COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 10.03.2023 N= 4612

OBIIAS XAPAKTEPUCTHUKA JIEKAPCTBEHHOGFO TIPERAPATA 1001

1. HAUMEHOBAHME JIEKAPCTBEHHOI'O ITPEITAPATA

JleBonet P, 750 mr, TaONETKH, MOKPHITHIE TNIEHOYHOU 000JIOYKOM.

2. KAUECTBEHHBIN 1 KOJJTMYECTBEHHBIN COCTAB

JleficTByro111€€ BEIIECTBO: JIEBO(IOKCAIUH.

Kaxnas Tabnerka, MOKphITas IJIEHOYHOM 000J0YKOH, comepxur 750 mr neBodiokcannHa (B
BUJIE TEMUTH]IpATA).

[ToHBIN CITHCOK BCIIOMOTATENIbHBIX BEIISCTB MPHUBEACH B paszzeine 6.1.

3. JEKAPCTBEHHAS ®OPMA

TabneTku, MOKPBITHIE TNIEHOYHOH 000I0YKOH.

benbie wim oyt Oenble KancCyJIOBUIHBIC JBOSKOBBIMTYKIIBIC TA0JICTKU, MOKPHITHIC IJICHOYHOM
000JI0YKOH.

4. KIMHUYECKUE JAHHBIE

4.1. Iloka3aHusl K IPUMEHEHHUIO

JleBoner P moka3aH K MPUMEHEHHUIO Y B3pPOCIBIX JUIA JeUeHHs] MH()EKIMOHHO-BOCHAIUTEIEHBIX
3a00JI€BaHUM, BbI3BAHHBIX UyBCTBUTEIBHBIMU K JIEBO(IOKCALIMHY MUKPOOPTraHU3MaMHU:

® TOCIIHUTaJIbHasA ITIHCBMOHUA,

® OCJIOXHCHHBIC I/IH(beKI_II/II/I MOYCBBIBOAAIINX HYTeﬁ n HI/ICHOHC(pr/IT.

Jis  nedeHus cleAyomMX HH()EKIMOHHO-BOCHAIUTENBHBIX 3a00JieBaHUM J1eBO(IOKCAIIMH
MOXET IPUMEHATBCS Y  B3POCIBIX TOJBKO B  KAaueCTBE  aJbTEPHATUBBI  JIPYyTUM
IPOTUBOMHUKPOOHBIM IIperapaTam:

e BHEOOJIbHUYHAS THEBMOHUS;
®  OCIOXKHEHHbIE HH(PEKIIUH KOXKHBIX TOKPOBOB U MATKUX TKaHEH;
® OCTpBbI OaKTepHUaTbHbIN CHHYCHT.

HpI/I HCIIOJIb30BAHUU TIpCIiapaTa JleBoner P CJICAYCT YYHUTHIBATDH O(I)I/II_II/IaJ'IBHBIe HallMOHAJIbHBIC
PCKOMCHAAIUU I10 HAJIC)KAIECMYy HNPUMCHCHHUIO aHTI/I6aKTCpI/IaJ'ILHLIX npemnaparoB, a TaK¥XE
YYBCTBUTCIILHOCTDH IMATOTCHHBIX MUKPOOPTaHNU3MOB B KOHKpCTHOﬁ CTpaHe.

4.2. Pe:kuM 103UPOBAHNS M CIIOCO0 MPUMEHEHUSI

YuuteiBasg TO, 4TO OMOAOCTYHNHOCTH JieBO(JIOKCallMHA IMPH MpHUeMe Mpernapara B TablieTKax
paBHa 99—-100%, B ciyuyae nepeBojia MalueHTa ¢ BHyTpUBEHHOM nH(y3un npenapara Jlesoner P
Ha MpUeM TabJeTOK ClIeqyeT MPOJOJIKATh JIEYeHHE B TOU e J103€, KOTOpas MPUMEHSUIach Ipu
BHYTpUBEHHOW UH(Py3un (cM. pazzaen 5.2.).
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(NOCNEQCBATENEHOCTE 0001)

PexxuM 103upoBaHus

Jl03b1 ompenensitoTcs XapaKTepoM M TSDKECThIO MHQEKIUH, a TaKKe YyBCTBUTEIBHOCTBHIO
npeamnonaraeMoro  Bo3Ooyaurtens. He  ciegyeT  mpeBhILATh  PEKOMEHAYEMYIO  JI03y.
[Tpog0IKUTETHLHOCTD JICUSHHSI BAPHUPYET B 3aBUCUMOCTHU OT TEUCHHS 3a00JICBAHUS.

Pexomenodyemvie pedicum 003upo8anusi U NPOOOINCUMENbHOCHb JeYeHUsi V NAYUEHMO8 C
HOpManvbHol Gynxyuetl nouex (kiupenc kpeamununa (KK) > 50 ma/mun)

Tocnumanvnas nnesmonus.

o 750 mr 1 pa3 B ieHb, Kypc JieueHus 7—14 guei

Ocnooicuennbvle qu)eKuuu MOUQ@blGOa}ZWMx nymeﬁ u nueﬂOHed)pum:

o 750 mr 1 pa3 B IeHb, Kypc JICUCHHS S5 THEH

Buebonvnuunas nnesmonus.

1o 750 mr 1 pa3 B 1eHb, KypcC JIeUeHus 5 qHel.

Ocnooicuennbvle qu)eKuuu KOJMCU U MACKUX MKAHEl .

no 750 mr 1 pa3 B neHb, Kypc jeuenus 7—14 quei.

Ocmpulii bakmepuarbHbill CUHYCUM:

o 750 mr 1 pa3 B 1eHb, KypcC JIeUeHUs 5 qHEM.
Ilponyck npuema oOHOU UIU HECKOILKUX 003 Npenapama

Ecnu cnydaitHo npomyliieH npuem npenapara, To HaJ0, Kak MOKHO CKOpee, IPUHITh OUEPEIHYIO
JI03y U Jajiee NMPOJOJDKATh IPUHHUMATh Ipernapar JleBoser P cormacHO peKoOMEHI0BaHHOMY
PEXUMY €ro JO03UPOBAHMUS.

Oco0ble TPVIIILI TAIUEHTOB

llayuenmul ¢ napywenuem ynKyuu novex

JleBo(h1OKCaIIMH BBIBOJUTCS MPEUMYIIECTBEHHO MOYKaMH, TTOTOMY HPHU JICYEHUH MALUEHTOB C
HapylmeHHON (yHKiueld movek (kiaupeHc kpeatuHuHa 20-50 mu/MuH) TpeOyeTcs CHHMXKEHHE
JI03bI TIpernapara. PekoMentyemas qo3a npenapara — 750 mr kaxpie 48 d.

Tayuenmoi ¢ napywieHuem yHKyuu neveHu

[Tpu Hapymiernn QyHKIIMHU TTeUeHN HE TPeOyeTCs KOPPEKIIUU pexuMa TI03UPOBAHUS, TTOCKOJIbKY
7eBO(IIOKCAIIUH JIUIIb HE3HAUUTEIHHO METAa00IU3UPYETCS B IEYECHH.

ﬂuua NOJHCUNI020 803pacma

Jlns manMeHToOB MOXKWJIOIO BO3pacTa HE TpedyeTcs KOPPEKIHMH peXuMma J103UpPOBaHMS,
3a UCKJIIOYEHHEM CIIy4aeB CHIKEHHUS KIIMpeHca KpeaTHHUHA 10 50 MJI/MUH U HUXKE.
eTn

[Ipemapat JleBoner P mpoTuBomoOKa3aH y aereil U MOJPOCTKOB B Bo3pacTe A0 18 jieT B CBs3M ¢
HE3aBEPILIEHHOCThIO POCTa CKeJleTa, TaK KaK HeJb3sl MOJHOCThIO MCKIIOUUTHh PUCK MOPAKEHUS
XPSAIIEBBIX 30H pocTa KocTei (cm. pasmern 4.3.).
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Croco0 ImpuMeHeHus

[Tpenapat JleBosner P mpuHUMAlOT BHYTph OJWH pa3 B CyTKU. TabneTKy clieayeT NpUHUMATh He
pa3’KeBbIBAS U 3alMBask IOCTATOUYHBIM KOJMYECTBOM Kuakoctu (0T 0,5 mo 1 crakana). [Ipenapar
MOXKHO TPHHHUMATh Tepen €0 WiIM B JIo0oe BpeMs Mexay npuemamu num. [Ipemapar
cilelyeT IPUHMMATh HE MEHEe 4eM 3a 2 4 10 MM 4Yepe3 2 4 Iocie NpueMa aHTalUIHBIX
IpenapaToB, COAEPKAIUX MarHui W/WIK aJllOMUHMNA, COJIM JKejle3a, LIMHK UM CyKpaibdar (cMm.
paznen 4.5.).

4.3. IIpoTuBONOKA3AHUS

e ['UnepuyBCTBUTENIBHOCTh K JIEBOGUIOKCALMHY WM K JPYIMM XHHOJIOHAM, a Takke K
1r000My U3 BCIIOMOTAaTEIbHBIX BEIIECTB Mpernapara, IepeurciIeHHbIX B pa3aene 6.1.;

®  OIMJIEIICHS,
e [ceBomapanuTHUeckas muacterus (myasthenia gravis) (cm. pasaenst 4.4. u 4.8.);
e [OpaKEHUs CYyXOKHIMH IPH IPUMEHEHHH (PTOPXMHOJIIOHOB B aHAMHE3E;

e TspKeNoe HapylieHue (yHKIMH Touek (KIHpeHc kpeatnHuHa < 19  Mi1/MuH)
(HEBO3MOXHOCTB M0100pa 10361 [ TaHHOU (POPMBI BBIITYCKa);

® JICTCKUW WM TIOAPOCTKOBBIA BO3pacT J0 18 ner (B CBSI3M C HE3aBEPIICHHOCTHIO pOCTa
CKeJleTa, TaK KaK HeNb3sl MOJHOCThIO HCKJIIOYUTh PHCK IMOPAKECHHUS XPALICBBIX 30H
pocra);

e OEpEeMEHHOCTbH (HEIb3sI IIOJTHOCTHIO UCKIIFOUUTh PHCK TTOPAKCHHSI XPSIICBBIX 30H POCTA Y
10/1a);

¢ [ICpyuoa IrpyaHOro BCKapMJIMBaHHWA (HeJ'II)35[ MOJTHOCTBIO HMCKIIFOUUTH PUCK IMOPAKCHUA
XPSIIIEBBIX 30H POCTa KOCTEH y peOeHKa).

4.4. Oco0ble yka3aHusl M Mepbl PeJ0CTOPOKHOCTH NPH NPUMEHEHUH

C 0CTOPO’KHOCTBIO

[Ipenapar JleBoset P cienyeT mpuUMEHSITh C OCTOPOKHOCTHIO:

e V T[anMeHTOB, MPEIpacloNOKEHHBIX K Pa3BUTHIO CyAOpor [y IallUEHTOB C
NPEIIIECTBYIOIIMMU MOpPaKEHUAMU LeHTpaidbHOW HepBHOM cucrembl (LUHC); vy
NAlMEHTOB, OJHOBPEMEHHO NPUHHMMAIOIIMX IpenapaThl, CHIKAKOIME  I0POr
CYJAOPO’KHOM aKTUBHOCTH TOJOBHOTO Mo3ra, Takue kak ¢(eHOydeH, TeodpmmumH]| (cM.
pasaen 4.5.).

e VYV TQanuMeHTOB C JIATEHTHBIM WM MaHU(ECTHPOBAHHBIM AC(PHUIIMTOM TIHOKO30-6-
docdarnernnporeHassbl (MOBBIILIEHHBIH PUCK PA3BUTHS TEMOJUTHUECKUX PEaKUuil MpH

JICYEHUU XMUHOJIOHAMH).
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e V QanuyeHToB ¢ HapylleHHeM (QYHKI{H HO‘IGQ_I II:IID:I/I_I %%:EU—%HIGE'/I;HI/IJ :(”leti%%l/]GTCH

00s13aTeNIbHBIA KOHTPOJIb (DYHKIMM IOYEK, a TAKKe KOPPEKLHUs pexuMa J03UPOBaHMS,
cM. pazzen 4.2.).

¢ VY NanMeHTOB ¢ U3BECTHBIMU (haKTOpaMH pUCKa yJUTMHEeHUs uHTepBayia QT: y manueHTos
MOXXKUJIOTO ~ BO3pacTa; y  IallMEHTOB  JKEHCKOrO Moja; y  MalMeHTOB C
HECKOPPEKTUPOBAHHBIMU  AJIEKTPOJIUTHBIMM ~ HapylleHUsMH (C  THIOKaJUMeMUEH,
IrUIIOMarHueMueii); ¢ CHHIPOMOM BpOXJIEHHOro ymiuHeHus wunHrepBana QT; c
3a0ojeBaHUsAMU  cepala  (ceplledyHas  HEJIOCTaTOYHOCTb, MH(MApPKT  MHUOKapja,
Opaaukapaus); MpH OJHOBPEMEHHOM IpHEME JIEKapCTBEHHBIX MPENapaToB, CIIOCOOHBIX
yanuHATh uHTepBan QT (aHTMapurMuueckue cpeactsa kiacca 1A u III, Tpunuxinueckue
AHTHUJEIPECCAHThI, MAKPOJIU/Ibl, HelpoaenTuku) (cM. noapasaen «Ocodble yKa3aHus», a
takxe pazaeisl 4.5. 1 4.9.).

e VYV MalueHTOB C CaxapHbIM AMA0ETOM, MOJIyYaIOLUX MEepOpalbHbIe THMIIOITTUKEMUYECKUE
npenapatsl (Hanpumep, MNIMOSHKJIAMUA) WIM TpenapaTbl MHCYJIMHA (BO3pAcTaeT pPUCK
Pa3BUTUSI TUIIOTJIMKEMUH).

