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OBIIASI XAPAKTEPUCTHKA JIEKAPCTBEHHOT O IPEAAPATA"" "

1. HAMMEHOBAHUME JIEKAPCTBEHHOI'O IIPEITAPATA

JleBodnokcanun, 250 Mr, TaGIETKH, TOKPHITHIE TUICHOYHON 000JIOYKOA.

JleBoduiokcarua, 500 Mr, TabIEeTKH, TOKPHITHIC TUIEHOYHON 000JI0UKOH.

2. KAUECTBEHHBIN 1 KOJIMYECTBEHHBII COCTAB

JleiicTBytOIIEE BEIIECTBO: JIEBO(DIOKCAIIH

JleBodaokcanug, 250 mr, TaOJIETKH, ITIOKPBITHIE INIEHOYHON 000JI0YKOH

Kaxnas Tabnerka cogepxut 250 Mr neBodiiokcaiiuta (B BUIe TeMUTHIPATA).

JleBodaokcamud, 500 mr, TaOJIETKH, ITOKPBITHIE INIEHOYHON 000JI0OYKOH

Kaxxnas rabnerka cogepxut 500 mr neBoduiokcanmta (B BUIC TEMHTHIPATA).

BeiecTBa, Hanu4re KOTOPBIX HAI0 YYUTHIBATH B COCTABE JIEKAPCTBCHHOTO Tperapara: JakTo3a (CM.
pasznensi 4.4).

ITomubrit MNEPCUCHDb BCIIOMOTI'aTCIIbHBIX BCIHICCTB IIPHUBCACH B Pa3aciic 6.1.

3. JEKAPCTBEHHAS ®OPMA

TabneTku, MOKPHITHIE MIICHOYHOW 000JI0YKOIA.

JleBodaokcauug, 250 mr, TabJETKU, ITOKPBITHIE INIEHOYHOU 000JIOUKOM

TaGneTku, HOKPBITHIE TUIEHOYHOH 000JIOYKOM PO30BOTO LIBETA, KPYTIIOH (POPMBI, TBOSIKOBBITYKJIBIE,
C PUCKOM, Ha MOMEPEYHOM pa3pes3e sAPO OT OENoro C HKENTOBATHIM OTTEHKOM JI0 CBETJIO-XKEITOr0
L[BETA.

JleBodaokcammd, 500 mr, TaOJIETKH, IIOKPBITHIE INIEHOYHON 000JIOYKOM

TabneTku, TOKPBITHIE IUIGHOYHOM  00OJOYKOM  PO30BOTO  1IBETa, OBAIBHOM  (POPMBI,
JIBOSIKOBBINYKJIbIE, C PUCKOH, Ha MONEPEYHOM pa3pese sIpo OT OEJIOro C JKEJITOBATHIM OTTEHKOM J10
CBETJIO-)KEJITOr0 LIBETA.

4. KIMHUYECKHUE JAHHBIE
4.1. IToka3aHusl K NPUMEHEHHIO

HpenapaT .HCBO(I)JIOKCEILII/IH IMMOKa3aH K MPUMCHCHUIO Y B3POCJIbIX B BO3PACTC OT 18 ner JJI JICUYCHUA
I/IH(l)GKHI/IOHHO'BOCHZU'II/ITGJ'H)HLIX 3&60J’ICB&HHI>1, BbI3BAHHBIX YYBCTBHUTCJIBbHBIMU K HGBO(l)HOKCﬂIII/IHy
MHUKPOOpPTaHU3MaMU:

® OCJIO)KHEHHbIE MH(EKIIMU MOYEBBIBOAIINX ITyTeH U MUETOHEPPUT;
® XpPOHMYECKU OaKTepuanbHBINA MPOCTATUT;
® Il KOMIUIEKCHOT'O JIEUEHUS JIEKapCTBEHHO-YCTOMYHUBBIX (OpM TyOepKyIiesa;

¢ npoduIaKTHKa U JIeYeHHe CUOUPCKOH SI3BBI MMPU BO3AYIIHO-KAINEIbHOM ITyTH 3apaKeHHs.
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MPUMEHSITHCS TOJIBKO B KAYECTBE alIbTEPHATUBEI IPYTUM MPOTHBOMUKPOOHBIM Mpenaparam:
e BHEOOJILHUYHASI THEBMOHUS;

® OCJOKHEHHbIE HH(MEKINU KOXKHU U MATKUX TKaHel;

® OCTpbIi OaKTEpUAIBHBIA CHHYCHT;

e 000CTpEeHHE XPOHUYECKOTO OPOHXHTA;

® HEOCIOXHEHHBIN IIUCTHUT.

[Ipu npuMeHeHMH J€BOGUIOKCAIIMHA CIEAYeT YYHUTHIBaTh O(HIMAIbHBIE HAI[MOHAJIBHBIC
PEKOMEHJaMU MO HaJJIeKalleMy HNPUMEHEHHIO aHTHOAKTEpUANbHBIX CPEICTB, a TaKXke
YyBCTBUTEIbHOCTh IATOTEHHBIX MUKPOOPIaHU3MOB B KOHKPETHOU cTpaHe (cM. pazzen 4.4).

4.2. Pe:xuM 103UPOBAHUS M CIIOCO0 NMPUMEHEHUA

PexxuM no3upoBaHus

Pexum JAO3UPOBAHUA  OIPCACIIACTCA  XapaKTCPOM HU  TAKCCTBIO I/IH(I)GKI_II/II/I, a TakKKeE
YYBCTBUTCIIbHOCTBIO IIPEATIIOIaracMoro BO36yIII/ITeJI$I. HpOI[OJDKI/ITeJH)HOCTI) JICYCHHA BapbUPYCTCA
B 3aBHCHUMOCTH OT T€UEHMS 3a00I€BaHNUS.

Pexomenoyemvie pesicum 003uposanus u NPOOOIHCUMENLHOCL JNleYeHUss V NAYyueHmos ¢
HopmanvHol Gyukyueti novex (kiupeuc kpeamununa (KK) >50 mn/mun)

Ocnooicrennvie ungexyuu mouesvisodsawux nymeu: 1o 2 tabnaerku 250 mr 1 pa3 B cyTku wim o 1
tabnerke 500 mr 1 pa3 B cytku (coorBeTcTBeHHO 110 500 Mr neBodiokcanuna) — 7—14 qHeil.

Iuenonedppum: no 2 tabnerku 250 mr 1 pa3 B cytku wim no 1 Tabnerke mo 500 mr 1 pa3 B cyTku
(cootBercTBeHHO 10 S00 Mr IeBodIoKCcanuHa) — /—10 aHE.

Xponuueckuii bakmepuanvbhblil npocmamum. 110 2 tadiaerku 250 mr wim o 1 tadinerke 500 mr 1
pa3 B cyTk# (cooTBeTcTBeHHO M0 500 Mr neBoduiokcannta) — 28 aHeu.

Komnaekcroe neyenue nexapcmeenno-ycmouyusvlx dopm mybepkyaesa: 1mo 1 tadmerke 500 mr
1-2 paza B cytku (cootBeTcTBeHHO 10 500—1000 Mr nteBodokcanuna) — 10 3-X MecsIIeB.

Ipogunaxmuka u neyenue cubUpcKol A36bl NPU 8030VUIHO-KANEILHOM NYMU 3APANCeHUs: TOo 2
tabnerku 250 mr wiu o 1 tabnerke 500 mr (coorBercTBeHHO O 500 Mr neBoduiokcanrya) 1 pa3 B
CYTKH B T€UEHHE JI0 8§ HEJEIb.

Bunebonvnuunas nneemonus: no 2 tabnerku 250 mr wim no 1 tabnerke 500 mr 1-2 pasza B cyTku
(cootBerctBeHHO 10 500—-1000 Mr neBoduiokcannna) — (—14 gHei.

OcnoorcHernvle UHGEeKYUU KOACHBIX NHOKPOBO8 U MAZKUX mKauey: 1o 2 tadixerka 250 Mr wid mo
1 tabnerke 500 mr 1-2 pasa B cyrku (coorBerctBeHHO 1o 500-1000 mMr neBoduiokcanuna) —
7-14 nueii.

Ocmputii bakmepuanvHoud cunycum: 1o 2 tabdnerku 250 mr umm no 1 tabnetke 500 mr 1 pa3s B
cyTku (cooTBeTcTBeHHO 10 500 Mr neBoduiokcanuua) — 10-14 gueit.

Obocmpenue xpoHuiecko2o bponxuma: 1o 2 tabnerku 250 mr wim no 1 tabnerke 500 mr 1 pa3 B
cyTk# (cooTBeTcTBeHHO 10 500 Mr neBoduiokcanuna) — 7—10 gHeid.

Heocnoorcnennwiii yucmum: no 1 tabnerke 250 mr 1 pa3 B cytku (cooTBeTcTBeHHO 1o 250 Mr
neBo(okcanHa) — 3 JHsL.

IIponyck 0o3vi

Ecnu cnydaiiHO mpomylieH mpueM Tmpemnapara, HEOoOXOAMMO Kak MOXKHO CKOpee MpPHHSTH
OUYEepeHYIO 103y U Jlajee MpoJoKaTh NPUHUMATH JIEBO(IOKCAIIMH COTJIACHO PEKOMEH/I0BAHHOMY
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JUIs TalMeHTOB TMOXHWIOTO BO3pacTa HE TpeOyeTcss KOPPEKIUH peKHMa JIO3UPOBAHMS, 32
uckirovYeHueM cirydaeB cHmkeHus KK 1o 50 mur/MuH u HIoke.

Iayuenmsi ¢ noueunoii neoocmamounocmoito (KK < 50 mn/mun)

JleBopsiOKCaIIH BBIBOAMTCS MPEUMYLIECTBEHHO ITOYKAaMH, ITO3TOMY IIPH JICYCHUU HALMEHTOB C
HapyIIEHHON QYHKIIMEH mouek TpedyeTcs CHIKEHUE 036l pernapara (cM. TabIuily HUXe).

Pe:xxuM n03upoBaHusA
KK Pexomennyemas no3a mpu | Pexomenayemas no3a npu | Pexomenayemas mo3a npu
(M1/MHH) KK > 50 mur/mumn: KK > 50 mur/muH: KK > 50 mur/mun:
250 mMr/24 4 500 mr/24 g 500 mr/12 u
ITepBas nosa: 250 mr, [TepBas no3a: 500 mr, 3atem|[lepBas go3za: 500 mr, 3aTem
50-20
sateM 1o 125 mMr/24 4t 1o 250 Mr/24 4 mo 250 mr/12 4
[TepBas no3za: 250 mr, [TepBas no3a: 500 mr 3arewm, |[lepBas go3za: 500 mr, 3aTem
19-10 o 125 mr/24 ot o 125 mr/12 ot
3atem mo 125 mr/48 4t
<10
epBas j03a: MT epBas J103a. M epBas j03a: MI
remoanains 3areM no 125 mMr/48 u 3areM o 125 Mr/24 g4 3areM o 125 mMr/24
u TTATIJI?)

! Tlocne remomanusa wimM MOCTOSHHOTO aMOyIaTOpHOTO MepuToHeanbHoro auanusa ([TAITJ]) He TpebyeTcs BBenEHUS
JIOTIOJTHUTEIBHBIX JI03.

HCZI/;MGHWIIJZ C NeYeHOYHOU HeOOCMAMmoOYHOCbIO

HpI/I HapymeHnun (I)YHKI_II/II/I NCYCHNU HE Tpe6yeTc;1 KOPpPCKIOUN PECKHUMa NO3UPOBAHUSA, IMOCKOJIBKY
J'IGBO(l)J'IOKCﬁHI/IH JINIIb HE3HAYHUTCIIBHO MeTa6OJII/ISI/IpyeTC$[ B IICYCHHMU.

eTH
JleBonokcanuu npoTuBOMOKa3aH y nerei B Bo3pacte ot 0 1o 18 et (cMm. pazaen 4.3).

Cnoco0 nmpuMeHeHus

BryTps.
Ta6nerku 250 mr nnm 500 Mr npuHUMAKOT BHYTph | min 2 pas3a B CyTKH.

TaOneTkn CJICOAYCT IpOorjarbiBaTb, HC Pa3’KCBbIBAAd MW 3alHBasd AOCTATOYHBIM KOJHMYCCTBOM
xuakoctd (ot 0,5 mo 1 crakana). [lpu HeoOxommMocTH TaOleTKM MOKHO pas3laMbIBaTh IO
pa3enuTenbHON 00PO3/IKe.

[IpemapaT MOXHO NMPUHUMATH MEPE €I0M WU B JIF000E BpeMsl MKy MpUEMaMH IMHIIH, TaK KaK
MpUeM UM He BIHSIET Ha abcopOuro mpemapara (cm. pazaen 5.2).

[Ipenapar cieayer NpUHUMATh HE MEHee YeM 3a 2 4 JI0 WIM Yepe3 2 4 mocje npuemMa npenapaTos,
CoZIepIKaIX MarHUN W/WIIN aJTFOMHHUM, JKeNe30, IIMHK, WK cykpaibdarta (cMm. paznen 4.5).

Y4uThIBast TO, 4TO OMOJOCTYITHOCTH JieBO(IOKCAIIMHA TP MPHEME TIpernapaTa B TabJeTKax paBHA
99-100 %, B ciryuae mepeBojia MaIMeHTa ¢ BHYTPUBEHHOTO BBEACHHS JICBOQIIOKCAIIMHA HA TPUEM
TabJIETOK CJIeIyeT MPOI0JDKATh JICYUEHUE B TOM XKe J103€, KOTOpasi MPUMEHSIIACh TIPU BHYTPUBEHHOM
uHpy3um (cm. pasaen 5.2).



