO HOPMAli3oBaHOro BigHoweHHs (MHB)

YV nauienTiB, siKi OTpMMYBanM MHEpOpaibHi AHTHKOATY/SHTM Yy TOEJAHAHHI 3 aAHTUOAKTEpialbHMMU
npenaparamu, B TOMY 4dci 3 GTOpXiHOJTOHAMH, MaKpoliJJaMd, TETPALMKIiHAMH, KOTPUMOKCA30JI0M Ta
JeAKMMY  UedanocrnopiHaMy, BiJ3HAYamucs YHUCJIEHHI BMOAAKM MiJBMUIEHHN AHTUKOATYJSAHTHOT
akTuBHOCTI. Pakropamu pusuky € iHbeKkuiliHi 3axBoproBanHs (i CynmyTHiM 3anmaibHU# npolec), BiK Ta
3arajbHMHA CTaH naujeHTta. ¥V 3B’43Ky 3 UMMM 0OCTaBUHAMH BaXKKO OLIHUTH, UM CIIPHYMHAE iHGiKyBaHHS
abo niKyBaHHs BigXuneHHs nNokasHuka MHB (MixxHapoaHOro HopmanizoBaHoro Biguomenss). Sk
3acTepeXXHMi 3axig MoxnuBui yactimuii MoHiTopunr MHB. V pasi Heobxiguocti ciig nposectu
HaJIeXHE KOPUT'YBaHHA 03U NEPOPaTbHOrO KOAryJisiHTa.

PeyoBuHu, ans sikux Oyna JoBeAeHA BiJCYTHICTb KJiHIUHO BAroMoi B3a€MOJii 3 MOKCH(IOKCALMHOM:
paHITHIMH, KajblLieBi J00aBku, TeodiliH, MepopanbHi KOHTPAUENTUBM, LMKJIOCIIOPUH, ITPAKOHA3OI,
Mopdin mpu napeHTepanbHOMY BBEJCHHI, MpoOeHeuua. JIoChikeHHs in vitro QepMeHTIB UTOXPOMY
P450 y moauvHM niaTBepAMIM BHINE3a3HAueHe. 3 OINANY Ha 3a3HayeHi pe3yabTaTH, MeTabGoJiuHa
B3aeMoJia yepe3 dpepmenTH nuroxpomy P450 € manosiporiqHoro.

B3aeMoJ1ist 3 XapuOBUMM T4 MOJIOYHUMH NPOAYKTAMH

Ab6copbiisi MOKCU(JIOKCALMHY HE 3aJISKUTh Bifl BXUBAHHA Ki (BKIFOYAIOUHM MOJIOYHI MPOAYKTH).
3BaXkato4yM Ha Ue, MOKCH(IOKCAMH MOKE 3aCTOCOBYBATHCH HE3ANEKHO Bijl MpuUitomy Tki.

Ocobnueocmi 3acmocysaHHA.

Heo6xigHO yHMKAaTH 3aCTOCYBaHHS MOKCH(JIOKCALMHY Malli€HTaM, AKi paHilie Mand cepiosHi nobiuni
peaxuii Mpu 3aCTOCYBaHHi MpenapariB, IO MICTATH XiHOJOH abo drTopxiHonon (auB. po3mina «Ilo6iuni
peakuii»). JlikyBaHHS TaKMX MalLi€HTIB MOKCU(JIOKCAMHOM CIiJi PO3MOYMHATH JIMIIE 3a BiJCYTHOCTI
aJILTEPHATHBHUX BapiaHTiB JIIKYBaHHS Ta NiCIs peTebHOI OLIHKK CMiBBiHOMIEHH KOPUCTH/PU3UK (AUB.
po3ain «[IpoTunokasaHHs»).

[TiaBuiera Yy TiMBicTb/anepriumi peakuii

[Tosimomasinoce Npo  TimepuyTAMBICTH 1 asepriudi  peakuii Ha  (QTOPXIHOJOHH, BKIIOYAKOUYH
MOKCH(IOKCALMH, MIC/sl MEpUIOro 3acTocyBaHHs. AHadilakTHUHI peakiii MOXYTh MPOrpecyBaTH /0
3arpo3/JIMBOTO IS KUTTA aHadiNaKTUYHOrO LWOKY HaBiTh Mic/A MEPIIOTo 3acTOoCyBaHHsA. B uux Bumagkax
KJIiHIYHUX NPOSABIB TSKKMX peakuiil TinepyyTIHBOCTI CJIiJ NPUITMHATH NPUHAOM MpPenapary Ta po3loyaru
BiAMOBIJHY Tepamito (HanpuKIaj NPOTUIIOKOBY).

[Torosxkenns intepsany QTc Ta KiiHiuHI YMOBH, 3a SIKUX MOXJIMBE 1010BKeHH s iHnTepBany QTc

[Ipu 3acTocyBaHHi MOKCHUQJIOKCALMHY Y NEAKWX MalieHTiB MOXuBe 36inblueHHs iHTepsany QT na
enektpokapaiorpami. AHanis pesyastaris EKI, oTpumanux y pamkax nporpamu KIiHIYHHX AOCIiIKEHb,
NoKasas, 10 1oJoBKeHH: inTepBany QT nmpu 3actocyBaHHI MOKCH(IIOKCALIMHY CTAHOBUJIO 6 MC & 26 MC —
1,4 % nopiBHAHO 3 BUXiAHUM PiBHEM.

Ockinbku y JKIHOK Bif3Ha4daeTbes JOBIUMi iHTepBan QT MOpPIBHAHO 3 YOJOBIKAMHM, BOHHM MOXYTh
BUABUTHUCA OUIBII YYTJIMBUMH A0 Npenaparis, siki moaoBxywoTs inTepsan QT. INauienTu nmiTHBOrO BiKy
TaKOX MOXYTb OyTH OiJibLI COPUMHATIMBUMH JI0 acOliHOBaHUX 3 MperapaToM BIUTMBIB Ha iHTepBan QT.
INauieHTtam, Aki npuiiMarOTh MOKCU(IOKCAUMH, CiJ 3 O0EPEXHICTIO 3aCTOCOBYBATH MpENapard, L0
MOXYTb NPU3BECTHU IO 3HUXKEHHS piBHs Kanito (auB. po3aiau «[lpotunoxazanusy», «B3aemonist 3 iHmmMmMu
NiKapCbKUMHU 3ac00aMU Ta iHILI BHIX B3AEMOJiii»).

