COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 01.12.2022 N2 27912

OBIIAS XAPAKTEPUCTUKA JIEKAPCTBEHHOGFO TIPERAPATA 1001

1. HAMMEHOBAHHUE JIEKAPCTBEHHOI'O IPEITAPATA
JleBodnokcanun Penesan, 250 Mr, TabIeTKH, MOKPHITHIC TIICHOYHON 000JI0YKOH.
JleBodnokcanun Peresan, 500 Mr, TabneTkH, MOKPHITHIC TIICHOYHON 000JI0YKOH.
JleBodokcarnuu Penesai, 750 mr, TablneTKH, MOKPHITHIC TIICHOYHONW 000JIOUKOH.
2.  KAYECTBEHHBIA U KOJTUYECTBEHHBIA COCTAB
JleiicTBytollee BEIIEeCTBO: JIEBO(IOKCAIIHUH.

JleBodokcarmma Penesai, 250 Mr, TaOJIeTKH, HOKPBITHIE ILIEHOYHOM 000JI0YKON

Kaxxnas tTabnerka comepxut 250 mr ineBodiiokcania (B BUE TEMUTHIPATA).

JleBodnokcaimu Penesai, 500 Mr, Ta0ieTKH, HOKPHITHIE ILICHOYHOM 000J0YKON

Kaxxnas tabnerka comepxut 500 mr neBodiokcaniiaa (B BUIe TEMUTHIPATA).

JleBoduokcaima PeneBai, 750 Mr, TaOJeTKH, HOKPLITHIE ILIEHOYHOM 000JI0YKON

Kaxxnas Tabnerka cogepxut 750 mr aeBodiiokcanuHa (B BHIC TEMHUTHAPATA).

BcnomorarenbHnie BCIICCTBA, HAJIMYUC KOTOPBLIX HAAO YUHUTBIBATH B COCTABC JICKAPCTBCHHOI'O
cpencTBa: 1akto3a (B Buae MoHoruapara) (cMm. pasuen 4.4).

[TonHbIH MepeueHb BCIIOMOTATENBHBIX BEIECTB MPHUBEIEH B paszzaeie 6.1

3.  JIEKAPCTBEHHAS ®OPMA

JleBodnokcammu PereBai, 250 mr, Ta0JIE€TKH, HOKPBITHIE IJIEHOYHOW 000JI0YKOH

Kpyrible 1BOSKOBBIIYKIIbIE TaOJIETKH, MOKPHIThIE MJIEHOYHOH 000JIOUKOI OT CBETIIO-PO30BOTO
JI0 pO30BOTO LIBETa, C PUCKOW HA OJHOM cTOpoHE. /[omyckaercss mepoXxoBaTOCTh MOBEPXHOCTH.
Ha nonepeunom paspese s1po 0T CBETIO-KEITOrO JI0 KEJNTOro I[BETA.

TabneTKy MOXKHO pa3eIuTh Ha paBHBIE JIO3BI.

JleBodnokcaime PeneBai, 500 Mr, Ta0JeTKH, HOKPBITHIE [JIEHOYHOU 000JI0UKOM

OBasibHbIC ABOSKOBBIMYKIIBIE TAOJETKH, TOKPHITHIE TNIEHOUYHON 000JI0YKOM OT CBETIO-PO30BOTO
JI0 PO30BOr0 I[BE€TA, C PUCKOW HA OJHOW CTOpoHE. JomycKaeTcsi mepoXxoBaTOCTh MOBEPXHOCTH.
Ha nonepeunom pazpese SApo OT CBETIIO-KENTOrO J0 KEJITOro 1IBETa.

TabneTKy MOKHO pa3AeTuTh Ha PaBHBIC JIO3BI.

JleBodnokcaimml PeneBai, 750 Mr, Ta0ieTKH, DOKPHITHIE IIEHOYHOU 000JI0UKOI

OBasibHbIE IBOSKOBBIYKIIbIE TaOJIETKH, OKPHIThIE TNIEHOYHON 000J0YKOM OT CBETIO-PO30BOIO
JI0 PO30BOr0 I[BE€TA, C PUCKOW HA OJHOM CTOpOHE. JomycKaeTcs mepoXxoBaTOCTh MOBEPXHOCTH.
Ha nonepeunom paspese 1po OT CBETJIO-KEITOrO 10 KENTOT0 IBETA.

Jluaus pasznoma (pucka) TpeAHa3HA4YeHa JMIIb JAJs paszjaMbIBaHUS C LENbI0 OOJeryeHus

IporjaTbIBaHusA, a HC JJIAA pa3aCICHUA Ha paBHBIC JO3BbI.



COOTEBETCTBYET 2KI OMY OTUETY

ot 01.12.2022 N= 27912

4.  KJIVUHWYECKHUE JAHHBIE (NOCNEOOBATENEHOCTE 0001)

4.1. Tloxka3aHusi K NPUMEHEHHIO

JleBopnokcanma  PeneBanm mokazaH K OPUMEHEHHIO Yy  B3pPOCHBIX  JUIA  JICUCHHSA
MH(PEKIMOHHO-BOCTIATUTEIbHBIX 3a00JeBaHuH, BBI3BAHHBIX YyBCTBUTEIbHBIMU K
1eBO(IIOKCAMHY MUKPOOPTraHU3MaMH:

® OCJI0O)KHEHHbIE MH(DEKIIMN MOYEBBIBOAIINX ITyTeH U MUETOHEPPUT;

® XPOHHUYECKUH OaKTepUanbHbII IPOCTATHUT;

® KOMIUIEKCHOE JICUeHHE JICKapCTBEHHO-YCTONUMBBIX (hOpM TyOepKyIesa;

e mnpoduIaKTHKA U JIEYCHHE CHOMPCKOH S3BBI IPU BO3IYIIHO-KAIIEIILHOM ITyTH 3apaXKCHHUS;

® TOCHUTaJIbHAs MHEBMOHMS (11 JO3UPOBKU 750 Mr).

Jnis jedeHus CleAyonmx HWH()EKIMOHHO-BOCHAINTENBHBIX 3a00JIeBaHU  JIeBO(IOKCAIIMH
MOXET IPHUMEHAThCS TOJBKO B KayeCcTBE aJIbTEPHATHBBI JAPYIMM I[POTUBOMUKPOOHBIM
npernaparam:

e BHEOOJbHUYHAS THEBMOHUS;

® OCJIO)KHEHHBIC HH(EKINN KOKU M MATKUX TKaHEH;

® OCTpbIN OaKTEpHaIbHBIN CUHYCUT;

e 000CTpEeHHE XPOHUYECKOTO0 OPOHXUTA;

® HEOCJIOKHEHHBIN LIUCTHUT.

[Ipu nmpumenenun npenapara JleBoduokcauuH PeHeBan cienyer yduuTsiBaTh OdUIIMATIbHBIE
Hal[MOHAJbHbIE PEKOMEHJALMK [0 HaJJIeXalleMy MPHUMEHEHUI0 aHTUOaKTepHUaIbHBIX
IIPENapaToB, a TAK)KE YyBCTBUTEIBHOCTh NMATOI€HHBIX MUKPOOPraHU3MOB B KOHKPETHOW CTpaHe
(cm. paznen 4.4).

4.2. Pe:xxum 103UPOBaHUS U COCO0 MPUMEHEHHUS

YuuteiBass TO, 4YTO OHMOJOCTYMHOCTH JieBO(IOKCAllMHA TIpH  TpHEeMe  IIpernapara
JleBognokcanua PeneBan B Tabnerkax paBHa 99—-100 %, B ciaydyae mepeBoia MalUeHTa ¢
BHYTPUBEHHOM MH(]Y3UM npenapaTa JeBodaoKcalnHa Ha IpueM TalJIeTOK CIIeAYeT MPOoI0IHKATh
JICYCHHUE B TOU XKe J03€, KOTOpasi MPUMEHSIIACh TIPU BHYTPUBEHHOU HHPY3UH (CM. pasnen 5.2).

PexuMm no3upoBanus

Pexxum no3upoBaHHMS ONpENeNseTcss XapaKTepoM M TSHKECTbIO WH(EKIUH, a TakKe
qyBCTBUTEIBHOCTBIO MPEAIOIAaraeMoro Bo30yautes. [IpoomKITenbHOCTD JIeYEHHS BAPbHPYET
B 3aBHCUMOCTH OT T€UCHUS 3a00JICBaHMUSI.

PexoMeHyeMble pPEXHUM JO3UPOBAHUS U MPOJODKUTEIBHOCTh JICUCHUS Yy TMAI[MEHTOB C
HOpMasbHOU (yHKIHeH mouek (kmupeHc kpeatruauHa (KK) >50 mu/mun)

e OcnooichenHbvle uHpexyuu mouesvigoosauwux nymeti: 1mo 2 tabnetku 250 mr 1 pa3 B CyTKu

2



COOTBETCTBYET 3KCNEPTHOMY OTUYETY
ot 01.12.2022 N= 27912

nmn no 1 tabnerke 500 mr 1 pa3 B CyTku (CDOTBeTchEIé;'Ii;c;I %;'%@G%HM%HBR&H%{@ —

7-14 nueii; o 1 Tabnetke 750 Mr 1 pa3 B cyTku (cooTBeTCTBEeHHO 110 750 MT JeBodIokcanuHa) —
S5 THEeH.

o  [luenonegppum: no 2 tabnetku 250 mr 1 pa3 B cyrku unu no 1 tabmerke 500 mr 1 pa3 B
cyTku (cootBercTBeHHO 1m0 500 Mr nteBodiokcanmnna) — 7-10 queii; mo 1 tabnerke 750 mr 1 pa3 B
CyTKH (COOTBETCTBEHHO 1m0 750 MT JIeBoiokcannHa) — 5 THEH.

e  Xponuueckuil bakmepuanvHulll npocmamum. 1Mo 2 tadnerku 250 Mr wiam mo 1 tabieTke
500 mr 1 pa3 B cytku (cooTBeTcTBeHHO 110 500 MT neBodIoKcanua) — 28 THE.

o  KomnnekcHoe neueHue 1eKapCmeeHHO-yCMouuusvix gopm mybepkynesa: mno 1 TtabneTke
500 mr 1-2 paza B cytku (cootBeTcTBeHHO 10 500-1000 Mr neBodokcaiHa) — 10 3-X MecsIeB.

o [Ipouraxmuxa u neuenue cubUpCKol A36bl NpU 8030YUIHO-KANENbHOM NYMU 3APANCEHUSL:
o 2 Tabnetku 250 mr wim o 1 Tabnetke 500 mr (cootBercTBeHHO MO SO0 MT JIeBO(IOKCAIIMHA)
1 pa3 B CyTKH B TeUCHHE JI0 8 HE/IENb.

e  BuebonvHuyHnas nHeémonusa: No 2 tabnetku 250 mr wiu no 1 Tabnerke 500 mr 1-2 pasa B
cytku (cootBercTBeHHO 1O 500-1000 mr neBoduiokcanuna) — 7-14 aaeit; mo 1 Tadbnetke 750 mr
1 pa3 B cyTku (COOTBETCTBEHHO 10 750 Mr neBoduIoOKCcauHa) — 5 JHEH.

e [ocnumanvnaa nneémonus: 1o 1 tabnerke 750 mr 1 pa3 B CyTkM (COOTBETCTBEHHO IO
750 mr neBodiokcanuna) — 7-14 qHei.

o OcnooicheHHble UHDEKYUU KOHCHBIX NOKPOBO8 U MACKUX mKaHeu: 1o 2 TabneTku 250 mMr uim
no 1 tabnerke 500 mr 1-2 pa3a B cytku (coorBercTBeHHO 1o 500-1000 Mr neBodokcanuHa) —
7-14 nueit; no 1 rabnerke 750 mr 1 pa3 B cyTkH (COOTBETCTBEHHO 1O 750 MT j1eBodIOKCaIIHA) —
7-14 nueii.

e Ocmpuuii bakmepuanvHulii cunycum: 1o 2 Tabnetku 250 mr umm no 1 tabnerke 500 mr 1 pa3
B cyTKu (cooTBeTcTBeHHO 1m0 500 mr neBoduiokcanmua) — 10-14 nneii; mo 1 tabnerke 750 mr
1 pa3 B cyTkH (COOTBETCTBEHHO 10 750 Mr seBoduIoOKcaiMHa) — 5 1HEH.

e Obocmpenue xponuueckozo opouxuma: 1o 2 tabnetku 250 mr umu o 1 tadrerke 500 mr
1 pa3 B cytku (coorBeTcTBeHHO 110 500 Mr eBoduiokcanna) — 7-10 qHei.

o Heocnosxcnennoviii yucmum: no 1 tabnerke 250 mr 1 pa3 B CyTKH (COOTBETCTBEHHO IO
250 mr neBodnokcanuaa) — 3 HS.