COOTBETCTEYET 3Kl
oT 18.1.
(MOCNEQOQBATENEHOCTE 0007)

4.3. IIpoTuBoONOKA3aAHUS

e [UMepuyBCTBUTEIBHOCTh K JIEBOGUIOKCALIMHY, APYTMM XHHOJMHAMHM W/WIM K J00OMYy H3
BCIIOMOTaTeNIbHBIX BEUIECTB, IEPEUNCIICHHBIX B pa3zene 6.1;

® DIIHJICICHS;
® TIOpaXEHUS CYXOXKUIUH Mpu npueMe GTOPXMHOJIOHOB B aHAMHE3E;

L4 ,Z[eTCKI/Iﬁ u HOI[pOCTKOBBIﬁ BO3pacT oo 18 mer (B CBsI3H1 C HE3AaBEPIICHHOCTBIO POCTa CKEJICTA, TaK
KaK HCJIb3A NOJHOCTBIO UCKIIIOYUTDh PUCK IMOPAKCHUA XPALICBBIX 30H pOCTa KOCTCI;'I);

e OepeMEHHOCTD (HEJB3SI MOJHOCTHIO HCKIIIOYHTh PUCK MOPAKECHHS XPSAIIEBBIX 30H pOCTa KOCTEH Y
mwIoaa);

® [IepHOJ I'PYAHOTO BCKApMJIMBAHUSA (HEJb3s MOJIHOCTBIO UCKIIFOYUTh PUCK MOPAKEHUS XPALIEBBIX
30H pocTa KocTell y pebeHka).

4.4. Oco0ble yKka3aHHus U MepPbl NPeI0CTOPOKHOCTH NPH NPUMEHEHUH

TocniuranbHble MHOEKIMA, BLI3BAHHBIE CUHETHOMHOM HAJIOYKOM

['ocriuTanbHbIe HHEKIINHU, BhI3BaHHBIC CHHETHOMHOW nmamoukoi (Pseudomonas aeruginosa), Mmoryt
moTpeOdoBaTh KOMOMHHPOBAHHOTO JICUCHUSI.

Puck pa3BuTHs pe3UCTEHTHOCTHU

PacnipocTpaHeHHOCTh TPUOOPETEHHON PE3UCTEHTHOCTH BBICEBAEMBIX IITAMMOB MUKPOOPTaHU3MOB
MOJKET U3MEHAThCS B 3aBUCMOCTH OT reorpaMueckoro peruoHa 1 ¢ TeueHueM BpeMeHU. B cBs3u
¢ 3TM Tpebyercss nHGOpPMAIHs O PE3UCTEHTHOCTHU K JIeBO(IOKCAMHY B KOHKpETHOU cTpane. s
Tepanuyu TsOHKENbIX MHpEKUUH v npu Hed()(EKTUBHOCTH JICUEHUS JOJDKEH OBITh YCTaHOBIIECH
MUKPOOHOJIOTUYECKHI ~ JHMAarHO3 C  BBLICJICHHEM  BO3OYIUTENsT W ONpENeNeHHEM  €ro
YYBCTBUTEIBHOCTH K JICBO(IOKCALIUHY.

MeTuIMILUIMH-PE3UCTEHTHBIN 30J10TUCTRIN cradmmokokk (Staphylococcus aureus)

HmeeTcst BbICOKas BEPOSITHOCTh TOTO, YTO METHULIMIUIMH-PE3UCTEHTHBIN 30JI0TUCTHIN CTahUIOKOKK
OyJeT pe3UCTEHTHBIM K (PTOPXUHOJIOHAM, BKIIOYast JieBodiokcanuH. [loaTomy sieBoduiokcanyie He
pEKOMEHAyeTCsl A JICYeHUS YCTAaHOBIEHHBIX WM TMperojiaraeéMbIX HH(EKINil, BBI3BIBAEMBIX
METULWITMH-PE3UCTEHTHBIM 30JI0TUCTHIM CTa()UIIOKOKKOM, B CITydae €Clid JIa0OpaTOPHbIC aHAIIU3BI
HE TIOTBEPINIIN YyBCTBUTEILHOCTH 3TOTO MUKPOOPTaHU3Ma K JIeBO(IOKCAILIUHY.

Iloreps TpyvmocnmocoOHOCTH (MHBAIMOM3AINS) WM TOTECHIHAILHBIE HEOOpaTHMBIE CEPHLE3HBIE
HeXeJIarelbHble peakiu, 00YCI0BIEHHBIE OPUEMOM (DTOPXHUHOIOHOB

[Ipumenenue GTOPXMHOIOHOB, B TOM 4HCIE JIeBOQUIOKCAllMHA, OBUIO CBS3aHO C MOTepei
TPYAOCIOCOOHOCTH U Pa3BUTHEM HEOOPATUMBIX CEPbE3HBIX HEXENIATENbHbIX PEAKLIUl CO CTOPOHBI
Pa3IMYHBIX CHUCTEM OpraHM3Ma, KOTOPbIE MOTYT Pa3BUTHCA OJIHOBPEMEHHO Y OJHOTO M TOTO K€
nanueHTa. HexenarenbHble peaklMd, BbI3BaHHbIE (DTOPXMHOJIOHAMH, BKIIOYAIOT TEHIUHMTHI,
paspblB  CYXOXWIMH, apTpajlruilo, MHaITruio, mepudeprudeckyro HeWpomaTtuio, a TakKxke
HEXEJIaTEJIbHBIE PEAaKIIMU CO CTOPOHBI HEPBHOM CUCTEMBI (TaJUIIOLMHALIMM, TPEBOra, JIENpeccus,
OeccoHHMIIa, TOJIOBHBIE OOJHM U CIYTaHHOCTb CO3HaHMs). JlaHHBIE peaklMu MOTYT pa3BUTHCA B
NepUOJT OT HECKOJBKUX YaCOB /10 HECKOJIBKMX HEJENb MOCJe Havajga Teparuu JIEBO(IOKCAIIMHOM.
Pa3BuTHe »THX HeXeJaTeNbHBIX peaklIMid OTMEYalloch y MAalUMEHTOB JKOO0ro Bo3pacta M 0e3
HIMYMS TIPeIIIecTBYIOMUX (akTopoB pucka. [Ipm BO3HMKHOBEHMM MEpPBBIX MPHU3HAKOB WU
CUMIITOMOB JIIOOBIX CEPbE3HBIX HEXKENATEeNbHbIX pEeaKUud cleAyeT HEMENJEHHO MpeKpaTUTh
npuMeHeHue JieBoduiokcanuna. Crneayer u3deraTb NMpUMEHEHHs (TOPXUHOJOHOB, B TOM 4YHCIE
neBOQUIOKCAllMHA, Y TMAlMeHTOB, Yy KOTOPBIX OTMEYalIHCh JIOObIE M3 JTHX CEpPbE3HBIX
HE)KeJIaTeNbHbIX PeaKLHil.
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ITanmmeHTHl, IPEeaPacIOI0KECHHBIE K PA3BUTHIO CYA0PAT

Kak u npyrue XuHOJOHBI, JEBO(DIOKCAIIMH JOKEH C OOJNBIION OCTOPOKHOCTBIO MPUMEHSTHCS Y
MAIMEHTOB C TPEAPACIIOIOKEHHOCTBIO K cyoporaM. K TakuM manueHTaM OTHOCSTCS MaIllUeHTHI ¢
MPEIIISCTBYIONUMHU TOPAKCHUSIMU IICHTPATBHOW HEPBHOW CHCTEMbI, TaKHMH KaK HHCYJIBT,
TSDKENIash YeperHO-MO3roBasi TpaBMa; MAIMEHTHI, OJHOBPEMEHHO IPUHHMAIOIINE IpEIaparsl,
CHIDKAIOIIME TIOPOT CYJOPOKHOM AaKTUBHOCTH TOJOBHOTO MoO3ra (Hampumep, TeoQUIUINH,
benbyden u apyrue HeCTEPOUIHBIE IPOTHBOBOCIIAIMTEIBHBIE IIpenapathl) (cM. pasaen 4.5).

[Tpu pa3BUTHN CYAOPOT JICYCHHE JIEBOIIOKCAIIMHOM CJIEIYET MPEKPATUTh.

IIceBpoMeMOPaHO3HEINA KOJIUT

Pa3BuBIIasics BO BpeMsl WIM IOCIE JICYCHUS JIEBO(IOKCAIIMHOM Jauapesi, OCOOCHHO TSDKEIIOn
CTEINCHHU, YIOpPHAs W/WIM C KPOBBIO, MOXET OBITh CHMIITOMOM IICEBJIOMEMOPAHO3HOIO KOJIHUTA,
Bbi3eiBacmoro Clostridium difficile. B ciyuae momo3penus Ha pa3BUTHE ICEBIOMEMOPaHO3HOTO
KOJIUTA JieueHHEe JIeBO(QIIOKCAIMHOM CIIEAYyeT HEMEUICHHO MPEKpaTuTh W Cpa3y e HavaTh
CHEeM(PUICCKYI0O aHTUOMOTUKOTEPANUIO (BAHKOMHUIINH, TCHKOIUIAHUH WIIM METPOHH]IA30]1 BHYTPB).
[penapatsl, TOPMO3SIIKE TEPUCTATBTHKY KHIICYHUKA, IIPOTHBOIIOKA3AHBI.

TeHIMHUT U pa3phIB CYXOKUIUN

TennuHuT, peaKo BO3HUKAIOMIUK HA (OHE MPUMEHEHHUS XMHOJIOHOB, MOXET MHOT/IA MPUBOAUTH K
pa3phIBy CYXOXXHWJIMHM, BKJIIOYAsh aXWJIOBO CYXOXHWJIME, U MOXET OBbITh JABYCTOPOHHHMM. JTa
HEeXelaTellbHasi peaklMsi MOXET pa3BUTbCS B TedeHUe 48 4 mociie Hayajia JICYCHHs] WU 4Yepes
HECKOJIBKO MECSIIEB MOCIIC 3aBEPIICHUS TepAUU (PTOPXUHOIOHAMHU.

[TaneHThl MOXKUIIOrO BO3pacTa OoJiee MPeapacioIOkKeHbl K pa3BUTHIO TEHAUHMUTA; y MallUEHTOB,
NPUHUMAIOIINX  (TOPXMHOJIOHBI, PHUCK pa3pblBa CYXOXKWIHSA MOXXET TMOBBINATHCS MPU
OJTHOBPEMEHHOM IPUMEHEHUM IJIFOKOKOPTUKOCTEpOUI0B. KpoMe 3TOro, y mamueHToB IOCie
TPAHCIUTAHTAIIMK TIOBBIIIEH PHUCK PAa3BUTHA TEHIMHUTOB, MOATOMY PEKOMEHAYETCsS COOII0AaTh
OCTOPOXHOCTh IPU Ha3HAUYE€HUHM (TOPXMHOJIOHOB JAHHOW KAaTEropHUu MAIMEHTOB. Y MAIMEHTOB C
HApyIIEHUSIMA (YHKIUM TOYEK CYTOYHYIO JI03y CIEAYyeT CKOPPEKTUPOBaTh Ha OCHOBAHUHU
KJINPEHCA KPEaTUHUHA.

HaIII/ICHTaM CICAYCT PCKOMCHAOBATH OCTABATbCA B IMOKOC IPU MNOSABJICHUU IICPBBIX MNPU3HAKOB
TEHMHUTOB WJIH Pa3phIBOB CYXOXHIUN M OOpaTHThCS K Jedaiiemy Bpaudy. [Ipu momo3peHun Ha
Pa3BUTHUEC TCHAWHHUTA WM Pa3pbiB CYXOXKHWIUA CICAYCT HEMCAJICHHO IMPCKPATUTHL JICUCHUC
TeBO(IIOKCAIMHOM M HAdaTh COOTBETCTBYIOIIEE JICUYECHHE IMOPAXKEHHOTO CYXOXKUIUS, HAIpPUMED
o0ecreunB eMy JOCTaTOYHYI0 UMMOOUIH3aIuio (cM. pazaensl 4.3 u 4.8).

Peakiiuy rTunep4YyBCTBUTEIBHOCTH

JleBonokcaliuH ~ MOET  BBI3BIBATH  CEPhE3HBIC, TMOTCHIMAIBLHO  JIETAJIbHBIE  PEAKINH
TUIEPYYBCTBUTEIHHOCTH (QHTMOHEBPOTHUECKUH OTEK, aHA(pWIAKTHUECKUW IIOK), Jake TMpHu
MPUMEHEHUHU HavdalbHBIX 7103 (cM. pazaen 4.8). B ciywae ux pa3BUTHS MalMeHTaM CIEIyeT
HEMEJIEHHO MPEKPATUTh MPHEM IMpernapaTa U 0OpaTUTHCS K Bpauy.