Cning 3 obepexHicTio Mmpu3HauYaTH MOKCU(IOKCALMH MAUliEHTaM 3 TPUBAIOYUMM MPOAPUTMOTEHHUMHU
cTaHaMu (0COOJIMBO JKiHKaM Ta MallieHTaM JiTHBOTO BiKY), TAKAMH SIK FOCTpa MioKapiajibHa imeMis abo
nopopxeHHs inTepBany QT, OCKiNbkM L€ MOXe NPU3BOAMTH O MiJBUINEHHS PU3MKY ~PO3BUTKY
ILTYHOUYKOBUX apUTMIH, BKJIIOYAIOUU «IiPYETHY» WIJIYHOYKOBY Taxikap/iro (tors-ade_;’;-_ de‘.f‘_po;i't;!fé“s-).z i
3ynuHku cepud (auB. po3ain  «[lpotunokazanws»). CTyniHb NOAOBKEHHS ;i-f/r‘egﬂ y Q“F'\*MQ%C
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MiJBUILYBATUCh i3 MiJBMIIEHHAM KOHUEHTpauii mnpenapary. ToMy He Clii nNepeBMIIyBATH
PEKOMEH0BaHY 103Y.
HeoOxinHO 3BaXUTH KOPUCTH BiJl NiKyBaHHS MOKCHU(DIOKCALMHOM, OCOOIMBO y BUMakax iHQEKLiH
JIETKOTO CTYTIEHS, 3riAHO 3 iHpopMalLli€to, 0 BUKIaAeHa Y po3aiti «OCOGIHUBOCTI 3aCTOCYBAHHS».
Slkiwo mig yac NiKyBaHHs MpenapaToM BUHUKAIOTh CHMITOMH apUTMii, CJliJi MPUIMHUTH JIKyBaHHA Ta
3pobutu EKT".
AHEBpU3MA Ta JAMCEKILisl A0PTH, PErypriTailis/HeI0CTATHICTh CEPLIEBOTO KianaHa
Enigemionoriyni 10CHifXKeHHST CBifYaTh NPO MNiABMIUEHWI PU3MK AHEBPU3MHM Ta [MCEKLUi a0pTH,
0CO0JIMBO y MAUEHTIB JITHROTO BiKy, Ta perypritaiii aoprajbHOTO Ta MITPajbHOTO KIamaHiB mics
3actocyBahHs (ropxiHonoHiB. [loBigoMsUIOCE NPO BMNAAKKM aHEeBpU3MM Ta JMCEKI{i aopTu, iHOAi
YCKIIaIHeHi pO3pHUBOM (BKJIFOUAIOUH JIETANbHI BUIAJKH), Ta PO PErypritaiito/HeA0CTaTHICTE Oy ab-1KOT0o
3 KJaNaHiB cepld y Nali€eHTiB, AKi oTpuMyBamu ¢ropxiHonoHu (auB. posain «[lo6iuni peakuii»). Tomy
¢TOpXiHONOHK Clifl 33CTOCOBYBATH JIULIE MIC/AsS PETENBHOT OL{HKM CIIiBBiJHOLIEHHSI KOPHCTH/PU3HMK Ta
PO3IIsAAy iHIIMX TepaneBTHYHUX MOXIUBOCTEH /ISl MALIEHTIB 3 aHEBPU3MOIO B aHAMHE3] YM BPOIKEHOIO
BaJIOI0 CEpLEBUX KNanaHiB, abo JUisl MALi€HTIB i3 AiarHOCTOBAHOIO aHEBPM3MOIO a0PTH Ta/abo AUCEKLIEIO
aoptd, ab0 3aXBOPIOBAaHHAM CEpLEBOro KiamaHy, abo 3a HasBHOCTI iHIIMX (axkTopiB pusuky a6o
CHPUATIUBUX YMOB
® K i JUI aHEBPU3MH AOPTH Ta JMCEKLl aOpTH, Tak i Mpy peryprirauii/HeJOCTATHICTI cepLEeBOro
Kyanasa (Hanpukiaj, IOpyUIEHHs CIIOTyYHOT TKAHWHHM, Taki K CHHApoM MapdaHna abo crHApOM
Enepca — Jlannoca, cunapom TepHepa, xBopoba Bexuera, aprepiarbHa rineprensis,
peBMaToOiIHU# apTpuT) abo 10AaTKOBO
® [pH aHEBPHU3Mi Ta AMCEKLil aopTH (HanpuKIaj, CyAWHHI po3naiu, Taki sk aprepiit Takascy abo
TiraHTOKJIITUHHUI apTepiiT, a0 BigoMHil aTepockiepos, abo cunapom Illerpena) a6o 10xaTKoBO
® [IpM peryprirtaui/He0CTaTHICTi cepUEBOro Knanasa (Hanpukia, iHpeKUidAHNHA eHI0KapANT).
Pu3uk aHeBpU3MHM i JUceKLil aopTH Ta 1X pO3pUB MOXKe OYTH MiABUINECHUIA y NALIECHTIB, AKi 0JHOYACHO
OTPHUMYIOTh CUCTEMHI KOPTUKOCTEPOIIU.
Y pasi BUHUKHEHHsS panToBoro abpominansHoro 6ojo, 6o y rpyasx a0o chnuHi MalieHTaMm clif
HEraiHO 3BepHYTHCS 10 NiKaps 3a HEBiJKJIAAHO IOMOMOTOK.
[TauienTam cjig pekoMeHIyBaTH HeraiHO 3BEpTaTUCA 3a MEAMYHOIO JOMOMOTOK y pasi roctpoi
3aIMUIKM, HOBOTO Hamaly cepLeOUTTs ab0 PO3BUTKY HAOPSKY XMBOTA ab0 HMKHIX KiHIIIBOK.
Tsxki nopyieHHs QYHKILT nediHKK
I[Ipu sactocyBaHHi MOKCHGJIOKCALMHY MOBIAOMIIANOCS MPO BHNAAKM (YJIbMIHAHTHOIO TEMATHTY, IO
NOTEHLIHHO NPU3BOAMTL JO MEYiHKOBOI HEAOCTATHOCTI (Y T.4. 3 JICTAJBHUM HAcCliAKOM) (IUB. po3fin
«[lo6iuni peakuii»). IlamienTam crij pekOMEHAYBAaTH 3BEPHYTHCA [0 JliKaps MEpex TUM, §K
MPOIOBXKYBATH JIIKYBaHHS, AKIIO PO3BUBAIOTECS TaKi O3HAKH Ta CHMITOMH (YJIBMIHAHTHOIO TenaTHTy,
SIK MOB’A3aHA 3 JKOBTSHMLEIO ACTEHisl, L0 MIBHIKO PO3BUBAETHCS, TEMHA Ceya, CXUIBHICTE 10 KPOBOTEY
abo neuiHkoBa eHuedaronatis.
V pasi BHHUKHEHHS CHUMNTOMIB AUCGYHKUI MeYiHKH HEOOXiJHO NPOBECTH aHani3n QyHKLIT
neyiHKW/00CTeKEeHHS.
Tsoxki iKipHi 0o6iuHi peakiii
Ilpu 3actocyBanHs MOKCHU(JIOKCAIMHY MOBIXOMIISUIOCS MPO TSXKi WKipHi mo6iuni peakuii (TLLIIP),
BKJIIOYAIOYM TOKCHYHMH emifiepmanbhuii Hekponiz (TEH: Takox Bimomuit sk cuuapom Jlaiienna),
cunapom Crisenca — JIxoncona (CCJI) Ta rocrpuil reHepastizoBaHHil €K3aHTEMATO3HHH IyCTyNbO3
(TTEID), sxi MOXyTb 3arpoiKyBaTH JXMTTIO a00 NPU3BECTH IO JIETANBHOrO HACHIAKY (AUB. PO3MiN
«ITobiyHi peakuii»). [lin yac npusHaYeHHs NauwieHTy C/liA NOBIJOMUTH Npo 03HaKK Ta cumnromu TP
Ta PETEJBLHO CIOCTEpIrat¥ 3a HUMH. [Ipu mosiBi O3HAK Ta CHMOTOMIB, IO BKAasylTh Ha Wi peaxilii,
3aCTOCYBAHHS Moxcu(bnoxcaunﬂy C/iA HeralHO OPUINMHUTH Ta  PO3MISHYTH  MOMIJIUBICTh
aNbTEPHATUBHOIO JIIKYBaHHA. SIKIO y nauienTa po3suiach Taka cepitosHa peakuis, sx-CCJI, FEH a6o
I'TEIT nmix yac 3actocyBaHHAM MOKcU(JIOKCAUMHY, B XOAHOMY pasi He ciin nonoamosam J!leBaHHSI
MOKCH(IOKCALIMHOM. T N