IIponyck npuema 0OHOU UnU HECKOILKUX 003 npenapama

Ecnmu cnywaifHO mpomymieH MpueM TpenapaTa, TO CIEAyeT, Kak MOXKHO CKopee, NMPHHATH
OUEepeAHYI0 /03y H Jajiee TPOJOJDKATh MPHEM COTJIACHO PEKOMEHIOBAaHHOMY DPEXHMY

JIO3UPOBAHUSI.



Oco0nie T'pYHOIIbI TAIMEHTOB

COOTBETCTBYET 3KCNEPTHOMY OTUYETY
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(NOCNEQCBATENEHOCTE 0001)

Pesicum oozuposanus y nayuenmog ¢ napyuienuem gyukyuu novex (KK < 50 mn/mun)

.HeBO(bJ'IOKCEII_[I/IH BBIBOJUTCA MPCUMYIICCTBCHHO IMOYKaMH, IMTO3TOMY IIPH JICHCHHUU IMALIUCHTOB C

HapyleHHON QYHKIHUEH IMoYeK TpeOyeTcss CHIKEHHE JI03bI IperapaTa (CM. TaOIuIly HIKE).

Pexxum no3upoBanus mpenapara
Pexomennyemas | Pexkomennyemas | Pexomennyemas | Pexomennyemas
KK J103a TIpH 71032 TIpH J103a TIpU J103a TIpU
KK > 50 mi/mun: | KK > 50 m/mun: | KK > 50 ma/mun: | KK > 50 mi/MuH:
250 mr/24 g 500 Mr/24 4 500 mMr/12 a 750 mMr/24 u
IepBas 103a — repBas 103a — rnepBas g03a —
50-20 P P P
250 mr, 3aTeM — 500 mr, 3aTeM — 500 mr, 3aTeM — o 750 mr/48 u
MJ1/MUH
mo 125 mr/24 4 mo 250 Mr/24 4 mo 250 mr/12 u
nepBas 103a —
nepBas 103a — nepBas 103a — repBas J103a —
19-10 750 mr/48 u;
250 mr, 3aTeM — 500 mr, 3aTeM — 500 mr, 3aTeM —
MJ1/MUH 3aTEM —
mo 125 mr/48 u mo 125 mMr/24 4 mo 125 mr/12 4
mo 250 mMr/24 4
<10 ma/MuH nepBas 103a —
nepBas 103a — nepBas 103a — nepBas J103a —
(BKITFOUAS 750 Mr/48 4;
250 mr, 3aTeM — 500 wmr, 3aTeM — 500 mr, 3aTem —
reMOoIuaIn3 3aTeM —
L 1o 125 mr/48 u o 125 Mr/24 4 o 125 mr/24 g
u [TATLJT") o 250 mr/24 4

1
— TOClle TeMOJMain3a WIH TMOCTOSHHOTO amOyiaTtopHoro mnepuroHeanbHoro auanusza (I[TATI) we

Tpe6yeTc;1 BBCACHUA JOIIOJIHUTCIBHBIX 103.

Peotxcum oozuposanus y nayuenmos ¢ napyuleHusmu yHKyuu neyeHu

[Tpu HapymeHun GyHKIMU NTEYEHU HE TpeOyeTcsl KOPPEeKILMH pekUMa JO3UPOBAHUS, TOCKOJIBKY

JICBO(I)J'IOKC&HI/IH JIMIIb HC3HAYUTCIIbHO MeTa60J’II/I3I/IpyeTCH B [ICUYCHU.

Peosicum do3up06auuﬂy nayuermoe noascuioco eospacma

Jlnsg manuMeHToOB MOXKMIIOrO Bo3pacTa He TpeOyeTcs KOPPEeKLIUH pekuMa J03HpOBaHUS, 3a

HCKIIFOYCHUEM CJIYy4aCB CHUIKCHUSA KK 0 50 MJI/MHUH U HUXKE.

CTH

JleBodnokcanua PeneBan mpoTwBoOmoOKa3zaH y nereid B Bo3pacte oT 0 mo 18 et mo Bcem
nokazaHusM (cM. pazzaen 4.3).

Crooco0 nmpuMeHeHus

Tabnerku 250 mr wiu 500 Mr npuHUMArOT BHYTph 1 miu 2 pa3a B cyTku, Tabnetku 750 mr 1 pa3

B CYTKH.

TaOmeTkn CICOYCT IpOrjarbiBaTb, HEC PA3XKEBbBIBAA MW 3allMBasA J0CTATOYHBIM KOJUYCCTBOM
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COOTBETCTBYET 3KI
ot 01.12.2022 N= 27912

(NOCNEQCBATENEHOCTE 0001)

xuakoctu (ot 0,5 no 1 crakana).

OMY OTUETY

[IpenapaT MOXHO IPUHUMATH TIEPEl €101 MU B JII000E BpeMsi MEKAY IMpUEeMaMy MUIIHU, TaK KaKk
npueM MU He BiIMseT Ha abcopOmmro mpemapata (cM. pasmen 5.2). Ilpemapart ciemyet
NpUHMMATh HE MEHee 4YeM 3a 2 4Yaca J0 WIM 4Yepe3 2 dYaca Ioclie MpHeMa Ipernaparos,
coJieprKalliuX MarHui W/Wjy aJlOMUHUH, JKeJIe30, IMHK, WK cykpaibdaTa (cM. pazaen 4.5).
Jluaus pasnoma (pucka) Ha Tabnerkax mnpenapata JleBodmokcaumn PeneBan 750 wmr
npenHa3HauyeHa JUIIb JUI Pa3aMbIBaHUS C LEJNbI0 OOJIErYeHHs MPOrJaTbIBaHHUSA, a HE JUIs
pasjieseHus Ha paBHbBIE JO3bI.

4.3. TlpoTuBomoka3zaHus

e [Unep4yBCTBUTEIBHOCTh K JIEBO(IIOKCAIMHY WU K IPYTMM XWHOJIOHAM, WIH K JIOOOMY U3
BCIIOMOTaTeJIbHBIX BEIIECTB, IEPEUUCIICHHBIX B pa3zene 6.1;

® DIUJICTICHUS;

e [iCeBJOMapaluTHUECKas MuacTeHus (myasthenia gravis) (cM. pasaensi 4.4, 4.8);

® TOpaXeHUsI CYXOXKUIUHN Mpu pueMe (TOPXMHOJIOHOB B aHAMHE3E;

® JIETCKHI U MOAPOCTKOBBINA BO3pacT 10 18 neT (B CBA3M C HE3aBEPUICHHOCTHIO POCTa CKEJeTa,
TaK KaK Helb3sl MOJTHOCTHIO UCKIIOYUTh PUCK MOPAKEHUS XPAILIEBBIX 30H pOCTa KOCTEH);

e OepeMEHHOCTh (HENb3sl MOJHOCTHIO HUCKIIOYHUTh PHUCK MOPaKEHUs XPSIIEBBIX 30H POCTa
KOCTeH y miona);

® TIEpUOA TPYAHOTO BCKApPMIIMBAaHUSA (HENB3sI TMOJHOCTHIO MCKIIOUUTh PHUCK TOPAKECHUS
XPSIIEBBIX 30H POCTa KOCTEH y peOeHKa).

4.4. Ocodble yKka3aHHS U MePbI MPEI0CTOPOKHOCTH MPH MPUMEHEHUH

TocriuTaibHble MH(EKIMH, BbI3BAaHHBIE CHHETHOWHOW manoukoi (Pseudomonas aeruginosa),
MOTYT MOTPeOOBaTh KOMOMHUPOBAHHOTO JICYECHHUS.

Puck pazsumus pesucmenmnocmu

PacnipoctpaneHHOCTH nproOpeTeHHOU PE3UCTEHTHOCTH BBICCBACMBIX ITAMMOB
MHUKPOOPTaHU3MOB MOXKET HM3MEHATHCS B 3aBUCHMOCTH OT Teorpadmueckoro permoHa W ¢
TEYeHHEeM BpeMeHH. B cBsi3u ¢ 3TuM TpebyeTcst nHopmanus 0 pe3UCTEHTHOCTH K Tpenapary B
KOHKpPETHOU cTpaHe. [ Tepamuu TspKenbIX WHGEKIuid uin npu HedHHEKTUBHOCTH JICUSHUS
JOJDKEH OBITh YCTaHOBIIEH MHKpPOOWOJIOTHYECKHH JMarHo3 C BBIACTICHHEM BO3OYAHUTENS H
OTIpeNIeICHUEM €T0 YYBCTBUTEIBHOCTH K JIEBO(IIOKCAIIHHY.

Memuyunnun-pezucmenmmuoiii 3010mucmuitl cmaghunoxoxx (Staphylococcus aureus)

HmeeTcst BBICOKAss BEPOSTHOCTH TOTO, YTO METUIMJUIMH-PE3UCTEHTHBIN  30JOTUCTHIN
cTaPUIIOKOKK OyleT pPEe3UCTEHTHBIM K (DTOPXHMHOJOHAM, BKJIouas jeBoduiokcaruH. [loaTomy

J'ICBO(bJ'IOKCﬂI_[I/IH HC PEKOMCHAYCTCA MOJId JICHCHHA YCTAaHOBJICHHBIX MM MPEAIIOJIaraCMbIX
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COOTBETC TEI d ET KL

MH(GEKINH, BBI3bIBAEMBIX METHULUIUINH-PE3UCTHTHBIM %GJ';(');'M EéTJ(EIﬂEﬂoKKJM Tc'ﬁ%ae

€cli J1abopaToOpHbIe aHATU3bl HE MOJATBEPIMJIN YYBCTBUTEIBHOCTH 3TOI0 MHKPOOPraHHM3Ma K
JeBO(hIOKCAITHY.

Ilomepss mpyoocnocobnocmu (uneanuouzayus) u NOMeHYUalIbHble HeooOpamumvlie Cepbe3Hble
HedceniamenbHbvle peakyuu, 00YCcl081eHHble NPUeMOM HMOPXUHOLOHO8

[IpumeHenue (TOPXHUHOJIOHOB, B TOM YHUCIE JEBOGIIOKCAIIMHA, OBUIO CBSI3aHO C TOTepei
TPYAOCIIOCOOHOCTH M pa3BUTHEM HEOOPATUMBIX CEPHhE3HBIX HEXKENATeIbHBIX PEaKIuid Cco
CTOPOHBI Pa3IMYHBIX CUCTEM OpPraHU3Ma, KOTOPhIe MOTYT Pa3BUTHCS OJIHOBPEMEHHO y OJHOTO U
TOrO0 jK€ TanueHTa. HekenatenbHble peaklMU, BbI3BaHHBIE (TOPXMHOJIOHAMH, BKIIOYAIOT
TEHIWHUTBHI, Pa3pPbIB CYXOXHIUH, apTpajruio, MUAITHIO, NepupeprudecKyro Heldponaruio, a
TaKXKe HEXelaTeIbHbIe PEaKIHUHU CO CTOPOHBI HEPBHOW CHUCTEMbI (TaJUTFOIMHAIIUH, TPEBOTa,
Jernpeccusi, OECCOHHMIIA, TOJIOBHBIC OOJIM M CITyTAHHOCTh CO3HaHWs). [laHHBIE peakiuyd MOTYT
pPa3BUTHCS B TEPUOJ] OT HECKOJBKHUX YacOB JIO HECKOJBKUX HEJIEb IOCIC Hadajga Teparuu
neBo(IOKcaMHOM. Pa3BuTHE 3THX HEXeNaTeIbHBIX PEeaKuil OTMEYaIoCh y MAIEHTOB JII00OTO
BO3pacTa M 0€3 Halu4uus IMPeIIecTBYIOMMX (PakTopoB pucka. [Ipy BOSHHMKHOBEHHH IEPBBIX
NPU3HAKOB HJI CUMIITOMOB JIFOOBIX CEPhE3HBIX HEXENIATSIbHBIX PEAKIUN CIIeyeT HEMEIJICHHO
NPeKpaTHTh MPUMEHEHHE JieBoduiokcannHa. Cienyer u3derath npuMeHeHUs] (PTOPXUHOJIOHOB, B
TOM YHCIIE JIEBO(IIOKCANNHA, Y TIAIIMEHTOB, Y KOTOPBIX OTMEYAJIHCh JIFOOBIE U3 ITHX CEPbE3HBIX
HEXENATENbHbIX PEaKIUil.