¢ VY NanMeHTOB C TSHKEIBIMU HEKENATEIbHBIMUA PEAKIMSIMH Ha Apyrue (PTOPXUHOIOHHI,
TaKUMH KaK TsDKEJIble HEBPOJIOTMUYECKHE peakUUu (ITOBBIIIEHHBIH PUCK BO3HUKHOBEHUS
AQHAJIOTUYHBIX HEXENATeIbHBIX PEaKIHid MPpY IPUMEHEHUH JIEBO(IOKCALINHA).

e VYV NanueHTOB ¢ ICUX03aMU WIHM y IalUEHTOB, UMEIOLIMX B aHAMHE3€ IICUXUYECKUE
3aboneBanus (cM. nojapazen «Ocolble yKazaHUs»).

e VYV ManMeHTOB MOKUJIOTO BO3pPAcTa, y MAMEHTOB IOCIE TPAHCILIAHTALMM, a TAKKE IPU
COITyTCTBYIOILIEM NPUMEHEHUH TIFOKOKOPTUKOCTEPOUI0B (ITOBBIMIEHHBIH PUCK Pa3BUTHS
TEHMHUTOB U pa3pbIBa CyXOXUIHMH) (cM. moapaszaen «Ocobble yKa3aHusm»).

e 'V nanueHToB ¢ nopdupueii (puck odoctpenus noppupuu, cM. paszaen 4.8.).

e V ManueHToB C MAaHKPEaTUTOM B aHaMHe3e (cM. paszen «OcolOble yKazaHus»).

e V [anMeHTOB C AaHEBPU3MOM AOpThI, C BPOKIACHHBIM IIOPOKOM KJallaHa cepaua B
ceMeHHOM aHaMHe3e, WM y TallueHTOB C AUarHOCTUPOBAHHON aHEBPU3MOM aOpThl W/WIH
paccioeHreM aopThl, ¢ 3aboyieBaHMEM KJlalaHa cepiala WM MpH HAIWYUHM JPYTUX
(GakTOpOB pHCKa WIH COCTOSHUMN, IMPEapacloiaraloliuX K pa3BUTHIO aHEBPU3MBI AOPThI
WIM PAcCIOCHUS aopThl, WM PErypruTaluu/HEIOCTAaTOYHOCTH KIalaHa cepAla
(Hanmpumep, cuHapoM Mapdana, cunapom Dnepca-Jlannoca, cunapom Tepuepa, 601e3Hb
bexuera, aprepuanbHas  TUNEPTEH3Ms, PEBMATOMAHBIA  apTPUT,  COCYIUCTHIE
3a0oneBaHusl, Takhue Kak apTepuuT Takascy, TUTaHTOKJIETOYHBIH  apTEpUUT,
MOATBEPKICHHBIN aTepockiepos, cuaapom lllerpena, nHpeKMOHHBIN YHAOKAPINT) (CM.

nonpaszen «Ocodbie yKazaHus»).
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Oco0nle yKa3aHus

[ocniuranbHbie WHGEKIIMH, BBI3BaHHBIC CHHETHONWHOW mamoukoi (Pseudomonas aeruginosa),
MOTYT OTPe0OBaTh KOMOMHUPOBAHHOTO JICYCHHUS.

Puck paseumusl peaucmermHocmu

PacripoctpanenHocTh npuoOpeTeHHOM PE3UCTEHTHOCTH BBICEBAEMBIX ITAMMOB
MUKPOOPTaHU3MOB MOXET HU3MEHATHCS B 3aBUCHMOCTH OT TeorpaUyecKkoro permoHa M C
TeYeHHEeM BpeMeHH. B cBsi3u ¢ 3TuM TpedyeTcs nHdopmaius o pe3UCTEHTHOCTH K Mpenapary B
KOHKpETHOU cTpane. s Tepanuu TsoKenbIX WHGEKUUi uian npu Hed(DHEeKTUBHOCTU JICUEHUS
JOJKEH OBbITh YCTAaHOBJIEH MHUKpPOOUOJIOIMYECKUN JUAarHo3 C BbIIEJICHUEM BO30OYyIUTENs U
OTIpe/IeNIEHUEM €r0 YyBCTBUTEILHOCTH K JIEBO(IIOKCAIIUHY.

Memuyunnun-pezucmenmubiii 3010mucmwitl cmagunoxoxx (Staphylococcus aureus)

Mmeercst  BBICOKAas BEPOSTHOCTh TOTO, YTO METHIMJUIMH-PE3UCTCHTHBIH  30JI0THCTBIH
CTaHIOKOKK OyJIeT PEe3UCTEHTHBIM K (DTOPXHMHOJIOHAM, BKJIIOYas JjeBodiokcauus. [Toatomy
JeBO(IIOKCAIIMH HE PEKOMEHIYeTCs JJIsl JICUCHUS YCTAHOBJICHHBIX WM IPEANOIaracMbIxX
I/IH(l)eKIII/II;'I, BBI3bIBACMBIX MCTUHHUIIMH-PE3UCTCHTHBIM 30JIOTUCTBIM CTa(i)I/IJIOKOKKOM, B Cliy4ac
ecii 1abopaTOpHBIC aHATU3bl HE MOJATBEPIWIM YyBCTBUTEIBHOCTH 3TOI0 MHKPOOpPraHM3Ma K
7eBO(IOKCAITUHY.

Ilomepss mpyoocnocobnocmu (uneéanuouzayus) u nomeHyudlvbHvle HeoOpamumbvlie cepbe3Hvle
HedceiamenbHbvle peakyuu, 00yCi081eHHble NPUEMOM MOPXUHOLOHO8

[lpumenenne (GTOPXMHOJIOHOB, B TOM 4YHCJIE JEBOQIIOKCAIMHA, OBLJIO CBSI3aHO C MOTEpei
TPYAOCHOCOOHOCTH M pPa3BUTHEM HEOOPAaTUMBIX CEPbE3HBIX HEXKENATENbHbIX pPEAKUUH Co
CTOPOHBI Pa3JIMYHBIX CUCTEM OPraHM3Ma, KOTOPhIE MOTYT Pa3BUThHCS OJHOBPEMEHHO y OJHOTO U
TOro K€ mauueHTa. HexenaTenbHble peakiUH, BbI3BaHHbIE (TOPXWHOJOHAMH, BKIIOYAIOT
TEH/JUHUTBI, PAa3pbIB CYXOXHWIUH, apTpajruio, MHUAITHI0, NepupepudecKyro Helpomnaruio, a
TaKXKe HeXelaTelbHble PEaKIHUU CO CTOPOHBI HEPBHOW CHUCTEMbI (TAJTIOLUHALIMU, TpPEBOra,
nenpeccusi, OECCOHHHUIIA, TOJIOBHBIE OOIM U CIIyTAaHHOCTh CO3HaHUs). JlaHHBIE peakluud MOTYT
pPa3BUTHCS B MEPHUOJ OT HECKOJBKHUX YacOB JO HECKOJBbKUX HEJENb IOoCJe Hayala Teparuu
1eBO(IOKCAMHOM. Pa3BuTHE 3TUX HEXENaTeIbHBIX PEAKIM OTMEUYANI0Ch Y MAalUEHTOB JH000ro
BO3pacTa M 0€3 Hajauuus MNPEeIIecTBYIOIMX (akTopoB pucka. [Ipy BO3HMKHOBEHUU MEPBBIX
NPU3HAKOB MJIM CUMIITOMOB JIFOOBIX CEPhE3HBIX HEXeNaTeIbHbIX PEeaKLui cielyeT HeMEeAJICHHO
IpeKpaTUTh MpUMeHeHHe JeBodokcanuHa. Cienyer nzberatb NpuMeHeHus: (pIOPXUHOIIOHOB, B
TOM YHCIIE JIEBO(IIOKCAIIMHA, Y MAIlMEHTOB, Y KOTOPBIX OTMEYAJIHCh JIIOOBIE M3 3THUX CEPhE3HBIX
HE)KEJIATEJIbHBIX PEaKIUil.

Tayuenmul, npedpacnonodicentvle K pazgumuito cyoopoe

Kak u apyrue XuHOIOHBI, JTE€BO(IOKCAIINH JOKEH ¢ OOJNBIION OCTOPOKHOCTHIO TPUMEHSATHCS Y
MAalMEeHTOB C MPEAPACIONIOKEHHOCTBIO K cyoporaMm. K TakuM mariueHTaM OTHOCSITCS MallMeHThI
C TIPEAMIECTBYIOMHUMH TIOPAKEHUSIMU [EHTPATLHON HEPBHOW CHCTEMBI, TAKUMH KaK WHCYJIBT,
TsDKETask 4epermHO-MO3ToBas TpaBMa; MAIlMEeHTHI, OJHOBPEMEHHO MPUHUMAIOIIHNE TMPErapaThl,
CHIDKAIOIIHME TOPOT CYAOPOKHOW AaKTUBHOCTH TOJIOBHOTO MO3ra (Hampumep, Teo(pruInH;
benbyden u apyrue HeCTEPOUIHbBIE TPOTHBOBOCIIAMTENBHBIE TIpenapathl) (cM. pasaen 4.5.).

HpI/I Pa3BUTHU CYJOPOT JICUHCHHUC J'ICBO(I)J'IOKC&LII/IHOM CJICOAYCT NPCKPATUTD.
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Ilcesoomembpanosmnwiii Koaum

Pa3BuBIIAsCS BO BpEMs WM TOCIE JICYCHUs JICBO(IOKCAMHOM JHapesi, 0COOCHHO TSDKEIOi
CTEIEHH, YITOPHAS W/ C KPOBBIO, MOXET OBITH CHMIITOMOM IICEBIOMEMOPAHO3HOTO KOJIHTA,
Be3eiBacMoro Clostridium difficile. B ciayuyae mogo3penust Ha pa3BUTHE MICEBIOMEMOPAHO3HOTO
KOJIMTa JICYCHUE JIEBOMIIOKCAIIMHOM CIICAyeT HEMEIJICHHO IPEKPaTUTh W Cpasy K€ HadaTbh
crieru(UUECKyr0 aHTHOMOTHKOTEPANHi0 (BAHKOMHIIMH, TEWKOIUTAHMH WM METPOHHIA30]1
BHYTPB). IIpenaparsl, TOpMO3SIIHE EPUCTATBTHKY KHIIEYHUKA, IIPOTHBOIIOKA3aHBbI.

TenOurum u pazpul8 CyxorHcuIutl

TeHauHuT, peKo BOSHUKAIOUINHI Ha (hOHEe MPUMEHEHHS] XUHOJIOHOB, MOKET MHOT/1a IPUBOIUTH K
pa3phiBy CyXOXKHIIUH, BKIIIOUAs aXWJUIOBO CYXOXXHIIME, M MOXET OBITh JIByXCTOPOHHUM. JTa
HEeXeJaTellbHasl Peaklds MOXKET pa3BUThCA B TeueHue 48 4 moclie Hayajaa JICUCHHS WJIU 4Yepe3
HECKOJIBKO MECSIIEB TOCIIe 3aBEPIICHUS TEPANUU (PTOPXMHOIOHAMHU.

[TarueHTHI TOKUIIOTO BO3pacTa 0ojiee MPeApacooKeHbI K pa3BUTHIO TEHIWHUTA; Y TAI[UCHTOB,
NPUHUMAIOIINX (DTOPXUHOJOHBI, PHUCK pa3pbiBa CYXOXKHWJIHSA MOXET TMOBBIIMIATECS IPU
OJIHOBPEMEHHOM IIPMMEHEHHMH TJIIOKOKOPTUKOCTepounoB. KpoMe 3TOro, y mamueHToB mocie
TPAHCIUIAHTAIIMH TOBBIIICH PUCK Pa3BUTHS TECHIAWHHUTOB, IMO3TOMY PEKOMEHIYETCS COOIOAATh
OCTOPOXKHOCTh IIPH HA3HAYCHUH (PTOPXHUHOJIIOHOB JAHHOW KaTErOPHH IMAlMEHTOB. Y TAIIMCHTOB C
HapyHICHUSIMA (DYHKIIMM TIOYEK CYTOYHYIO 03y CIEIyeT CKOPPEKTHPOBATh HAa OCHOBAaHUU
KJINPEHCA KpEaTUHUHA.