[TauieHT!, CXUIIBHI 10 PO3BUTKY CYA0M

Bizomo, mo XiHOMOHU MOXYTh CIIPOBOKYBATH PO3BMTOK CyAOMHMX HamaiiB. Moxcuduokcalud ciif
3aCTOCOBYBaTH 3 00epexHicTio nauieHtam i3 posnagamu [[HC a6o 3 iHIIUMU dakropamu pU3MKY, O
MOXYTb CIIPHYMHUTHU CYJOMHI Hanaau abo 3HU3UTH NOPir BAHMKHEHHS OCTaHHIX. Y pa3i BAHUKHEHHS
CYZOM HEOOXiHO MPUMUHUTH 3aCTOCYBaHHS MOKCU(IOKCAI[MHY Ta BXXMTH BiIOBIAHMX 3aXO/iB.

TpuBani, Taki, U0 NPU3BOISATH /10 HEAIE€3JATHOCTI TA MOTEHIIMHO HEOGOPOTHI cepiio3Hi no6iuHi peaxuii
[ToBigomunsnocss npo ayxe piakicHi Bunaiku TpuBaiux (Micsui abo poxu), IO TPU3BEIU IO
HeJli€3/]aTHOCTI, Ta MOTEHLIHO HEOOOPOTHUX CEPHO3HUX MOOIYHMX peakiiil NMiKapchKUX 3acobiB, M0
BIIJIMBAIOTh Ha Pi3Hi, iHOAI AeKilbKa, CHMCTEMH OpraHismy (ONOpPHO-pYXOBa, HEPBOBA, MNCUXi4HA Ta
CEHCOpHA CUCTEMM) MAali€HTIB, AKi OTPUMYBAIHM XiHOJOHU Ta PTOPXiHOJOHH HE3ANEHKHO Bij BiKY i HasBHI
Gaktopu pusuky. MokcudokcauuH ciiJ HeraHO NPUIMWHWTH MPU MEPINMX O3HaKax abo CHMIITOMAax
Oyap-akoi cepitozHol No6GiuHOT peakilii, a malieHTam CJTi/{ 3BepHYTHUCS [0 JiKaps 33 KOHCYJILTALIEO.
[Tepudepuuna nonineiponaris

V nauienris, Aki npuiMany XiHOMOHK Ta GTOPXiHONOHM MOBIZOMIISIIOCH MPO BUIAAKH CEHCOPHOI abo
CEHCOPHO-PYXOBOI MoJliHeHponaTii, o Npu3BOAUTH A0 NapecTesii, rinocresii, Au3ectesii abo caabkocTi.
3 MeTOI 3anoOiraHHs PO3BUTKY HOTEHLiHO HEOOOPOTHOTO CTaHy MpPH PO3BMTKY TAaKHMX CHMIITOMIB
HeBpomnarii, K Oijb, MEdiHHA, MOKOMIOBAHHA, OHIMiHHA a6o cnabKiCTh, Mali€HTaM, SKi OTPUMYIOTh
MOKCHU(IOKCALMH, CIifl NOBIJOMUTH NpO HE Jikaps, Mepll HiX MPOAOBXKYBATH JIKyBaHHS (IMB. PO3.iM
«[ToGiuHi peakuii»).

Peakuii 3 6oky ncuxiku

Peakuii 3 60Ky NCHXIKH MOXYTb PO3BHUBATHCSl HABITH MICJA MEPIIOrO 3aCTOCYBAHHS XiHOJIOHIB,
BKJIFOYAIOYM MOKcH(IOKCALMH. Y piAKiCHUX BUMaJKax Aerpecis abo MCUXOTUYHI peakuii Npu3BoIUIH 10
BMHUKHEHHS CyTUMAaJIbHUX AYyMOK Ta PO3BHUTKY camoarpecii, 30kpeMa crnpob camorydcTsa (IMB. po3aii
«ITobiuHi peakuii»). Y pasi BUHUKHEHHA y Malli€HTa TAKAX peakiliii HEOOXiAHO MPUITMHUTH 3aCTOCYBaHHS
MOKCHU(IOKCAUUHY Ta BXXHTH BiMOBIIHUX 3aXO0/iB.

PekomeH10BaHO 3 00epekHICTIO NpU3HaYaTH MOKCUGIIOKCAIIMH MNalliEHTaM, fKi CTPaXIaloTh [ICHX03aMH,
a0o maiieHTaMm, AKi MalOTh B aHAMHE3i MICUXiuHi 3aXBOPIOBAHHI.

Hiapesi, acouifoBata i3 3acTOCyBaHHIM aHTUGIOTHKIB, BKIKOYAKOYH KOJIT

V 3B’s3Ky 3 3aCTOCYBaHHSIM aHTHOIOTHKIB INMPOKOrO CHEKTpa Aii, B TOMY 4MCIi MOKCHUGIIOKCAILMHY,
TMOBiJOMJISUIOCS TIPO BUHMKHEHHs aHTHGioTHKacoiioBanoi miapei (AAJL) 1a aHTHOiOTHKACOLIHOBAHOTO
koutity (AAK), BkIouatoun neeomeMopanosuuii kot i Clostridium difficile-acouiiioBany niapero, sKi
33 CTYMEHEM TAXKKOCTi BapilOIOTh BiJl MOMipHOT Jiapei 0 KOJiTy 3 JieTalbHUM HacaigkoM. ToMy BasKIUBO
3BXWMTH Ha LEH JlarHO3 y MAli€HTIB, y SKMX MiA Yac abo Micas 3acToCyBaHHS MOKCH(IOKcauuHy
criocTepiraeTbest TsKKa Jiapes. [lpu migospi abo migreepmxenni AAJ[ a6o AAK nikysanms
aHTUOAKTeplaIbHUMU 3ac00aMM, BKIHOYAIOUM MOKCHU(IIOKCALMH, CJTiJi MPUITUHUTA T4 HETailHO BXKUTH
BiNOBIIHUX TE€paNeBTUYHUX 3aX0AiB. J[0 TOrO kK, HEOOXIAHO BXWTH HAJIEKHUX CAHITAPHO-EIiAEMiYHIX
3aXOfiB 3 METOI 3MEHLIEHHS PH3MKY nepeaadi 3axBoproBaHHs. [Ipemapard, IO NPHUIHIUYIOTH
NEePUCTANBLTUKY, POTUIIOKA3AH] NALliEHTaM, Y AKUX CIOCTEPIiracThes cepifozHa aiapes.

[lanienTn, XBOpi Ha MiacTEHilO rpasic

MokcudaokcallH cilif 3acTocyBaTH 3 OOEPeXHICTIO MallieHTaM 3 MiacTeHi€l rpaBic y 3B’A3Ky 3
MOXUTUBICTIO 3arOCTPEHHS CUMIITOMIB.