Tayuenmoi, npedpacnonodcenuvie K pazgumuio cyoopoe

Kak u npyrue XMHOJIOHBI, JIEBO(IOKCALMH JOKEH C OOJIBIION OCTOPOKHOCTHIO IPUMEHSATHCS Y
MAIMEHTOB C MPEAPACIIONIOKEHHOCTHIO K cyoporam. K Takum manueHTaM OTHOCSTCS TTalieHTh
C TIPEANIECTBYIOIIUMH TOPAXCHUSIMHU IICHTPATbHON HEPBHOW CHCTEMBI, TAKUMU KaK WHCYIBT,
TSDKEJIasi YepernHo-MOo3roBasi TpaBMa, MAIMEHThl, OJJHOBPEMEHHO NPUHMMAIOIIME Ipenaparsl,
CHIDKAIOIIME IOPOr CYJOPOKHOW AKTUBHOCTH TOJIOBHOTO MoO3ra (Hampumep, Teo(pHIUINH;
benbyden u npyrue HeCTEPOUIHBIE TPOTHBOBOCIIATMTEIBHBIE ITpenapatsl (cM. pasaen 4.5)).
[lpy  pa3BuTUM  CyHOpPOr  JIeYeHHWE  JIEBO(IIOKCAIMHOM  CJIeAyeT  NpPEKpPaTHTh.
Ilcee0omembparo3nblil KOIUM

Pa3BuBmIasicss BO BpeMsi WM IOCHE JIEUYEHHs JIeBO(IOKCALMHOM Juapesi, 0COOEHHO TsKenon
CTENEeHH, YIIOpHasi U/UIIN C KPOBbIO, MOXKET ObITh, CHMIITOMOM ICEBIOMEMOPAHO3HOTO KOJINTA,
Be3eiBaemoro Clostridium difficile. B ciaywae mogo3penust Ha pa3BUTHE MICEBIOMEMOPAHO3HOTO
KOJIUTAa JIeYeHHE JIeBO(IOKCAIIMHOM CIEAyeT HEMEUIEHHO INPEeKpaTUTh M Ccpa3y K€ HadaTh
cnenu(ruyeckyro aHTHOMOTHKOTEpanuio (BaHKOMHUIIMH, TEHKOIIAaHMH WM METPOHHUIA30]

BHYTpPB). [Ipenapatsl, TopMO3411I1e MEPUCTAIBTUKY KUIIIEYHUKA, TPOTHUBOIIOKA3aHBbI.



COOTBETCTEBY ET_ 3_' Kl

ot 01.12.2022

Tenounum u paspwié CyXo*cuull (NOCNEOOBA

TeHauHHUT, peIKO BOSHUKAIOMIUI HA (OHE MPUMEHEHHsI XHHOJIIOHOB, MOXKET MHOTJa IPUBOANTH
K Pa3pbIBY CYXOXKWJIHMH, BKIIOYas aXWIIOBO CYXOXKHIIME, U MOXET OBITh JBYCTOPOHHUM. JTa
HE)XeNlaTesIbHasl Peaklusi MOXET pa3BUThCS B TedeHue 48 yacoB Iocje Hayajga JICYEHUS WU
Yyepe3 HECKOJIbKO MECSILIEB [10CTIE 3aBEPIICHUS TepAuu GTOPXUHOIOHAMH.

[TareHTHI TOXKUIIOTO BO3pacTa 0oJiee MpeapaciookKEeHbI K pa3BUTHIO TEHAUHNUTA; Y TAIIUEHTOB,
OPUHUMAIOIUX  (TOPXUHOJNOHBI, PHUCK pa3pblBa CYXOXHIJIMS MOMKET IOBBILIATHCS TMPHU
OJTHOBPEMEHHOM IPUMEHEHHH TIJIIOKOKOPTHUKOCTEepon10B. Kpome 3TOoro, y mamueHToB Mmocie
TPAHCIUIAHTALMU TOBBILIEH PUCK PA3BUTHS TEHIMHHUTOB, [T0O3TOMY PEKOMEHIyeTcsl cOOIr0aTh
OCTOPOKHOCTH MPU Ha3HAYCHUU PTOPXUHOIOHOB JAHHOW KaTErOpPHU NAIIMEHTOB. Y MAIEHTOB C
HapymeHUsIMA (YHKIUW TI0YeK CYTOYHYIO JI03Yy CIEeNyeT CKOPPEKTHPOBaTh Ha OCHOBAHUU
KJIMpEHCa KpeaTHHUHA.

[TanrenTam cieayeT peKOMEHJI0BaTh OCTABATHCS B IOKOE MPHU IMOSIBICHUM MEPBBIX MPU3HAKOB
TEHJWHUTOB WJIH Pa3pbIBOB CYXOXKWIHA, U 00paTUTHCS K JiedamieMy Bpady. [lpu momo3pennn Ha
pa3BUTHE TEHAMHUTA WIM Pa3pblB CYXOXWIHS CIEAyeT HEMENJCHHO IPEKpaTuTh JICUEHUE
npenapatoM JleBodokcanun PeHeBanm M HayaTh COOTBETCTBYIOLIEE JICYEHUE HMOPaKEHHOI'O
CYXOXHJIMsI, HAIPUMEp, 00ECIICYHB eMy JI0CTATOYHYI0 UMMOOmn3almio (cM. paszaensr 4.3, 4.8).
Peaxyuu eunepuyscmeumenvnocmu

JleBodiokcalluH MOKET BbI3bIBATh  CEPbE3HBbIC, MOTEHLUUAIBHO JIETAJIbHBIE pEeaKLUUu
TUIEPUYBCTBUTEIBHOCTH (QHTMOHEBPOTUYECKUN OTEK, aHAaQWIAKTUYECKUH IIOK) Jaxe IpH
NPUMEHEHUH HadajbHBIX 7103 (cM. pasznen 4.8). B cioydae ux pa3BuUTHs HalMeHTaM CIEAyeT
HEMEIJIEHHO MPEKPaTUTh IPUEM IpenapaTa U 00paTUThCS K Bpady.

Tricenvle KodICHbLE HediceamenbHble peaKyu

[Ipuy npumeHeHuum neBodoKcalmHa  OBIIM  3apETUCTPUPOBAHBI  TSDKENblE  KOXKHBIE
HE)KEJNaTeNIbHbIe PpeaKklUH, BKJI0Yas TOKCHYECKUH SNHMACPMAbHBI HEKpoIn3 (CHHAPOM
Jlaitenna), cunnpom CrtuBeHca-J[>KOHCOHA M JIEKaPCTBEHHYIO PEaKIMIO C 303MHOMUINEH u
cucremMHoii cumnromarukoii (DRESS-cuuapom), KoTopeie MOTYT OBITH KHU3HEYTPOXKAOIIUMHU
win netadbHbIMU (cM. paznmen 4.8). [lpu HasHayeHWM mpenapaTa NAalUEHTHI JOJDKHBI OBITH
IpOMH()OPMUPOBAHBI O MPU3HAKAX U CUMIITOMAX TSDKENBIX KOXKHBIX HEXeNaTelbHbIX peakluuil u
HAXOJUTHCS TMOJ TUIATEIbHBIM MEIUIIMHCKUM HaOmrofeHueM. [Ipu mosBieHUM NPU3HAKOB M
CUMITOMOB, CBHJETEIbCTBYIOIIUX O Pa3BUTHH OSTUX HEXKeNaTeJIbHBbIX peaklUuid, Ccleayer
HEMEJUIEHHO TMpeKpaTUTh mpueM mnpenapata JleBodmokcanun PeneBan u paccMoTpeTh
BO3MOXXHOCTh Ha3HAYEHUs aIbTEPHATUBHOIO JeueHHus. Eciu npu npuMeHeHnu JieBo(IIoKcalnHa
y TalueHTa pa3BWIach TsDKeNas HeXKelaTelbHas KOXKHas peakius, Takas Kak CHHIPOM

CruBeHnca-J[>kOHCOHA, TOKCHYECKUH HsmuaepMainbHbii  Hekponu3 win  DRESS-cunmpowm,
7
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OMY OTUETY

Hapywenus co cmoponvl neuenu u Jicenueguleooauux nymei

Coolmanoch 0 ciay4asx pa3BUTUS HEKpO3a I[I€UYEHH, BKIJIIOYAas pa3BUTHE MEUYECHOYHOU
HEIOCTaTOYHOCTH C JIETaJbHBIM MCXOJOM, IpU IPUMEHEHHU JI€BOQUIOKCAIMHA, TIJaBHBIM
00pa3oM, y MalMEHTOB € TSHKEIBIMH OCHOBHBIMU 3a00JI€BAHUSAMH, HAIIPUMEP, C CEIICUCOM (CM.
pasnen 4.8). IlanueHTsl JODKHBI OBITH NPEAYNPEXKICHBI O HEOOXOIUMOCTH TPEKPALICHUs
JCYCHUsI W CPOYHOTrO OOpalieHus K Bpady B ciydae IOSBJICHUS NPU3HAKOB U CHUMIITOMOB
HOpa)KEHUs NIEUEHH, TAKUX KaK aHOPEKCHUs, XKeITyXa, IOTEMHEHHE MOUYH, KOKHBIM 3y1 1 6011 B
AKHUBOTE.

Tayuenmol ¢ HapywenuaMu GYHKYuY novex

Tak Kak JIeBO(IIOKCAIIMH IKCKPETUPYETCS TIaBHBIM 00pa3oM uepe3 MOYKH, y MAIEHTOB C
HapyleHUsIMU (PyHKIUM MOoYeK TpedyeTcs o0s3aTeabHblil KOHTPOIb (PYHKLIUHU HOYEK, a TaKKe
KOppeKLUsl pexxuma ao3upoBaHus (cM. paszgen 4.2). Ilpu jeyeHMM NAnUEHTOB MOXUIIOIO
BO3pacTa cleAyeT YYUThIBaTh, YTO y MAIlMEHTOB TOW IPYIIBl 4acTO OTMEYAIOTCSl HapyLIEHUs
byukuuu movek (cm. pazaern 4.2).

IIpeoomepawenue pazsumus peaxyuii homocencuburuzayuu

Xot4 poroceHcHOMIM3aLus NPy IPUMEHEHUH JIeBO(IIOKCallMHA Pa3BUBAETCS OUYEHb PENKO, IS
MPEIOTBPALCHUS €€ Pa3BUTHUS MAlMEHTaM HE PEKOMEHAYEeTCsl BO BpeMs JICUEHUS U B TEUEHUE
48 dacoB 1ocie OKOHYAHHS JICUEeHHS JIEBO(IOKCAIMHOM MOBEPTaThCsl CHIILHOMY COJTHEYHOMY
WIA HCKYCCTBEHHOMY YIbTpaduoieToBoMy OOJIYy4YEeHHIO (Hampumep, IMOcCelaTh COJSpHi).
Cynepunghexyus

Kak u npu npumMeHeHMM IpYruX aHTUOMOTHMKOB, NPUMEHEHHUE JeBO(IIOKcaIlMHa, OCOOEHHO B
TEUEHHE JJIUTEIIbHOTO BPEMEHHM, MOXET NPHUBOJUTH K YCHJICHHOMY Pa3MHOXKEHUIO
PE3UCTEHTHBIX K HEMY MHUKPOOPraHu3MoB (OakTepuil M TIpuOOB), YTO MOXKET BBI3BIBATh
U3MEHEHHs HOpMaJbHOW MHKpo(dIopsl dYelnoBeka. B pe3ynbTare MOMET Ppa3BUTHCS
cynepuHdekuusa. [loaTomy B xone jeueHuss 00s3aTelNbHO MPOBOJUTH MOBTOPHYIO OLEHKY
COCTOSTHUSI TAIMEHTa, U, B Cllydyae pa3BUTUS BO BpeMs J€UeHHUs CynepuH(EeKIuH, cleayeT
IIPUHUMATH COOTBETCTBYIOIINE MEPHI.