Tspxesnple KO)KHBIE He)KenaTeIbHbIE PCAKIINHN

ITpu nmpumeneHun neBo(ioOKcarHa ObLIM 3a(UKCHPOBAHBI TSKENIbIE KOXHbBIE HEXelaTelbHble
peakmuy, BKIIOYAass TOKCHYECKWU SIHAepMalbHBIM Hekponm3 (cuHapom Jlaiemra), cuHIpom
CruBeHca — JDKOHCOHa ¥ JIGKAPCTBEHHYIO  PEAKLUMI0O C 203UHO(PUIMEH M CHCTEMHOM
cumrnromatukoit (DRESS-cunapom), KoTOpbie MOTYT OBITh KHU3HEYTPOXKAIOIIMMH HITH JIETATEHBIMU
(cM. paznen 4.8). [Ipu HazHaueHUW Ipenapara MalUEHTHl JOJDKHBI OBITH MPOMH(GOPMHPOBAHBI O
MpU3HAKaX M CHMITOMAaxX TSDKEIBbIX KOXKHBIX HEXENaTeNbHBIX peaKUuil M HaXOAUThCA O]
TIIATENbHBIM MEIUWIUHCKUM HaOmogeHueMm. Ilpu mMOSABICHMHM TPU3HAKOB U CHMITOMOB,
CBUJETEIbCTBYIOIIUX O PpA3BUTUM DTUX HEXKENATeJNbHBIX pPEaKIHil, clieyeT HEeMEeIICHHO
MPEKPaTUTh IpUEM JIeBO(IOKCALMHA U PACCMOTPETh BO3MOXXHOCTh HAa3HAYEHUS aJIbTEPHATUBHOIO
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nedeHus. Ecnmu  npw  npuMeHEHHMH  JIeBOQUIOKCAIIMHA yn %éﬂﬁeﬁ%‘“ﬁ%@ﬁﬂéb T;{}Kenaﬁ

HEeXKeNaTebHAas KOXHas peakius, Takas kak cuHapoMm CrtuBeHca — J[KOHCOHA, TOKCHUYECKHIA
anuaepMaIbHBIA Hekpoiu3 win DRESS-cunapom, BO30OHOBIATE MPUMEHEHHE TIpenapara y 3TOro
MAIMEeHTA HE CIIEAYeT.

Hapymienns co cTOpoHBI ISYCHHU M JKETYEBBIBOISIINX NYTSH

Coobmanioch 0 choy4asx pa3BUTHS HEKpo3a I[I€YEHH, BKJIOYas pa3BUTHE IEUYCHOYHOM
HEIOCTaTOYHOCTH C JICTAJIbHBIM MCXOJI0OM, TP TIPUMEHEHUH JIeBO(IIOKCaIliHa, TIaBHBIM 00pa3oM,
y TAIMEHTOB C TSHKEJIBIMU OCHOBHBIMU 3a00JI€BaHUSIMH, HAIIPUMEp, C cercucoM (cMm. pazzen 4.8).
[TareHThI JODKHBI OBITh TPEAYIPEXKICHBI O HEOOXOIUMOCTH MPEKPAIICHHUS JICUCHHSI U CPOYHOTO
06pameHH51 K Bpady B CJiydac MOABJICHUA ITPU3HAKOB U CUMIITOMOB IMOPAKCHUA MMCUCHU, TAKUX KaK
AHOPEKCHS, JKEITyXa, IOTEMHEHUE MOYH, KOXKHBIN 3y/] U OOJIH B KHBOTE.

HaI_II/IeHTBI C HApYHICHUAMU (bVHKI_[I/II/I TIOYCK

Tak kak 5eBOGIIOKCAlMH AIKCKPETHPYETCs, TJIaBHBIM 00pa3oM, 4epe3 MOYKH, Yy MalHueHTOB C
HapymeHusIMU (YHKIHUU TOYEK TpeOyeTcs 00sA3aTeNbHBI KOHTPOJIb (DYHKIMHM TOYEK, a TaKKe
KOPPEKLHUs peKuMa J103upoBaHus (cM. pasznen 4.2). [Ipu jnedeHur nanueHToB MOXKHIOTO BO3pacTa
CIIEYeT YYHMTHIBaTh, YTO Yy MAIMEHTOB ATOH TPYIIBI YAaCTO OTMEYAIOTCS HAPYIICHUS (DYHKIHH
movek (cm. pazzaen 4.2).

IIpenorBpainenue pa3BUTHU peakiuii GpoToceHCuOUIn3aluu

Xots (poToceHCHOMIM3aUs TIPH MPUMEHEHUH JICBO(IIOKCAIIMHA PAa3BHBACTCS OYCHb PEIKO, IS
MNpeaAOTBpAIICHHA €€ PASBUTHA MAIUCHTAM HC PCKOMCHAYCTCS BO BpEMs JICHCHHA U B TCUCHHC 48 4
1OCJIe OKOHYAHHWS JICYEHHs JIEeBO(IJIOKCAIIMHOM MOJBEPraTbCs CHIBHOMY COJIHEUHOMY WIIU
HCKYCCTBEHHOMY yIbTpa(uOIECTOBOMY OOIyUSHHIO (HAIPUMED, IOCEIATh COMSPULA).

Cynepundexius

Kak u mpu mpumMeHEeHUHM APYruxX aHTUOMOTHKOB, NMPHUMEHEHHE JIEBO(IIOKCAIIMHA, OCOOCHHO B
TEYEHHUE JJIUTEIbHOI0 BPEMEHHU, MOXKET MPUBOJUTH K YCHIIEHHOMY PAa3MHOKEHHIO PE3UCTEHTHBIX K
HEMY MHUKpPOOPraHu3MoB (OakTepuil U rpuOOB), UTO MOXKET BBI3bIBATH W3MEHEHUS HOPMaJIbHOM
MUKpO(IOpsl uenoBeka. B pesynbTare MoxeT pa3BuThea cynepuHpekuusa. Ilostomy B Xxoxe
JIe4YeHus cieayeT o0s3aTelIbHO MPOBOAUTH IMOBTOPHYIO OLIEHKY COCTOSIHMSI MAllMeHTa, U B Cllydae
Pa3BUTH BO BpeMs JICUEHUs CYyNIepUHPEKINH, CIeAYeT IPUHUMATh COOTBETCTBYIOLINE MEPHI.

Ynmuenne narepsana QT

Coobmanocs 00 04eHb pelKHUX ciaydasx yaunHeHus nHTepBana QT y manueHToB, IPUHUMAIOMINX
(TOPXUHOJIOHBI, BKJIIOYast JIEBO(IOKCAIIMH.

[Tpu npuMeHeHnn (PTOPXUHOIOHOB, BKIOYAs JIEBO(MIOKCAIIMH, CIEAYET COOTI0AaTh OCTOPOKHOCTh
y MalMeHTOB C M3BECTHBIMU (pakTOpamMH pucka yJuiuMHeHHs uHTepBana QT: y ManueHToB c
HECKOPPEKTUPOBAHHBIMHU JIIEKTPOIUTHBIMUA HApPYHICHUSAMH (TUMIOKAIMEMHUs], TUIIOMAarHueMus), c
CHUHJPOMOM BpOXJIECHHOTO Y/uiMHeHUs1 uHTepBana QT, c 3aboneBanusMu cepjana (cepaeyHas
HEJOCTaTOYHOCTh, WHGAPKT MHOKapAa, OpaaukapAusi), TpU OJAHOBPEMEHHOM MPUMEHEHUU
JICKApCTBCHHBIX IPCIapaTos, CIIOCOOHBIX YAJIUHATb UHTCPBAJI QT, TAKUX KAaK aHTUAPUTMUUYCCKUC
cpenctBa knacca [A u III, TpunukIndeckue aHTUAETIPECCaHThl, MAKPOJIH/IbI, HEUPOJIETTHKHY.

[TareHTHI MTOKUIIOTO BO3pACTa M MAIMEHTHI KEHCKOTO T10J1a MOTYT OBITh 00Jiee UyBCTBUTEIbHBIMA
K mpenaparam, ymuauHsiomuM uHTepBad QT. Ilosromy y HHX CleAyeT € OCTOPOXKHOCTBIO
NPUMEHSATh (PTOPXUHOJIOHBI, BKITFOUast JJeBOQIIoKcaliH (cM. pasnenst 4.2, 4.5, 4.8, 4.9).

[TanueHTs! ¢ e UIMTOM IIIFOK030-6-hocdaraeruiporeHasol

Y  manWeHToB ¢ JIATCHTHBIM WA~ MaHU(QECTHPOBAHHBIM  JACPUIIUTOM  TIFOK030-6-
docdarneruaporeHazbl UMEETCsl MPEIPACIIONOKEHHOCTh K PA3BUTHIO TE€MOJIUTHUYECKUX PEaKIUil
Npyh JICYEHUH XHWHOJIOHAMH, YTO CJEeAyeT MpPUHUMATh BO BHUMAHUE TIPU JICYEHUHU



COOTBETCTEBY

T1eBO(ITIOKCAITMHOM.

JlucrinukeMus (TUIO- U THIEPTIIUKEMHUA )

Kak u npu mnpumeHeHuu [pyrux (TOPXMHOIOHOB, MpPH MPUMEHEHUHU JIeBO(IIOKCAlUHA
HAOJMIOAANNCh CiIydad pa3BUTHS THUIEPIIMKEMHM U runoriaukemun. Ha ¢one Ttepamnuun
JeBO(IIOKCAIMHOM JUCTIIMKEMUS Yyallle BO3HUKaIa y NAI[MEHTOB MOXKUIJIOrO BO3pacTa U MallMeHTOB
C caxapHblM  Jua0eTOM, TOJYYAIOUIMX  COMYTCTBYIOIIYIO  TEpalui0  MEepOpaTbHBIMHU
TUMNONIMKEMUYECKUMHU MpenaparaMu  (Hampumep, NIHOSHKIAMHUA0M) WM UHCYIuHOM. [lpum
NPUMEHEHUN JIeBO(IIOKCALMHA Yy TaKUX MAlMEHTOB BO3PACTAET PHUCK Pa3BUTHs THIIOTIMKEMHHU,
BIJIOTH JI0 TUIIOTJIMKEMUYecKod KoMbl. HeoOxoaumo mH(OpMHpOBATH MAIIMEHTOB O CHUMIITOMAax
TUIOIIMKEMHUH (CIIyTaHHOCTh CO3HaHUs, TOJIOBOKPY)KEHUE, «BOJIYUI» aNIETUT, TOJIOBHAas O0Jib,
HEPBO3HOCTH, OLIYLICHHE CEepALlCOMEHUs] WIHM y4YalleHHEe IyJibca, OJEAHOCTh KOXKHBIX MOKPOBOB,
UCrIapuHa, ApPOXb, ciabocth). Ecnmm y mamueHTa pa3BUBAaeTCs TUIIOTIIMKEMHS, HEOOXOIUMO
HEMEJIEHHO IMPEKPaTUTh JeueHue JIeBO(IOKCAIlMHOM M HauyaTh COOTBETCTBYIOIIYIO Tepamuio. B
ITUX CIy4yasX pPEKOMEHIYeTCs IEperTH Ha TEepanuio JIpYyrMM aHTHUOMOTHKOM, OTJIMYHBIM OT
(TOPXUHOIOHOB, €CJIU 3TO BO3MOXKHO. [Ipn npoBeaeHunn eyeHus 1eBOQIOKCAIMHOM Yy MMallUeHTOB
MIO’KUJIOTO BO3pacTa, y NAIUEHTOB C CaXxapHbIM JHa0ETOM pPEKOMEHIYeTCs TILATEeIbHbIN
MOHUTOPHUHI KOHLIEHTPALMU TJIFOKO3bI B KPOBHU.

Ilepudepuueckas HelponaTus

VY nanueHToB, NPUHUMAIOIUX (GTOPXUHOIOHBI, BKJIOYas J€BO(IOKCAMH, COOOIIATIOCh O Caydasx
pa3BUTHSI CEHCOPHOH M CEHCOPHO-MOTOPHOW mepudepuyeckord HEeWpomaTHH, HAdalo KOTOPOH
MOXeT ObITh OblcTpbIM. Eciu y manueHTa pa3BHBAaIOTCA CHUMIITOMBI HEHpOMAaTHUH, MPUMEHEHHE
JeBOQUIOKCALlMHA JIOJDKHO OBITh NMPEKpalleHO. DTO MUHHUMHU3HMPYET BO3MOXKHBIM PHUCK pa3BUTHS
HEOOpaTUMbIX U3MEHEHHH.

[TaneHTHI JOIHKHBI OBITH HH(OPMUPOBAHBI O HEOOXOAMMOCTH COOOIIATh CBOEMY JIeUallleMy Bpady
O MOSIBJIIEHUH JIFOOBIX CUMIITOMOB HelponaTiuu. @TOPXUHOJIOHBI HE CIIEAYyeT Ha3HAayaTh MalueHTaM,
MMEIOLIUM B aHAMHE3€ YKa3aHMsI Ha Nepu(eprudecKyro HelpoIaTuIo.

O6ocTpenure nceBIonapaJIMTHIYecKon Muactennu (myasthenia gravis)

DTOPXUHOJIOHBI, BKJIIOYAs JIEBO(IIOKCAIIMH, XapaKTepU3YyIOTCS OJOKUPYIONIEH HEPBHO-MBIIIEYHOE
MPOBEJICHUE aKTUBHOCTBIO M MOTYT YCHIMBaTh MBIIIEUHYIO CIa00CTh Yy TMAlUEHTOB C
MICEeBIONMAPAIUTUUECKON  MHUAcTeHHe. B mocTperucTpallmoHHOM TepHOAEC  HAOIIOJAINCh
HEeKeNaTeNbHbIE PEeaKluy, BKJII0Yas JETOYHYI0 HEIO0CTaTOYHOCTh, MOTPEOOBABIIYIO MPOBEICHUS
HCKyCCTBCHHOfI BCHTUWIIIIUHK JICTKUX, H JIeTaTbHBIN HUCXO0Z, KOTOpPbIC aCCOOUUPOBAIIUCH C
MpUMeHEeHHeM (PTOPXHWHOJIOHOB Y MAallMEHTOB C TICEBAONapaTuTHIeckor Muactenueil. [lpumenenue
neBO(IIOKCAIMHA Y TAIMEHTOB C YCTAHOBJIEHHBIM JUArHO30M IICEBAONAPATUTHIECKON MHUACTCHUU
HE pekoMeHayeTcs (cM. pasaen 4.8).