[TarmeHTam ciieyeT peKOMEHIOBaTh OCTABATHCS B IMOKOE MPH MOSIBICHUH TEPBBIX NPU3HAKOB
TEHJIMHUTOB WJIH Pa3pbhIBOB CYXOXWJIUN U 00paTUTHCA K Jiedaliemy Bpauy. [Ipu mogo3penun Ha
Pa3sBUTHUC TCHAWHHWUTA W Pa3pbiB CYXOXHIUA CICAYCT HCMCIAJIICHHO IIPCKPATHUTL JICUCHUC
npenapatoM JleBoner P m HayaTh COOTBETCTBYIOIIEE JICYCHHE MOPAKEHHOTO CYXOXKHIIHSA,
HarpuMep, 00eCIeunB eMy JOCTaATOUHYI0 HMMOOMIN3AIUIO (cM. pa3zenst 4.3. u 4.8.).

Peam;uu cunepdyscmeumelbHocmu

JleBodiokcalluH  MOKET BbI3bIBATh  CEPbE3HbIC, MOTEHLUUAIBHO JIETAJIbHBIE  pEaKLUU
TUIEPYYBCTBUTEILHOCTH (QHTMOHEBPOTUYECKUH OTEK, aHa(UIAKTHYECKHH IIOK) Jaxe Mpu
NPUMEHEHUH HadalbHbIX 103 (cM. paszen 4.8.). B ciydae ux pa3BUTHS HallME€HTaM cCJexyer
HEMEJUIEHHO MIPEKPaTUTh IpUEM Ipenapara U 00paTUTHCS K Bpady.

Tsoicenvie KodcHbLe HeofcelaneilbHble peaKkyuu

[lpuy npumeHeHuu JneBoaoOKcalMHa  OBUIM  3apPETHCTPUPOBAHBI  TSDKEIbIE  KOXKHBIE
HE)KEJIaTeNbHbIE PEeaKIUH, BKJIIOYas TOKCHYECKUH ANMICPMANbHBIA HEKPOIU3 (CHHIPOM
Jlaitena), cunapom CrtuBeHca-J[PDKOHCOHA M JIEKapCTBEHHYIO PEAaKIHUI0 C HO3MHOPHINEH U
cucreMHoit cumnromatukoit (DRESS-cunapom), koTopeie MOTyT OBITH >KH3HEYTPOXKAIOIIMMU
Wik JetanbHbiME (cM. pasnen 4.8.). [lpu HasHaueHWHW mpenapara MaIMeHTH JIOJDKHBI OBITh
npOMH()OPMHUPOBAHBI O IPU3HAKAX U CUMIITOMAX TSDKEJBIX KOXKHBIX HEXKENATSIbHBIX PeaKIui U
HAXOJIUTHCS TOJ TIIATETHHBIM MEIUIIMHCKUM HaOmromeHueM. IIpu TOSBICHWW TPU3HAKOB U
CHUMIITOMOB, CBHJETEIbCTBYIOIIMX O pa3BUTHH OTHX HEXENaTeIbHBIX pEaKIud, CIexyeT
HEMEJUIEHHO TpeKpaTtuTh npueM mpenapara JleBosmer P u  paccMoTpeTh BO3MOXKHOCTh
Ha3HAYEHUs aJIbTEPHATUBHOTO JiedeHus. Ecnu nmpu nmpuMeHeHuH JieBo(IoKcalMHa y MalueHTa
pa3BUIIACh TsDKEJasi HeXKeNnaTelIbHas KOJKHAas peakiius, Takas kak cuHapom CtuBeHca-/[’oHCoHa,
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Ipernapara y 3TOro nalueHTa He cleayerT.
Hapywenus co cmoponvl neuenu u sicenuedbi8o0auux nymeti

CooOmanoch 0 ciyyasX pa3sBUTHS HEKpPO3a II€4EHH, BKIIOYas pa3BUTHE IIEYECHOUYHOM
HEIOCTaTOYHOCTH C JICTaJbHBIM HMCXOJOM, NpU HPUMEHEHHU JEBO(IIOKCAIIMHA, TJaBHBIM
00pa3oM, y HalMeHTOB C TSHKEIBIMH OCHOBHBIMHU 3a00JIE€BAHUSMH, HAIIPUMEP, C CETICUCOM (CM.
pasnen 4.8.). IlamueHTsl AOMKHBI OBITH MPEAYNPEXKICHBI O HEOOXOAMMOCTH TPEKPALICHUS
JEYCHUs U CPOYHOro OOpalleHHs K Bpady B cilydae IOSBJIECHUS IPU3HAKOB U CUMIITOMOB
NOpa)KEHUs NIEUEHH, TAKUX KaK aHOPEKCHUs, XKeITyXa, IOTEMHEHHE MOYHU, KOXKHBIN 3y]1 1 60iM B
AKHUBOTE.

THayuenmoi ¢ HapyweHuAMU PYHKYUU NOYEK

Tak kak J1eBO(IOKCAIIMH 3KCKPETHPYETCsl TJIaBHBIM 00pa3oM dYepe3 IOYKH, y HalUCHTOB C
HapylleHneM (QYHKIUHM MOYeK TpeOyeTcsi 00s3aTesibHbIii KOHTPOJIb (YHKIUH MOYEK, a TAKKe
KOppeKuusi pexuma jgo3upoBanust (cMm. pasgen 4.2.). Ilpu jevyeHHH NAMCHTOB IMOXKHJIOTO
BO3pacTa CIJIeJyeT YYUTHIBATh, YTO y MAIMEHTOB ATON TPYIIBI YaCTO OTMEYAIOTCS HAPYIICHHSI
GyHkIK novek (cMm. paszgen 4.2.).

Ilpeoomepawenue pazsumus peaxyutl homocencubUIU3AYUU

Xots poToceHcHOMIM3aNMsI TTPH TPUMEHEHUH JIEBO(IIOKCAIIMHA PA3BUBACTCS OUYCHB PEAKO, JJIS
IPEIOTBPALICHUS €€ Pa3BUTHS MallUEHTaM HE PEKOMEH/IyEeTCsl BO BpEMs JIEUEHHUS U B TeueHue 48
Y I0CJIC OKOHYAHUS JICUYCHHS JICBOIIOKCAIIMHOM IIOJBEPraThCsl CHIBHOMY COJTHEYHOMY WIIA
UCKYCCTBCHHOMY YJIbTPa(HOICTOBOMY OOIYICHHIO (HAIIPUMED, MIOCEIIATh COJISPHIA).

Cynepunghexyus

Kak u npu npumeHeHHM IpPYrUX aHTUOMOTUKOB, NIPUMEHEHHE JeBO(IIOKCalMHa, OCOOEHHO B
TEYEHUE JUIMTEIBHOTO BpPEMEHHM, MOXET MPUBOAUTH K YCHJICHHOMY Pa3MHOXECHUIO
PE3UCTEHTHBIX K HEMY MHUKPOOPraHu3MoB (OakTepuil M TpuOOB), YTO MOXKET BbI3BIBATh
U3MEHEHHs HOpMalbHOW MHUKpo(dopsl dYenoBeka. B pesymbrate MOXET pa3BUTHCA
cynepunpekuus. [loaTomy B Xoze jeueHHss HEOOXOIUMO 0053aTeNbHO MPOBOAUTH MOBTOPHYIO
OLIEHKY COCTOSIHMS TallMeHTa, W, B CIy4yae Pa3BUTUS BO BpeMs JIEUCHUs CyNepUH(EKIHH,
cienyeT IPUHUMATh COOTBETCTBYOIINE MEPHI.

Yonunenue unmepsana QT

Coobmanocr 00 OYeHb penKuX Ciydasx yuIMHeHus wuHTepBaia QT y maiueHTos,
MPUHUMAIOIINX (TOPXUHOJIOHBI, BKIIIOYast IEBO(IOKCALIMH.

[Ipy npumeHeHMH (OTOPXMHOJIOHOB, BKIIOYas JIEBO(IOKCALMH, CleQyeT CcoOIr0aaTh
OCTOpPOKHOCTh Y MAIIMEHTOB C M3BECTHBIMU (haKTOpamMH pHUcKa yaiuuHeHus uHrepBaia QT: y
NAIlMeHTOB C HECKOPPEKTHPOBAHHBIMU AJIEKTPOJIMTHBIMU HApyIIEHUSMH (C TUIIOKAINEMHEH,
THUIIOMarHueMueit); ¢ CHHJIPOMOM BpOXKAEHHOTro yanuHeHus untepsaia QT; ¢ 3aboneBaHusIMU
cepaua (cepaeyHast HEJOCTaTOYHOCTb, HH(PAPKT MUOKapa, Opajukapaus); Mpu OJHOBPEMEHHOM
IPUMEHEHUU JIEKapCTBEHHBIX IMPENnapaTroB, CHOCOOHBIX Y/UIMHATH uHTepBan QT, Takux Kak
aHTHapuTMUYeckue cpeacTna kiacca A u IIl, Tpunukianyeckue aHTUAEIPECCaHTbl, MAaKPOIUIbI,
HEHUPOJICTITUKH.
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IMOXKWJIOTO BO3pacTa HW  IAHUQ

b KOHCKOTG- - itosta | MOryT “Ostrn” Gomee

YyBCTBUTEIbHBIMU K IpenaparaM, yummHstomuM uHTepBan QT. Ilostomy y Hux crnenyer c
OCTOPOKHOCTBIO TPUMEHSTh (TOPXUHOJIOHBI, BKJIOYAs JieBo(iokcanmuH (cM. moxapasaen «C
OCTOPOXKHOCTBION, a Takxke paszeisl 4.2.,4.5.,4.8. 1 4.9.).

Tayuenmui ¢ depuyumonm enroko30-6-gpocghamoezudpozenasvi

v
docdarmernaporeHassl UMEETCS MPEAPACIIONIOKEHHOCTh K PA3BUTHIO TEMOJUTHYECKUX PEAKIIHIA

nNannucHTOB C JJATCHTHBIM nJIn MaHI/I(beCTI/IpOBaHHBIM I[G(l)I/H_[I/ITOM [JII0K030-6-

npu JICUCHHUU XWHOJIOHAMH,
J'IeBO(bJ'IOKcaL[I/IHOM.

4qTo  CICAYyC€T IMPHHHMATb BO BHHUMAaHHUC TIIpU JICUCHUU

Hucenuxemus (cuno- u cunepaauxemust)

Kak u npu npumMeHeHuu Apyrux XUHOJOHOB, IIPU NMPUMEHEHHUH JIeBO(IIOKCAIMHA HAOII0JAJINCh
cllydyaud pPa3BUTHUS TUIEpriaukeMuu M runoriukemuu. Ha ¢one Tepamuu neBodiaokcanmHoM
JUCTIIMKEMUs Yalle pa3BUBANACh Y MALMEHTOB MOXKUIIOTO BO3pacTa M MAllMEHTOB C CaXapHbIM
na0eToM, MOJIyYaloUIMX COMYTCTBYIOLIYIO TEPANUI0 MNEpOPAIbHBIMU TMIIOTIMKEMUYECKUMU
W IIpn

npenapatamMu  (Harpumep,

JIeBO(l)JIOKcaIII/IHa Y TaKuX IMAalMCHTOB BO3PACTACT PUCK PA3BUTUA THUIIOTTIMKCMUHU, BILJIOTH OO

IIINOEHKaMUIOM) WHCYJIMHOM. IIPUMEHEHUN

TUTIOTJIMKEMUYECKOH KoMmbl. HeoOxoammo WHQPOPMUPOBATH TMAIMEHTOB O CHMIITOMAax
TUTIOTJIMKEMHUH (CITyTaHHOCTH CO3HAHUS, TOJIOBOKPYKEHHUE, «BOIUMID) allIETUT, TOJIOBHASI 00JIb,
HEPBO3HOCTh, OIYIICHUE CEPIICONCHHS WIIN YYalleHUE MyJIbca, OJICAHOCTh KOXKHBIX TTOKPOBOB,
UCIapuHa, OpOoXb, ciabocTh). Ecnu y manmeHTa pa3BUBAEeTCsl THIOTIIMKEMHS, HEOOXOAMMO
HEMEIJICHHO MPEKPATUTh JIeYeHHE JIEBO(IOKCAIIMHOM U Ha4aTh COOTBETCTBYIOIIYIO Teparuio. B
9TUX CIy4asX PEKOMEHIyeTcs MEepelTH Ha Tepamuio APYTUM aHTHOMOTHKOM, OTIHUYHBIM OT
(TOPXMHOIOHOB, €CIIM 3TO BO3MOXHO. llpu mnpoBeaeHHHu InedeHHUS JEBO(IOKCAIIUHOM Y
MalMeHTOB TMOXHWJIOTO0 BO3pacTa W y TAIMEHTOB C CaxapHbIM JUA0ETOM PEKOMEHIYETCs

TIIATENbHBI MOHUTOPUHI KOHIIEHTPALUHU TJIFOKO3bI B KPOBHU.
Ilepughepuueckan netiponamus

VY nanueHToB, NPUHUMAOIMX (TOPXMHOJIOHBI, BKIIOYas JIEBO(IOKCALMH, COOOLIAIOCH O
Clly4asiX pa3BUTHS CEHCOPHOM M CEHCOPHO-MOTOPHOW mepugeprueckoll HeHpomaTHH, Hayajio
KOTOpO MoKeT ObITh ObIcTphIM. Ecnm y mamueHta pa3BUBAIOTCS CHMIITOMBI HEWpOIATHH,
IPUMEHEHHE JIeBOQUIOKCALMHA JIOJKHO OBITh MPEKpaleHO. DTO MHUHMMHM3UPYET BO3MOXKHBIN
PHCK pa3BUTHsI HEOOPATUMBIX U3MEHEHUI.