3ananeHHs Ta PO3PUB CYXOKUILISA

3ananeHHs Ta PO3pUB CYXOXWJIA (OCOOJIMBO axiJIOBOro CYXOXWJLIA), iHoai GinarepayibHi, MOXYTh
crocTepiratucsi B pasi JiKyBaHHS i3 3aCTOCYBaHHAM XiHOJOHIB Ta (TOPXiHOJOHIB HaBiTH MPOTATOM
nepumx 48 roavH Big nouarky JikyBaHHs. [loBiomisanocs TakoXX NpPO Taki BUMAAKM, IO
CNoCTepiraauca 4epes AeKinbka MicAliB micias npunuHeHHs NikyBaHHs. [1ix yac Tepamii XiHOMOHAMM, B
TOMY 4HUCJIi MOKCHU(DIOKCAUMHOM, iCHY€ MiJBUILIEHHH PU3MK PO3BUTKY 3alajicHHs Ta PO3PUBY-CYXONKHMIIb,
30Kpema y nauieHTiB JITHLOro BiKy, MAL€HTIB 3 MOPYUWIEHHAM QYHKLIT HHPOK, ,_riaL’_Lie_l;'rri'_ﬂn.,, 3
TPaHCIIAHTOBAHUMM  TBEPAMMHM OpraHaMM | XBOpHX, SKi OTPUMYIOTh :,cyug_'ﬁflld : 'i‘ep'\algiiol




kopTuKocTepoigamu. Tomy Cllil yHHKATH CyIyTHBOIO 3aCTOCYBAHHS i3 KOPTUKOCTEPOiAAMH.

IIpn nepumx cumnromax TeHAUHITY, K GO/LOBUI HAOPsik aGo 3ananeHHs ciijfl MPUMHHUTY JTiKyBaHHS
MOKCH(JIOKCAUMHOM Ta pPO3MIAHYTH ajlbTEpHATHBHE JIKYBaHHs. YpaxeHill (-uM) KiHLiBIi (-kam)
3abesneunT  HANeKHE  NiKyBaHHA  (Hampukiax, iMmoGimizauiro). He cmim  3acTocoByBarH
KOPTUKOCTEPOIAM NPU O3HAKAX TEHAWHOMATIT.

[latienTy 3 nopytueHtsm GyHKUIT HUPOK
Cnigt 3 0GepexHICTIO 3aCTOCYBATH MOKCUGIOKCALMH MALEHTaM JNiTHLOTO BiKy 3 posmajgamu (yHKuii
HUPOK, AKIIO BOHM HE MOXYTh 3a0e3MmeuuTd NpHHOM JOCTAaTHBOI KiNIBKOCTI piaMHHM, TOMY w10
3HEBOJHCHHS MOXE IMiIBULIMTH PU3NK BUHUKHEHHSI HHPKOBOT HEJOCTATHOCTI.
[Topyiuents 3 60Ky oprauis 30py
Akuwo crocrepiracTbes nopyumeHHs 3opy ado iHIIM BIUIMB Ha OPraHM 30Dy, CJiji HEraiHO 3BEPHYTHCH
Ao odransmonora (muB. po3finu  «3AaTHICTE BMUIMBATH HA WBMAKICTe peakuil NpM KepyBaHHI
aBTOTPaHCHOPTOM ab0 poboTi 3 iHIKUMU MexaHi3MaMuy, «[To6iuHi peakuiin).
[Tpodinakruka peakuiii hoTocencudinizauii
Ilpu 3acTocyBanHi XiHONOHIB y MmauieHTIB Bif3HaYal0ThCs peakuii GotouyTnusocti. [TIpore mocimKeHHs
MOKasaly, IO MOKCHU(DIOKCAMH BiJPi3HAEThCS HIDKYMM DPU3MKOM BHUHMKHEHHS (DOTOYYTIMBOCTI.
Hespaxkatoun Ha e, C1ijl peKOMEHlyBaTH NALliEHTaM YHUKATH AK ynbTpadiosieTOBOro ONpOMiHeHHS, TaK
i TpuBanoi Ta/abo iHTEHCHBHOI Ail COHSYHOrO CBITJIA MM/l Yac JiKyBaHHS MOKCU(IOKCALMHOM.
[Mauienru 3 pedinnrom rimokoso-6-hocdaraerisporenasu
IMamientn 3 cimeliHUM a00 OCOOMCTMM  aHAMHE30M HEJOCTATHHOI AKTUBHOCTI  IJIFOKO30-6-
docdaraerinporenasu mix 4ac niKyBaHHsS XiHOJNOHAMM MAKOTh CXWIBHICTh O FéMOJITHYHMX peaKiiii.
Tomy Takum nauieHTam i 3 0GEPEKHICTIO 3aCTOCYBATH MOKCU(IOKCALIHH.
[HopmaLLis Npo AONOMIXKHI peYOBHHH
[lauieHTam 3 piIKMMM CNaJKOBUMH HPOGTEMaMid HENEPEHOCHMMOCTI TalakTo3W, AedilMTOM JaKTasu
Jlanmna abo makabcopOuiero IMIOKO31 Ta rajlakTo31 He CIIij npuiiMary e mpenapar.
[MauienTy i3 3anaabHUM 3aXBOPIOBAHHAM OPraHiB Majoro Taza
IlauieHTam 3 yCKNaJHEHMM 3amaNbHUM  3aXBOPIOBAaHHSM OpraHiB  Majioro Tasa (HanpHkiaf,
acouifOBaHMM 3 TPYOHO-AEYHMKOBMM abcuecoM aGo abelecoM Manoro Tasa), A SIKHX BBAXKAECThCA
HEOOXIHMM NpPOBEJEHHS BHYTPIiIIHROBEHHO! Teparmii, JiKyBaHHs npenapatom Mognakca® y dopmi
TabJIETOK, BKPUTHX 060JI0HKOI0, 0 400 MI HE PEKOMEHAYEThCSI.
3ananbHe 3aXBOPIOBAHHS OpraHiB Majoro Tasa Moxe OyTH chpuuuHeHe OakTepieio Neisseria
gonorrhoeae, pe3UCTEHTHOIO 10 (TopxiHoNMOHIB. TOMY B TakuX BMMAJKaX €MITipHUHE 3aCTOCYBAHHS
MOKCH(IOKCALMHY HEOOXiIHO MPU3HAYATH OJHOYACHO 3 IHIIMM Bi[ANOBiHAM aHTUGIOTHKOM (HaNpHKIAL
ue(anocnopuHom), SAKIIO HEMOXIIMBO MOBHICTIO BMK/IOYMTA HAsBHICTH Neisseria gonorrhoeae,
PE3UCTEHTHOT 10 MOKCHU(IIOKCALMHY.
Sxwo nicns 3 aniB sikyBaHHA He BigOyBacThCs MOKpaljaHHs KIiHIYHOTO CTaHy, Tepamilo Ciif
neperasHyTH.