IIprMeHeHre Opy BO3AYIITHO-KAIEILHOM IIYTH 3apaKEHUsI CHOUPCKON SI3BOH

[lpumeneHne neBOQUIOKCAllMHA Y YeJIOBEKa IO STOMY ITOKAa3aHWI0 OCHOBAHO Ha JAHHBIX O
qyBCTBUTENbHOCTH K Hemy Bacillus anthracis, momyueHHbIx B wHcciemoBaHusix In VIitro u B
IKCTIEPUMEHTAIBHBIX HCCIIEIOBAHUAX, TPOBEJCHHBIX Ha XMBOTHBIX, @ TaKKe HAa OrPaHUYEHHBIX
JaHHBIX TMPUMEHEHUs JieBo(IoKcaMHa y desjoBeka. Jlewamue Bpadu JOJDKHBI OOpamarhes K
HAIlMOHAIBHBIM W/WJIM MEXIYHApOJHBIM JIOKYMEHTaM, KOTOpBIE OTpPaXalOT BBIPAOOTaHHYIO
OOIIUMH YCHUITUSIMH TOYKY 3PEHHS TI0 JICYSHHIO CHOUPCKOI S3BBI.

IlcuxoTHUYecKue peaKIuu

[lcuxoTuyeckue peakuuu, BKIIOYAs CYWUIUIAbHBIE MBICIH/TIONBITKH, OTMEUYAINCh Y NAIlMEHTOB,
MPUHUMAIOIIUX (PTOPXMHOJIOHBI, BKIItOYast JeBO(IOKCAIlMH, HHOT/IAa TI0CiIe TpUeMa pa3oBOi JI03BI.
B cnyuae pa3Butus 1100bIX HEXETATENbHBIX PEAKINI CO CTOPOHBI LIEHTPAJIbHOIN HEPBHOM CHCTEMBI,
BKJIIOYAsi HApyLIeHUs TCUXUKH, JEYCHHUE JIEBO(IOKCALMHOM CIeyeT HEMEJIEHHO MPEKPaTUTh U
Ha3Ha4UTh COOTBETCTBYIOLLYIO TEpamuio. B 3THX ciydasX pEeKOMEHIYeTCs NEPEUTH Ha TEeparuro
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OCTOPOXKXHOCTBIO Ha3HA4YaThb Hpcrapar IMallMCHTaM C IMCHUXO03aMH WKW NalluCHTaM, UMCIOIIHUM B
aHaMHe3€e ICUXUUECKHE 3a00JIEBAHUA.

AHCBDI/I3Ma " pacCIO0CHHUEC a0PTHhI, DCFVDI‘I/ITaHI/Iﬁ/ HCAOCTATOYHOCTD KilallaHa cepaiia

[To maHHBIM MHUIEMHOJIOTUYSCKUX HMCCIIEOBAHUI COOOIIAIIOCH O MOBBIIMICHHOM PUCKE Pa3BHUTHS
AHEBPU3MBI A0PTHl M PACCIOCHUSI A0OPTHI, OCOOCHHO Yy MAlMEHTOB MOXKUJIOTO BO3pAacTa, a TaKKe
perypruTaiyy aopTajbHOIO M MHUTPAILHOTO KJIANIaHOB MOCJIE NPUMEHEHUsS (TOPXHUHOJIOHOB. Y
ManuCeHTOB, IMOJYy4YaBHIUX (I)TOpXI/IHOJIOHbI, 6BIJII/I OTMCYCHBI CJIydau pa3BUTHA QAHCBPU3MBI U
paccioeHusl aopThl, MHOTAA OCJIOKHEHHBIX Pa3pbIBOM (B TOM YHCIE C JICTAIBHBIM HCXOIOM), a
TaK)Ke PerypruTaluu/HeI0CTaTOYHOCTH JTF0O0T0 U3 KilanaHoB cepana (cm. pazzaen 4.8).

B cBa3u ¢ 3TUM, (PTOPXMHOJIOHBI CleqyeT MPUMEHATh TOJIBKO I10CIE TIIATEJIbHOM OLIEHKU
COOTHOLICHUS <{II0JIb3a — PUCK» U PAaCCMOTPEHUS JAPYTrUX BapUAHTOB TEpaluu Yy MAalUEHTOB C
aHEBPU3MOW aoOpThl WM BPOXKICHHBIM IOPOKOM KJlallaHa CEepAlla B CEMEHHOM aHAMHE3€, WU Y
NAIeHTOB C JMarHOCTHPOBAHHOW aHEBPU3MOM aOpThl W/WIIM PACCIOCHUEM aopThl, WIU
3a0o0JeBaHMEM KJjalaHa cepAlla, WIM NPU HAIMYUKM JIPYTUX (aKkTOPOB PHUCKA WM COCTOSHHM,
IIPeIpaconaralolx K pa3BUTHIO:

® KakK aHEBPU3MBI U PACCIOCHHS aOPTHI, TAK U PErypryUTAIlMU/HEIOCTATOYHOCTH KJlamaHa cepiia
(Harmpumep, 3a00JIeBaHUSI COCTMHUTEIBLHON TKaHU, TaKUe Kak CHHIApoM Mapdana uimm cuHapoM
Onepca — [lannoca, cuaapom TepHepa, Oone3Hb bexdera, apTepuanbHas THIICPTEH3USA,
PEBMATOUTHBIN apTPUT);

W JOIIOJIHHUTCIIBHO!

® aHCBPHU3MBI U PACCIIOCHHUS A0PTHI (HAIIPUMEpP, COCYIUCTHIE 3a00JICBaHMs, TAKHE KaK apTepUUT
Takascy, THTraHTOKJIETOUHBIA apTEPUNT, TTOATBEPKIAECHHBIN aTepockiiepo3, curapom lllerpena);

® peryprutanui/HeI0CTAaTOYHOCTH KJIalaHa cepana (Hanpumep, HHPEKIMOHHBIN SHIOKAPIUT).

Puck pa3BUTHA aHCBPHU3MbI U PACCIIOCHUA AOPThI, @ TAKIKC HUX paspbiBa MOXKCT OBITH ITOBBIIIEH y
ManMEHTOB, OAHOBPEMCHHO ITOJYYAOMIUX CUCTEMHBIC INTIOKOKOPTUKOCTECPOUIBI.

B cnyuae mosiBieHus BHe3amHOW OONM B JKUBOTE, TPYAM WM CHOUHE, MAIUEHTy CIEAyeT
HEMEJIJICHHO O0PAaTUTHCS K Bpady B OTACJICHHE HEOTI0KHOU MTOMOIIIH.

HaI_II/ICHTaM CIIeayeT pPEKOMCHAOBATHL HEMCIJIICHHO O6paTI/ITI:>C$I 3a MC,I[PILIPIHCKOP'I IIOMOIIIBKO B
CJIydac MmosABJIICHHUA OCTPOﬁ OABIIIKH, BIICPBBIC BOSHUKIICTO OINYIICHUA YUIAIICHHOI'O CepI[H€6I/I€HI/I$[
HJIN pa3BUTHA OTCKA KUBOTA UJIN HUKHUX KOHEYHOCTEH.

Hapvyiuenus 3pesus

[lpu pasBUTHU JOOBIX HApPYIIEHUH 3peHUS HEOOXOqMMa HEMEUIEHHAs KOHCYJIbTallus
oranemorora (cM. paszen 4.8).

OcCTpbIii TAHKPEATUT

VY nanueHToB, IPUHUMAIOLIUX JIEBO(IIOKCALIMH, MOXKET Pa3BUTHCS OCTPbIN MaHKpeaTuT. [lanrenTon
cienyeT MHQOPMHUPOBATH O XapaKTEePHBIX CHUMITOMAax OCTpOro maHkpeatuta. [Ipu mosiBieHuun
TOIIHOTBLI, HCAOMOT aHUI, ,ZII/ICKOM(l)OpTa B XXUBOTC, OCTpOﬁ 00N B XUBOTE WINA PBOTHI MAOUCHTY
ClIeTyeT HEMEJICHHO O0paTUThCs K Bpady AJIsi METUIIMHCKOTO oOcienoBanus. [Ipu mogo3penuu Ha
OCTPBIN IMAHKPEATUT CJIeIYeT MPEKPATUTh NMPUMEHEHHE JIEBOIIOKCAIIMHA ¥ HE BO30OHOBIISATH €TI0
npuMmeHenue. [Ipenapar crieayeT NMPUMEHSITh C OCTOPOKHOCTHIO Y MAIMEHTOB C MAaHKPEATUTOM B
aHamHe3se (cM. pazzen 4.8)

MuoknoHyc

VY manueHToB, IPUHUMABIINX JIEBO(IIOKCAIINH, HAOIIOAAINCh CIIydal Pa3BUTHS MUOKIOHYyca. Puck
Pa3BUTHS MUOKJIOHYCA BO3PACTaET y MAalMEHTOB MOXKMIIOTO BO3pacTa U y NAMEHTOB C HAPYILIEHUEM
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KpCaTHHUHA. HGBO(i)JIOKcaHI/IH CIeayer HCEMCHAJICHHO OTMCHUTL IpHU TMNCPBOM IOSABJIICHUU
MHOKJIOHYCa U Ha4aTb COOTBETCTBYIOLICC JICUCHUC.

Hapyienus co cTOpoHBI KPOBU

Bo Bpems nedeHus J1eBO(IOKCAIIMHOM MOXKET Pa3BHTHCS HEIOCTATOYHOCTH KOCTHOTO MO3ra,
BKJIrO4asd HeﬁKOHeHHIO, HeﬁTpOHeHHIO, IIaHIIUTOIICHHUIO, TCMOJIUTUYICCKYIO AHCMHUIO,
TPOMOOIIUTOINICHHUIO, AIUIACTUYECKYI0O aHEMHUIO WIJIM arpaHysonuto3. IIpu Mmogo3peHnH Ha Kakue-
a0 W3 ITUX 3a00JIeBaHMW KPOBU CJEAyeT KOHTPOJIMPOBATh IOKa3aTeld KpoBH. B ciydae
MOJIYYEHHSI OTKJIOHSIONIUXCS OT HOPMbI PE3YJbTAaTOB CIIEAYET PACCMOTPETh MPEKPAIIICHUE JICUCHHUS
TIEBO(IIOKCAITUHOM.

Bansgaue Ha J'Ia6ODaTODHI)Ie TCCThI

vy ManuCHTOB, IPUHUMAIOIIUX JIGBO(bJIOKcaLII/IH, OIpCACIICHUEC OIMUATOB B MOYC MOXKCT IIPUBOJUTH K
JIOKHOIIOJIOKUTECIIBHBIM PE3YyJIbTaTaM, KOTOPBIC CICAYET IMOATBEPKIAATH Ooiee CHGI_[I/I(bI/ILICCKI/IMI/I
METOJaMMU.

JleBodiokcarua MokeT wuHrHOupoBarh poct Mycobacterium tuberculosis u npuBoauTh B
JalbHEWIIEM K JIOKHOOTPHIATEIBHBIM  pe3ysibTaTaM OaKTEPHOJIOTHYCCKOW  JHAarHOCTHKA
TyOepKyIesa.

BcnoMorarenpHble BEIIECTBA

[TanmenTaM ¢ peaKko BCTpedarolleiicsl HAcIEACTBEHHOW HENEepeHOCHUMOCTbIO TaJlaKTO3Bl,
AeGUIUTOM JIaKTa3bl JJONapeil WM TIOK030-TAIAKTO3HON ManbaOCcoOIMen He ClieayeT IpUHUMATh
3TOT Mpenapar.

4.5. B3aumojaeiictBe ¢ JPyrUMH JIeKAPCTBEHHBIMH TMpenapaTaMm ¥ Jpyrue BH/bI
B3aMMOJAEHCTBUSA

BiaumoaeiictBus, TpeOyomme coOOMI0IEHU OCTOPOKHOCTH

C npenapamamu, cooeparcamumu MacHull, ATIOMUHUL, JHcene30 U YUHK, OUOAHO3UHOM

[Ipenapatsl, comeprkaiue IBYXBaJCHTHBIC WM TPEXBAJICHTHBIC KATHOHBI, TAKHE KaK COJM IMHKA
WK Kene3a (JIeKapCTBEHHBbIC Tpernaparbl sl JeUeHUs aHeMHM), MarHWii- W/Wid adroMUHUI-
coJiepKallre TpenapaThl (TakMe KaK aHTalMbl), JUAHO3UH (TOJBKO JIEKAPCTBEHHBIE (OPMBI,
coJiep>KaIlre B KauecTBe Oydepa aTrOMUHUI WM MarHuii), peKOMEHyeTcs MPUHUMATh HE MEHee
4yeM 3a 2 4 JI0 WK Yepe3 2 4 mociie mprema JieBoiokcaimHa.