[TarueHTs! JOJMKHBI OBITH MHPOPMUPOBAHBI O HEOOXOAMMOCTH COOOIIATh CBOEMY JIeHalleMy
Bpady O IIOABJICHUU JIFOOBIX CHMITTOMOB HeﬁpOHaTI/II/I. CDTOpXI/IHOJ'IOHBI HE CJICOAYCT Ha3HA4YaTb
nanueHTaM, MMEIOLIMM B aHaMHe3€ yKa3aHUs Ha nepudepruiecKyto HelpomnaTuio.

Obocmpenue ncegdonapanumuyeckol muacmenuu (myasthenia gravis)

OTOPXHUHOJIOHBI, BKJIOYasl JI€BO(IIOKCAIUH,

MBINICYHOC MPOBECACHUEC AaKTUBHOCTBIO U MOT'YT YCHUJIMBATH MBIILICYHYIO ci1abocTh Y NaoueHTOB C

XapaKTepU3yTCs OJOKMPYIOLIEH HEpBHO-

MICEeBIONAPAIUTUYECKOW  MHACTeHHEH. B  MOCTMapKeTMHTOBOM TMEpHojae  HaOIIOAINChH
HEe)KeNlaTeNIbHbIE PeaKIuy, BKII0UYas JIETOYHYI0 HEJIOCTATOYHOCTh, MOTPEOOBABIIYIO MIPOBEICHUE
HMCKYCCTBEHHOM BEHTWIILMU JIETKUX, U JIETAJbHBIA HCXOJ, KOTOPBIE ACCOLMUPOBAIUCH C

MMPUMCHCHUCM (I)TOpXI/IHOJ'IOHOB Yy HNanucHTOB C HCCBI[OH&p&JIHTH‘-ICCKOfI MHACTECHHUEH.
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TNICeBJI0NAPATUTUYCCKON MUACTCHUHU HE peKoMeH tyeTcs (cM. paszen 4.8.).
Ilpumenenue npu 6030yWHO-KANENbHOM NYMU 3APANACEHUSL CUOUPCKOT 360U

[IpnMeneHne 1eBO(IIOKCAHA y YeOBEKa II0 3TOMY IIOKa3aHUIO OCHOBAHO HA JAHHBIX IO
qyBCTBUTENbHOCTH K Hemy Bacillus anthracis, nonydennbix B mccnemoBanusix in Vitro u B
IKCIIEPUMEHTAILHBIX MCCIICIOBAHUSAX, TIPOBEACHHBIX HA )KUBOTHBIX, a TAKXKE HA OrPAaHHMYCHHBIX
JIAHHBIX MPUMEHEHHs JIeBO(IIOKCAIlMHA Yy 4esioBeka. Jlewamue Bpauu JODKHBI 0Opamarhes K
HALMOHAIBHBIM W/HJIM MEXKIyHApPOIHBIM JOKYMEHTaM, KOTOPBIC OTPAXarOT BBIPAOOTaHHYIO
OOILIMMH yCUIIUSIMU TOYKY 3PEHUS I10 JICUCHUIO CHOUPCKOM SI3BBL

Ilcuxomuueckue peakyuu

[TcuxoTryeckue peakiuu, BKIOYask CyUITUIATbHBIC MBICTH/TIOTBITKH, OTMEUYAINCh y TAIUEHTOB,
MPUHUMAIOIINUX (PTOPXMHOJIOHBI, BKIIIOYAs JICBO(IIOKCAIIMH, WHOTJA IIOCJIEe IpHeMa pPa30BOM
no3bl. B ciydae pazBuTHs J1I0OBIX HEXKENAaTeIbHBIX PEAKIMIl CO CTOPOHBI IIEHTPAIbHON HEPBHOU
CUCTEMBbI, BKJIIOYas HApYUICHHs ICUXHUKH, JICYeHUE JIeBO(IOKCAIIMHOM CIEAyeT HEMEUICHHO
IIPEKPAaTUTh M HA3HAYUTh COOTBETCTBYIOLLYIO TEpanuio. B 3THX Ciydasx pEeKOMEHIyeTcCs
NepeTH Ha Teparuil JAPYyrdM AaHTUOMOTHUKOM, OTJIMYHBIM OT (TOPXHWHOJIOHOB, €CIU 3TO
BO3MOXXHO. CleIyeT ¢ OCTOPOXXHOCTHIO Ha3HAuYaTh Mperapar MalydeHTaM C ICUX03aMH KU
NManydeHTaM, HMEIONIMM B aHaMHe3e Icuxuueckue 3aboneBanHusi (cMm. moxapazaen «C
OCTOPOKHOCTBION).

AHegpu3ma u pacciloernue aopmol, peeypeumaL;uﬂ/HedocmamOQHocmb Klanana cepdua

[To maHHBIM MTHIEMUOIOTHICCKUX HCCIICIOBAHUIN COOOIAIOCh O MOBBIIICHHOM PUCKE Pa3BUTHS
AQHEBPHU3MBI A0PThHI U PACCIOCHUS a0PThI, OCOOCHHO y MAallMEHTOB MOXHIIOTO BO3pAcTa, a TaKke
pEerypruTaiyy aopTaJbHOTO U MUTPAIBHOTO KIIAMaHOB IMOCHe MPUMEHEHUS (TOPXHUHOIOHOB. Y
MAIMEHTOB, MOMY4YaBIINX (TOPXUHOJOHBI, OBLTH OTMEYEHBI CIyuyad Pa3BUTHUS aHEBPU3MBI U
paccioeHusl a0pPThI, HHOT/IA OCJIO)KHEHHBIX Pa3pbhIBOM (B TOM YHUCIE C JETAIbHBIM HCXOJIOM), a
TaK)Ke PerypruTanuu/HeA0CTaATOYHOCTH JF0O0T0 U3 KiIanmaHoB cepana (cM. paszaen 4.8.).

B cBsi3u ¢ 3TUM (PTOPXMHOJIOHBI CIEAYeT NPUMEHSATh TOJBKO IOCHE TIIATEJbHON OLEHKU
COOTHOILIEHUS «II0JIb3a — PUCK» U PAacCMOTPEHUS IPYrMX BapUAHTOB TEpAlMM y MAalUEHTOB C
AQHEBPU3MOM aOpPThl MM BPOKIEHHBIM IIOPOKOM KJlallaHa Cepllia B CEMEMHOM aHAMHE3€, WIH Y
NAallMeHTOB C JIMAarHOCTUPOBAHHOM aHEBPU3MOM aopThl W/MIM PACCIOCHHUEM aopThl, MU
3a00JIeBaHMEM KIIallaHa cepjua, WIK NpU HAJIUYUU JPYTHX (akTOpPOB PUCKA MU COCTOSHHIA,
IpeJipacroiaraoux K pa3BUTHIO:
e KaKk aHEeBPU3MBl M PACCIOCHMS] aOpThl, TaK M PErypruTalii/HeIOCTATOYHOCTH KJlaraHa
cepaua (Hampumep, 3a00JeBaHUs COCTUHUTENIbHON TKaHU, Takue Kak cuHApoM Mapdana
wid cuHapoM OInepca-llannoca, cunapom TepHepa, Oone3nbp bexuera, aprepuanbHas

TUIEPTEH3Us, PEBMAaTOUIHBIN apTpHT);

WA JOITIOJITHUTECIIBHO:

® QaHEBPU3MBI M PACCIOCHHS aopThl (HAMpHUMEp, COCYIUCThIE 3a00J€BaHUS, TaKHe Kak

aprepunT Takascy, THUraHTOKJIETOYHBIA apTEpUUT, IOATBEPKICHHBIA aTEPOCKIEPO3,
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(NOCNEOOBATENEHOCTE 0001)

cunapowm lllerpena);

® perypruTaiyu/HeA0CTaTOYHOCTH KIanaHa cep/a (Hanpumep, HH()EKIMOHHBINA YHTOKAPINT).

Puck pa3BuTHs aHEBPU3MBI U PACCIOCHUS A0PTHI, a TAKXKE UX Pa3pbIBa MOXKET OBITH MOBBIIICH Y
[IALEHTOB, OJJHOBPEMEHHO I0JIy4alOLIUX CUCTEMHBIE INIFOKOKOPTUKOCTEPOUIBL.

B clIydyac IIOSABJICHHUA BHE3AaIMHOM 0ol B XKHUBOTEC, I'pyad HWIKW CIHWHE IAalUMCHTaAM CIICOAYCT
HEMCAJICHHO O6paTI/ITBC$I K Bpady B OTACIICHUE HEOTJIOKHOMU IIOMOIIH.

[TaruenTam cieayeT PeKOMEHIIOBATh HEMEIJICHHO OOpaTUTHhCS 32 METUIIMHCKOW MOMOIIBI0 B
Cly4yae TIOSIBIIGHUS OCTPOM OJIBIIIKH, BIEPBbIE BO3HUKIIETO OIIYIICHUS YYalllEHHOIO
CepaIeONEeHHS UM PA3BUTUS OTEKA KUBOTA WJIM HIKHUX KOHEUHOCTEH.

Hapywenus 3penus

[lpu pa3BuTuu TrOOBIX HAapyIIEHWH 3peHHs HeoO0XoauMa HEeMEJICHHAass KOHCYJIbTalus
odranemorora (cM. paszaen 4.8.).

Ocmpbiil nankpeamum

vy MNanucHTOB, IMMPHHUMAIOIIUX JIGBO(l)JIOKC&HI/IH, MOXCT Pa3BUTHCA OCTpBIfI IMaHKPECaTHUT.
ITamuenToB cieayer HHq)OpMPIpOBaTB 0 XapaKTCPHbLIX CUMIITOMAax OCTpPOro IaHKpCaThuTa. HpI/I
IOABJICHHUKM TOIIHOTBI, HCIOMOI'aHH, ,I[I/ICKOM(bOpTa B JXKHUBOTC H OCTpOﬁ ool B JKHUBOTC,
MNanueHTy CJICAYET HEMCAJICHHO O6paTI/ITBC$I K Bpady i1 MEAULIUHCKOI'O 06CJ'I6,HOB8_HI/IH. HpI/I
MNOAO3PCHUU HA MAHKPCATUT CIICAYCT MPCKPATUTH IIPUCM JICBO(l)JIOKcaI_II/IHa 1 HE BO300HOBIIATH
€ro IPUMCHCHHUC.

IIpenapar cienyer NpUMEHSTh C OCTOPOKHOCTBIO Yy IALMEHTOB C ITAHKPEATUTOM B aHAMHE3E
(cM. mozpazaen «C 0CTOPOKHOCTHION).

Bausnue na nabopamopnvie mecmoi

vy MNanyeHTOB, MPHUHUMAIOMINUX HeBO(l)JIOKcaIII/IH, OMpeaAcCJICHUEC OIMMaToB B MOYEC MOXKET
MNPUBOAUTE K JIOKHOIIOJOKHUTCIBHBIM PE3YyJIbTaTaM, KOTOPBIC CICAYCT MNMOATBCPIKIATH Ooiee
CHCI_II/I(l)I/I‘-ICCKI/IMI/I MCETOJaMH.

JleBodsiokcaruH MokeT WHTruOMpoBath poct Mycobacterium tuberculosis u mpuBoguTh B
I[aJ'[I)HeI\/JIHIGM K JIO)KHOOTPUHATCIIBHBIM PE3yJibTaTaM 6aKT€pI/IOHOFI/I‘I€CKOI>'I AUArHOCTUKHN
TyOepKyJiesa.

4.5. B3auMmopeiicTBHe ¢ APYrMMH JeKAPCTBEHHBIMH MNpenapaTaMd MW JApyrue BH/bI

B3aUMOJIeHCTBUA

B3auMoaerictBus, TpeOVIOIIME COOIIOIEHUS OCTOPOXKHOCTH

Ilpenapamul, codeparcawjue macHuu, antOMUHUL, Hceane3o U YUHK;, OUOAHO3UH

[Ipenapatsl, coaepXalliie ABYXBAJICHTHbIE WM TPEXBaJCHTHbIE KATHOHBI, TaKue KakK COJHU
[MHKAa WIM >Kene3a (JeKapCTBEHHbIE Mpenaparbl s JIEYEHHs] aHEMHH), MarHuii- W/wim
ATIOMUHHA-COZIEpIKalue  Tpenaparbl  (Takue Kak — aHTalugbl), JUAaHO3WH  (TOJBKO
JeKapcTBeHHbIE (OpPMBI, cojepXkaliue B KadecTBe Oydepa aJlOMUHUN WIM MarHui),
peKoMeHIyeTcs MPUHUMATh HEe MEHee 4eM 3a 2 4 JI0 WIM 4yepe3 2 4 Iocie mpuema TabJaeTok
npenapara Jlesoner P.
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preMe BHYTPb.
Cykpanvgham

HeiictBue npemnapara JleBosier P 3HaunTenpHO OCabaseTcs MpU OJHOBPEMEHHOM MPUMEHEHHU
cykpanbdara. IlanmeHram, mnomydaromuM JI€BOQUIOKCAMH U CyKpaib(haT, pPEKOMEHIYeTCs
NpUHUMATD CyKpanbdar uepes 2 4 rmocie npuema JeBoIoKCaIiHa.