iTH
MoxcnpoKCaUuH CIPUYMHIOE YPaXKeHHs XPAIIB y MOJIOAMX TBapHH, TOMY 3aCTOCYBAHHS TpENapary
Aitam (BikoM 1o 18 pokiB) nmpotumnokasauo.
[MauienTy 3 iHdeKUisMU, BUKINKAHUMH METULIMITHPE3UCTEHTHUM 3040TUCTUM cTadinokokom (MRSA)
Mokcudiokcaupn  He  PeKOMEHIYETbCS I JIKyBaHHS iH(EKUil, COPUYMHEHMX METHLMIIH-
PE3UCTEHTHMM 30JI0TUCTUM cTadinokokom (MP3C). V pasi nigosproBaHoi abo niarsepmkenoi indekuii,
cnipuyuteHoi MP3C, Heo6xiaHO po3noyary JiKyBaHHS BiAIOBiHAM aHTHOAKTEpialbHUM 3aC060M (auB.
po3ain «PapMaKoNOriyHi BIaCTUBOCTI»).
[MTauienTy 3i cieuudiuHUMK yCKiIaHEHUMU iHDEKLIAMU WKIpK Ta NiuLKipHOT KJIITKOBMHHU _ .
Kainiuna eq)eKTancn, BHyTplLHHBOBCHHOFO 3aCTOCYBaHHA MOKCU(}IIOKCALMHY B p331 NiKyBan HH TIKKOT
iHQekuii, nop’s3aHOi 3 omikamu, ¢acuMToM Ta AiaGETUYHOI CTOIOD, g~ cynposomymbca

OCTEOMIENNITOM, HE BCTAHORBJICHA. ;; / N o
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BrniuB Ha GionoriuHi TecTu

JlikyBaHHs i3 3aCTOCYBaHHAM MOKCHU(IOKCALMHY MOX€E NEPEIlKOKATH TPOBEAEHHIO KYJIbTYpPaibHOTO
aHai3y WO BUABNEHHS Mycobacterium spp. y 38’3Ky 3 NPUrHIYEHHAM MiKpo6ioNoriyHOro pocTy, 110,
Y CBOIO Yepry, MOXe MpPU3BECTH IO NMOMU/IKOBO HETaTUBHUX PE3YNBTATIB y 3pa3kax Bij XBOpHUX, AKi Ha
JaHWH MOMEHT NpUitMatoTh MOKCHGIOKCALIHH,

JucraikeMis

Sk 1 mpu 3acToCcyBaHHi iHIIMX (TOPXiHOJOHIB, MPH 3aCTOCYBaHHI MOKCUQIOKCALMHY CTOCTepiramucs
BiJIXMJIEHHS PiBHIB IMTIOKO3M B KPOBi, BKJIFOYAIOYM TiMOrIIiKEMitO Ta rinepriikeMio, 3a38M4ail y ManjieHTiB
i3 jmiabeToM, IO CyMyTHBO 3aCTOCOBYIOTH [epOpanbHi Tinoriikemiuni 3acobu, (Hanpukia,
rnibeHknamin) abo incynin. [TosigoMasiocs npo BUMagKy rinornikeMiuboi komu. Ilauientam 3 giaGeTom
PEKOMEH/IOBaHEe peTeJIbHE CIOCTEPEKEHHS PiBHIB TIIOKO3M B KpoBi (AKB. po3ain «I1o6iuni peakuii»).

3acmocyeanns y nepioo eazimnocmi abo 200yeanus 2pyooio.

BariTHicTh

besneka 3actocyBanna mokcudIokcalMHy y Mepiof BariTHOCTI He BCTaHOBIIEHA. Pe3ynbraTy 10CifkeHb
Ha TBapHHAX BKasylOTh Ha PENpPOAYKTUBHY TOKCHYHICTh (AMB. po3Ain «DapMakoJOriuHi BIACTUBOCTIN).
[ToreHuiiHUI pU3HK A/ TFOAWHKA HE BCTAHOBIICHHUI.

Y 3B’3Ky 3 PHU3MKOM MOIIKO/UKEHHS ()TOPXIHOJIOHAMM OMOPHUX CyrnoGiB MONOAMX TBapHH (3a
CKCIICPUMEHTANIbHUMU JaHUMK) Ta 3 OOOPOTHUMHU YPaXKEHHAMH CYrio0iB, ONMCAaHUMH y IiTel, sKi
OTPUMYBAIM JIIKYBaHHA AEAKMMHU (GTOPXiHOJOHAMH, MOKCHGIIOKCAIMH HE MOXKHA IPU3HAYATH BaTiTHUM
*KiHKaM (JuB. po3ain «[IpoTunokasaHHs»).

[‘osyBanus rpyuo

Moxcudnokcauus, AK i iHImi XiHONOHH, SIK MOKA3aHO, CIIPUYUHAE YPAKEHHS XPALLIB CYrno6iB MOIOAUX
TBapuH. Pe3yneTaTi JOKIiHIYHMX JOC/IPKEHb CBIIYATh, [0 HEBEIUKA KiIbKICTE MOKCU(IOKCAIIMHY MOYKE
NOTpamyATH y rpyaHe Mojoko. Hemae naHux momo 3actocyBaHHS MOKCHQIIOKCAUMHY JKiHKaM, sKi
FOAYIOTh IPYIIIO. YHACHIIOK LBOrO Yy MEpiof TOAyBaHHA rPyMMO 3aCTOCYBAHHA MOKCU(IOKCALMHY
OPOTHUIIOKA3aHO (OUB. po3in «[IpoTrnokaszaHH»).

DepTUIbHICTL

Jocnimkennss Ha TBapMHAX HE BUABMIM TOTipIueHHs (epTuisHOCTI (aMB. posain «®apmakooriyni

BJIACTUBOCTI).

30amuicmv enaueamu wa weuoxicme peaxyii npu Kepyeamni aemompancnopmom abo iHWUMU
MeEXaHiZMamu.

HocnimkeHs BMIMBY MOKCHQIIOKCALMHY Ha 3[aTHICT KEpyBaTd aBTOTPAHCIOPTOM Ta IMPALFOBATH 3
iHIIMMM MeXaHi3MaMu He mpoBoaunn. OmHak ¢TOPXiHONOHM, BKIIOYAIOYHM MOKCHU(DIOKCALUH, MOXYTh
CNPUYMHATH MOTiPUIEHHS 3aTHOCTI KEpyBaTH aBTOTPAHCIOPTOM a0 MpalfoBATH 3 IHIMMH MEXaHI3MaMu
yepe3 BUHUKHEHHs peakliii 3 GOKy LeHTpalbHOI HEPBOBOI CHCTEMHM (TaKHX K 3aaMOPOUYEHHH, rocTpa
TUM4acoBa BTpaTa 30py, AuB. po3ain «l[loGiyni peakuii») abo roctpoi KOpOTKOTpHUBAIOI BTpaTH
CBiOMOCTi (HempuTOMHicTb, auB. po3ain «[loGiuni peakuii»). [laujentam cmig pexomeHayBaTH
CIIOCTEpIraTu 3a CBOEKD PEAKII€I0 Ha MOKCU(IOKCAUMH MEPes THM, SIK KEpyBaTH aBTOTPAHCIOPTOM abo
NpaLoBaTH 3 iHIIKMU MeXaHi3MaMH.

Cnoci6 3acmocyeanna ma oo3u.