Yonunenue unmepeana QT

CooOmasioch 00 oOuYeHb peaKuX ciaydasx yiMHeHus wuHTepaga QT y manueHTos,
MPUHUMAIOIINX (TOPXUHOJIOHBI, BKIIFOUAs! JIEBO(IIOKCALIMH.

[Ipy npumeHeHun (HTOPXMHOJIOHOB, BKIIOYAs JIEBO(IJIOKCALIMH, CleayeT CcoOIr0aaTh
OCTOpPOKHOCTh y MAI[MEHTOB C HM3BECTHBIMHM (PAKTOpPaMU pHUCKa YAJIMHEHus uHTepBana QT:
y HalMEeHTOB C HECKOPPEKTHPOBAHHBIMHU 3JIEKTPOIMTHBIMU HApYIIEHUSAMH (C TMIIOKAaIMEMUeH,

TUIIOMarHUeMHe); ¢ CHHIPOMOM BpOKIeHHOro yayinHeHus unrepBana QT; c 3aboneBanusMu
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cepana (cepAacdHasi HEA0CTaTOYHOCTh, HH(PAPKT MHOKapﬂgl%gg&%ﬁ;E%bﬁl g%%ﬁMEHOM

NPUMEHEHUN JIEKapCTBEHHBIX MpPENnapaToB, CHOCOOHBIX yMuHATH uHTepBan QT, Takux kak
aHTHapuTMu4eckue cpeacrna kiacca IA u III, Tpunukianyeckue aHTUAENPECCaHThl, MAaKPOJIUIbI,
HEUPOJICNTUKH.

[TarueHTHl MOXHIOTO BO3pacTa U MalMEHTBhl JKEHCKOro Ioja MOryT ObITh Oojee
YyBCTBUTEIBHBIMH K TIpenapatam, yamuHsonmmM uHTepBan QT. [losromy y HuUX ciemyeT ¢
OCTOPOXKHOCTBIO PUMEHSTH (DTOPXUHOJIOHBI, BKIIIOYas JeBodaokcaud (cM. pasnenst 4.2, 4.5,
4.8,4.9).

Tayuenmui ¢ depuyumonm enroko30-6-gpocghamoezudpozenasvi

v MAIMEHTOB c JATEHTHBIM 170031 MaHH(ECTUPOBAHHBIM nedunurom
TIII0K030-6-(ocdaTaernaporeHassl uMeeTcst IPEIPaCcTION0KEHHOCTh K Pa3BUTHIO
TEeMOJUTHYECKUX pEaKUWi MpU JICYCHUHU XHWHOJIIOHAMHM, YTO CJelyeT NPUHMMATh BO BHHUMaHUE
[IPU JICYEHUH JIEBO(DIOKCALITHOM.

Hucenuxemus (cuno- u cunepanruxemust)

Kak w mnpu npumeHeHHH Jpyrux (TOPXHWHOJIOHOB, MPH NPUMEHEHHUHU JIeBO(IIOKCAIIMHA
HAOMIOIATMCh CIydyad pa3BUTUS TUIEPIIIMKEMUM U Tunornukemuu. Ha ¢one Ttepanuu
7eBO(IIOKCAIMHOM JHMCTIIMKEMHS] 4Yallle pa3BUBAJach Y MAIMEHTOB IOXKWJIOIO BO3pacTa u
NAIMEeHTOB C CaXapHBIM JUA0ETOM, MOJYYArOIIUX COMYTCTBYIONIYIO TEpAlHio IMepopalbHBIMU
THITOTJIMKEMHYECKUMHE TIpernapaTaMu (Hampumep, TIHOSHKIAMUAOM) I WHCYnIuHOM. [lpm
NPUMEHEHUH JIeBO(IIOKCAIIMHA y TAaKUX MAIMEHTOB BO3PACTAaeT PUCK PA3BUTHUS T'MIIOTIMKEMMUHU,
BIUIOTH J0 THNOTIMKeMHYeckol koMbl. HeoOxoaumo nHpOpMUpPOBATh MAMEHTOB O CUMIITOMAX
THITOTIIMKEMHH (CITyTaHHOCTh CO3HAHMS, TOJIOBOKPYKEHUE, «BOJUUIN) aIIeTHT, TOJIOBHAs OOJIb,
HEPBO3HOCTb, OIYILIEHUE CEepALEONEHNS] WIN YYallleHUe MyJbca, OJ€AHOCTh KOXKHBIX TOKPOBOB,
UCMapHHa, OpOXb, ci1abocTh). Ecnm y mamueHta pa3BUBaeTcss THUIOTIHUKEMHs, HEOOXOIMMO
HEMEJUIEHHO NPEKpaTUTh JIeYeHUe JeBO(IOKCAMHOM M HadyaTh COOTBETCTBYIOIIYIO TEPAIHUIO.
B sTux crmy4asx peKOMEHIyeTcs TEepeHTH Ha TEepamuio JAPYIrHM aHTHOMOTHKOM, OTIMYHBIM OT
(TOPXHHOIOHOB, €CIIM 3TO BO3MOXKHO. Ilpu mnpoBeaeHun snedeHust J1eBO(GIOKCALIMHOM Y
NAIMEeHTOB MOXWJIOTO BO3pacTa M y TNAlMEHTOB C CaXapHbIM JMAabETOM pPEKOMEH]yeTCs
TIIATEIbHBI MOHUTOPHHI KOHLIEHTPAIMH TJIFOKO3bI B KPOBH.

Ilepughepuueckasn neiiponamus

VY mnanMeHToB, MPUHUMAIOMIUX (TOPXMHOJOHBI, BKIIOYas JEBO(MIOKCAIMH, COOOIIANIOCh O
Cllyyasix pa3BUTHUSI CEHCOPHOW M CEHCOPHO-MOTOPHOHM mepudepruyeckoil HelponaThu, Hadaio
KOTOpOH MoeT ObITh OblcTpbM. Ecnm y mamueHnTta pa3BUBAOTCS CHUMIITOMBI HeWpoOIaTHH,
NpUMEHEHHE JIeBOGIIOKCALMHA JIOJKHO OBITh MPEKpaleHo. DTO MHUHHUMH3UPYET BO3MOXKHBII

PHUCK pa3BUTHS HEOOPATUMBIX U3MEHEHUH.
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Bpauyy O TOSBJICHUHU JIIOOBIX CUMITOMOB HeilponaTuu. DTOPXUHOIOHBI HE ClIEAyeT Ha3HA4aTh
naryreHTaM, UMEIOIUM B aHaMHe3€ yKa3aHHsI Ha epu(pepruiecKyro HeHpOonaTHio.

Obocmpenue ncegdonapanrumudeckou muacmenuu (myasthenia gravis)

DTOPXUHOJIOHBI, BKJII0Yast 1eBO(IIOKCALUH, XapaKkTepU3yrTCs OJIoKHpYIOLIEH
HEPBHO-MBIIIICYHOE MPOBEACHUE AKTHUBHOCTHIO M MOTYT YCHJIMBATh MBIIICYHYIO CIAabOCTh Yy
MAlMEHTOB C IICEBJONAPAIUTHYECKOM MHACTEHUEH. B MOCTpEerucTpallMOHHOM MEPHOJIE
HaOJIIO#aIMCh  HEXKeJaTeNIbHble  peaklUM,  BK/IIOYas  JIETOYHYIO  HEJIOCTaTOYHOCTb,
noTpeOOBABIIYIO IPOBEACHUE HCKYCCTBEHHON BEHTWISLIMU JIETKUX, M JIETalbHBI MCXOZ,
KOTOpBIE  aCCOI[MMPOBATNCH C  NPUMEHEHHEM  (PTOPXMHOJIOHOB Yy  MAIMEHTOB  C
NceBAONapauTUYecCKo  MuacteHuen. llpumenenue neBoduiokcalnMHa Yy TalMeHTa C
YCTQHOBJICHHBIM  JTMarHO30M  IICEBJONAPAIUTUYECKONM  MHUACTEHUHM HE  PEKOMEHIYyeTcs
(cm. pasmen 4.8).

IIpumenenue npu 6030yUHO-KANEIbHOM NYMU 3aPANHCEHUS CUOUPCKOU A3601

[IpumeHenne neBOQIIOKCAIMHA Yy YeNOBEKa MO ATOMY IOKa3aHWI0 OCHOBAHO HAa JAHHBIX II0
qyBCTBUTEIbHOCTH K Hemy Bacillus anthracis, nmonyuennsix B ucciemoBanusx in Vitro u B
9KCHEPUMEHTAJIbHBIX HCCIEIOBAHUAX, IPOBEACHHBIX HA JKUBOTHBIX, & TAK)KE HAa OrpaHMYCHHBIX
JAHHBIX TPUMEHEHHUs JIeBOQIIOKCAllMHA y YenoBeka. Jlewamye Bpauu JOJDKHBI 00pamarbest K
HAIIMOHAJTFHBIM W/WJIM MEXIYHApOJTHBIM JOKYMEHTaM, KOTOpBIE OTPAXKAIOT BBIPAOOTAHHYIO
OOIIMMHU YCHIIUSIMHU TOYKY 3PEHUS 110 JIEYEHUIO0 CUOMPCKOH SI3BBI.

Tlcuxomuueckue peakyuu

[McuxoTnyeckne peakinu, BKII0Yast CyUITUAaIbHBIE MBICIH/TIONBITKH, OTMEYAJINCh Y TAllUEHTOB,
NPUHUMAIOIINX (TOPXUHOJIOHBI, BKJIOYasi JIEBO(JIOKCAIIMH, MHOI/A IOCNE NpUeMa pa3oBOM
no3bl. B ciyuae pasButus m00bIX 1MOOOUYHBIX 3(P(PEKTOB CO CTOPOHBI LIEHTPAIbHON HEpBHOU
CHCTEMBI, BKJIIOYAsi HapyLICHUS ICUXMKH, JIeYeHUE JEeBO(DIOKCAIMHOM CJelyeT HEeMEAJICHHO
NPEeKpaTHTh W HA3HAYUTH COOTBETCTBYIONIYIO Tepamuio. B 3TWX ciydasx peKkoMeHayeTcs
NepeiTH Ha Tepanui JAPYIrHM aHTHOMOTHKOM, OTIMYHBIM OT (DTOPXHWHOJIOHOB, €CIH 3TO
BO3MOXHO. CleqyeT ¢ OCTOPOKHOCTBIO Ha3HauaTh Ipernapar MalMeHTaM ¢ TCHXO03aMU WU
nalyeHTaM, UMEIOIUM B aHaMHe3€ NICUXUYEeCKHe 3a00JIeBaHNU .

Aneepuszma u pacciroenue aopmel, peypeumayis/HedocmamoyHoCmy KIanana cepoya

[To maHHBIM MTUAEMUOIOTHYECKUX HCCIIEJOBAHUI COOOIIAIOCh O MOBBIIICHHOM PUCKE Pa3BHTHS
AQHEBPU3MBI A0PTHI M PAcCIOEHUs a0pThl, 0COOEHHO y MAIlMEHTOB MOXKUIIOTO BO3PACTa, a TAKXKe
perypruTaiyy aopTajJbHOr0 M MUTPAIbHOTO KJIAMIAHOB MOCJe MPUMEHEHHs (PTOPXUHOIOHOB.