Teopunnun, henbyghern unu nodobHvie exapcmeenHvlie cCpeocmea U3 epynnvl HeCmepOUOHbIX
NPOMUBOBOCHAIUMENIbHBIX ~ NPENapamos, —CHUdcaowjue nopoe CyOOpPOAICHOU 20MOBHOCHU
20/106H020 MO32d

(DapMaKOKI/IHeTI/I‘-IeCKOI‘O B3aHMOJCHCTBHUSI JIeBO(bJIOKcaI_[I/IHa C TCO(bI/IJIJII/IHOM HC BBISIBJICHO.
OI[HaKO npu OJHOBPEMECHHOM IMPUMCHCHUN XWHOJIOHOB U TCO(I)I/IJ'IJ'II/IHa, HECTCPOUAHBIX
MMPOTHUBOBOCIIAIMTECIIBHBIX IIPEIIAPATOB U APYTHX NPCIapaTOB, CHUKAOIIUX TTOPOT Cy,[[OpO)KHOﬁ
TOTOBHOCTH TOJIOBHOI'O MO3ra, BO3MOKHO BBbIPa)XCHHOC CHHIKCHHE II0pOI'a Cy,I[OpO)KHOfI
I'OTOBHOCTH I'OJIOBHOI'O MO3ra.

KonnenTpanus JieBoJIoKcalliHa TIpU OJHOBpEeMEHHOM Tipreme ¢GeHOydeHa TmoBbIIaeTcs
ToJibko Ha 13 %.

Henpsmvie anmukoacynaumer (aumazonucmol gumamuna K)

VY m[anMeHToB, NOJNYYaBIIMX JICYEHHE JIEBO(IIOKCAIIMHOM B KOMOHMHAIMM C HENPSIMBIMU
AHTHUKOATYJIIHTaMH (Harpumep, Bap(aprHOM), HaOIIOAATOCh MOBBIIICHWE MPOTPOMOMHOBOTO
BPEMEHU/MEKIYHAPOJAHOTO HOPMAJIM30BAaHHOI'O OTHOIICHUS W/MIM Pa3sBUTHE KPOBOTECUCHMS,
B TOM 4ucie U Tsokenoro. Ilosromy mnpum OJHOBPEMEHHOM HPUMEHEHHH HENPSMBIX
AQHTUKOATYJIIHTOB U JIEBO(IIOKCAIlMHA HEOOXOAMM DEryJSpHBIA KOHTPOJb IOKazaTesei
CBEPTHIBAHUS KPOBH.

IIpobeneyuo u yumemuoun

[Ipy ogHOBpeMEHHOM MPUMEHEHHH JIEKaPCTBEHHBIX IMPENaparoB, HAPYIIAIOIUX MMOYSUHYIO
KaHAJBIEBYIO CEKPEIMI0, TAaKUX KaK MPOOEHEeIH] M IUMETUIUH, U JeBO(IOKcAIlMHA CIeayeT
coOIOaTh OCTOPOXKHOCTh, OCOOCHHO Y TAIMEHTOB C TIOYEYHOW HEIOCTATOYHOCTHIO.
BriBenenue (MoYeuHbIid KIMPEHC) JIEBO(IOKCAIIMHA 3aMEJIIETCs MO JICHCTBUEM ITUMETHIHHA
Ha 24 % wu npobGenenuaa Ha 34 %. ManoBeposTHO, YTO 3TO MOXET HMETh KIWHUYECKOE
3HAUEHUE TP HOPMAITBHON (PYHKITHH ITOYCK.

Huxnocnopun

JleBo(sIOKCaIlMH yBEIHUMBAI Tepro, moayBbiBeaenus (t12) nukimocmopuna Ha 33 %. Tak kak
OTO YBCIIMUCHUC SABIACTCA KIIMHUYCCKHN HE3HAYMMBIM, KOPPEKIUN J03bI HUKIIOCIIOpPHUHA IIPpHU €ro
OJTHOBPEMEHHOM MPUMEHEHHH C JIEBO(IOKCAIMHOM HE TpeOyeTCsl.

I'nrokoxopmuxocmepouovl
OHOBpEMEHHBIN NMPUEM ITFOKOKOPTUKOCTEPOUIOB MOBBIIIAET PUCK PA3PhIBA CYXOKHUIHIA.

Jlexapcmeennvie npenapamul, yorunaowue unmepsanr QT
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JleBodnokcanuH, kKak U JIpyrue (GTOPXUHOJIOHBI, z[om{(g}';' ﬁﬂ%ﬁh‘igggt&gépgitﬁo&kb y

NAlMeHTOB, TOJYYalOUIMX  [pemaparbl, yumHsAomme  uHTepBan QT (mampumep,
anTuaputmudeckue cpeacrsa |A u I, Tpunukinyeckue aHTUIENPECCAHThI, MAaKPOJIU[BL,
HEUPOJIETITUKH).

IIpoune B3auMOACHCTBUS

[TpoBeneHHBIE KIMHUKO-()apMAKOIOTUYECKUE WCCISAOBAHUS IS HM3YyYCHUS BO3MOXKHBIX
(apMaKoIOTHYECKUX B3aUMOJCHCTBUN JEBO(MIOKCAIMHA C OUCOKCUHOM, 2AUDEHKIAMUOOM,
panumuouHom u eapghapunom TOKa3aiu, YTO (hapMaKOKMHETHKA JIeBO(IOKcaluHA TIpH
O/IHOBPEMEHHOM MPUMEHEHUH C STUMU IperapaTaMu HEe U3MEHSAETCS B JIOCTATOYHOM CTEINEHH,
YTOOBI 3TO UMENO KIMHUYECKOE 3HAUCHHUE.

4.6. ®epTHIBHOCTH, 0€PEMEHHOCTDb M JIAKTALMS

[Ipenapat JleBoser P mpoTuBONOKa3an Ui MPUMEHEHUS] Y OEPEMEHHBIX U KOPMSIIIUX TPYAbIO
JKEHIIUH.

4.7. BausiHue HA CIOCOOHOCTDH YNPABJATH TPAHCIIOPTHBIMH CPeICTBAMHU, MEXaHU3MAMH

Takue no6ounsie ) PeKThI TeBO(IOKCAIINHA, KAK TOJIOBOKPYKEHUE WIH BEPTUTO, COHIIMBOCTH U
pacctpoiictBa 3penus (cMm. pasnen «I[lobodHoe AeicTBHE»), MOTYT CHHXATh TICHXOMOTOPHBIE
peaKkiMu M CHOCOOHOCTh K KOHIIGHTPAllUM BHUMAaHUSA. ODTO MOXET MPECTaBIsATh COOOM
OTIpPENeICHHBIA PUCK B CHUTYyalUsX, KOTAA JTH CIIOCOOHOCTH HUMEIOT 0co00oe 3Ha4YeHHE
(Hampumep, NpU YIPaBICHUU aBTOMOOWIIEM, MPU OOCITYKMBAaHUM MAIIMH M MEXaHU3MOB, IMPH
BBIMIOJTHEHUH PabOT B HEYCTOMYMBOM IOJIOKESHHH).

4.8. Hexkes1aTelbHbIE peaKIUH

PesroMme HexxenaTeabHbBIX PEAKIINT

VYkazaHHbIE HI)KE HEXellaTeNbHbIE PEaKIUU IMPEICTaBICHbBl B COOTBETCTBUHU CO CIIEAYIOIIUMU
rpajalissMi 9acTOThl UX BO3HMKHOBEHHUs: oueHb 4yacto (> 1/10), wacto (> 1/100, Ho < 1/10),
Heyacto (> 1/1 000, Ho < 1/100), penxo (> 1/10 000, Ho < 1/1 000), oueHb peako (< 1/10 000),
9YacTOTa HEU3BECTHA (HA OCHOBAaHUH MMEIOIINXCS TaHHBIX OIIEHUTh HEBO3MOKHO).

JlanHble MOTy4YeHbl B KIMHUYECKUX MCCIIE0BAHUAX U MPHU MOCTPErUCTPALMIOHHOM PUMEHEHNUN
npemnapara.

Hngpexyuu u uneasuu
Heuacmo: rpubkoBble HH(PEKINH, pa3BUTHE PE3UCTEHTHOCTH MTATOT€HHBIX MUKPOOPTaHU3MOB.
Hapywenus co cmoponul kpogu u tumgamuueckou cucmembl

Heuacmo: nelikoneHusi (yMEHbIIEHHE KOJIMYECTBA JIEMKOLMTOB B Nepudepruueckoil KpoBH),
s03uHO(MINS (YBETUUYEHHE KOJIMUYECTBA 203MHO(MUIIOB B NeprepruecKoil KpoBH).

Peoxo: weitponenust (yMEHbLIEHHE KOJMYECTBA HEUTpPO(UIOB B mepudepudeckoil KpoBHu),
TpoMOOLUTONEHHS (YMEHbBIIIEHNE KOJIMYECTBA TPOMOOIIMTOB B EpUPEpUIECKON KPOBH).

Yacmoma Heuszsecmua (I’lOCmeZuCWlDdquHHble aaHHble): TTaHIUTOIICHU A (YMGHBH_IeHI/Ie

KOJIMYECTBA BCCX (bOpMCHHBIX 9JICMCHTOB B HCpH(I)CqueCKOﬁ KpOBI/I), arpanyJjionuTo3
(OTCYTCTBI/IC HJIN PC3KOC YMCHBIICHUC KOJIMYCCTBA I'PaHYJIOIUTOB B HCpH(I)CpH‘-ICCKOfI KpOBI/I),
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(NOCNEQCBATENEHOCTE 0001)

TEMOJIUTUYCCKAaA aHCEMUS.

Hapywenus co cmoponvl uMMyHHOU cucmembl
Peoko: aHTHOHEBPOTHYECKUI OTEK.

Yacmoma HeuzeecmHda (I/ZOC'mDeZMCWlDaquHHble aaHHble): aHa(bI/IHaKTI/I‘-ICCKI/Iﬁ IIIOK,

aHa(UIAKTOUTHBIH IIOK.

AHapwiakTuyeckue M aHaQUIAKTOUIHBIE PEaKIMM MOTYT MHOIJAa pa3BUBATbCs HaKke IOCIe
IIpyeMa IepBOM 1036l IIpernapara.

DHOOKpUHHbLE HAPYULeHUsL

Peoko: cunapom HeaqeKBaTHOM CeKpelny aHTHINYPETUYECKOTr0 TOPMOHA.
Hapywenus memabonuzma u numanus

Heyacmo: anopekcus.

Peoko: runornukemusi, 0COOEHHO y NAIMEHTOB C CaXxapHbIM JUa0EeTOM (BO3MOYKHBIE ITPU3HAKU
TUIIOTJIMKEMHU: «BOJIYUID allIETUT, HEPBO3HOCTh, UCIIAPUHA, TPOXKD).

Yacmoma Heuzgecmua. THIICPITIMKCMUS, TKEIAsA THUIIOITIMKEMUA, BIIJIOTbH OO0 PA3BUTHA

THIOTIMKEMUYECKON KOMEI (OCO6CHHO Y MHNOXWIBIX ITAalIUCHTOB, HNAOHUCHTOB C CaxapHbIM
nrabeToM, MPUHUMAOIINX MMePOPATbHBIC THIOTIMKEMUYECKHE TIPerapaThl WiId HHCYJIHH) (CM.
noapasnen «Ocolble ykazaHus» pasena 4.4.).

HCLLXL[Q€CKM€ HapymeHu}z *
Yacmo: OeCCOHHUILA.
Heuacmo: 1yBcTBO 6€CTIOKONCTBA, TPEBOTA, CITyTAHHOCTH CO3HAHMSI.

Peoko: mncuxuueckue HapyuieHUs (HampuMmep, TaJUTIOLNUHAILMKM, TapaHoiis), JAenpeccus,
axurtanus (Bo30yxkaeHue), HApyIIEHUs! CHa, HOUHBIE KOLIMAaphbl.

Yacmoma HeuszeecmHda (nocmpeeucmpauuormble aaHHble) . HapyUICHUA IICUXUKHU C
HApyHICHUAMU TMOBCACHHUA C NPUYUNHCHUCM cebe Bpcla, BKIIOYasA CYHUIUAAJIBHBIC MBICIA U
CYUIUAAJIbHBIC ITONBITKH, HEPBO3HOCTh, HAPYHICHUC ITaMATH, nennpnﬁ (BKJ'II-OLIaH HapyHICHUA
BHHMMAaHMHA, )Ie30pI/IeHTaLII/IIO).

Hapywenus co cmoponsl nepeHoll cucmemul ™

Yacmo: ronoBHas 60J1b, TOJIOBOKPYKEHHE.

Heuacmo. cOHIUBOCTB, TPEMOD, IUCTEB3Hs (U3BpalllCHHE BKYCa).