Hopocni

PCKOMeHIlyCTBCﬂ npuiimaru no 1 tabaerui (400 Mr) MokcudJiokcanuHy Ha 100y.
TabneTtkn cmiy nppmmam HE PO3KOBYIOUH, 3ANMBAIOYH IOCTATHBOIO KiNTBKICTIO BOI[I/I Hpenapar MOdxKHa
NpUAMAaTH HE3aNEeXHO BiJ| MpuiioMy Txki. FANNPEA 1l N
szmwucmb mepamt 1 f"' B




CTaHOBHTH:
3arocTpeHHs XpOHi4HOro 0OCTPYKTHBHOrO 3aXBOPIOBAHHS JIereHb — 5-10 JHiB;

— HerocniTajbHa NHeBMOHis — 10 aHiB;

rocTpuid 0aKTepialbHUNA CUHYCHT — 7 JIHIB;

3arnalbHi 3aXBOPIOBAHHS OPTaHiB MaJIoro Tasa JIErKOro Ta MOMipHOro CTyNeHs — 14 guiB.

Cmyninvacma (Hympiwnsosenna i nepopansna) mepanis

[ToBigomasnocs, mwo mia yac AociikeHb CTymiHYacToi Tepanii GinbliicTs malieHTiB mepexouia 3
BHYTPIUIHBOBEHHOTO HA NEPOpaibHUIl [UIAX BBEACHHA MOKCU(JOKCALMHY npoTaroM 4 [HiB
(HerocniTanbHa MHEBMOHiA) a6o 6 auiB (yckmagHeHi iHQeKUil wWKipy Ta MiAMKIPHUX TKaHHMH).
PexomenzioBana 3aranbna TpUBANiCTh JiKyBaHHS TabJeTKAMH Ta pPO3YMHOM MOKCH(IOKCAIHHY
CTaHOBHTD 7-14 [HIB AT HErOCHITANBHUX NMTHEBMOHIM Ta 7-21 AeHb A1 yCKIaAHEHNX iHdexuiit mkipu Ta
MiJIKIpHAX TKAHKH.

[lepesuutyBaru BkaszaHy 103y (400 mr 1 pas Ha 106y) Ta TpUBanicTh NiKyBaHHS I KOKHOTO MOKAa3aHHS
HE PEKOMEHIYEThCS.

[ayicumu 1imub020 giky/nayicnmu 3 HUILKOIO MACOI0 MiNa

Kopekuist 1031 17191 NaLlieHTiB TiTHHOrO BiKy/NALiEHTIB 3 HU3LKOK MACOIO TiNa HE NOTpiGHA.

IHopywenns ¢hynxyii neyinku

[Tanjentam i3 nopyuieHHamu QyHKuii NeYiHKM KOpeKuUis M03M He NOTPiGHA (AMB. TAKOXK pPO3AiN
«Ocob6aMBOCTi 3aCTOCYBaHHSY).

Hopywenns hynxyii nupox

JAns nauientiB i3 nopyweHHaMd QYHKUIT HUPOK BiJ JErKOro 10 TSKKOTO CTymeHs (y TOMy YMCHi mpH
kmipeHci kpeatuniny < 30 ma/xp/1,73 M?), a TakoXk JUIA NALEHTIB, sAKi Mepe6yBalOTh HAa Ge3nepepBHOMY
reMoflianisi Ta JOBrOTPUBANIOMY amMGy1aTOPHOMY NEPUTOHEANBHOMY Jiai3i, KOpeKIis J03u He noTpiGHa
(auB. po3ain «DapMaKkoJoriuHi BIACTUBOCTIM).

Uimu.
Moxkeungduokcauun npotunokasanuii itam (Bikom fo 18 pokis). EdekTHBHICTh Ta Ge3neka 3aCTOCYBaHHS
MOKCH(IOKCALMHY JiTAM He BCTAHOBJICHI (B, TAKOX po3is «[IpoTHIoKa3aHH:Y).

Ilepeoozyeannsa.

Y pasi BHUN2JKOBOTO MEpefO3YBAaHHA HE PEKOMEHIOBAHO JKOAHMX CrelMbiuyHUX 3axomiB. Y pasi
Nepefo3yBaHHs CIIiJi OPIEHTYBATUCA HA KIiHIYHY KapTHHY | IPOBOJMTH CHMNTOMATHYHY ITiATPUMYIOUY
Tepanito Ta EKI'-MOHITOPHHT y 38°513Ky 3 MOXIMBICTIO Mof0BKeHHS inTepBany QT.

O/HouyacHe 3aCTOCYBaHHs aKTMBOBAHOTO BYriIs 3 103010 MOKcuduokcaiuny 400 Mr mepopaibHO
MPU3BEAE 10 CKOPOUCHHS CHUCTEMHOI JOCTYNHOCTI JiKapchkoro 3aco0y Ginbime Hix Ha 80%. V pasi
nepeno3yBatHs B Pe3yJIbTaTi MEPOPaILHOroO NPUHOMY JiKapchkoro 3aco0y 3acTOCYBaHHS aKTHBOBAHOTO
BYrijuld Ha M04atkoBili cramii aGcopGuii Moxe GyTv edeKTUBHUM i 3anoGiraHHs 3GUIBLICHHIO
CUCTEMHOT Aii MOKCH(IOKCALIUHY.

Hobiyni peaxuii.

Hwxue HaBeneHo noGiudi edexTw, oTpuMaHi 3i BCiX KIiHIYHMX JOCITIIKEHb i3 3aCTOCYBAHHAM
Mokcudnokcauuny 400 mr (Tinbku B/B Tepanis, cTyniH4acTa Tepanis [B/B Ta nepopaibHa] Ta nepopaibHa
Tepanis) Ta NOCTMApKeTHMHroBUX 3BiTiB. IToGiuni peaxuii knacudikoBaHi BimmoBiaHO 40 4acToTH iX
nosiBH. Yci moGivHi peakwii cnocrepiraiucs 3 4actoTolo MeHiue 3 %, 3a BUHATKOM HYJIOTHY Ta niapei. ¥V
KOXHi# rpymi no6i4Hi fABMINA 3a3Ha4YEH]i y NOPAIAKY 3MEHIIEHHS iX CepitO3HOCTI. YactoTa BU3iTaYacThes
HACTYNHUM 4HHOM: 4acto > 1 % < 10 %, mwewacto > 0,1 % < 1 %, pim > 0,01 % < 0.\1 %,

ayxe piako < 0,01 %. I~ N
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Knacu Yacto Heuacro Pigko Hyxe pigko Hesinomo
cHucTeM
Oprasis
(MedDRA)
[H¢exuiiini Cynepindexuis,
YCKJIQZHEHHS | IO BUHUKJIA
BHACJI JOK
OakTepiaabHOT
44 rpuOKOBOL
PE3UCTEHTHOCTI,
HaINpHUKIaj
OpaJIbHU 4y
BariHaJILHUH
KaH 1 1031
3 6oky AneMis, [MigBueHHs
KPOBOHOCHOI JelKomneHis, piBHA
Ta HEeHTpOMeHis, npoTpoMOiHy/
AiMpaTuaHOT TpoMOouuToIe 3MEHIICHHS
CHUCTEM Hid, MHB,
TpoMOoLUTEMI arpaHyJoLMTO3,
1, HNaHLMTONEHIA
eo3uHoinis.
[NomoBxeHHs
npoTpoMOiHOB
oro yacy/
36inbIIEHHs
MHB
3 6oky Anepriuni AHadinakcis,
iMyHHOT peakiit BKJIIOUAIOUH
cUCTeMH (ouB. po3aia piakicHi
«Oco6aMBOCTI | BUNAAKU ILOKY
3aCTOCYBaHHs») | (0 3arpoxye
KUTTIO),
anepriyHuii
HabOpsK/
aHTIOHEBPOTHY
HUIA  HaOpsK,
BKJIIOYAI0YH
HabpsK
ropraii (1o
NOTEHLIHHO
3arpoxye
KMTTIO)
3 6oky Cungpom
€HJIOKPUHHOT NOpYIIEHHS
CUCTEMHU cekpeuii
AHTHIIYPETHYHO | o5
ro rOpMOHY.
(CIriaAan '\
[MopyimenHs Cinepninigemis | inepraikemis, | Tinormikemis;