Conu KanblMsl OKa3bIBAlOT MUHHMAJIBHBIA 3(p¢ekT Ha abcopOuuio JIeBOQUIOKCAlMHA TIPH €ro
npueMe BHYTPb.

C cykpanvghamom

JleiictBue neBo(diOKcalMHA 3HAYMUTEIbHO OCHabiaseTcss NpU OJHOBPEMEHHOM IPUMEHEHHUH
cykpaibdaTa (CpeiCTBO A 3alIUThI CIIU3UCTON 00OIOUKH KEITYAKA).

[TarmenTtam, mosiydaromuM JIeBO(JIOKCAllMH U CyKpaib(haT, pEeKOMEHAYyeTCsl NpPUHUMATh
cykpaib(aT yepes 2 4 rnocie npuema JeBogIoKcalHa.

C meogunrnunom, ¢endoyghenom uru Opysumu J1eKAPCMBEHHLIMU CPeOCmeamu U3 2epynnvl
HeCmepouoOHbIX NPOMUBOBOCNAIUMENbHBIX NPENapamos, CHUNCAIOWUMU NOPO2  CYOOPOIHCHOU
20MOBHOCMU 20]I08HO20 MO32A

dapMaKOKMHETUYECKOTO B3aUMOJICHCTBUSL JeBO(IOKCAIlMHA C TEO(PWIIMHOM HE BBISBICHO.
OnmHako TpU  OJHOBPEMEHHOM TIPUMEHEHHWH XHWHOJOHOB U TeO(WUTMHA, HECTEPOUIHBIX
MPOTUBOBOCHAIIUTENBHBIX MPENapaToB M APYTUX NPEnaparoB, CHIKAIOUIMX IMOPOr CYIO0POKHOM
TOTOBHOCTH TOJIOBHOTO MO3ra, BO3MOXXHO BBIPOKEHHOE CHIDKEHHE TIOpora CYIOpPOKHOU
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¢denOydeHa nosblimaercs Toybko Ha 13 %.
C nenpsamvimu anmukoazyianmamu (anmazonucmol eumamuna K)

VY mnauuMeHTOB, NOJYYaBIIUX JICUYCHHE JEBO(IOKCAIMHOM B KOMOMHAIMM C HENPSMBIMU
aHTHKOAryJasiHTaMu (Hampumep, BapdapuHOM), HAOIIOAATOCH MOBBIIICHHE HTPOTPOMOHMHOBOIO
BPEMEHU/MEKIYHAPOIHOTO HOPMAIM30BAHHOTO OTHOIICHHS W/MIIM Pa3BUTHE KPOBOTECUCHUS, B TOM
qucie U Tsokenoro. [loaToMy mpu OJHOBPEMEHHOM NPUMEHEHUU HEMPSMBIX aHTHKOATYJISHTOB U
neBo(IoKcaHa He0OX0IUM PEeryJISIPHBIN KOHTPOJIb TIOKa3aTesel CBEPThIBAHUS KPOBH.

C npobeneyudom u yumemuoOuHoMm

[Ipy ogHOBpEeMEHHOM NPUMEHEHUHU JIEKAPCTBEHHBIX IPENapaToB, HAPYIIAIOMIUX IMOYCUHYIO
KaHAJIBIICBYIO CEKPEIHIO, TaKUX KaK MPOOCHENWJ ¥ LHUMETHIWH, W JIeBOQUIOKCAIIMHA CIEAYyeT
COOTIOIATh OCTOPOKHOCTH, OCOOCHHO Y MAaIllMEHTOB C MOYEYHOW HEIOCTATOYHOCTHIO. BhIBeneHue
(oYeUHBI KIUPEHC) JIeBO(IIOKCAIMHA 3aMEIISETCs T0J] JNSHCTBUEM IUMETHIMHA Ha 24 % wu
npobeHennaa — Ha 34 %. ManoBeposTHO, YTO 3TO MOXET MMETh KIMHHYECKOE 3HAYCHUE TpU
HOpMaIbHOU (DYHKITUU MOYEK.

C yuxnocnopurnom

JleBookcara yBenuunBa nepuo nmonyseiBeaeHus (T12) mukmocnopuna Ha 33 %. Tak Kak 3To
YBEIUYCHUE SIBJSETCS KIMHUYECKM HE3HAYMMbBIM, KOPPEKIUMU 03Bl IUKIOCHOPUHA TPU €ro
OJTHOBPEMEHHOM MPUMEHEHHH C JIeBO(IOKCAITUHOM HE TpeOyeTcsl.

C enroxoxopmukocmepouoamu
OnHOBpEeMEHHBIN PHUEM TTTIOKOKOPTHKOCTEPOUIOB MOBBIIIAET PUCK Pa3pbIBa CYXOKUITUH.
C nexapcmeenHvimu npenapamamu, yoarunsarowumu unmepean QT

JleBoiokcanuH, Kak U JApyrue (QPTOPXHHOIOHBI, JODKEH MPUMEHSTHCA C OCTOPOXKHOCTBIO Y
MAIUEHTOB, MOJIyYaIOLUX Npenapatsl, yaauHstonye nurepsai QT (Hanpumep, aHTHAPUTMUYECKUE
cpencrtBa kinacca IA u I, TpuIuKIMYecKre aHTUICTTPECCAHThI, MAKPOIUIAbI, HEHPOJIETITUKH ).
[Ipoune

[IpoBeneHHbIE  KIMHHUKO-(apMaKoJOTHUYECKUE HCCIENOBaHMA JUI1  H3YYEHHUs BO3MOXKHBIX
(apMaKOKMHETHUECKUX B3aWMOJAECUCTBUN JeBO(IOKCAIMHA C JWTOKCHHOM, TIJIMOCHKIAMUJIOM,
PaHUTUAMHOM M BaphapuHOM IMOKa3ald, YTO (apMaKOKMHETHKA JIeBOQUIOKCAlMHA MpU
OJTHOBPEMEHHOM IPUMEHEHHHM C 3TUMHU IMpernaparaMyd HE W3MEHSETCS B JIOCTATOYHOW CTENeHH,
YTOOBI 3TO UMEIIO KIIMHUUYECKOE 3HAUEHUE.

4.6. ®epTUIBLHOCTD, 0EPEMEHHOCTDH U JTAKTALUSA

bepemeHHOCTD

[Ipumenenue neBogaokcalia MPOTUBONIOKA3aHO BO BpeMsi OepeMeHHOCTH (cM. pazzaen 4.3).

JlakTanus
[Ipumenenue neBodiokcamrHa MPOTUBOIIOKA3aHO B MEPUO TPYAHOTO BCKapMITUBAaHUS (CM. pa3fien
4.3).

4.7. BiusiHMe HAa CHOCOOHOCTH YNPAaBJATH TPAHCHOPTHBIMU CpeACTBAMHM M padorarh ¢
MeXaHu3MaMH

Takue HexXeNnaTeIbHbIC PEaKIINH JIEBO(IIOKCAIINHA, KaK TOJIOBOKPY)KCHHUE HIJIM BEPTUTO, COHITUBOCTh
U paccTpoircTBa 3peHus (CM. pasnen 4.8), MOTYT CHUXKAaTh IICUXOMOTOPHBIE PEAKIIUHN U CIIOCOOHOCTh
K KOHIIEHTpAI[M! BHUMAHHSA. JTO MOXXET MPEJICTABISATh COOOM ONMpECICHHBI PUCK B CUTYyaIHsX,
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KOT'/JIa 5TH CIOCOOHOCTH UMEIOT 0c000€ 3HaUeHHUE (H pHMep'Hﬁﬁvﬁ%Qéné{i%lEmo%%féﬁ pu

00CITy>)KUBAaHHH MAIIMH ¥ MEXaHU3MOB, IIPH BHITIOJIHEHUH pab0T B HEYCTOHYHUBOM ITOJIOKEHUH).
4.8. HexenaTelbHbIE peaKkuu

Pe3romMe HexenaTenbHbIX PEAKIINI

HexenatenbHble peakiuu, 3aperdCTPUPOBAHHBIE B XOA€ KIMHUYECKHX MCCIEIOBaHUNH U B
MOCTPETUCTPAIIMOHHOM OIBITE MPUMEHEHUs, TMPEACTaBICHbl B COOTBETCTBUU C IEPEUHEM
CHUCTEMHO-OPTaHHBIX KJIACCOB B IMOCIEAOBATEIBHOCTH MEIUIIMHCKOTO CJIOBaps TEPMHHOB JUIS
peryastopaoit aesreiaproctr (MedDRA). HacToTa BOBHUKHOBEHHS ONPEACIISIaCh B COOTBETCTBHH
CO CJIEIYIOIIMMHU KaTerOpUsIMHU:

oueHsb vacto (> 1/10);

gacto (> 1/100, no < 1/10);

HedacTo (> 1/1000, o < 1/100);

penko (> 1/10000, no < 1/1000);

o4eHb penko (< 1/10000);

Y4acTOTa HEM3BECTHA (Ha OCHOBAHUM UMEIOIIUXCS JTAHHBIX OLIEHUTH HEBO3MOKHO).

,ﬂaHHble, NOJIYyY€eHHble 6 KIUHUYECKUX UCCIE00B8AHUSX U npu nocmpecucmpayuOHHOM NPUMEHEHUU
ﬂ€60¢ﬂ0KCClL;uHCl

HHd)ekuuu U uHeasuu

Heuacro: FpI/I6KOBbIe I/IH(beKI_[I/II/I, Pa3BUTHC PC3UCTCHTHOCTHU IIATOI'CHHBIX MUKPOOPIraHU3MOB.

Hapywenus co cmoporbsl kposu u ﬂMMdeMMV@CKOﬁ cucmenbyvl

HeuacTo: nelikonenus, 303uHOMUIHS.
Penko: Heiirponenus, TpoOMOOLUTONIEHUS.

YacrtoTa HeusBecTHa (MOCTPETUCTPAIIMOHHBIC JAHHBIC): HEAOCTATOYHOCTH KOCTHOTO MO3ra
(BKJIIOYAsl arjacTUYECKYIO0 aHEMUIO, TAHIIUTOIIEHHUIO, arPaHyJIOIUTO3, FEMOJIUTHUECKYIO aHEMHUIO).

HaDVZMEHM}l CO CImMOpPOHDBL Z/IMMVHHOZZ cucniembul

Penko: aHTMOHEBPOTUYECKUH OTEK.

Yactora  Heus3BecTHa  (TOCTPETMCTpPAIlMOHHBIE  JaHHbIE):  aHAQUIAKTHYECKUH  IIOK,
aHa(pUIAKTOUIHBIN IIOK.

AHadunaktuyeckue v aHahUIAKTOUIHBIE PEAKIIMU MOTYT MHOTa Pa3BUBAThCS JIaXkKe MOCIe IprueMa
MEpPBOM J103bI Mpenapara.

3HO0KDMHHbl€ HAPYUWEerHUA

Penxo: cuHApOM HEaIeKBATHOMN CEKPELIMU aHTUINYPETUYECKOTO TOPMOHA.

Hapywenus co MemadoaU3IMa U NUMaHusl

Heuacro: anopekcus.

Penxo: rumornukeMusi, 0COOEHHO y MAlMEHTOB C CaxapHbIM JWAa0EeTOM (BO3MOXKHBIE MPU3HAKU
TUIOTIMKEMHH: «BOJYMID) alleTUT, HEPBO3HOCTh, UCIIAPHHA, APOXKD).

Yactora Hen3BecTHa (OCTPETUCTPALIMOHHBIC JIAHHBIE): TUNEPTIUKEMUS, TsKeaash TUIOTIUKEMUs,
BIIZIOTH JO pa3BHUTHUA TUIOTIIMKEMHUYECKON KOMBI (OCO6GHHO Y NOXUJIBIX MAIUCHTOB U MMAIIMCHTOB C
caxapHbIM JuabeToM, NPUHUMAIONIUX TEepOpPATbHBIE THIOTIIMKEMUYECKUE TpermapaTsl WU
MOJTYYarOIIUX JICUYCHHE HHCYIIMHOM) (M. pa3zaen 4.4).
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(NMOCNEOOBATENEHOCTE 0007)

Hcuxuueckue napyuienus *

Yacro: OecCOHHHUIIA.
HeuacTo: uyBCTBO O€CIOKONCTBA, TPEBOTa, CITyTAHHOCTH CO3HAHHUSL.

Penko: mcuxudeckune HapylieHUs (HampuMmep, TaJUTFOIMHAIINH, TTapaHOMs), NEMPECcCUs, aKUTAIUs
(BO30YKIE€HNE), HAPYIIICHUS CHA, HOYHBIE KOIIIMApHI.

Yacrota Heu3BecTHa (IOCTPETUCTPALIMOHHBIE JAaHHBIE): HApPYLIEHUS IICUXUKU C HapyILICHUSIMH
HOBENCHUSI ¢ NpUYMHEHHeM cebOe Bpena (BKIIOYAs CYHMIHMIAIbHBIE MBICIH U CYWIHMIAJIbHBIC
NONBITKK), HEPBO3HOCTh, HApylICHWE MaMmsTH, Opex (BKIOYas HApYyLUICHUS BHUMAaHUS,
JI€30PHEHTALHIO ), MAHHUS.

Hapywenus co cmoporbl H€D6H012 cucmembt *

Yacro: rooBHas 00J1b, FOJIOBOKPYKECHHUE.
Heuacto: COHIIMBOCTB, TPEMOD, TUCTEB3HS.
Penko: mapecresus, cyaoporu (cMm. pasaen 4.4).