Peoko: mapectesus, cynoporu (cM. moapasnen «Ocobbie ykazanus» paszaena 4.4.).

Yacmoma _neuszsecmua __(nocmpeucmpayuonnvie _O0anuvie): nepudepuyeckas CeHCOpHas
HeliponaTusi, nepudepuueckas CEHCOPHO-MOTOpHasi Heipomatust (cMm. moapaszzaen «Ocobbie

yKazaHus» paznena 4.4.), AUCKUHE3Us, HKCTpalUpaMHUIHBIE PAcCTPOMCTBA, areB3us (moTeps
BKYCOBBIX OUIYIIEHUH), MapocMus (pacCTpOHCTBO OLIYILIEHUS 3araxa, 0OCOOCHHO CyObEKTHBHOE
OLIYILIEHHE 3araxa, OOBEKTHUBHO OTCYTCTBYIOIIETO), BKIIOYAas MOTEPI0 OOOHSHUS; OOMOpOK,
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TIOBBIIIEHHE BHYTPHYEPEIHOIO IaBIeHUs (100 OK&HGC@%&%%%%MQ:JPHIQB% i,

IICEBI00IYX0JIb MO3TI'a).
Hapywenus co cmopoHul opeana 3penus ™
Peoko: Hapymienus 3peHusi, Takue Kak paciulbIBYaTOCTh BUAUMOTO N300pasKeHHUS.

Yacmoma Heuzgecmmua (nocmpeeucmpauuomtble aaHHble): npexogiauias rnoreps 3pCHusd, yBEUT.

Hapywenus co cmoponvl opeana ciyxa u nabupunma™

Heyacmo: BepTuro (4yBCTBO OTKJIOHEHUS WIIM KPYKEHHUSI COOCTBEHHOTO TeJla WM OKPYKAFOIIHX
MIPEAMETOB).

Peoko: 3BOH B ymiax.

Yacmoma Heuzgecmmua (nocmpeeucmpauuoyﬂble aaHHble): CHMIXCHHUC ClIyXa, ITOTEps CliyXa.

Hapywenus co cmoponul cepoya™*
Peoko: cunycoBast Taxukapaus, OUIYIICHHUE cepaALeOneHusl.

Yacmoma neussecmna _(nocmpezucmpayuonHvle Odannvie): ynnuHeHue wuHtepBana QT,

JKEJTyIOYKOBBIC HApYIICHWsS DPUTMA, KEIyI04YKOBas TaXWKapIus, >KEIYJIOYKOBAs TaXHKap.Ius
THIIA «IIHPYIT», KOTOPbIE MOTYT NMPHBOAWTH K OCTaHOBKe cepana (cM. mompasmaen «Ocobbie
yKazaHus» pasnaena 4.4., a takxe pazaein 4.9.).

Hapywenus co cmoponul cocyoos™*

Peoko: cHmxenne apTepruarbHOTO AaBICHHS.

Hapywenus co cmopoHul ObIXamenbHOU CUCHEeMbl, OP2aH08 2PYOHOU KNemKU U CPe00CmeHUs
Heuacmo: onplka.

Yacmoma Heuszsecmua (nocmpeeucmpauuomtbze aaHHble): 6p0oncna3M, annepmqecxnﬁ

ITHEBMOHMT.
Kenyoouno-kuuieunvie HapyueHus
Yacmo: nuapes, pBoTa, TOIIHOTA.

Heuacmo: 60mu B )KMBOTE, TUCIIETICUS, METEOPU3M, 3a10p.

Yacmoma neuzgecmua (nocmpe2ucmpayuonnsle 0anHble): reMopparuieckas guapesi, Koropas B
OUYEHb PEJIKUX CIIydasX MOKET ObITh MPU3HAKOM SHTEPOKOJINTA, BKIHOYAsl ICEBIOMEMOpPaHO3HBIN
KoJIUT (cM. ozpaszaen «Ocobble ykazanusy pasznuena 4.4.), maHkpeaTur.

Hapywenus co cmoponvl neuenu u xcenuegbleo0auux nymeti

Yacmo: TIOBBIINICHHE AKTUBHOCTH «IEUYCHOYHBIX» (EPMEHTOB B KpOBU (Hampumep,
ananuHamuHoTpancepassl  (AJIT), acmapraramuHorpancgepassl  (ACT)), mnoBbIIeHHE
aKTUBHOCTH 1enouHo pocdaraszsl (ILID) u ramma-rayramuntpancdepassl (ITT).

Heuacmo: noBelllIeHUE KOHIIEHTpAIMK OMIMpyOrHa B KPOBH.

Yacmoma HeuzeecmHa (l’lOCWlD(?ZMCWlDClZ/IMOHHble aaHHble): TsOKEI1as1 NCYCHOYHasA
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HEI0CTaTOYHOCTD, BKJIIOYAs Cydad Pa3sBUTHUs (CTPOi délx';hbqg%ﬁga}fﬁfﬁb&ﬁ,%ﬁb}ha c

JICTAJIbHBIM MCXOA0M, OCOGCHHO Yy NalUMCHTOB C TAKCIIBIM OCHOBHBIM 3200JI€BaHUEM (HaHpI/IMep,
y TamueHTtoB ¢ cemncucoM) (cm. moapazmen «OcoOble ykazaHus» pazgena 4.4.); renaTur,
KeENTyxa.

Hapywenus co cmoponsl Kodtcu u nOOKOINCHbIX MKAHel
Heuacmo: cbiib, 3y, KpalMBHULA, TUIIEPTUIPO3.

Peodxo: dukcupoBaHHas JICKApCTBEHHAsl ChINb, JICKAPCTBEHHAS PEaKIUs C JO3MHOPWIMEH |
cucteMHor cumnromatukoil (DRESS-cunapom) (cM. monapasnen «OcoOble ykazaHus» paszelna

4.4.).

Yacmoma Heuzsecmua (nocmpeeucmpauuonﬂble 0aHHbl€): TOKCHUYCCKHUI 3HHI[€pM3,JIBHLIﬁ

Hekponu3, cuuapom CrtuBeHca-/[KOHCOHa, SKccydaThuBHasE MHOrOpOpMHAsl 3pUTEMa, peakluu
($OTOUYBCTBUTEIHHOCTH (TIOBBIILIEHHOM YyBCTBUTEJILHOCTH K COJTHEYHOMY u
yIbTpaQHoIETOBOMY H3Iy4deHHio) (cMm. moapazmen «OcoOble ykazaHus» pasgena 4.4.);
JEHKOIMTOKIACTHYECKUN BaCKYJIUT, CTOMATHUT.

PeaKIII/II/I CO CTOPOHBI KOXHW M CIIM3UCTBIX 0601101161( MOr'yT MHOIr'Jla BO3HHKATh IIOCJIC IIpHEMa
MIEPBOM 103l Mpenapara.

Hapywenus co cmoponvl mbluieunotl, ckenemuou u cOeOUuHUmenbHou mranu*
Heuacmo: apTpanrus, MUaNrus.

Peoko: mopaxeHHe CYXOKWIHH, BKIOYas TEHAWHUT (HAPUMEp, aXMILIOBA CYXOXKHIIHS),
MbIIIEYHAsT CcaboCcTh, KOTOpas MOXET ObITh OCOOCHHO oOIacHa Yy MAlHUeHTOB C
IICEeBIOMapaTUTHUECKOW MuacTeHuer (myasthenia gravis) (cm. moapasaen «OcoOble yKazaHHsD
paznena 4.4.).

Yacmoma neuszsecmua (nocmpezucmpayuontsvle danHuie). padIOMHUOIIN3, Pa3pblB CYyXOXKMINA

(HampuMep, aXWJIoBa CYXOXKWIHMA. DTOT MOOOYHBIN 3(deKkT MokeT HaOMOIAThCS B TEUEHUE
48 4 mocie Hayaa JICYEHUsI U MOXKET HOCUTh JBYXCTOPOHHMI XapakTep (CM. Takke MoJpas/el
«Oco0ble ykazaHus» pasaena 4.4.)), pa3pbiB CBA30K, pa3pbIB MBI, apTPHUT.

Hapywenus co cmoponsl nouek u mMouesvbig00awux nymeti
Heuacmo: noBbIllIeHUE KOHIIEHTPAIMH KPEaTHHIUHA B CBIBOPOTKE KPOBH.

Peoko:  octpas  mouewyHas ~ HEJOCTATOYHOCTH  (HApHUMEp,  BCIEACTBHEC  Pa3BHUTHS
WHTEPCTUIMATBHOTO HEDPHUTA).

Obwue HapyweHus u peakyuu 8 mecme 68edeHus ™
Heuacmo: actenus.
Peoxo: nupekcus (TIOBBIIICHUE TEMIIEPATYPhI TEIIA).

Yacmoma neuzgecmuna: 6016 (BKJIH0OYast 00JIb B CIMHE, IPYAX U KOHEUHOCTSIX).

ﬂpyzue BO3MOIHCHbLE HedHcellamellbHble 3¢d)€Kmbl, OMHOCAWUECH KO 6CEM gmepXMHOJZOHClM

QueHb pedko: IPUCTYTIBI TOPPUPUHN Y MTALIUEHTOB ¢ opdupueil.
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ot 1':'.:3:‘:- 2023 "-J-'_-'-ll?i'IE B
* B o4eHb pENKUX CIOydYasX [P HNPUMEHEHUH xutioHorbe W bt opxaiofones. CHirbraa

HE3aBHCHUMO OT HMCXOJHO MMEIOMUXCS (PaKTOPOB pUCKA, OBLTU 3apeTUCTPUPOBAHBI IJIUTEIHHBIC
COXpaHsoIKecs (0 HECKOJIbKUX MECSIEB WIHM JIET), WHBAIUIU3UPYIOIIME U TMOTCHIMAIBHO
HEOOpaTHMBIE Cephe3HBbIe MOOOYHBIE peaKIUi Ha MpenapaT, 3aTparuBarollfe HECKOIbKO, a
WHOT/Ia U MHOXECTBO KJIACCOB CUCTEM OPTraHOB M OPTraHOB UYBCTB (BKJIIOUAsl TAKUE PEAKLIUU, KaK
TEHAUHUT, Pa3pblB CYXOXKWUIIUS, apTpairus O0lb B KOHEYHOCTAX, HAPYIICHHE IOXOJKH,
HelponaTHH, CBI3aHHBIE C MAPECTE3UsIMH, JEIPECcCusi, MOBBIIICHHAs] YTOMIIIEMOCTb, HapyIlIeHHE
namsTH, HapylIeHUs CHA, a TaKXKe HapyLIeHUs CilIyXa, 3peHus, BKyca U OOOHSHUS) (CM.
noapasen «Ocobble ykazaHus» pasaena 4.4.).

** YV manueHToB, MoJy4yaBIInX (HTOPXUHOJIOHBI, OBUIM OTMEUEHBI CIyYau Pa3BUTHS aHEBPU3MBI
U PACCIIOCHUS A0PThl, HHOI'/Ia OCJIOKHEHHBIX Pa3pbIBOM (B TOM YHCIIE C JIETAIbLHBIM UCXO/0M), a
TaKXe PperypruTaluu/Hel0CTaTOYHOCTH JIFo0oro kiamaHa cepaua (cM. moapasnen «OcoOble
yKazaHus» pazzaena 4.4.).

COO6HI€HI/I€ 0 TOA03PEBACMBIX HEXKCIATCIBbHBIX PCAKIINAX

BaxHo coo0maTh O TIOMO3PEBAaCMBIX HEKENATEIbHBIX pPEAKIUSIX I0CIE PETrUCTPaALUH
JIEKapCTBEHHOTO Iperapara C LeJIbl0 00eCeyeHNs HeNPepbIBHOIO MOHUTOPUHIa COOTHOILICHUS
«T0JIb3a — PHUCK» JIEKapCTBEHHOI'O Ipenapara. MenuIuHCKUM paOOTHUKaM pPEKOMEH]yeTcs
coolIaTe O JIIOOBIX MOJ03PEBACMbIX HEXKENATENbHBIX PEeaKIMIX JICKapCTBEHHOI'O Ipernapara
yepe3 HALMOHAJIbHBIE CUCTEMbI COOOILEHUS O HEXKENATeNbHbIX PEeaKLUsIX rOCyJapCTB — YWICHOB
EBpa3uiickoro 3K0HOMHYECKOTr0 COI03a.

Poccuiickas ®@enepanus

®denepanbHas cinyx0a mo Haa30py B chepe 3apaBooxpanenus (PocznpaBruanzop)
109012, r. Mocksa, CrnaBsiHCKasl Iiiomanip, 1. 4, ctp. 1

Ten.: +7 800 550-99-03, +7 (499) 578-06-70

E-mail: pharm@roszdravnadzor.gov.ru

Caiit: www.roszdravnadzor.gov.ru

4.9. Ilepeno3npoBka

CUMOTOMBI

HCXO}ISI N3 OaHHBIX, IOJYYCHHBIX B TOKCHKOJIOTMYECKHUX HCCIICAOBAHUAX, IMPOBCACHHLBIX Y
KHNBOTHBIX, BayKHEHIIIMMU OXHNIJaCMbIMHA CHUMIITOMaMH OCTpOfI NEepeaO3UPOBKHU
J'ICBO(bJ'IOKCElL[I/IHOM SABJIAIOTCA CHUMIITOMBI CO CTOPOHBI HCHTpaHLHOﬁ HepBHOﬁ CUCTCMBI
(HapymeHI/IH CO3HaHUA, BKIIFOYAsA CIYTAHHOCTb CO3HAHUS, T'OJIOBOKPYIKCHUC U Cy,HOpOTH).