MeTaboi3zmMy rinepypukemis | rimormikemiuHa
Ta KoMma (nus.
Xap4yBaHHS po3ain
«OcobauBocTi
3aCTOCYBaHHS)
3 6oky Peakuii JlaGinbHicTb Henepcounamnizarg
neuxiku* CTPHUBOKEHOCTI, | HACTPOIO, isl, ICUXOTUYH]
[iABHUIIEHHS JeTipecisi: piJiko | peakuii 3
IICUXOMOTOPHOT | 3 MOXJIUBOIO MO>KJTUBOIO
aKTUBHOCTI/ camoarpeci€to, | camoarpeciero,
30y/KEHHS TaKoIo K TaKOO K
cyiuMaanbHi cyiuuaanbHi
inei/aymku abo | inei/ nymxu abo
cnpobu cnpoOu
camorybcTBa, | camoryGCTBa,
JWMB. PO3/iJ JUB. po3in
«OcobauBocti | «OcobauBocTi
3aCTOCYBaHHMY. | 3aCTOCYBAHHS»
[Mamouunauii
3 60Ky I'onoBuuit 6ins, | [Napecresisa/ [inecresis, [Ninepecresis
HEpPBOBOT 3aMaMOPOYEHHS | U3eCTe3is HOPYIICHHS
cucremu* [MopymieHus HIOXY
CMaKy (Brmouarouu
(BKMO4arOUu BTpaTy HIOXY),
areB3ilo y [laTonoriusxi
piaxicHux CHOBHIiHHA,
BUMAJKax). NOpYILEHHS
CnnyraHicTh KOOpAWHALLIT
cBioMocTi Ta | (BKJIIOUAOYH
BTpara posnaja xoau
opieHTalliT, BHACJII JOK
po3naau cHy 3aI1aMOPOYEHHS
(nepeBaxcHo abo  BepTHro),
0€3COHH#), CYIOMHI
Tpemop, Hamnaju 3
BEPTHUTO, pi3HUMHU
COHJIUBICTH KITiHIYHAM A
NposiBaMu, y
TOMY 4HCITi
BEJIMKI
eniienTu4Hi
Hamajau,  JIMB,
po3ain
«OcobnuBocTi
3aCTOCYBaHHs
IlopymeHnHs
yBard, posjiaau A N
MOBJIEHHS, B
aMHesis,
nepudepuyHa

14




Heiponaris Ta

nosiHeponaris
3 6oky ITopyieHus TpausuTopHa
OpraHiB 30py, BTpaTa 30py
30py* BKJIIOYAIOYU (ocobuuBo mifg
JUILIOMIKD Ta 4ac peakiii 3
HEYiTKIiCTb ooky LUHC (aus.
30Dy, po3 i
0co0NUBO  MiJ «OcobauBocTi
yac peakmii 3 3aCTOCYBaHHS)
OoKy HHC, Ta «31aTHICTh
JIMB. po3nin BIUIMBATH HA
«OcobnuBocri MBUAKICTb
3aCTOCYBaHHS» peakuii npu
KEpYBaHHi  aBTO|
TpaHcnopToM abo
IHIAMEA
MeXaHi3MaMu»)),
yBEIT Ta|
OinaTepanbHa
roctpa
TpaHCiIFOMiHaLlis
paiiy:;kku (IuB.
po3 i
«OcobnuBocTi
3aCTOCYBaHHS»)
3 6oky JI3BiH y Byxax,
OpraHiB HOpYLUEHHS
CIyXy Ta CyXy
BECTUOYISIpH BKJIIOUYAIOYH
oro amnapary* TIyXOTy
(3a3Buuaii
000pOTHY)
3 6oky [TopoBxeHHs [Toposxenns | [llnyHoukosi «IlipyerHa»
cepus** QT-intepBany y | QT-inTepBany, | TaxiapuTmil, [LTyHOYKOBA
XBOPHUX i3 | IMB.  pO3IiN | HEMPUTOMHICTE | Taxikapist
rinokaniemieto, | «OcobnuBocti | (To6TO roctpa | (torsade de
JMB.  PO3ALIM | 3aCTOCYBAHHA)» | Ta pointes),
«OcobnuBocTi [Tocunene KOPOTKOYacHa | 3yMUHKa CepL.
3aCTOCYBaHHA» | cepuebuTTH, BTpara
Ta Taxikapais, CBIJIOMOCTI).
«[Ipotunoxasan | QibpunsLis
HSI» nepeacepb,
CTEHOKap/1isl.
3 60Ky cyauH Basoaunarauis | AprepianeHa | Backymit
rineprexsis, .
aprepianbHa " N
rinoTeH3is 7., 22"\
3 6oky 3ajuika Il A\
JAUXAIBHOT (BKJIFOYAOYM i s P Lo




CHUCTEMH, acTMATUYHUHI
OpraHiB CTaH)
rpyAHoi
KJITKH Ta
CEpEeNOCTiHHA
3 6oky Hynora, [Toripiuenus Hucdaris,
TpaBHOT OmoBaHHs, Oinb | aneTuTy Ta CTOMATHT,
CUCTEMH B JKMBOTI, Jliapes | 3MEHIIeHHs aHTUO10THKO-
BXKMABaHHA ki, | acolilioBauuii
3arnop, KOJIIT,
JMCTIENCis, BKJIIOYAIOYH
¢bnatyneHuis, | nceBmoMeMOpa
racTPOEHTEPUT, | HO3HUM KOJIiT,
M1 ABULIEHHSA y piaxKicHux
piBHS aMifla3d | BUMaAKax i3
3arpo3JIMuBUMH
JUIS XKUTTSL
yCKJIaAHEHHSI
MH
I'enaro- [TixBumeHHs [opymienus XKoBTsaHuLA, DynbMiHaHTHUIA
GiniapHi piBHS byHKuit renaTur TenaTur, o
NOpyIIEHHs | TpaHCaMiHa3 nevyiHKu (nmepeBaxcHO NOTEHLIHHO
(BKIIOYAIOUM | XoJlecTaTuy MOXe
i ABUIIIEHHSA HUH) NpHU3BECTH IO
JIAr PO3BUTKY
(nakraraerig HeOe3neuHoi
poreHasu)), TSt KUTTA
i ABUILEHHSA [e4iHKOBOT
piBHS HEJIOCTaTHOCTI,
Oinipy6iny, y T.4. 3
i ABULIICHHSA JIETAILHUM
[TTII (ramma- HACJIiIKOM, IHB.
rJyTaMiji- po3zain
TpaHchenTuaa «Oco0auBocTi
3u), 3aCTOCYBaHHS»
MiJIBULICHHS B
KpOBi  piBHA
JYKHOT
¢ocarazu
3 60Ky wKipu Caepbix, Bynbo3Hi I'TEIT
Ta BUCHUNAHHS, WIKipHi peakIil,
niAmKipHot KpOIIMB’ SIHKA, TaKi K CUHAPOM
KJTiTKOBHHU CyXiCTb HIKipH Crisenca —
Jl)xoHcoHa ab6o
TOKCHYHUH
eniiepMaibHu it
Hekponiz (o =