VY nanueHToB, MOJIy4yaBIIUX (PTOPXUHOJIOHBI, ObUIM OTMEUEHBI CIIydau Pa3BUTHUSA aHEBPU3MBI U

paccioeHusl a0pThI, HHOT/Ia OCJIOKHEHHBIX pa3pbiBOM (B TOM YHCIIE C JETAJbHBIM HCXOJIOM), a
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B cBs3u ¢ 3THM, (TOPXMHOJOHBI CIIEAYeT MPUMEHSTh TOJIBKO TOCJIE TINATEIBHON OIICHKU
COOTHOUIICHUSI TOJb3a-PUCK M PACCMOTPEHHUSI JPYrUX BapUAHTOB TEpalmuu y MaIMEHTOB C
AQHEBPU3MOM aOPThI WM BPOXKJACHHBIM ITOPOKOM KJIAIlaHA CEpAlla B CEMEHHOM aHaMHe3e, Wi Y
MNAlMEHTOB C JMArHOCTUPOBAHHOW aHEBPU3MOI aOpThl W/WIM PACCIOCHUEM aOpThl, WU
3a00JeBaHMEM KIIallaHa Cepiua, WiIM MPHU HAIMYAU APYrHX (aKTOPOB PUCKA MM COCTOSHHM,
IpeipacIonaraoumx K pa3BUTHIO:

. KaK aHEeBPU3MBI M PACCIOCHHUS AOPThI, TAK U PETYPTUTAIUU/HEAOCTATOYHOCTH KiIaraHa
cepaua (Hampumep, 3a00JIeBaHUs COCTUHUTENIBHON TKaHU, TaKue Kak cUHApoM Mapdana umm
cunapom Dnepca-Jlannoca, cunapom Tephepa, 6one3ns bexyera, apTepuanbHas THIIEPTEH3US,
PEBMaTOUIHBIN apTpUT);

WIH JIOTIOJTHUTEIBHO:

o aQHEBPU3MBI M DPACCIIOCHUS aOpThI (HAIPUMEpP, COCYAHMCTHIC 3a00JIeBaHUS, TAaKHE Kak
aprepuutT TakasCy, TMIaHTOKJIETOYHBIA apTEPUMT, IOATBEPKIACHHBIA aT€POCKIEPO3, CUHAPOM
[erpena);

o pPEeTYprUTAIMK/HEIOCTATOYHOCTH  KJIanaHa cepAmna  (Hanmpumep, HWH(DEKITMOHHBIHA
SHIIOKAPINT).

Puck pa3BuTHs aHEBpPU3MBI U PACCIOEHUS a0PTHI, a TAK)KE UX pa3pbiBa MOKET OBITH MOBHIIIEH Y
MalMEeHTOB, OJTHOBPEMEHHO TOJIYYAIOIINX CUCTEMHBIE TTIFOKOKOPTHKOCTEPOHUIBI.

B cnydae mosiBneHus BHe3amHOM OOMM B JKMBOTE, TPYIM WM CIHMHE MaIlUEHTaM CIIEIyeT
HEMEIJIEHHO 00paTUTHCS K Bpauy B OT/IEJICHHE HEOTIOKHON MTOMOIIIH.

[TaruenTam crnegyeT peKOMEHIOBaTh HEMEAJEHHO OOpaTUTHhCS 32 METUIIMHCKOW MOMOIIBIO B
ClIy4yae TIOSIBIEHHUS OCTPOM OJIBIIIKH, BIEPBbIE BO3HUKIIETO OIIYIICHUS Y4YaleHHOTO
cepaneOueHus WK Pa3BUTHS OTE€Ka )KMBOTA WIJIM HUKHUX KOHEUHOCTEH.

Hapywenus 3penus

[Ipu pa3BuTHH IIOOBIX HAPYIICHWN 3pEeHHUs HeoOXoJAMMa HEMEUICHHAas KOHCYIbTaIus
odrangemorora (cM. paszen 4.8).

Ocmpuwiu nankpeamum

Y manueHToB, MPUHUMAIOIUX JIEBOMIOKCAIIMH, MOXET pPa3BUBATHCS OCTPHIH MaHKpPEaTHT.
[TaruenToB cnenyer MHGOPMHUPOBATH O XapaKTEPHBIX CHMIITOMAaX OCTPOTO ITaHKpEaTUTa:
TOIIHOTA, HEJIOMOTaHHE, AUCKOMMOPT B XKUBOTE W ocTpas 0oyib B kuBOTe. [Ipu mosiBneHun
JAHHBIX CHMITOMOB TAI[UEHTy HEOOXOJUMO HEMEJICHHO OOpaTUThCS 3a MEIUIIMHCKOM
nomortipio. [Ipy mogo3peHnn Ha MaHKpeaTUT ClIeAyeT MPEKPaTUTh MpueM JeBodIoKcalliHa U He

BO300HOBJISITH €0 OPUMCHCHUC. HpenapaT CJICAYCT Ha3HA4YaTb C OCTOPOKHOCTLIO MAMUCHTAaM C
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(NOCNEQCBATENEHOCTE 0001)

IMMaHKPCAaTUTOM B aHAMHE3EC.

OMY OTUETY

Brusanue na nabopamopmvie mecmoi

Y nanuMeHTOB, NPUHUMAIONIMX JICBO(IIOKCAIIMH, ONPEACICHHE OIMMAaTOB B MOYE MOXKET
NPUBOJIUTE K JIO)KHOIIOJIOKUTEIIBHBIM PE3yJIbTaTaM, KOTOPBIE CIEAyeT MOITBEPXkAaTh Ooliee
crenu(pUIeCKUMHA METOIaMHU.

JleBodiiokcanud MokeT WHruOmpoBath poct Mycobacterium tuberculosis u npuBoguTh B
JNalbHEHIIEM K JI0)KHOOTPHULIATCIBHBIM —Pe3yjibTaTaM OaKTEPHOJIOTHYECKON JHArHOCTUKU
TyOepKyesa.

BcnoMorarenbHEIC BEIECTBA

[TamenTaM C peaKoO BCTPEYAKOUIEHCS HACIEICTBEHHOM HENEPEHOCUMOCTBIO TalaKTO3bl,
NeGUIUTOM JIaKTa3bl JIOMaped WM TIIIOKO30-TAIAKTO3HOW ManbabcopOuueit He criemyer
MIPUHUMATh 3TOT Ipenapar.

4.5. B3aumoaeiicTBHe ¢ JAPYrMMH JIEKADCTBEHHBIMHU NpenapaTamMM H [pyrue BH/bI
B3anMOJeicTBUA

B3aunmMoaerictBust, TpeOVIOMMe COOIIOIEHNS OCTOPOKHOCTH

C npenapamamu, codepaircawjumu MacHull, AMIOMUHUL, Hcene30 U YUHK, OUOAHOZUHOM
[Tpenapathl, coxaepkaliue JByXBaJECHTHbIE WM TpPEXBAJCHTHbIE KAaTHOHBI, TaKUe KaK COJU
IMHKAa WIM >Kene3a (JeKapCTBEHHbIE Mpenaparbl s JIEYEHHs] aHEMWH), MarHuii- W/uim
ATIOMUHHMA-COJZIEpKale  Tpenaparbl  (Takue  Kak — aHTalu[bl), JUJaHO3UH  (TOJBKO
JeKapcTBeHHble (OpMBI, coaepxkamue B KauecTBe Oydepa amOMUHMM WIM MarHui),
peKoMeHyeTcs NMPUHUMAaTh HE MEHee YeM 3a 2 4Yaca JI0 WIM 4Yepe3 2 dyaca Iociie Npuema
npernapara.

Conu kanblivs OKa3blBalOT MUHUMAaJIbHBIA 3¢ (deKkT Ha abcopOuuio JieBo(IOKCAllMHA MIPU €ro
npruemMe BHYTpb.

C cykpanvghamom

JeiictBue mpemnapata 3HAYUTENBHO OCHa0IsIeTcs TNpU  OJHOBPEMEHHOM MPUMEHEHUU
cykpaibgaTa (cpeacTBa JUIsl 3alUThl CIU3UCTON 000JIOUKH JKETyIKa).

[TanmenTam, NOMydYalOUMM JIEBOGUIOKCAIIMH M CyKpayib(daT, peKOMEHAyeTcs NPUHUMATh
cykpayb(aT uepes 2 yaca mocie rnpremMa JieBo(IoKcalmHa.

C meogpunnunom, pendygdenom uru OpyeumMu aeKapCcmeeHHbIMU CPeOCmeamu U3 2pynnol
HeCmepouoOHbIX NPOMUBOBOCHATUMENLHBIX NPEnapamos, CHUNCAIOWUMU NOPO2 CYOOPOACHOU
20MOBHOCIU 20]I06HO20 MO32a

DapMaKOKMHETUYECKOTO B3aMMOAECHCTBUS JIeBO(IIOKCcallMHA ¢ TEO(QUIITMHOM HE BBISBIICHO.
OpHako TpuU OJHOBPEMEHHOM IPHUMEHEHHHM XHHOJOHOB U TEO(QWIIMHA, HECTEPOUIHBIX

MPOTUBOBOCTIATIUTENLHBIX MPENapaToB U IPYrUX MpernapaTroB, CHIKAIOIIUX MOPOT CYJOPOKHOM
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COOTBETCTBYET 3KCNEPTHOMY OTUYETY
ot 01.12.2022 N= 27912

TOTOBHOCTH TOJIOBHOTO MO3Ta, BO3MOXKHO BBIpa}KeIﬂ——II&::'E%%%J Egﬂﬂdi:é[- E?Zﬂ)})%;léHOf/’I

TOTOBHOCTH TOJIOBHOTO MO3Ta.

Konnenrpanus neBodiokcalliHa TpU OJHOBpEMEHHOM TipueMe (QeHOydeHa MOBBIIMIASTCS
TOJBKO Ha 13 %.

C Henpamvimu anmuxoazyiaHmamu (anmazonucmol gumamura K)

VY m[anMeHToB, NOMYYaBIIMX JICUEHHE JIEBO(IIOKCAIIMHOM B KOMOHMHAIMM C HENpSIMbIMU
AHTHUKOATyJISIHTaMH (HarpuMep, Bap(apruHOM), HAOIIONATOCH MOBBIIIEHHE MPOTPOMOMHOBOTO
BPEMEHH/MEKTyHAPOIHOTO HOPMAJIM30BaHHOTO OTHOILIEHHUS /WM Pa3BUTHE KPOBOTCUCHUS, B
TOM 4ucie, U Tsbkenoro. I[losromy mpu OJAHOBPEMEHHOM NPUMEHEHUH HEMNPSMBIX
AQHTUKOATYIITHTOB W JIEBOQUIOKCAIIMHA HEOOXOAWM DETYJISIpHBIA KOHTPOJb ITOKa3zaTesei
CBEpPTHIBAHUS KPOBH.

C npobeneyuoom u yumemuouHom

[Ipy OIHOBpEMEHHOM MPHUMEHEHHH JICKAPCTBEHHBIX MPENapaToB, HAPYIMIAIOMIUX ITOYCYHYIO
KaHAJIBLIEBYIO CEKPELHUI0, TAKUX KakK MpoOCHEeUUa U LUMETUIUH, U JIEBO(IIOKCALIMHA, CIEAYyeT
co0JII0J1aTh OCTOPOXKHOCTh, OCOOCHHO Y MALIMEHTOB C IOYE€YHOM HEAOCTATOYHOCTHIO.
BriBeienue (1ModevHbIi KIMPEeHC) JTeBOGIIOKCAIIMHA 3aMEIIAeTCs IO ICHCTBHEM LUMETHIMHA
Ha 24 % wu mpobOenermuna Ha 34 %. MasloBepOsITHO, YTO 3TO MOXET HMETh KIMHHYECKOE
3Ha4YeHHE MPU HOPMaIbHON (PYHKIMH MOYEK.

C yuknocnopunom

JleBodnokcanun yBenuuuBan Ty, mukiocnopuna Ha 33 %. Tak Kak 3TO yBETUYCHHUE SIBIISACTCA
KJIMHAYECKH HE3HAUYMMBIM, KOPPEKIMH 03Bl HUKIOCIIOPHHA TPH €ro OJHOBPEMEHHOM
IPUMEHEHHH C JIeBO(IOKCAIIUHOM HE TpeOyeTcs.

C enokoxopmukocmepoudamu

OnHOBpEMEHHBIH MPUEM TITIOKOKOPTHKOCTEPOHIOB TIOBBIIIIAET PUCK Pa3phiBa CYXOKUINH.