YacToTa Hen3BeCTHA (TIOCTPETUCTPALIMOHHBIC JaHHbIE): nepudepuyeckas CeHCOpHasi HEeHpOonaThs,
nepudepudeckas  CEHCOPHO-MOTOpHass  Hepomatuss  (cMm.  pasmen  4.4),  nUCKUHE3WS,
OKCTpAaMpPaMUIHBIE PAcCTPOICTBa, areB3Ws (MOTEPs BKYCOBBIX ONIYIIEHHH), MapoCMUs
(paccTpoiiCTBO OIIYIIEHHs 3amaxa, OCOOCHHO CYOBEKTHBHOE OUIYIIEHHE 3amaxa, OOBEeKTHBHO
OTCYTCTBYIOIIIETO), BKJIIOYAsi TOTEPIO OOOHSHUS; OOMOpPOK, TIIOBBIIICHHE BHYTPUUEPEITHOTO
naBieHus  (IOOpOKayecTBEHHas BHYTpUYEpENHAash TUIEPTEH3Hs, IICEBAOOMYXOib  MO3ra),
MHUOKIIOHYC.

HapvmeHuﬂ CO CmMOpOHbL Opearna 3DeHM}l*

Penko: HapyiieHus 3peHusi, TaKME KaK pacIilIbIBYaTOCTh BUIMMOIO NU300paXKeHUsI.
YacTtoTra Hens3BecTHa (IOCTPErUCTPALIMOHHbIE JaHHBIE): IPEXOAsIIas IOTeps 3pEHUs, YBEUT.

Hapyuwenus co cmoponsl opeana cayxa u JZCZ6MDMHma*

Hewacto: BepTUro (4yBCTBO OTKJIOHEHHS HJIM KPYXKEHUS COOCTBEHHOTO Tela WM OKPYKAIOIIMX
MPEAMETOB).

Penko: 3BoH B ymiax.
YacroTa Hen3BeCTHA (IOCTPETUCTPALIMOHHBIE JAHHBIE): CHUKEHHUE CTyXa, IoTeps CiyXa.

Hapywenus co cmoponwl cepouya **

Penko: cunycoBasi Taxukapaus, OLIyIIEHUE CepAIICONCHUSI.

YacroTa Hen3BecTHa (TIOCTPETUCTPAllMOHHBIC JaHHbBIS): yInHeHne uatepBaia QT, xenyaouKoBbie
HapyLCHUsA PHUTMaA, KCIYAOYKOBAA TaXHUKApAWUA THUIIA «IIUPYIT», KOTOPBIC MOTYT NPUBOAUTHL K
OCTaHOBKe cepjna (cM. pasznenst 4.4, 4.9).

Hapywenus co cmoponwi cocydog**

Penko: cHmxeHue APTCPHUATIBHOT'O JaBJICHUS.

Hapywenus co cmoponbl ObIXAMENbHOU cucmemsl, opecaHos ZDVaHOIZ KlemKu u cpedocmesz

Heuwacro: ogplmka.
YacroTa Hen3BecTHA (IOCTPETUCTPALIMOHHBIE JaHHBIE): OPOHXOCIA3M, aNIeprudecKuii MHEBMOHUT.

Hapywenusa co cmoporbl OfCQﬂV()O'-tHO'KMWQIlHOZO mpaxkma

Yacro: quapes, ppoTa, TOLIHOTA.
HeudacTo: 6011b B %KHBOTE, JUCIICTICHSI, METCOPU3M, 3arIOp.
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YacroTa Hen3BeCTHA (ITOCTPETHCTPALIMOHHBIC TAHHBIC): reMomﬂr_H;le-@Qﬂ-')ﬁhagg_l l}iglrsr;a];rs 'OTIEH.B

OMY OTYETY

PEAKUX CIIydasx MOXET OBITh NMPU3HAKOM SHTEPOKOJIHTA, BKIIOYAs MICEBIOMEMOpPAHO3HBIN KOJIHT
(cm. pasnen 4.4), mankpeaTtut (cM. pasznuen 4.4).

Hapywenus co cmoponsl nevenu u ()fC€]l'i€6bl60aﬂWux nymeﬁ

Yacto: TMOBBIIIEHWE AaKTUBHOCTU  «II€YCHOYHBIX» (EPMEHTOB B  KpOBH  (Hampumep,
anmannHamuHoTpancdepassl (AJIT), acnapraramunorpancdepassl (ACT)), MoBbIIIEHHE aKTHBHOCTH
menoyHoit gocdaraszsl (ILP) u ramma-rimyramuntpancdepassl (I'TT).

HeuacTo: noBbleHre KOHIIGHTpauy OniupyorHa B KpOBH.

YacTora HeM3BeCTHA (ITOCTPETHUCTPAIIMOHHBIC IAaHHBIC): TsDKEas MeueHOYHAs HEI0CTaTOYHOCTh,
BKJIIO4as Cliydau pasBUTHA OCTpOfI IICYCHOYHOU HEOAOCTAaTOYHOCTH, MHOT'Aa C JCTAJIbHBIM HCXOJ0M,
0CcOOEHHO y MAIMEHTOB C TSDKEJIBIM OCHOBHBIM 3a0o0JjieBaHMEM (HAampuUMeEp, y MAIlMEeHTOB C
cercucom) (cM. pazaen 4.4); renartur, Kenryxa.

Hapywenus co cmoponbsl koorcu u NOOKOJNCHBIX MKAHel

Heuacro: ChbIIlb, 3y, KpallMBHULIA, THIICPTUAPO3.

Penko: nexapcTBeHHas ChINb ¢ 203MHOPMIMEH U cucTeMHOM cuMmrntomatukoi (DRESS-cunapom)
(cM. pasnen 4.4), huKkcUpOBaHHOE JICKAPCTBEHHOE BBICHINIAHKE.

Yacrora HeusBecTHa (MIOCTPETUCTPAIIMOHHBIC TAHHBIC): TOKCUYECKHU 3MUACPMAIbHBIA HEKPOJIH3,
cuiapom  CruBeHca — JDKOHCOHa,  9JKcCyJaTUBHas  MYJIbTH(QOpPMHAs  dpUTEMA, pEaKLUU
(OTOUYBCTBUTEIILHOCTH (TIOBBIIICHHONH YYBCTBUTEIBHOCTH K COJHEYHOMY U YIbTPApHUOICTOBOMY
u3iydeHuto) (cm. pasnuen 4.4), IeHKOIUTOKIACTUYECKHI BACKYJIUT, CTOMATHT.

Peakuuu co CTOPOHBI KOXKM U CIM3UCTBIX O0O0JIOUEK MOTYT MHOTJA pa3BUBAThHCS IOCIE MpHUeMa
TIEPBOM J03BI JIEBO(DIOKCAIIHA, THIICPITUTMEHTAIINS KOXKH.

HapvmeHuﬂ CO CImMOpPOHDBL Mbllxl/lellHOlZ, KOCMHOU U COCOUHUMENbHOU mKanu*

Heuacro: aprpanrus, Muanrus.

Penko: mopakeHHe CYXOKWIHH, BKJIOYas TEHIUHHUT (HAMpUMEp, axuuioBa CYXOXKHIIUSA),
MBIIIICYHAsT  CMabOCTh, KOTOpask MOXKET OBITh  OCOOEHHO OmacHa y TMAlMeHTOB C
TNICeBIONapaTMTHYECKOM MuacTeHueit (myasthenia gravis) (cm. pasaen 4.4).

Yacrota HeusBecTHa (MOCTPETUCTPALMOHHBIE JIaHHBIE): pPaOAOMHUOININ3, PA3PbIB  CYXOKUIHS
(HampuMep, axHJUIOBa CYXOXKMIIMs. DTa HexelaTelbHas peakiusi MOXKEeT HalJtoJaThcs B TEUEHHE
48 4 mocrne Havasia JICYCHHUsS] U MOXKET HOCUTh JIBYXCTOPOHHHUH xapakTep (cM. Takxke pazuen 4.4)),
pa3pbIB CBA30K, pa3pblB MBIIIILL, apTPUT.

Hapyuwernus co cmoporsl nouex u MOUQGblGO@ﬂWMX nymei

HeuacTo: noBelmeHue KOHILCHTpaluu Kp€aTHHHNHA B CBIBOPOTKE KPOBH.

Penxo: ocTpast mouedHasi HEAOCTATOUYHOCTh (HAIPUMEp, BCICACTBHAE PA3BUTHS MHTEPCTUIIHAIEHOTO
HedpuTa).

Obwue Hapyuwienus u peaxkyuu 8 mecme 6eoenus’™

Heuacro: acrenus.
Penko: mupekcus (MOBBIIIEHUE TEMIIEPATYPHI TEJA).

YacroTa Hews3BecTHa (IMOCTPETHCTPAIIMOHHBIE JaHHbIE): OoNb (BKIIOUYas 0ONb B CIHHE, TPYIU U
KOHEUYHOCTSIX).

*B oueHp peAKHWX CiIydasX NPH HPUMEHEHHH XHWHOJOHOB M (TOPXHMHOIOHOB, MHOTZA HE3aBUCHMO OT HCXOJ/HO
nMeroImuxcs (pakToOpoB pHCKa, OBUTH 3apeTHCTPUPOBAHBI JITUTEIHHO COXPAHSIONIMECS (IO HECKOJIBKUX MECSAIEB HIIN
JIeT), WHBUIMAMZUPYIOUINE M MOTCHIMAJIbHO HEOOpaTHUMBIC CEpbe3HbIe HEXKEeNaTeNbHBIE PEeakIuu Ha Ipemnapart,
3aTparuBaolIfe HECKOJbKO, a MHOTJa U MHOXECTBO, KJIACCOB CHCTEM OpPraHOB M OPTaHOB YYBCTB (BKJIIOYAsi TaKHe
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peakiuy, KaKk TCHIMHUT, Pa3pblB CyXOXKWIHS, apTpaJrus, O0ip B KOHGQLIE]&TH%;-I}EA}HII%ﬁ%IIE%Ekllvlj,l:ﬂ-gﬁbélr}g‘llﬁﬁ,

CBSI3aHHBIE C MAPECTE3USIMHU, ACMPECCHs], MOBBILIEHHAs] YTOMIIIEMOCTh, HapyIlIEHHE MaMsITH, HAPYLICHUS CHA, a TaKXKe
HApYILICHUs ClyXa, 3peHHUs, BKyca U 000HsHuA) (cM. pa3aer 4.4).

**V NanyeHToB, MOJYyYaBUIMX (TOPXUHONOHBI, OBUTH OTMEYCHBI CIyYad Pa3BUTHS aHEBPH3MBI H PACCIOCHHUS a0OPTHI,
HHOTZIAa OCJIOKHEHHBIX Pa3pbIBOM (B TOM YHCJE C JIETAJHHBIM HCXOIOM), & TAKXKE PEeryprHTAI[MH/HEAO0CTATOYHOCTH
nro6oro kinamaHa cepaua (cM. paszaen 4.4).

ﬂpyeue BO3MOIHCHbLE Heodtce/ldmeilbHble Sd)d)eKn’Ibl, ONMHOCAWUECS KO 6CEM d)l’l’lOpquO]lOHClM

OdeHb peako: MpHUCTYIbl oppupun (0YeHb PenKor 00Je3HH OOMEHA BEIEeCTB) Yy IMAllMEHTOB C
nopgupuei.

COO6I_HCHI/I€ 0 ITOA03PEBACMBIX HEXKCIIATCIIbHBIX PCAKIIMAX

BaxxHo coo0mare 0 TOAO3PEBACMBIX HEKENATEIbHBIX PEAKUUSAX IMOCIE  PErHCTpaIuu
JIEKapCTBEHHOI'0 IIpernapara ¢ LeJbl0 00eCHeueHUs] HeNpPepbIBHOIO MOHMTOPUHIA COOTHOLIEHHS
«I10J1b3a — PUCK» JIEKAPCTBEHHOr0O Ipenapara. MeauIMHCKUM pabOTHUKAM pPEKOMEHAYETCS
coo0IIATh O JIOOBIX [10103PEBAEMBIX HEKENIATENIbHBIX PEAKIMAX JEKapCTBEHHOI'O IIpernapara yepes
HAIlMOHAJIbHBIE CHCTEMbl COOOILIEHUS O HEXKENATENbHbIX pPEAKUHUSIX TIOCYAApCTB — YICHOB
EBpa3uiickoro 3KOHOMHUYECKOT0 COH3a.

Poccutickas ®@eoepayus

OenepanbHas ciryx0a 1o Haa30py B cepe 31paBoOXpaHeHUs

Anpec: 109012, r. Mocksa, CiiaBsiHCKas IUI0IIa b, 1. 4, cTp. 1
Tenedon: +7 800 550 99 03

DnexkTpoHHas nouTa: pharm@roszdravnadzor.gov.ru

win npr(@roszdravnadzor.gov.ru

CaiiT B nH(GOPMAIIMOHHO-TEIEKOMMYHUKAIIMOHHON ceTH «MHTepHEeT»:
https://www.roszdravnadzor.gov.ru

4.9. llepeno3upoBka

CHUMIITOMBI

Hcxonss W3 JaHHBIX, NOJYYEHHBIX B TOKCHKOJOTHYECKMX MCCIEIOBAHUSAX, NPOBEICHHBIX Yy
KUBOTHBIX, BaXXHEHIIMMHU OXHUAAEMBIMA CUMIITOMaMU OCTPOM IEPENO3UPOBKH IIpenapara
JleBouiokcanuH SBISAIOTCS CUMIITOMBI CO CTOPOHBI IIEHTPAIbHON HEPBHOM CHUCTEMBbI (HapylIEHUS
CO3HaHMsl, BKJIIOYasl CIyTaHHOCTb CO3HAHUs, TOJIOBOKPYKEHHUE U CYIOPOTH).