MOTEHUIAHO
3arpoKYyIOTh
JKUTTIO), [/ JIUB.




po3in

«OcobnuBocTi
3aCTOCYBaHHS»
3 60oky Aprtpanris, TenpuHir, Pospus Pabnomionis
OMNOpPHO- Mianris MiABUINEHU A CYXOXUJb (AUB.
pyxoBoi TOHYC M’f13iB, | po3/in
cucremu* CyJOMH «OcobnuBocri
M’43iB, 3aCTOCYBaHHA»),
M’s130Ba apTpuTH,
cllabKicTh PUTIAHICTH
M’S3iB,
3arOCTPEHHS
CHUMIITOMIB
MiacTeHii
(myasthenia
gravis) (IuB.
po3nin
«OcobauBocri
3aCTOCYBAHHSA))
3 60Ky HHPOK Herigparanis | ITopymeHHs
Ta GbyHKLUIT HUPOK
CCYOBMBIAHUX (BKIIOYAKOUH
ILLTAXiB 36iNblUCHHS
azory
CCUOBMHU Ta
KpPEaTUHIHY
I1a3MU KpOBI),
HUPKOBa
HeJOCTATHICTh
3aranbHi 3aranbHa HaOpsk
cranu* cnabkicTs (B
OCHOBHOMY
acTeHis 4u
BTOMJIEHICTb),
BiAUYTTs 0OJIO
(BKIIOYAOYH
Oinp y
nonepexy,
rpyHii
KJTTLI, 6ifb Yy
KiHLIIBKaX,
OoarovicTs y
MPOEKILiT
MaJioro Tasa),
rinepriapos

*Jlyxe piako MOBiAOMJISIIOCS NPO BUMAJAKU TpUBAMMX (MicsAlli abo poKH), TakuX, IO MPU3BEJH [0 BTPATH
J1€30aTHOCTI Ta TOTEHLIIHO HEOOOPOTHHX CEePHO3HUX NOOIYHMX peakLii niKapCLKMx 3acobiB, MO
BIUIMBAaIOTh Ha JEKiJbKa, iHOAI Garato, cucTeM opramB Ta OpraHiB YyTTH (BKJ]]OHa’;O'-TM TaKi peakuii, AK
TEHAMHIT, PO3pPUB CYXOmus, apTpainris, 6inb y KiHI[iBKaX, MOPYIIEHHS XOJH, r,wa sI3dH1-3 rapecTesieio
HeliponaTii, aenpecis, BToMa, NOPYIISHHS MaM’ATi, MOPYIIEHHS CHY Ta ﬂOpyllleHHﬂ cnyxy, 30pY,- cMaKy
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Ta HIOXY) y 3B’SI3KY i3 3aCTOCYBaHHAM XiHOJIOHIB Ta (TOPXiHOJIOHIB y JEAKMX BHUIIAJKaX HE3aJIEXHO Bif
HasBHUX YMHHHKIB pU3UKY ( AUB. po3aia «OcoONUBOCTI 3aCTOCYBAHHA).

V piakicHuX BUMajKax Micis JiKyBaHHs iHIIMMK ¢TOpXiHONOHaMM GyJIO 3apeecTpoBaHO Taki Mo6iuHi
peakuii, sKi Moram 6, MOX/IUBO, TaKOX CIOCTEpiraTHCA MOPHM 3aCTOCYBAHHI MOKCHQIIOKCALMHY:
MiIBUIIEHHSA ~ BHYTDIIIHBOYEPENMHOTO0  THUCKY  (BK/IIOYAIOUM  iAiONAaTHYHY  BHYTPIiLIHBOYEPENHY
rinepTeHsilo), rinepHaTpieMis, rinepkaibliiemis, reMoJTiTH4HA anemis, peakuii Gorocencubinizanii (quB.
po3ain «Oco6NUBOCTI 3aCTOCYBAHHSA)).

** 'V nauienris, ski oTpuMyBanu GpTOpXiHOIOHH, MOBIAOMIISIOCA PO BUMAJKKM aHEBPU3MHU T4 JUCEKLIT
a0pTH, IHKOJNIM YCKJIaJAHEHi po3pUBOM (BKJIFOYAIOUM JIETalbHI BUNAIKK), Ta Peryprirauii/He 0cTaTHOCTI
Oyab-AKOro 3 KnanaiB cepus (auB. po3ain «Oco6MUBOCTI 3aCTOCYBAHHSY).

3BiT npo ouikysaHi noGiuHi peakiii

3BiTHiCTE Mpo mNepenbadyBaHi MOGIYHI peakwii Mmicas peecTpaiii MiKAPCHKOro 3acoby Mae BasKJIMBE
3HaueHHd. Lle mae 3Mory mnpoJoB)KYBaTH MOHITOPHHI CHiBBIAHOLICHHS KOPHUCTBH/PH3MK JiKaPCHKOIro
3aco0y. [ndopmauito npo Oyae-sxi nependavysani noOiuHi peakiuii c/iix MoAaBaTH BiANOBiAHO 10 BUMOT
3aKOHOJJABCTBA.

Tepmin npudamnocmi. 5 poxis.

YmoBH 30epiranust.
30epiraty B OpHriHaibHill ynakoBLi [/ 3axucTy Bix Aii Bojoru. J[ns jikapceKoro 3aco0y He MOTPiGHi
CcrieljianbHi TeMNepaTypHi yMoBH 30epiranHs. 30epiraTi y HEAOCTYHOMY s JIiTeH MiciIi.

Ynakoska.

[To 5 Tabnerok y 6micTepi; no 1 6aictepy B kapTOHHi# KopoOiii;

no 7 tabnerok y Oaicrepi; no 1 a6o no 2 Giicrepy B KapTOHHIN KOPOOLi;
no 10 Tabnerok y 6aictepi; no 1 6aictepy B KapToHHi# KOpoOIii.

Kareropia Bigmycky.
3a peuenTom.

BupobGuuku.

KPKA, n.a., HoBo mecro, Cnosenisi/ KRKA, d.d., Novo mesto, Slovenia.
KPKA-®apma 1.0.0., Xopsaris/ KRKA-Farma d.o.o0., Croatia.

TAJl ®apma I'm6X, Himeuunna/ TAD Pharma GmbH, Germany.

Micue3HaxonkeHHs1 BHUPOOHHMKIB Ta X ajpecu Miclsl IPOBaAKeHHs TislILHOCTI.

Imap’emka necta 6, 8501 Hoo mecto, CrioeeHis/ Smarjeska cesta 6, 8501 Novo mesto, Slovenia.

B. Xonesua 20/E, 10450 Acrpebapcko, Xopraris/ V. Holjevca 20/E, 10450 Jastrebarsko, Croatia.
Xaiing-Jloxmann-lltpacce 5, 27472 KykcxaBeH, Himeuuuna/ Heinz-Lohmann-Strasse 5, 27472
Cuxhaven, Germany.

I[aTa OCTAaHHLOI'O Meperasaay.
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