C nexapcmeennvimu npenapamamu, yonursowumu unmepsan QT

JleBoiiokcanuH, Kak W JApyrue (TOPXUHOJIOHBI, JODKEH MPUMEHSTHCS C OCTOPOKHOCTBIO Y
NAalMeHTOB,  TMOJYYAIOUIMX  Mpemaparbl,  yummHsAonme  uHTepBan QT  (Hampumep,
aHTHapuTMU4eckue cpeacrtsa knacca [A u III, Tpunuknnyeckue aHTUAEIPECCAHTBI, MAKPOIUABL,
HEHPOJIETITUKH).

Ilpouue

[TpoBeneHHbIE KIMHUKO-(DAPMAKOJIOTUYECKUE MCCIEJOBAHUS Ui M3Y4eHHS BO3MOXKHBIX
(hapMaKOKMHETHYECKUX B3aMMOJICUCTBHUI JIEBOQIIOKCAIIUHA C OUCOKCUHOM, 2AUOEHKAAMUOOM,
paHumuouHom W eapgapunom TIOKa3alu, 4YTO (apMaKOKMHETHKa JIeBOGIIOKCALMHA IIpH

OIHOBPCMCHHOM NPUMCHCHHUU C 3TUMMU IpCriapaTaM HC U3MCHACTCS B ILOCTaTOIIHOI\/'I CTCIICHU,
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COOTBETCTBYET 3KI

ot 01.12.2022 N= 27912

YTOOBI ATO UMEJIO KIMHIUYECKOE 3HAUCHHE. (MOCNEAOBATENEHOCTE 0001)

OMY OTUYETY

4.6. @epTUIBHOCTH, 0€PEMEHHOCTH U JIAKTAIUS

bepemeHHOCTB

[IpenapaT npoTUBOIIOKA3aH i IPUMEHEHUS Y OEPEeMEHHBIX KEHIIUH (cM. pasaen 4.3).
Jlakranus

[Ipenapar npoTUBONOKA3aH JIJIsi IPUMEHEHHUS Y KOPMSIIIUX TPYAbIO XKEHIIUH (cM. pasnen 4.3).
4.7. BiuusiHMe HAa CNMOCOOHOCTH YNPABJSATH TPAHCHOPTHBIMHM CpeACTBAMHM M PadoTaTh ¢
MeXaHU3MaMHu

Takue nmobounbie 3¢ GdeKTsl MpemnapaTa, Kak TOJOBOKPYXKEHHE HIIM BEPTUTO, COHIMBOCTH U
paccrpoiictBa 3penust (cMm. paszgen 4.8), MOryT CHHXKATh IICHXOMOTOPHBIC pEaKIUU |
CIIOCOOHOCTh K KOHIICHTPALIMM BHUMAHHUA. DTO MOXET MPEJCTaBISATH COOOM OIMpeaesieHHbIN
PUCK B CHUTyaIlUsiX, KOTJa 3TH CIIOCOOHOCTH HMMEIT ocoboe 3HaueHue (Hampumep, Ipu
yIpaBIeHUN aBTOMOOUIIEM, TPU OOCTYKMBAHUHU MAIlIMH U MEXaHU3MOB, IIPU BHITIOJTHEHUH padboOT
B HEYCTOMYMBOM IOJIOKEHUN).

4.8. HexeaaTeJbHbIe peaKIuu

TabanuHoe pE3IOME HEXKeNaTeIbLHBIX PeaKIUi

VYka3aHHble HUKe M00OYHBIE 3(QEKThl NpencTaBiIeHbl B COOTBETCTBUH CO CIEAYIOIIUMH
rpajalMsMi 4acTOThl MX BO3HHUKHOBEHUs: o4eHb yacto (>1/10); wacto (>1/100, Ho <1/10);
neuacto (>1/1 000, wo <1/100); penxo (>1/10 000, no <1/1 000); ouennr pemko (<1/10 000)
(BKITIOYAsi OTJENbHBIE COOOIIEHHS); YacTOTa HEM3BECTHA (HA OCHOBAaHMHM MMEIOIIUXCS JaHHBIX
OLICHUTH HEBO3MOIKHO).

JlaHHble, TOJYYEHHbIE B KIMHAYECKUX HCCICIOBAHUAX M MpPU TOCTPETHCTPAHOHHOM

MPUMEHEHUH TIpenapara.

YacToTa BOSHUKHOBEHHUS He:xenarenbHas peakuus

Hugpexyuu u unsasuu

Heuwacro I'pubxoBbIE UHEKIUH, pa3BuTHE
PE3UCTEHTHOCTH NaTOTEHHBIX
MHUKPOOPTaHU3MOB

Hapywenus co cmoponvl kposu u numgamuueckou cucmemuol

Heuacto Jletikonenus (yMeHbIIIeHUE KOJINYecTBa
JEUKOIMTOB B  MepU(PEepUYecKol  KpOBH),
s03uHO(UIMS  (yBENMYEHHE  KOJIMYECTBa

503UHO(UIIOB B iepudepruuecKoil KPOBH).

Penko Helitponenuss  (yMeHbIIEHHE  KOJWYECTBA
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COOTBETCTBYET 3KCNEPTHOMY OTUYETY

ot 01.12.2022 N= 27912

HeHTPOIITON —/% - Tepihepiiecion | kposn),

TPOMOOIIUTOTICHHS (YMEHBIIICHUE KOJINYECTBA

TPOMOOITUTOB B NepUEePUICCKON KPOBH)

YacroTa HEHM3BECTHA (HOCTpeFI/ICTpaHI/IOHHBIe

JTAHHBIE)

HaHHI/ITOHCHI/IH (YMeHI)HIeHI/Ie KOJIM4YECTBA

BCEX (hOopMEHHBIX AJIEMEHTOB B

nepudepuyeckodl  KpoBH),  arpaHyJoLHUTO3

(oTcyTcTBHE MM pe3KOE  YMEHbIIEHHE

KOJIMYECTBA IPAHYJIOUTOB B nepudeprueckoit

KpOBI/I), ICMOJIMTHYCCKas aHCMUA

Hapywenus co cmoponvl umMmynHou cucmembl

Penxo

AHTMOHEBPOTUYECKHUI OTEK

YacroTa HeusBecTHaA (MOCTPErUCTPALIUOHHbBIE

JTAaHHBIE)

AHaUIaKTHYCCKUI MIOK, aHA()WIAKTOUIHBIN
IIOK

AHapunakTHYecKue M aHa(pHIAKTOUIHBIC
peakiMu MOTYT HMHOTJA pPa3BHBATHCS JaKe

HOCJIe IIpUeMa IIepBOi O3Bl IIpenapara

Hapywenus co cmopoHvl 3HO0OKpuHHOU cucmembl

Penxo

CI/IHI[pOM HEaJIeKBaTHOM CCKpeLUn

AHTUINYPETUYCCKOI'O TOPMOHA

Hapywenusa memabonuzma u numanus

Heuacto

AHopekcus

Penxo

FI/IHOFJ'II/IKCMI/IH, 0COOEHHO Yy TManueHTOB C

caxapHbIM J1a0eToM (BO3MOXHbBIE IMPU3HAKU

TUIOTJIMKEMHH: «BOTYUI» anmneTwur,
HEPBO3HOCTh, UCIIAPHUHA, TPOXKb)
YacroTa HEU3BECTHA l'uneprnukeMusi, TsOKenas  TUIOTJIMKEMUS,

BIUIOTb JO PAa3BUTUS TUIOTIUKEMUYECKOU
KOMBI (0COOEHHO y MOXWIIBIX NaIlMeHTOB, Yy

annucHTOB C CaxapHbIM I[I/Ia6 CTOM,

IPpHUHUMAIOIUX NEepopaJIibHbIC

TUIIOTTIMKEMHUYCCKUC cpeacTBa N

MOJIYyJalOIIUX  JIEYEHHE HUHCYJIUHOM  (CM.

paznen 4.4)

Icuxuueckue napywenus™
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COOTBETCTBYET 3KCNEPTHOMY OTUYETY

ot 01.12.2022 N= 27912

Yacto Beccoﬁgﬂgié-_i EOOBATENEROCTE 000T)

Heuacto UyBcTBO OECIIOKONCTBA, TPEBOI'a, CIIYTAHHOCTh
CO3HaAHUS

Penxo [Tcuxuyeckue HapylIeHUs (manmpumep,
raJUIIOLMHALMY,  [1apaHoWs),  Jemnpeccus,

axuTtanms (Bo30yXIeHHE), HapylleHHE CHa,

HOYHBIC KOIIMAaphbl

YacroTa HeusBeCcTHA (IIOCTPErUCTPALIUOHHbBIE

JTAHHBIE)

Hapymiennst ncuxuku ¢ HapylIEHUsMHU

MOBEJEHUsI C NpUYMHEHHEM cebe Bpena,

BKJIFOYast CyMLIUAAJIbHBIE MBICJIH u
CyMLUAAJIbHBIE IIOIIBITKH, HEPBO3HOCTD,
HapylleHUsl [aMsITH, JeJIUpuil  (BKIOYast

HapyLIeHHUs] BHUMAHUSL, JI€30PUEHTALHIO)

Hapywenus co cmoponul nepsnoii cucmemvr™

Yacro I'onoBHast 6011k, TOIOBOKPYKEHHE

Heuacto COHIUBOCTH, TPEMOP, IUCTEeB3Us (M3BpAIlICHUE
BKYCa)

Penko [Tapecresus, cynoporu (cM. paznen 4.4).

YacroTa HeusBecTHa (MOCTPErHUCTPALIUOHHBIE

JTAHHBIE)

[Tepudepuueckas ceHcopHass HeWpomarwus,

nepudepuyeckas CEHCOPHO-MOTOpPHAs
Hellponatust (cMm. pasgen 4.4), AUCKUHE3uS,
SKCTpAaUpaMUIHbIE pPAacCTPOWCTBA, areB3Hs
(moTepst BKYCOBBIX OIIYIIEHUI), MapoCMus
(paccTpoiCTBO ONIyIIEHUs 3amaxa, 0COOCHHO

CYGBGKTI/IBHOG OIMYIICHHUE 3allaxa, 00BEKTHBHO

OTCYTCTBYIOILIETO), BKJIFOYAst MIOTEPIO
OOOHSHMUS; 00MOPOK, MTOBBIIICHHE
BHYTPUYEPEITHOTO JABJICHUS
(1oOpokayecTBEeHHAS BHyTpHUUYEpEIHas
TUIIEPTEH3HUs, TICEBIO0IYX0JIb MO3Ta)
Hapywenus co cmoponul opeana spenus™
Penko Hapymenns 3peHus, TaKue Kak

PacCIIbIBYUaTOCThL BUAUMOTO I/1306pa)KCHI/I$I

Yacrora HeusBecTHa (TIOCTPETUCTPAITMOHHBIC

[Ipexoasiias notepst 3peHUs, yBEUT
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TBETCTBYET 3KCIMNEPTHOM

ot 01.12.2022 N= 27912

JTAHHBIC)

(MOCTEOOBATENBHOTTE U0UT)

Hapywenus co cmoponwl opeana ciyxa u nabupunma™

Heuacto Bepturo (4yBCTBO OTKJIOHEHHS WIIH KPY>KEHUS
WM COOCTBEHHOI'O Tejda WM OKPYXKAIOUIUX
IIPEIMETOB)

Penxo 3BOH B ylIax

YacroTa HEM3BECTHA (HOCTpeFI/ICTpaHI/IOHHBIe

JTAHHBIE)

CHmxeHme ciyxa, noTeps ciyxa

Hapywenus co cmoponul cepoya™*

Penxo

CI/IHYCOBaH TaxXuKapau:, (0118%11(S):15(¢

cepaueOueHus

YacroTa HeusBecTHA (MOCTPErUCTPALIUOHHbBIE

JTAaHHBIC)

VYanunenue wuntepBana QT, >xemynodkoBbIe

HapyLICHHUA puUTMa, JKEIIYyAOYKOBaAsA

TaXUKapaus, XKeIydouKoBas TaxUKapAus TUIIA
«ITUPYITY,

KOTOPLIC MOI'yT IMPUBOAUTL K

OCTaHOBKE cepana (cM. pazaensl 4.4, 4.9)