[Tpu mocTMapKeTUHIOBOM MPUMEHEHUH IpernapaTa npu Nepeo3upoBke HaOmoaanuch 3¢ exTs
CO CTOpOHBI IICHTPAJBbHONH HEPBHOW CHCTEMBI, BKJIIOYAs CITyTAHHOCTh CO3HAHWS, CYIOPOTH,
TaJUTIOLIMHAIIIH U TPEMOD.

Bo03MOXHO pa3BUTHE TOIIHOTHI M BO3HUKHOBEHHUE DPO3UN CIU3UCTOM OOOJIOUKH KETYIOUHO-
KUIIEYHOTO TpaKTa.
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COOTBETCTBYET 3KCMEPTHOMY OTUETY
ot 10.03.2023 N 4612
B KIMHHKO-()apMaKONOTHYECKHX HCCIEOBAHNSX, PIBCTCHIbIX: ¢-fosaMir fetoprokiatima,

IIPEBBILIAIOIINMHU TEPANIEBTUYECKUE, HAOIIOAAIOCH yaAJIMHeHue uurepBana QT.

JleueHue

B ciywyae mnepeno3upoBku TpeOyeTcsl THIATENbHOE HAONIOEHUE 3a MalMeHTOM, BKIIIOYas
MOHHUTOPHPOBAHHE 3JIEKTpoKapauorpaMmbl. JleueHue cumnromaruyeckoe. B ciywae octpoit
Nepe03UPOBKH TpenapaTta JeBO(IOKCAIMHOM TOKa3aHO MPOMBIBAHUE KENyJIKa M BBEICHHE
AQHTALUUAOB JUISL 3alMTHl CIM3UCTONW OO0ONOYKH >Kedmyaka. JIeBoduiokcallMH HE BBIBOAUTCS
IOCPEACTBOM  Juanu3a (reMoAuanu3a, IEPUTOHEAIbHOIO  Juaiu3a U I[OCTOSIHHOTO
amMOyJIaTOPHOTO MEPUTOHEATHHOT0 Auanu3a). Crnennuyeckoro aHTUAOTa HE CYIIECTBYET.

5. PAPMAKOJIOTMYECKHUE CBOMCTBA

5.1. @apmakoauHaAMHYeCcKHe CBOiiCcTBa

®dapMakoTepareBTUYECKass TPYIIA: aHTHOAKTEpUATbHBIC CpPEACTBA CHCTEMHOTO JCHCTBUS;
MIPOU3BOHBIC XUHOJIOHA; (DTOPXUHOJIOHBHI.

Kon ATX: JOIMA12

Mexanusm aeiictBus u hapMmakoauHaMmudeckue dbhheKThl

[Ipenapatr JleBoner P — cunTeTHueckuil aHTMOAKTEpUaIbHBIA IpernapaT IIMPOKOro CIEKTpa
JNEHCTBUS W3 TPYMNIbl (TOPXMHOIOHOB, COJEPKAIIMA B KAauyecTBE ICHCTBYIOIIErO BEIECTBA
neBO(IIOKCAIIMH — JICBOBPAIIAIOIINIA H30Mep O(hIIOKCaIUHA.

Jlerodurokcaruu 6mokupyer JIHK-rupa3y u rononsomepasy 1V, Hapymraer cynepcnupann3ainio
u cunBky paspbiBoB JIHK, nurubupyer cunres JIHK, Bb3bIBaeT riiybokue mopdoiorunyeckue
MU3MEHEHHS B IIUTOIIa3Me, KJIIETOYHOH CTEHKE M MeMOpaHax MUKPOOHBIX KIIETOK.
JleBo(IOKCAaIIMH aKTHBEH B OTHOIIEHHHM OOJBIIMHCTBA IITAMMOB MHKPOOPIaHU3MOB, Kak B
ycioBHsX iN Vitro, Tak u in vivo.

YyscmeumenvbHvle MUKPOOP2AHUIMbBL (MUHUMANbHASL nodasnsaouias konyenmpayusa (MIIK) < 2
Me/n; 30Ha uneubuposanus > 17 um):

- aspobuvie 2DAMNOAOHCUMENILHBLE MUKDOOD2AHUIMBL: Bacillus anthracis,

Corynebacterium diphtheriae, Corynebacterium jeikeium, Enterococcus spp. (8 m.u.
Enterococcus faecalis), Listeria monocytogenes, Staphylococcus coagulase-negative methi-S(1)
[Koal"y.]'IaSOHeFaTI/IBHBIe MCTUIHUIIJIIMH-YYBCTBUT eJIbHBIE/ -YMEPCHHO YYBCTBUT eHBHBIe] ,
Staphylococcus aureus methi-S (MmetuiuinH-ayBcTBUTENBHBIC), Staphylococcus epidermidis
methi-S (MeTunmMH-uyBCcTBUTENBHBIC), Staphylococcus spp. CNS (koaryma3oHeraTHBHbIE),
Streptococci rpynmer C u G, Streptococcus agalactiae, Streptococcus pneumoniae peni-I1/S/R
(MeHUIMJUTHH-YMEPEHHO — YyBCTBHTENBbHBIC/-9yBCTBUTEILHBIE/-pEe3UCTEHTHBIC), Streptococcus

pyogenes, Viridans streptococci peni-S/R (neHUIMLTHH-4yBCTBUTENIbHBIC/ -PE3UCTCHTHBIC);
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- aspobuble _epamompuyamensivie  mukpoopeailimise: :‘Abiﬁé:foﬁackef""':spp?’ "('(|3'|1"771.14.

Acinetobacter baumannii), Actinobacillus actinomycetemcomitans, Citrobacter freundii,
Eikenella corrodens, Enterobacter aerogenes, Enterobacter spp. (¢ m.u. Enterobacter cloacae),
Escherichia coli, Gardnerella vaginalis, Haemophilus ducreyi, Haemophilus influenzae ampi-
S/R (aMOMIMUTHH-9yBCTBUTEIIbHBIE/-PE3UCTECHTHEIE), Haemophilus parainfluenzae,
Helicobacter pylori, Klebsiella spp. (¢ m.u. Klebsiella pneumoniae, Klebsiella oxytoca),
Moraxella catarrhalis B+/ B- (mpoayuupyromue ¥ HEOpOAYHHPYIONHE OeTa-JiakTamasbl),
Morganella morganii, Neisseria gonorrhoeae non PPNG/PPNG (menpoayumpyromme u
npoaylEpyonme neHunuuinHaszy), Neisseria meningitidis, Pasteurella spp. (8 t.u. Pasteurella
multocida, Pasteurella dagmatis, Pasteurella canis), Proteus mirabilis, Proteus vulgaris,
Providencia spp. (8 T.u. Providencia rettgeri, Providencia stuartii), Pseudomonas spp.
(Pseudomonas aeruginosa [rocnuranbHble WH(EKIMH, BbI3BaHHBIE Pseudomonas aeruginosa,
MOTyT TOTpeboBaTh KoMOMHHMpOBaHHOTO JeueHus]), Salmonella spp., Serratia spp. (B T.u.
Serratia marcescens);

- anaspobHvie mukpoopeanusmul: Bacteroides fragilis, Bifidobacterium spp., Clostridium

perfringens, Fusobacterium spp., Peptostreptococcus, Propionibacterium spp., Veillonella spp.;

- opyeue muxpoopzanusmel. Bartonella spp., Chlamydia pneumoniae, Chlamydia psittaci,
Chlamydia trachomatis, Legionella pneumophila, Legionella spp., Mycobacterium spp. (B T.u.
Mycobacterium leprae, Mycobacterium tuberculosis), Mycoplasma hominis, Mycoplasma
pneumoniae, Rickettsia spp., Ureaplasma urealyticum.

Ymepenno uyecmeumenvuvie muxpoopeanuzmor (MIIK = 4 me/n; 30na uneubuposanus 16—14
Mm)

- aspobuvle _epamnonodxcumenvhvle _mukpoopeanusmsl: Corynebacterium urealyticum,

Corynebacterium xerosis, Enterococcus faecium, Staphylococcus epidermidis methi-R
(MeTHIMIUTMH-pe3ucTeHTHBIE),  Staphylococcus — haemolyticus  methi-R  (MeTunmuH-

PE3UCTEHTHBIE).

- aspobnvle  epamompuyamenvhvle  mukpoopeanusmul:  Campylobacter  jejuni,
Campylobacter coli.

- anaspobuvie muxpoopeanusmul: Prevotella spp., Porphyromonas spp.

Pesucmenmuvie k nesoghnoxcayuny muxpoopeanuzmol (MIIK > 8 me/n; 3ona uneubuposanus <
13 mm)

- aspobuvle _epamnonodcumenvhvle mukpoopeanusmsl: Staphylococcus aureus methi-R

(METULIUIUTUH-PE3UCTEHTHEIE), Staphylococcus coagulase-negative methi-R
(koaryna3oHeraTuBHbIC METHIIMILIHMH-pe3ucTeHTHBIE), Corynebacterium jeikeium;

- aspobuvie epamompuyamenvrsle mukpoopeanuzmol. Alcaligenes xylosoxidans.
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- anaspobHvie mukpoopzanuzmul: Bacterojdes thet%gémg"rﬁi'i'TEﬂt'H': CTb 00071)

- opyeue muxkpoopeanuszmel:. Mycobacterium avium.

Pesucmenmnocmo

Pe3ncTeHTHOCTD K JIEBOGUIOKCAIIMHY Pa3BUBACTCS B PE3YJIbTATEe MOATAITHOTO MpoIiecca MyTalui
reHOB, Koaupyromux obe tonounzomepasbl Tuna |l: JJHK-rupazy u tonmouzomepasy V. JIpyrue
MEXaHHU3MBbl PE3UCTECHTHOCTH, TAKUE KaK MEXaHW3M BIUSHUS HA TICHETPAI[MOHHBIC Oaphepbl
MHKpPOOHOHN KJIEeTKM (MeXaHu3M, XapakTepHblii juis Pseudomonas aeruginosa) m MexaHu3m
s durokca (aKTUBHOTO BBIBEJICHUS MPOTHBOMHKPOOHOIO CpPEICTBAa M3 MHUKPOOHOM KIIETKH),
MOTYT TaK)K€ YMEHbBIIIATh YyBCTBUTEIBHOCTh MUKPOOPTaHU3MOB K JICBO(DIOKCAITUHY.

B cBs3u ¢ 0COOCHHOCTSAMH MEXaHM3Ma JEHCTBUS JIeBOGUIOKCAIIMHA OOBIMHO HE HAOJII0JaeTcs
NEPEKPECTHOM PE3UCTEHTHOCTH MEXY JEBOQIIOKCAMHOM M JPYIMMHM HPOTUBOMHUKPOOHBIMU
CpeCTBaMH.

Knunuuecxas sghghexmusrnocms (3¢hpekmusnocms 6 KIUHUYECKUX UCCIEO08AHUAX NPU JleYeHUU
UH@eKyUll, 8b13b16AEMbIX NEPEYUCTEHHBIMU HUNCE MUKPOOPLAHUIMAMU)

- a’poOHBIC  TPAMITOJIOKUTCILHBIE  MHKPOOPTaHH3MBbI: Enterococcus  faecalis,
Staphylococcus aureus, Streptococcus pneumoniae, Streptococcus pyogenes;

- a’po0HBIE TpaMOTpHIlaTeiabHbie Mukpoopranusmel: Citrobacter freundii, Enterobacter
cloacae, Escherichia coli, Haemophilus influenzae, Haemophilus parainfluenzae, Klebsiella
pneumoniae, Moraxella (Branhamella) catarrhalis, Morganella morganii, Proteus mirabilis,
Pseudomonas aeruginosa, Serratia marcescens;

- apyrue: Chlamydia pneumoniae, Legionella pneumophila, Mycoplasma pneumoniae.

5.2. ®apmakoKUHEeTHYeCKHUEe CBOHCTBA

AOcopOuus

JleBogiokcaniuH OBICTPO M TPAKTHUECKU IOJHOCTBIO BCACBIBAETCS IOCIE INpHEMa BHYTPb,
OpUeM MUIIM Majo BIMSET Ha ero abcopbumio. AOConOTHas OWONOCTYMHOCTh NpHU IpHUEeMe
BHYTpb cocTtaBiusieT 99-100%. Ilocne omHokpaTHOoro mnpuema mnpemnapara B go3e 500 mr
MaKCHUMaJbHasi KOHIIEHTpaIus JeBo(IoKcaHa B 1a3Me KpoBH (Cmax) H0CTUTAETCS B TEUEHUE
1-2 9 u cocraBuser 5,2 + 1,2 Mxr/mi. @apMakoKWHETHKA JI€BOGIOKCAIIMHA SBISIETCS TUHEHHOM
B auanaszoHe 103 oT 50 mo 1000 mr. PaBHOBecHasi KOHIIEHTpanusl JeBO(IOKCAIMHA B TUTa3Me
kpoBu pu npueme 500 mr 1 nim 2 pas3a B CyTKH TOCTUTAETCs B TeUeHHe 48 d.