[Ipy mocTperucTpalliOHHOM MPUMEHEHHH JIeBOGUIOKCALMHA TPH MEePeJO3UPOBKE HAOIIOAAIUCH
spdextsl co croponsl I[[HC, Bkioyass CHyTaHHOCTh CO3HaHMA, CYJOPOTH, MHOKIIOHYC,
TaJUTIOLUHAIIMY U TPEMOD.

Bo3MoxHO Pa3BUTHEC TOIONHOTBI U BO3HUKHOBCHHUC 3pO3I/II\/’I CIU3UCTON 000JIOUKH JKEITYAO0YHO-
KHIOICYHOI'O TpaKTa.

B ki1MHHKO-(papMaKoJOTHUECKUX HCCIEI0BaHUAX, MPOBEACHHBIX C JI03aMH JIEBO(IIOKCAIIMHA,
MPEBBIIIAIOIIMMHU TE€paneBTHYeCKre, Ha0Ioaanoch yanuHenue nareppana QT.

Jleuenue

B cnydae mnepeno3upoBku TpeOyeTcsl TIIaTedbHOE HAOMIOACHHWE 32 MAalUeHTOM, BKIOYAs
MOHUTOPUPOBAHUE JIIEKTpOKapaAuorpaMmMbl. JleueHue cumnTomaruueckoe. B ciyuyae octpoit
MepeI03UPOBKHU JIEBO(IIOKCAIIMHOM TOKA3aHO MPOMBIBAHUE JKEITyJKa M BBEJACHUE AHTAIHMIOB IS
3alUTHl CITU3UCTON 00O0NOUYKM skemynka. JleBoduiokcalluH HE BBIBOAUTCS MOCPEICTBOM IHAIIM3a
(remMonuanu3a, MEPUTOHEAIBHOIO JWalKM3a U TMOCTOSIHHOIO aMOyJIaTOPHOTO IEPUTOHEAIbHOIO
nuanuza). Crenupuyeckoro aHTUA0Ta HE CYIIECTBYET.
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5. PAPMAKOJIOTHYECKHUE CBOVCTBA

5.1. ®apmakoaMHaMHYecKHe CBOlicTBa

CDapMaKOTepaHeBTI/I‘IeCKaH rpymuma: aHTI/I6aKT€pI/IaJ'IBHBI€ cpeacrea  CHUCTEMHOIO HeﬁCTBHH;
IMPOU3BOJHBIC XMHOJIOHA, q)TOpXI/IHOJIOHBI.

Kon ATX: JOIMA12

MexaHusM aeiictBus U hapMakoauHaMmuueckue dhdheKThI

CuHreTnueckuii aHTHOAKTEpUAIBbHBIN MpemapaT IIMPOKOTO CIEKTpa JCHCTBUS W3 TPYIIIIbI
(TOPXMHOJIOHOB, COJAEPKAIIMI B KadecTBE JCHCTBYIONIETO BEIIECTBA JIEBOQIIOKCAIUH —
JIEBOBpALIAONIHI U30Mep O(IIOKCalUHA.

JleBoduiokcanua 6nokupyer JIHK-tupasy (tomomsomepasa Il) m tomomsomepasy IV, napymaer
cynepcrnupain3anuio u cimuBky paspbiBoB JIHK, uarudupyer cunre3 JJHK, BbI3bIBaeT rimybokue
Mopdonorndeckue HM3MEHEHHs] B IUTOIUIA3ME, KIETOYHOW CTEHKE W MeMOpaHax MHUKPOOHBIX
KJICTOK.

JIeBOo(JIOKCAIIMH aKTHBEH B OTHOIICHWH OOJIBIIMHCTBA [ITAMMOB MHKPOOPIaHH3MOB, KaK B
yCIIOBHSIX N VItro, tak u in vivo.

YysctBurenbable MUKpoopranu3Msl (MIIK < 2 mr/m; 30Ha naHrHOupoBanus > 17 Mm):

e a’poOHBIC TPaMIIOJIOKUTENIbHBIE MHKpoopranu3mbel: Bacillus anthracis, Corynebacterium
diphtheriae, Corynebacterium jeikeium, Enterococcus spp. (8 T. 4. Enterococcus faecalis),
Listeria monocytogenes, Staphylococcus coagulase-negative methi-S(I) [koarymia3zoHeraTuBHbIC,
METHIMIUIMH-YYBCTBUTEIIbHBIC/-yMEPEHHO 4yBCcTBUTEbHBIC], Staphylococcus aureus methi-S
(MeTuIIMIUTHH-YyBCTBUTENNBbHBIE),  Staphylococcus — epidermidis  methi-S  (Metuumua-
yyBcTBUTENbHBIC), Staphylococcus spp. CNS (koarysasoHeratuubie), Streptococci epynnot C u
G, Streptococcus agalactiae, Streptococcus pneumoniae peni I/S/R (meHHUIMUTHH-YMEPEHHO
YyBCTBUTEIbHbBIC/-1yBCTBUTEIILHBIC/-PE3UCTEHTHBIE),  Streptococcus  pyogenes,  Viridans
streptococci peni-S/R (MeHUIUIUTHH-4yBCTBUTEIIbHBIE/-PE3UCTCHTHBIE).

e a’poOHBIC TpaMOTpHUIATEIbHBIE MHKpoopranusMsl: Acinetobacter spp. (B 1. 4. Acinetobacter
baumannii), Actinobacillus actinomycetemcomitans, Citrobacter freundii, Eikenella corrodens,
Enterobacter aerogenes, Enterobacter spp. (8 T. u. Enterobacter cloacae), Escherichia coli,
Gardnerella vaginalis, Haemophilus ducreyi, Haemophilus influenzae ampi-S/R (amnunmiims-
yyBCTBUTENbHBIE/-pe3ucTenTHbIe), Haemophilus parainfluenzae, Helicobacter pylori, Klebsiella
oxytoca, Klebsiella spp. (8 t. u. Klebsiella pneumoniae, Klebsiella oxytoca), Moraxella
catarrhalis f+/f- (npoayuupyromme u Hempoayuupyromue Oera-naktamassl), Morganella
morganii, Neisseria gonorrhoeae non PPNG/PPNG (uenpoayiupyromiyue U MpoaylupyroIine
nenuiuinHazy), Neisseria meningitidis, Pasteurella spp. (8 1. 4. Pasteurella multocida,
Pasteurella dagmatis, Pasteurella canis), Proteus mirabilis, Proteus vulgaris, Providencia spp.
(8 T. 4. Providencia rettgeri, Providencia stuartii), Pseudomonas spp. (8 T. 1. Pseudomonas
aeruginosa [rocrmuTanmbHble WHGEKIMH, BbI3BaHHBIE Pseudomonas aeruginosa, Moryr
notpeboBaTh KoMOMHUpOBaHHOTO JieueHus]), Salmonella spp., Serratia spp. (8 T. u. Serratia
marcescens).

e aHadpoOHBle MuKpoopranm3mbl: Bacteroides fragilis, Bifidobacterium spp., Clostridium
perfringens, Fusobacterium spp., Peptostreptococcus, Propionibacterium spp., Veillonella spp.;

e jnpyrue Mukpoopranusmbl. Bartonella spp., Chlamydia pneumoniae, Chlamydia psittaci,
Chlamydia trachomatis, Legionella pneumophila, Legionella spp., Mycobacterium spp. (B T. 4.
Mycobacterium leprae, Mycobacterium tuberculosis), Mycoplasma hominis, Mycoplasma
pneumoniae, Rickettsia spp., Ureaplasma urealyticum.

YMmepeHHO uyBcTBUTENbHBIE MUKpoopranu3Mel (MIIK = 4 mr/i; 30Ha nunru6upoBanus 16—14 Mmm):
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® a3poOHbIE  TPAMIIOJIOKHUTEIbHBIE  MHKPOOPT

Corynebacterium xerosis, Enterococcus faecium, Staphylococcus epidermidis methi-R
(MeTuIIUTMH-pe3ucTeHTHBIE),  Staphylococcus  haemolyticus  methi-R  (MeTnnuius-
PE3UCTEHTHBIE);

e a’poOHbIC rpaMOTpHIIaTeNIbHBIC MUKpoopranu3mel: Campylobacter jejuni, Campylobacter coli;
e aHadpoOHbIe MUKpoopranu3mel: Prevotella spp., Porphyromonas spp.

Pesucrenteie Kk JseBoduiokcanHy Mukpoopranusmbel (MIIK > 8 mr/m; 30Ha HMHrUOMpPOBaHWMS
<13 mm):

e a’poOHBIC  T'paMIIOJIOKUTEIbHBIE  MUKpoopranu3mbl:  Staphylococcus aureus  methi-R
(MeTuiUIMH-pe3ucTeHTHRIE),  Staphylococcus coagulase-negative  methi-R  (koarymnaso-
HeraTHBHBIC METHLIMJUIMH-pe3ucTeHTHBIC), Corynebacterium jeikeium;

e a’poOHbIC rpaMOTpHIIaTeNIbHBIC MUKpoopranu3mel: Alcaligenes xylosoxidans;
e aHa’poOHBIC MHUKpOOpranu3Msel: Bacteroides thetaiotaomicron;
e Jipyrue MUKpoopranusmsl: Mycobacterium avium.

Pe3ncTeHTHOCTD

Pe3ucteHTHOCTD K J1€BO(IOKCAIIMHY Pa3BUBAETCSA B pe3yibTaTe MOATAMHOTO Mpolecca MyTalui
reHoB, Komupyromux obe tonousomepasbl tumna ll: JJHK-rupasy u Tomouzomepaszy IV. pyrue
MEXaHU3Mbl PE3UCTCHTHOCTH, TaKWe KaK MEXaHW3M BIMSHUA Ha IEHETPAlMOHHBIE Oapbepbl
MHUKpOOHOM KJIETKM (MEXaHM3M, XapakTepHbli s Pseudomonas aeruginosa) ¥ MexaHH3M
s¢darokca (aKTUBHOTO BBIBEJICHUSI IPOTUBOMHUKPOOHOTO CPENCTBA U3 MUKPOOHOU KIIETKH), MOTYT
TaK)Xe YMEHbIIATh YYBCTBUTEIHLHOCTH MUKPOOPTAHU3MOB K JIEBO(IIOKCALIUHY.

B cBs3u ¢ 0COOECHHOCTAMH MeXaHu3Ma JeHCTBUA JieBO(IIOKCAllMHA OOBIYHO HE HaOJoJaeTcs
MEPEeKPECTHOM PE3UCTEHTHOCTH MEXAY JEBO(IOKCAIMHOM M JAPYTHMMH TPOTHBOMHKPOOHBIMU
CpEICTBAMM.

Knnanueckas 3¢ dheKTUHBHOCTS M O€30IIaCHOCTD

Knunuuecxkas sgpgpexmusnocmo (3¢hgpexmuenocmes 6 KIUHUYECKUX UCCAEO0B8AHUAX NPU JleYeHUU
UHDeKYUIl, 8bI3bI6AEMbIX NEPEUUCTEHHBIMU HUNCE MUKPOOPSAHUIMAMU)

e AdpoOHBIC TIpaMIIOJIOKHUTENbHBIE MHUKpoopranmsMmbl: Enterococcus faecalis, Staphylococcus
aureus, Streptococcus pneumoniae, Streptococcus pyogenes;

e a’poOHbIe rpamMoTpulaTeNbHble MuKkpoopranu3mel: Citrobacter freundii, Enterobacter cloacae,
Escherichia coli, Haemophilus influenzae, Haemophilus parainfluenzae, Klebsiella pneumoniae,
Moraxela (Branhamella) catarrhalis, Morganella morganii, Proteus mirabilis, Pseudomonas
aeruginosa, Serratia marcescens;

e npyrue. Chlamydia pneumoniae, Legionella pneumophila, Mycoplasma pneumoniae.

5.2. GapMaKOKHHeTHYeCKHUe CBOHiCTBA

AOGcopOrtus

JleBo(hokcaruH ObICTPO M MPAKTUYECKU MOJHOCTHIO BCACHIBAETCA IOCIE MpUeMa BHYTPb, IPUEM
MUIA MaJo BJIUSET Ha ero abcopOruio. AOcomoTHass OMOJOCTYMHOCTh MPHU TMpPUEME BHYTPb
coctaBisier 99-100 %. Ilocne onmHokpaTHOro mpuema mpemnapara B go3e 500 Mr mMakcuManbHas
KOHIeHTpanusi B 1uia3Me KpoBU (Cmax) JocTuraercs B TedeHHE 1-29 W COCTaBIseT
5,2 £ 1,2 mxr/mn. ®apmakokuHETHKa JeBOQIIOKCAIIMHA SBIISETCS JIMHEWHOHN B quamna3one 103 ot 50
no 1000 mr. PaBHOBecHOE cCOCTOSIHME KOHIIEHTpalMHM JIeBOQUIOKCAallMHA B IUJIa3ME€ KpPOBU IpHU
npueme B 1o3e 500 mr 1 win 2 pa3a B CyTKM JOCTUTAETCs B TeUEHHE 48 4.
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COOTBETLC TEM'ETZ .
oT 18.12 :;_:f"l 31496

Ha 10-i nenp nmpuema BHYTpb JieBoiokcamnuHa B 103 500 Mr 1 pa?l%é‘r max JlféﬂUdTJ'I)KCgu;/I—I:I.a

OMY OTYETY

cocraBisna 5,7 £ 1,4 MKr/mii, a MUHUMabHAsT KOHIICHTpAIUs JIeBO(IOKcalHa (KOHIICHTPAIIHS
nepea nmpueMoM ouepeaHou 103b1) (Cmin) B u1azme KpoBu coctapisiia 0,5 + 0,2 Mkr/mut.