Hapywenus co cmoponul cocyoos™™

Penxo

CHIKeHUE ApTCPHUAIBHOTO JaBJICHUA

Hapywenus co cmoponul Ovlxamenvhoti cucmembl, Op2aHo8 2pyOHOU KIemKU U CPeOOCmMeHUs

Heuacto

OpImka

YacToTa HEM3BECTHA (HOCTperI/ICTpaHI/IOHHBIC

JTAHHBIE)

BpOHXOCHaSM, annepmqecmm IMTHCBMOHHUT

JKenyoouno-kuwieunvie HapyuieHus

Yacto

Huapes, ppoTa, TOILHOTA

Heuacto

bonu B )kHBOTE, AUCTIETICUS, METEOPHU3M, 3aM0P

YacroTa HeusBecTHa (MOCTPErHUCTPALIUOHHbBIE

JTAHHBIC)

I'emopparuueckast nuapesi, KOTopas B OYCHb
PENKHMX ClydasX MOXeT OBITh MPHU3HAKOM
SHTEPOKOJINTA, BKJTIOYAsI
MICEeBJOMEMOPaHO3HbBIN KOJIUT (cM. pasaen 4.4),

MTaHKPEATUT

Hapymeﬁuﬂ CO CIMOPOHbL neveru U Jceirdesobl6o

osuux nymet

Yacrto

[loBbIlIeHWE  aKTHUBHOCTH  «IICUYECHOYHBIX)»
(dhepMeHTOB B KpOBH (Hanpumep,
aJlaHMHaAMUHOTpaHchepasbl (AJIT),

17
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COOTBETCTBYET 3KCNEPTHOMY OTUYETY

ot 01.12.2022 N= 27912

acniapTal sk o rpancdepase - - & T{ACT)),

MOBBIIICHUE aKTUBHOCTH HIETIOYHOMN
tdhocdarazs (I1D) u ramMmma-
rryramunTpancdepassl (I'TT)

Heuwacro [loBbllIeHne KOHIEHTpauuu OwiMpyOuHa B
KpOBH

YacroTa HeusBecTHa (MOCTperucTpauonHbie | Tspkenmas — meyeHoyHass  HEJOCTAaTOYHOCTD,
JTaHHbIE) BKJIFOYast clIy4au pa3BUTUA ocTpoi
MEYEHOUYHOW HEJOCTAaTOYHOCTH, HHOTAA C
JIETAIBHBIM HCXO0JIOM, OCOOCHHO Yy TMallMeHTOB
C  TSOKENbIM  OCHOBHBIM  3a0o0JieBaHHEM
(HampuMmep, y TAIMEHTOB C  CEICHUCOM)

(cm. pasnen 4.4); rematur, xKenTryxa

HapyweHuﬂ CO CMOPOHBL KOJHCU U NOOKOJNCHBIX MKAHEl

Heuwacro Ceinb, 3y, KpallMBHUILIA, TUIIEPTUIPO3
Penko JlekapcTBeHHasi ChIIIb C 203uHO(HIHMENH U
CHUCTEMHOM CUMIITOMAaTUKOM (DRESS-

cuHJIpoM) (cM. pazgen 4.4), dukcupoBaHHOE

JICKAPCTBCHHOC BBICBITIAHUC

YacroTa HeusBecTHa (MOCTpErucTpaluoHHble | TOKCHMUeCKUi  AMHUAEPMalbHBIM  HEKpOJIU3,
JTAHHBIE) CHUHJIPOM CruBeHca-/I)xoHCOHa,

OKCCydaTUBHAaA MYJ'IBTI/I(I)OpMHaSI IpuUTeMa,

peakuuu (hOTOUYBCTBUTEITHHOCTH
(TIOBBITIICHHO 9yBCTBUTEIHLHOCTH K
COJTHEUHOMY " yIBTPapUOTIECTOBOMY
W3ITy4EHUIO) (cm. paznen 4.4),

JIEMKOLIMTOKIACTUUECKUI BAaCKYJIUT, CTOMATHUT.
Peaknum co CTOPOHBI KOXH H CIIM3UCTBIX
00010UEK MOT'YT HHOT'JJa BO3HHMKATh IIOCJIC

IpyeMa NepBou 036l IIpernapara.

Hapywenus co cmopoHvl MbluieuHoll, CKel1emHol U COeOUHUMENbHOU MKAHU™

Heuacto ApTpanrusi, MUAITHs
Penxo [lopaxeHne CyxOXWIMH, BKIHOYass TEHIUHUT
(manpumep, axunIoBa CYXOXHITHUS),
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o OMY OTUYETY

oT 01.12.2022 Nz 27912

MbIICHHA - CraB0CTh, | KOLOPA - MOAKCL BbITh

0cOOEHHO  oOmacHa y  TAalMeHTOB  C
MCEeBAONAPATUTUYECKON MHacTeHUEH

(myasthenia gravis) (cMm. pasaen 4.4)

Yacrora HeusBecTHA (TMOCTpErUCTpallOHHbIE | PabmoMuonus, pa3peiB CyXoKuius (Harpumep,
JTaHHbIE) aXWJIoOBa  CYXOXWIHA. DTOT  MOOOYHBIH
a3 dexT MokeT HabMOAaThCS B TeueHue 48 9
[ocjie Hayajla JIeYeHHS M MOMKET HOCHTD
JIBYXCTOPOHHUU XapakTep (cM. pasmen 4.4)),

Pa3phIB CBA30K, Pa3pbIB MBILIL, APTPUT

HapymeHu}z CO CNIOPOHbL NOYeK U MOLteSbZGO()ﬂM/;Mx nymezZ

Hegacro [loBblIEHME KOHIIEHTPALlMM KpEaTMHUHA B

CBIBOPOTKC KpOBH

Penxo Octpas noyeyHas HEJ0CTaTOYHOCTh
(Hampumep, BCJIE/ICTBUE pa3BUTHUA

MHTEPCTUIIUATBHOTO HepHTa)

Obwue Hapywenus u peakyuu 8 mecme 68e0eHuUss™

Heuacro Actenus

Penko [Mupexcus (MoBbIlLIEHNE TEMIIEPATYPhI TENA)

YacToTra Hens3BecTHA bonp (Bkmtouwas Oosnb B cnMHE, TPYAH,
KOHEYHOCTSIX )

*B oueHb peIKUX Cllydasx MPH MPUMEHEHHH XUHOJIOHOB M (DTOPXUHOJIOHOB, MHOTJA HE3aBUCHMO OT HCXOIHO
MUMEIOIINXCST PAKTOPOB PUCKA, OBLTH 3aPETHCTPUPOBAHBI JUTUTEIHHO COXPAHSIONIMECS (10 HECKOIBKUX MECSIECB HITH
JIeT), WHBAIUIU3UPYIOUINE U MOTSHIHAIbHO HEOOpAaTHMbIC CEpbe3Hble MOOOYHBbIE pEaKMd Ha Mpernapar,
3aTparuBaollre HECKOIbKO, 4 HHOT/IA U MHOYECTBO, KJIACCOB CHCTEM OPIaHOB M OPraHOB YyBCTB (BKIIIOYAs TAKUE
pCaKkuun, KaKk TCHIWHUT, pa3pbiB CYyXOXKUIIUA, apTpalrusd, 6011]) B KOHCYHOCTAX, HAPYUICHUEC IMOXOIKH, HeﬁpOHaTHH,
CBA3aHHBIC C MApCCTE3UAMU, ACTIIPECCHUA, MOBBIMICHHAA YTOMIIICMOCTH, HAPYIICHUC IMaMATH, HAPYHNICHHUA CHA, a
Tak)Xe HapYIICHHS CIIyXa, 3peHus, BKyca u 000HsSHUS) (cM. paznen 4.4).

**V MmanueHToB, MONy4YaBIINX (PTOPXMHOJOHBL, OBUIM OTMEYEHBI CIy4ad DPa3BUTHS AHEBPU3MBI M PACCIIOCHUS
AOpTHI, HHOT/Ia OCIOXHEHHBIX pa3pelBoM (B TOM 4YHCIIE C JICTaNbHBIM  KCXOJOM), a TaKxke

perypruTaiyn/HeI0CTATOYHOCTH JTF000T0 Kilarnana cepana (cM. paszaen 4.4).

Hpyaue 603mod1cHble Hedcenamenvhble @ Gexmbl, OMHOCAUUEC KO 6CeM PMOPXUHOTOHAM
OueHb peako: MpUCTYIBl TophUpuHU (OUeHb peiKoi 00Je3HH OOMEHa BEIIECTB) y MAIlMEHTOB C
nopdupueil.

COO6H_ICHI/IG 0 ITOA03PEBACMBIX HEXKCIATCIBbHBIX PCAKIINAX

BaxHo coo0mare 0 MOAO3pEeBAaCMBIX HEXENATeNbHBIX PEAKIUAX I[I0CIe PEerucTpauu
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COOTBETCTBYET 3KCNEPTHOMY OTUYETY
ot 01.12.2022 N= 27912

JICKApCTBEHHOTO Iperapara ¢ Ielbl0 o0ecTiedeHus HCHHQE%:I‘BEEI%F "%{E%lﬂi:é':cgﬁq;&ﬂéﬁm

«ONb3a — PHUCK» JICKAPCTBEHHOTO mpemnapara. MeIuIMHCKUM pabOTHUKAM pPEKOMEHyeTCs
coo0mare O JOOBIX  MMOAO3PEBAEMBIX  HEKENATEIbHBIX  PEAKIUSAX  JIEKApPCTBEHHOTO
mpernapata  4epes HAI[MOHAJIbHBIE CUCTEMBI coo01IeHus 0 HEeKeNaTeNbHbIX
PEaKIUsIX TOCYAAPCTB — WieHOB EBpa3niickoro "SKOHOMHUYECKOTO COI03a.

Poccuiickas @enepanus

109012, MockBa, CnaBsiHCKas Iiomanb, 1.4, cTp.1

®denepanibHas ciryx0a 1Mo Haa30py B cdepe 3npaBooxpanenus (Poc3npasuamzop)

Tenedon: +7 800 550-99-03

. moura: pharm@roszdravnadzor.gov.ru

Caiit: https://www.roszdravnadzor.gov.ru

4.9. Tlepeno3upoBka

CuMITOMBI

Hcxons W3 MaHHBIX, MOMYYEHHBIX B TOKCHUKOJIIOTMYECKUX HCCIIEIOBAHUSNX, MPOBEICHHBIX Y
JKUBOTHBIX, BaXHECUIIMMHU OXXHJIAEMbIMHM CHMIOTOMaMH OCTPOM MEpEeIO3UPOBKUA Mpenapara
ABJIIIOTCS CUMIITOMBI CO CTOPOHBI IIEHTPAJIbHOM HEPBHOW CHCTEMBbl (HApyLIEHUs CO3HAHUSA,
BKJIIOYAsi CIyTAaHHOCTb CO3HAHUS, TOJIOBOKPY)KEHHE U CYJIOPOTH).

[Ipy MOCTpEerucTpallmOHHOM TPUMEHEHWH Tpernapara Mpu NEepeqo3UPOBKE HAOIIOAATUCH
3G (EKTH CO CTOPOHBI IEHTPAJIBHOW HEPBHOW CHUCTEMBI, BKJIIOYAsi CIyTaHHOCTh CO3HAHUS,
CYJIOPOTH, TAJUTFOIIMHAIINH U TPEMOD.

Bo3MmoXHO pa3BHTHE TONMIHOTHI ¥  BO3HHUKHOBEHHE JPO3UH  CIU3HCTOM  O0OJOYKH
KEITY0YHO-KUIIIEYHOTO TPaKTA.

B xnuHMKO-papMakoIOrHuecKux HCCIEIOBaHUAX, NMPOBEACHHBIX C J103aMHU JeBO(DIOKCaIMHA,
MPEBBIIAIOIIMMHA TEPAIEBTHYECKUE, HAOTIOAAIOCH yauHeHne naTepBaia QT.