Ha 10-it nenp npuema BHYTph JeBodiokcanmHa B go3e 500 mr 1 pa3 B cyTku Cmax
aeBo(IoKcanMHa cocTaBmsuia 5,7 + 1,4 MKr/Mi, a MUHMMalbHas KOHIEHTpaIus
neBo(IoKcaHa (KOHIEHTpauus rnepes mnpueMoM odepenHoi 103bl) (Cmin) B IUIa3Me KpPOBH
coctasisia 0,5 = 0,2 MKr/MiI.

Ha 10-if nenp npuema BHYTpb JieBoQuiokcanmuHa B go3e 500 mMr 2 pasa B CyTKM Cmax
neBoduiokcanuHa coctaisuia 7,8 £ 1,1 Mxr/mi, a Cmin — 3,0 = 0,9 Mxr/min.
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Pacnopenenenue

Ces3piBanue ¢ Oenkamu ChIBOpOTKH KpoBu coctaBisieT 30—40 %. Ilocie ogHOKpaTHOTO U
noBTopHoro mpuema 500 wmr neBoduiokcanmHa o0O0BEM pacmpenencHus JIeBO(IOKCcalnHA
cocraBisieT, B cpeaHem, 100 7, uro ykas3blBaeT Ha XOpOILIE€ INPOHUKHOBEHHUE (IIEHETPALUIO)
7eBOQIIOKCAIIHA B OPTaHbl M TKAHH OPraHM3Ma YeI0BeKa.

Ilponuxnosenue 6 causucmyro 00010UKY OPOHXO08, HCUOKOCMb INUMENUANbHOU BbICTNUIKU,
anveeoaApHble Makpogazu

ITocne omHokpaTHOTO MpueMa BHYTpb mpemnapara B 03¢ S00 mMr Cmax JieBoduioKcamiHa B
CIIM3UCTON 000JI0YKEe OPOHXOB U KHIAKOCTH UTEINATLHON BHICTHIIKH JTOCTUTAINCH B TEUCHHE |
9 WK 4 9 ¥ cocTaBisiud 8,3 MKr/MiI 1 10,8 MKI/MiI.

KoadduumeHTs! neHerpanuu B CIM3UCTYI0 000JI0YKY OPOHXOB M JKMIKOCTb SIUTETHAIBHON
BBICTHJIKH, TI0 CPAaBHEHHUIO C KOHIIEHTpanued B IiazMe kposH, coctaBisitor 1,1-1,8 u 0,8-3,0
COOTBETCTBEHHO.

[Tocne 5 nmHel mpuema BHYTPhH JieBo(diokcanmmaa B jgo3e 500 Mr cpeaHwe KOHICHTPAIUU
neBo(IoOKcaHa yepe3 4 9 mociie MOoCIeAHEro MprueMa mpenapara B KHIAKOCTH AUTEIHATBHON
BBICTHJIKH COCTaBIIUTH 9,94 MKT/MII U B alibBEOJSIPHBIX Makpodarax — 97,9 mkr/mit.

HpOHMKHO6€HM€ 6 JIE2OYHYI0 NKAHb

Cmax JIeBo(JIOKCAIIMHA B JISTOYHOH TKaHU TOCJIC MpUeMa BHYTPh JieBo(okcanunaa B o3¢ S00 mMr
JocTUranach 4epe3 4-6 4 m cocrtaBisia npubmusutensHo 11,3 MKr/r ¢ koaddunuentamu
nenerpaiuu 2,0—5,0 o cpaBHEHUIO C KOHIIEHTPAIKEH B T1a3Me KPOBHU.

HpOHHK‘HOB@Hue 6 A1b68EOJIAAPHYIO AHCUOKOCHIb

[Tocme 3-x gHewt mpuema neBoduiokcarmaa B mo3e S00 mr 1 wmmum 2 pasa B CyTKH Cmax
JeBoQIIOKCAllMHA B aJIbBEOJISIPHOM KHUJIKOCTH JOCTUTalach yepe3 2—4 4 nocine u coctasisiia 4,0
u 6,7 MKI/MI COOTBETCTBEHHO, C Ko3(duuuenrom nenerpauuu 1,0, 1Mo cpaBHEHHIO C
KOHIIEHTPALUsMH B IJ1a3Me KPOBH.

HpOHuKHOGéHue 6 KOCNHYO MKAHb

JleBo(IOKCAaIIMH XOPOIIO NMPOHUKAET B KOPTUKAJIBHYIO W TyO4yaTyl0 KOCTHYIO TKaHb, KaK B
OPOKCUMAJNIbHBIX, TaK M B JUCTAJIBHBIX OTAenax OeApeHHOH Koctu, ¢ Ko3dduuueHTom
NeHeTpanuu (KOCTHas TKaHb/mua3Ma kposu) 0,1-3,0.

Cmax eBoItokcariiHa B TyO0UaTOl KOCTHOM TKaHW MPOKCHMAIBHOTO OT/ea OCIPEHHON KOCTH
nocie mpuema JieBouiokcamnuaa B 03¢ S00 Mr cocrapisia mpuOau3uTenbHo 15,1 MKr/T (depes
2 4 mocJie mprueMa Impemnapara).

IIponuxnosenue 6 CNUHHOMO3208)10 HCUOKOCHIb
JleBohmokcalvH miI0Xo MPOHUKAET B CHUHHOMO3TOBYIO JKUJIKOCTbD.
IIponuxnosenue 6 mkanb npedcmamenbHoll Hcenesbl

[Tocne mpuema BHYTpH JieBoduiokcamuHa B 03¢ 500 mr 1 pa3 B CyTKH B T€UYEeHHE 3-X JTHEH,
CpemHsisi KOHIEHTpaIus JieBo(JIOKcalMHa B TKaHU MPEICTATEIBHOM >KeIe3bl cocTaBisa 8,7
MKT/T, CpelHee COOTHOIICHHE KOHIIEHTpAallUuld WpeacTaTeNbHas jkele3a / IulasMa KpOBH
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cocTapsio 1,84,

Konyenmpayuu 6 moue

CpenHue KOHIIEHTpauuu B Mo4de depe3 8—12 u mocie npueMa BHYTpb 40361 150, 300 u 600 mr
neBoduiokcanuHa coctaBisui 44 Mxr/min, 91 Mkr/mi u 162 MKT/MIT COOTBETCTBEHHO.

Buorpancdopmarus

JleBoduiokcanua MeTabonu3upyeTcss B He3HAUUTeNbHOU creneHu (5 % mpunsaToit mo3bl). Ero
MeTabonuTaMu SIBJISIOTCS Je3MeTusuieBodaokcaiid U N-okcull JieBO(JIOKCAllMH, KOTOpbIE
BBIBOJATCA TMoukamu. JleBopyokcanuH sBiIsieTCS CTEPEOXMMHMYECKH CTAaOMIBHBIM U HE
MOABEPraeTCsl XUPATbHBIM MTPEBPAILICHUSIM.

OIUMUHALMSA

[Tocie mpuema BHYTPb JICBOGIIOKCAIIMH OTHOCUTEILHO MEUICHHO BBIBOJUTCS U3 TUIA3Mbl KPOBU
(mepuon monyBbiBeneHus [ti2] — 6-8 u), mpemmymiectBeHHO, depe3 mouku (Oonee 85 %
npuHITONH 703b1). OOmMiA KIMpeHC JIeBO(DIOKCAMHA IOCIe OJHOKpaTHoro mpuema 500 mr
coctaBisut 175 £29,2 ma/mMuH.

OTCYTCTBI/IS CYHICCTBCHHBIX pa3J'II/I‘{I/II71 B q)apMaKOKI/IHeTI/IKC J'ICBO(bJ'IOKCB.I_II/IHa Inpu ¢€ro
BHYTPUBCHHOM BBCICHHU W IPUCME BHYTPHL IMOATBCPKAACT TOT (1)aKT, 4TO IpPUCM BHYTPb U
BHYTpI/IBeHHHﬁ IMyTb BBEACHUS ABJIAIOTCS B3aMMO3aMCHIACMBIMU.

q)aDMaKOKI/IHeTI/IKa Y OTACJIBHBIX I'PYIIIT MTAITKMECHTOB

CDapMaKOKI/IHeTI/IKa J'ICBO(i)J'IOKcaL[I/IHa Y MY’KYHH U KCHIIWH HE PA3JINYACTCA.

®apMaKOKMHETHKA y MAalUEHTOB IMOXWJIOTO BO3pacTa HE OTIMYAETCS OT TAaKOBOM y MOJIOABIX
NAlUEHTOB, 3a HCKIIOYEHHEM pa3iuduii (apMaKOKMHETHKH, CBSI3aHHBIX C HW3MEHEHUSIMU
knupenca kpeatuHuHa (KK).

[Tpr mouyeuHON HEAOCTATOYHOCTH (papMaKOKHMHETHKA JeBoduioKcalMHa u3Mensercsa. Ilo mepe
yXyAuleHuss (QYHKIUM TIOYeK BBIBEICHHE 4depe3 Mo4ykk U moueuHblid kiupeHc (CLR)
YMEHBILAIOTCH, a t1/2 yBEIMUNBaETCS.

CDapMaKOKI/IHeTI/IKa npu OYEYHOU HEAOCTAaTOYHOCTH IIOCJIC OJHOKPATHOro InpueMa BHYTPb
500 mr neBodioKCanHa

KK (mi/mMun) <20 20-49 50-80
CLr (mn/MuH) 13 26 57
ti (1) 35 27 9

6. PAPMAIIEBTUYECKHWE CBOMCTBA

6.1. [lepeyeHsb BCIOMOraTe/IbHBIX BellleCTB
[emmtono3a mukpokpuctammuaeckas (Avicel PH 101)
Kpaxman kyKypy3HBbIii

Kpemuust 1MOKCH KOJITTOUAHBII
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Kpocnosugon

['unpomeriosa (15 cps)
[emtrono3a mukpokpuctaummyeckas (Avicel PH 102)
Marnus creapat

obonouka: Omanpait Genspii OY 58900 (rumpomemnosa [5 cP], turana mmokcun [E171],
makporoi 400).

6.2. HecoBMecTUMOCTH

He npumenumo.

6.3. Cpok roaHocTu (CpoK XpaHeHHs )

3 roxa.

6.4. OcoOble MepbI MPEIOCTOPOKHOCTH MPU XPAHEHUH

XpaHuTb 1pu Temieparype He Boiie 25 °C.

6.5. XapakTep u coiep:kaHie NEPBUYHON YIAKOBKHU

ITo 10 Tabnerok B [IBX/amomuHHEBOM ONICTEPE.
[To 1 6mucTepy BMecTe ¢ MHCTPYKIIMEH 10 TPUMEHEHHUIO YIIAaKOBAHBI B MTAYKy KAPTOHHYIO.

6.6. OcoObie Mepbl MPEIOCTOPOKHOCTH TPU YHHUYTOKEHUH
Het 0co0bIX TpeOOBaHMil K yTHIU3AIH.
Becw ocTaBmmiics JIeKapCTBEHHBIN IIpenapar U OTXOAbI CIEYET YHUYTOXKUTh B YCTAHOBJICHHOM

TOPSIZIKE.

7. AEPKATEJIb PETUCTPALIMOHHOI'O YOCTOBEPEHUSA
AO «AJIMYM», Poccus.

142279, MockoBckas 00i1., T. CepiyxoB, . O0osieHck, Tep. KBapran A, 1. 2.
Tenedon: +7 (495) 646-28-68.

e-mail: info@binnopharmgroup.ru

7.1. IlpeacraBuTeNb AeprKaTeJIsl PErHCTPALMOHHOIO YI0CTOBEPEHHUS

[Iperen3un HOTD66I/IT6JICI71 HalnpasJATH 110 aApECy:

AO «AJIMY My, Poccust.

142279, MockoBckast 0011., r. CepmyxoB, 1. O6oneHck, Tep. KBapran A, a. 2.
Tenedon: +7 (495) 646-28-68.
e-mail: info@binnopharmgroup.ru
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8. HOMEP PETCTPALIMOHHOI'O VIOCTOBEPEFHA S EATENEHOCTE 000T)

9. IATA NMEPBUYHOM PETMCTPAIIMUA (IIOATBEPXKJIEHUS PETMCTPALIMU,
INEPEPETUCTPAIIN)

Jlara nepBoii peructpaiuu:

10. JATA HEPECMOTPA TEKCTA

OO01ast xapakTepUCTHKa JIeKapcTBEHHOI 0 npenapata JleBoser P qocTynHa Ha MHPOPMALMOHHOM
noprane EBpa3uiickoro 3KOHOMHUYECKOT0 COI03a B MH(POPMAIIMOHHO-KOMMYHUKAIIUOHHOW CETH

«WuTepuer» https://eec.eaeunion.org/.
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