Ha 10-ii nenp npuema BHYTpS JieBoduiokcanaa B 1o3e 500 mr 2 pasza B cyTkH Cmax cocTaBisiia 7,8
+ 1,1 xr/mi, a Cin — 3,0 = 0,9 Mkr/mi.

Pacopenenenne

Ces3p ¢ Oenkamu chIBOpOTKH KpoBu cocrtaBisieT 30—40 %. [locie oHOKpaTHOro M MOBTOPHOTO
npuema 500 mr neBoduiokcanmHa 00BEM pacmperelieHus cocrapisieT B cpeadem 100 m, dto
yKa3blBa€T Ha XOpollee MPOHUKHOBEHHE (TEHETpalHio) JeBOQIIOKCAlMHA B OpraHbl M TKaHU
OpraHM3Ma 4yejoBeKa.

IIponuxkHosenue 6 cauzucmyro 000J0YKY OPOHX08, HCUOKOCL INUMENUATLHOU  BbICHUIKY,
anveeoapHble Makpogazu

ITocne omHokpaTHOro mpHema BHYTpb mnpemnapata B g03¢ 500 Mr Cmax JeBo(dIOKcaliMHA B
CIIM3UCTON 000J10YKe OPOHXOB M KHUIKOCTH SMUTEINATHHON BBICTUJIKH JOCTUTAIUCH B TeueHue 1 9
WM 4 1 1 coctaBisinu 8,3 MKI/T u 10,8 MKr/mi.

KoadduimenTsl MmeHeTpanuu B CIM3HCTYIO OOOJIOYKY OpPOHXOB M KHIKOCTh AIHUTEIUATBHON
BBICTUJIKM B CpPaBHCHHHM C KOHIICHTpaluWed B Iuta3mMe KpoBu, coctaisior 1,1-1,8 m 0,8-3,0
COOTBETCTBEHHO.

[Tocne 5 mHeit mpuema BHYTph mpenapara B 1o3e S00 Mr cpeiHue KOHIICHTPALUH JIeBO(IIOKCAI[HA
gepe3 44 MOCie TOCIEAHEr0 MpHEeMa Ipernapara B JKHIKOCTH SIUTSIHATBHOW BBICTUIKA
coCTaBIsUIN 9,94 MKI/MII U B albBEOJSIPHBIX Makpodarax — 97,9 Mkr/mur.

HpOHuKH06€Hu€ 6 JIE2OUYHYIO NMKAHb

Cmax JeBo(JIOKCallMHA B JIETOYHON TKaHW IOCle NpUeMa BHYTpb mpenapara B jo3e 500 mr
gocTuranace uepe3 4-64 um cocraBmsuia npubamsuTenbHo 11,3 MKI/T ¢ KoadduuueHTamMu
nenerparmu 2,0-5,0 B cpaBHEHHU C KOHLIEHTPALUEH B TIIa3Me KPOBH.

IIponuxnosenue 6 anb8eonsApHYIO HCUOKOCHb

ITocne 3-x aueit mpuema npenapata B o3¢ 500 mr 1 wim 2 pa3a B cyTKH Cmax JIeBo(IIOKCallMHA B
ATBBEOJIIPHOM  JKUJKOCTH JocTurasiach uepe3 2-4 4y u cocraBmsuia 4,0 u 6,7 MKr/mi,
COOTBETCTBEHHO, ¢ K03(duuuentom nenerpauuu 1,0 B CpaBHEHMH C KOHLEHTPALMSAMU B IUIa3Me
KpOBH.

HpOHMKHO@@HZ/le 6 KOCMHYI0 MKAHb

JleBo(sIoKCaIMH XOPOIIO IMPOHUKACT B KOPTHKAJIBHYIO W T'yOuYaTyl0 KOCTHYIO TKaHb, KaK B
MPOKCUMAIIbHBIX, TaK M B JTUCTAJBHBIX OT/EIaX OCIPEHHON KOCTH, C KO3 PHUIIMEHTOM NeHeTpaiun
(xocTHas TkaHb/a3Ma kposu) 0,1-3,0.

Cmax TeBodIOKCallMHAa B T'y04aTOl KOCTHOM TKaHM MPOKCHMAIBHOTO OTAena OeIpeHHOH KOCTH
mocJie mpuema npernapata B 103e S00 Mr coctaBmiia mpubau3uTenbHo 15,1 MKr/r (uepes3 2 1 mociie
nprema mpermapara).

HpOHuKH06€Hu€ 6 CNUHHOMO3208)YH10 HCUOKOCHIb
.HeBO(I)J'IOKcaLII/IH IJIOXO MPOHUKACT B CIIMHHOMOS3I'OBYIO ) KUAKOCTD.
HpOHuKH06€Hu€ 6 NKAHb npedcmameﬂbyoﬁ Hcejesvl

[locne nmpuema BHyTph mnpemnapata B ao3e 500 Mr 1 pa3 B CyTku B TeueHHE 3 AHEW cpenHss
KOHIICHTpanus JeBo¢IoOKcalliHa B TKAHU TPEJICTATEIHFHON JKeJIe3bl COCTaBisIa 8,7 MKI/T, cpeaHee
COOTHOIIIEHUE KOHIIEHTPAIIUU TIpeICTaTeNIbHAs Kelle3a/Ta3Ma KPOBU cOCTaBisiio 1,84.
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(NOCNEOQCBATENEHOCTE 0007)

Konyenmpayuu 6 moue

Cpennue KoHIEHTpamuu B Moye uepe3 8—12 u mocne mpuema BHYTph 10361 150, 300 u 600 mr
neBoIoKcanuHa cocTaBisiin 44 Mxr/mit, 91 Mkr/mit u 162 MKr/Mi1, COOTBETCTBEHHO.

Buorpancdopmars

JleBouiokcanun metabonu3upyercs B He3HAuuTENbHOM cTeneHu (5 % mnpuHAToM 103b1). Ero
MeTa0OMUTaMu  SBISIIOTCS  AeMeTwiuieBodiaokcauud U N-okcun neBo(IOKcaluH, KOTOpHIE
BBIBOATCA Tmoukamu. JleBorokcalH —sBISETCS CTEPEOXMMHUYECKHM CTaOWJIbHBIM U HE
MOABEPraeTCs XUPaJIbHBIM MIPEBPAIICHUSIM.

OIMMUHAIMA

[Tocrme mpueMa BHYTpPh JEBOQIIOKCAIIMH OTHOCUTEIHLHO MEIJICHHO BBIBOJUTCS M3 IUIa3Mbl KPOBU
(T2 — 6-8 u), mpeumyiecTBEHHO, Yepe3 NMoyku (6osee 85 % mpunHATON 103b1). OOLIIUI KIUpEHC
neBoduIoKcanHa nociae ogHokpatHoro npuema 500 mr cocrapisin 175 £+ 29,2 mn/muH.

OTCyTCTBHE CYIIECTBEHHBIX pa3uyvii B (apMaKOKHMHETHKE JeBO(IOKCAalMHA TPU  €ro
BHYTPHBEHHOM BBEJCHWU WM TNPU TPUEME BHYTPHh HMOJATBEPXKIAET TOT (PAKT, UTO NMPUEM BHYTPHb U
BHYTPUBEHHOE BBEJICHUE SIBJISIIOTCSA B3aMMO3aMEHSIEMbIMHU.

HaDVHIGHI/ISI d)VHKHI/II/I TI0YCK

IIpu noueuHol HenOCTaTOYHOCTH (papMakoKMHETHKa JeBodiokcanuHa usMmensercs. Ilo mepe
yxy/ueHnus (yHKIMU MOYEeK BhIBEACHUE Yepe3 Mmouku u noueuHbliil kiaupenc (CIR) yMmeHbimaroTes,
a T12 yBennuuBaercs.

DapmaxkokuHemuxka npu NOYEYHOU HeOOCMAMOYHOCMU NOCAe OOHOKPAMHO20 Npuema 6HYmpb
500 me nesopnoxcayuna

KK (mi/mMun) <20 2049 50-80
[ToveuHbIit KITUPEHC (MJI/MHH) 13 26 57
T2 (4) 35 27 9

ITanueHThl MOKUJIOT0 BO3pacTa

q)apMaKOKI/IHCTI/IKa Y HNAaUCHTOB IMOXKHUIIOr0 BO3paCTa HE OTINYACTCA OT TaKOBOM1 Y MOJIOABIX
NalMECHTOB, 3a HCKIIIOUYCHUECM pa3JIPI‘{I/II>'I (I)apMaKOKI/IHeTI/IKI/I, cBsi3aHHBIX ¢ m3MeHeHusIMu KK.

Ion

cDa.pMaKOKI/IHeTI/IKa J'ICBO(I)J'IOKCS.LII/IHB. Y MYXXYHUH U KCHIIWH HE pa3JIndacTCA.

6. PAPMAIIEBTUYECKHE CBOMCTBA
6.1. IlepeueHb BcnoMoraTeJbHbIX BelleCTB

JlakT03BI MOHOTHIpAT

Llemmtono3a mukpokpuctaumaeckas (MKII-101)
Kpocnosunon

I'mnponosa

Maruus creapat

Cocmag obonouku:

Omnanpaii I po3ossrit 85F34355:
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[TonuBUHUIOBBIN CIUPT

Turana quokcun (E 171)

Makporon

Tanpk

Kpacurens kpacubiii ouapoBatenbHbiid (E 129)
Kpacurens xunonunoBbii sxentoiit (E 104)

Nunurokapmun (E 132).
6.2. HecoBMeCTUMOCTH
He npumenumo.
6.3. Cpok roaHocTu (CPOK XpaHeHus)
3 roza.
6.4. OcoOble MepbI MPEI0CTOPOKHOCTH MPH XPAHEHUH
He xpanuTts npu temnepatype Bbiiie 25 °C. XpaHUTh B OpUTMHAIBHOU MTaYKe.
6.5. XapakTep u cojep:kaHue NEPBUYHONH YIAKOBKH

ITo 5 unu 10 TaGneTok B KOHTYPHOW SYEWKOBOW YMAKOBKE W3 IJICHKU MOJHUBUHIIIXJIOPUIHOW U
(OJIbru ATFOMUHUEBOM.

[To 1 KOHTYpHOI SYEHKOBOW YMAaKOBKE BMECTE C MHCTPYKIHEH MO MEIUIUHCKOMY HMPUMEHEHUIO
(JIMCTKOM-BKJIABIIIEM ) TTOMEIIAIOT B TAYKY U3 KapTOHA.

6.6. Oco0ble MepbI MPEIOCTOPOKHOCTH NMPH YTHIM3ALUHM MCIO0JIb30BAHHOIO J1eKAPCTBEHHOI 0
npenapara WJid OTXO0J0B, MOJYYEHHBIX IOcJe NMPUMEeHEHHUs JeKAPCTBEHHOro mpenapara, u
Apyrue MAHMIYJISILMYU € MIPenapaTom

Oco0bie TpeOOBaHUS OTCYTCTBYIOT.

7. IEP/KATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHU A

Poccuiickas ®@eoepayus

AO «Padapmar»

399540, Jluneuxas o61., paiion TepOyHckuii, ¢. TepOyHsl, yi. lopoxHas, 1. 6A
Ten.: +7 (47474) 2-16-72

DnekrponHas moyra: rafarma@rafarma.ru

7.1. IlpeacTaBuTe/Ib AepKATEJIs] PErHCTPALMOHHOIO YI0CTOBEPEHHUS

IIperen3un noTpeduTENe HAIPaBIATh 110 aAAPECY:

Poccuiickas ®edepayus
AO «Padapmay
399540, JIunenkas o6u1., paiton TepOyHckuid, c. TepOyHsl, yi. JlopoxkHas, 1. 6A
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COOTBETCTBYET 3KCMNEPTHOMY OTYETY
ot 18.12.2025 Nz 31496
Ten.: +7 (47474) 2-16-72 (MOCNEOOBATENBEHOCTL 0007)

DnektponHas moura: pharmacovigilance@sotex.ru

8. HOMEP (HOMEPA) PETUCTPAIIMOHHOI'O YAOCTOBEPEHUS

JITT-Ne(001398)-(PT-RU)

9. KATEI'OPUs OTITYCKA JIEKAPCTBEHHOI'O ITPEITAPATA

JlexapcTBeHHBIH IpenapaT OTHOCUTCS K KATETOPUU OTITYCKa IO PELENTY.

OO6m1ast XapaKTEepUCTHKA JIEKAPCTBEHHOTO Mpernapata JIeBodaokcaluH TOCTyIMHA B €IUHOM PEECTpe
3apErUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB EBpa3uiiCKOro 3KOHOMHUYECKOTO COK3a M Ha
oduIMaILHOM caiite YIIOJIHOMOYEHHOI'O oprasa (3xcriepTHOM OpraHU3AIINH )
https://Ik.regmed.ru/Register/EAEU_SmPC.
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