Jleuenue

B cnyuyae mnepemo3upoBku TpeOyeTcs TIIAaTeNbHOE HAONIOJCHHWE 3a TMAlMeHTOM, BKIIIOUas
MOHHTOPHPOBAHHE JIEKTPOKApAUOTpaMMEL. JledeHne cumnromarudeckoe. B ciayudae ocTpoit
MEPEIO3UPOBKU Mpenapara I0Ka3aHO IIPOMBIBAaHUE >KENyAKa W BBEICHUE AHTALUIOB I
3alIUTHI CIIM3UCTON 000JOUKH KenyaKka. JIeBoIOKCaIlH HE BBIBOJUTCS TIOCPEICTBOM JHATN3a
(remonManu3a, MEPUTOHEATFHOTO AWANM3a W TOCTOSIHHOTO aMOyJIaTOPHOTO MEPUTOHEATHLHOTO
muanusa). Criennuyeckoro aHTU0Ta He CYIIECTBYET.

5.  ®APMAKOJIOIT'MYECKHME CBOVMCTBA

5.1. dapmakoaguHaMH4YeCKHe CBOICTBA

®dapMakoTepaneBTUYECKas TPYIIa: aHTHOAKTEpUATbHBIE CpPEACTBA CHUCTEMHOTO JCHCTBUS;

MMPOU3BOAHBIC XMHOJIOHA, (I)TOpXI/IHOJ'IOHBI.
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COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 01.12.2022 N2 27912
Kon ATX: JOIMA12 (MOCNEOQBATENEHOCTE 0001)
MexaHu3m AeNCTBUS
[Ipenapat JleBodokcanun PeneBanm — CHHTETHYECKHMH aHTHOAKTEPHAIbHBIA Iperapar

HIMPOKOTO CIEKTpa ACHCTBUS U3 IPYyMIbl PTOPXUHOIOHOB, COACPKAIIUNA B KaUeCTBE aKTUBHOTO
BelecTBa JIEBO(IIOKCALIMH — JICBOBpPALIAIOIINA H30Mep O(IIOKCalUHA.

JleBoduokcaruu 6mokupyet JJHK-rupasy u tomonzomepasy 1V, Hapyiiaer cynepcnupann3aiiio
u cmuBKy paspeiBoB JIHK, unrubupyer cunrez /IHK, Bb3bIBaeT riyookne Mop¢ooruieckue
M3MEHEHHUS B IUTOIIa3Me, KIIETOYHON CTeHKEe U MeMOpaHaX MUKPOOHBIX KIIETOK.

dapmakogngamuyeckue 3P PeKToI

JleBoyioKkcanuH aKTHBEH B OTHOIICHWW OOJBIIMHCTBA INTAMMOB MHUKPOOPTaHHU3MOB, KaK B
yCI0BHSX N Vitro, Tak u in Vivo.
Yyecmeumenvuvie mukpoopeanuzmvl (MIIK < 2 me/n; 30na uneubuposanus > 17 mm):

®  aspobuble epamnonodcumenvhvie muxkpoopeanusmel. Bacillus anthracis, Corynebacterium

diphtheriae, Corynebacterium jeikeium, Enterococcus spp. (¢ mom uucne Enterococcus faecalis),
Listeria monocytogenes, Staphylococcus coagulase-negative methi-S(I) [koacyrazoneeamuenuvie,
MeMUYULIUH-4Y8CMEUmenbhbie/-ymepenno yyscmeumenvhule], Staphylococcus aureus methi-S
(Memuyunnun-yyecmeumenvhuvie),  Staphylococcus  epidermidis — methi-S — (memuyuniun-
yyecmeumeinvHuvle), Staphylococcus spp. CNS (koazynazonecamusnvie), Streptococci epynnol
C u G, Streptococcus agalactiae, Streptococcus pneumoniae peni I/S/R (nenuyuniun-ymepenno
yyecmeumenvbHole/-yyecmeumenvuviel-pesucmenmuvie),  Streptococcus — pyogenes,  Viridans

streptococci peni-S/R (nenuyunnun-uyecmeumenvhvie/-pe3ucmenmunie);

®  apobHble epamompuyamenvhble muxkpoopeanusmel. Acinetobacter spp. (6 mom uucne
Acinetobacter baumannii), Actinobacillus actinomycetemcomitans, Citrobacter freundii,
Eikenella corrodens, Enterobacter aerogenes, Enterobacter spp. (¢ mom uucne Enterobacter
cloacae), Escherichia coli, Gardnerella vaginalis, Haemophilus ducreyi, Haemophilus
influenzae ampi-S/R (amnuyunrun-vyecmeumenvuviel-pesucmenmuuie), Haemophilus
parainfluenzae, Helicobacter pylori, Klebsiella spp. (¢ mom uucne Klebsiella pneumoniae,
Klebsiella oxytoca), Moraxella catarrhalis p+/5- (npooyyupyrowue u nenpooyyupyrowue 6ema-
nakmamasel), Morganella  morganii, Neisseria  gonorrhoeae non  PPNG/PPNG
(Henpooyyupyiowue u npooyyupyrowue nenuyuinunazy), Neisseria meningitidis, Pasteurella
spp.(6 mom uucne Pasteurella multocida, Pasteurella dagmatis, Pasteurella canis), Proteus
mirabilis, Proteus vulgaris, Providencia spp. (¢ mom uucne Providencia rettgeri, Providencia
stuartii), Pseudomonas spp. (¢ mom uucrne Pseudomonas aeruginosa [cocnumanvhvle ungexyuu,
svizéannble Pseudomonas aeruginosa, mozym nompebosamv KOMOUHUPOBAHHO2O NeveHusl)),

Salmonella spp., Serratia spp. (¢ mom uucne Serratia marcescens);
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o anaspobuvle _muxpoopzanuszmul. Bacteroides ﬁ’ag'lﬂsl:l:lﬂﬁd%gg'c?g_%@};ﬁT_C’l'éslt;’}c'izum

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

e  oOpveue muxpoopeanuzmel. Bartonella spp., Chlamydia pneumoniae, Chlamydia psittaci,

Chlamydia trachomatis, Legionella pneumophila, Legionella spp., Mycobacterium spp. (¢ mom
yucne Mycobacterium leprae, Mycobacterium tuberculosis), Mycoplasma hominis, Mycoplasma
pneumoniae, Rickettsia spp., Ureaplasma urealyticum.

Ymepenno uyscmeumenvhvie muxpoopeanuzmvl (MIIK = 4 wme/n;, 30Ha unHeuOUposanus
16-14 mm):

e aspobuble 2pamnonodcumenvhvle muxpoopeanusmel:.  Corynebacterium  urealyticum,

Corynebacterium xerosis, Enterococcus faecium, Staphylococcus epidermidis methi-R
(MemuyuiIuH-pe3ucmeHmHule), Staphylococcus haemolyticus methi-R
(MemuyunIuH-pe3ucmeHmuole),

®  aspobuble epamompuyamenshslie mukpoopeanusmei: Campylobacter jejuni, Campylobacter

coli;

®  anaspobuvie mukpoopeanusmul: Prevotella spp., Porphyromonas spp.

Pezucmenmusie x nesognoxcayury muxpoopeanusmel (MIIK > 8 me/n; 3ona uneubuposanus <
13 mm):

e aspobnble 2pamnonodcumenvhvie mukpoopeanusmsl:  Staphylococcus aureus methi-R

(MemuyunIuH-pe3ucmenmHule), Staphylococcus coagulase-negative methi-R
(koazynazonezamuenvle Memuyuiiun-pesucmenmuvie), Corynebacterium jeikeium,

e aspobnble cpamompuyamenvhvle mukpoopeanuzmul. Alcaligenes xylosoxidans;

e  ana’pobuvlie mukpoopzanuzmsl. Bacteroides thetaiotaomicron;

e Opveue muxpoopeanuzmul: Mycobacterium avium.

Pesucmenmnocmo

Pe3ncTeHTHOCTD K JIeBOGIIOKCALIMHY Pa3BUBAETCS B PE3YJIbTATe MOATAMMHOTO Mpolecca MyTalui
reHoB, Koaupyromux ode tomonzomepasbl Tuna ll: JJHK-rupazy u tonmomzomepaszy IV. [pyrue
MEXaHU3Mbl PE3UCTEHTHOCTH, TaKHEe KaK MEXaHH3M BIIMSHHUS Ha IEHETpallMOHHbIE Oapbepbl
MHUKpPOOHOHM KJIEeTKM (MeXaHW3M, XapakTepHbIi s Pseudomonas aeruginosa) m MexaHu3Mm
a¢darokca (aKTUBHOTO BBIBEIEHHS NPOTHBOMUKPOOHOIO CpEACTBA M3 MHUKPOOHOW KIIETKH),
MOTYT TaK)K€ YMEHbIIATh UyBCTBUTEILHOCTh MUKPOOPIaHU3MOB K JIEBO(IIOKCALIUHY.

B cBs3u ¢ 0coOeHHOCTSMU MeXaHM3Ma JeMCTBUS JeBOQUIOKCAIlMHA OOBIMHO HE HaOJtogaeTcs
HEPEeKPECTHON PE3UCTEHTHOCTH MEXy JIEBO(IOKCAIMHOM M JAPYIMMHU NPOTUBOMUKPOOHBIMHU

CpEeIICTBAMHU.
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Kinnanueckas 7¢dekTUBHOCTE U 0€30IIaCHOCTE

e a’poOHBIE IPaMIIOIOKHUTEIbHBIE MUKpoOopranu3Mbl: Enterococcus faecalis, Staphylococcus
aureus, Streptococcus pneumoniae, Streptococcus pyogenes;

e a’poOHBIE rpaMoOTpHIaTeNbHble MuKpoopranusmbel: Citrobacter freundii, Enterobacter
cloacae, Escherichia coli, Haemophilus influenzae, Haemophilus parainfluenzae, Klebsiella
pneumoniae, Moraxella (Branhamella) catarrhalis, Morganella morganii, Proteus mirabilis,
Pseudomonas aeruginosa, Serratia marcescens;

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

5.2. MdapmakoknHeTHYeCKHe CBOiicTBA

AGcopbuus

JleBodokcaniH OBICTPO M TMPAKTHYECKH IOJHOCTHIO BCACHIBACTCS IOCIE IMpHEMa BHYTPb,
pHEM TUIIA MaJI0 BIUSET Ha ero abcopOumnto. AOCONIOTHAS OMOJOCTYITHOCTh NPHU IMPHEME
BHYTph coctaBisieT 99-100 %. Ilocme omHokpaTtHOro mnpueMa mpemapara B go3e 500 mr
MaKCHMallbHass KOHICHTpalust JieBodaokcarmaa B 1miazMe KpoBH (Cmax) JJOCTHUTAETCS B
TedeHne 1-2 bacoB W coctaBisger 5,2+ 1,2 wmkr/mu. ®apMakOKMHETHKA JIeBO(DIOKCAIMHA
ABJISICTCSl JIMHEWHOW B auanazoHe a03 oT 50 mo 1000 mr. PaBHOBecHass KOHIIEHTpaius
neBodIioKcanuHa B I1a3Me KpoBHU npH npueme B go3e 500 mr 1 unum 2 paza B CyTKU JOCTUTAETCS
B TeueHue 48 yacos.

Ha 10-i1 nens npuema BHyTpb npenapata B 1o3e 500 mr 1 pa3 B cyTku Cmax J1€eBO(dIIoKcaHa
cocraBisia 5,7 £ 1,4 MKr/Mi, a MUHMMaJIbHasl KOHILIEHTpaLMs JeBo(IoKcauHa (KOHIEHTpaIUs
nepes mpueMoM ouepenHoi 103b1) (Cmin) B m1a3me kpoBu coctasisiia 0,5 + 0,2 MKr/mit.

Ha 10-i1 nenp npuema BHyTpp npenapata B go3e 500 mr 2 pasza B cyTku Cmax cOCTaBisia
7,8 £ 1,1 mxr/mi, a Cpin — 3,0 £ 0,9 MKr/miI.

Pacnpenenenne

Ces3piBaHne ¢ OenkamMu ChIBOPOTKH KpoBu coctaBisier 30-40 %. Ilocne omHokpaTHOro u
noBTopHoro mpuema 500 wmr neBoduiokcaliiHa OO0BEM pacHpelesieHus JeBoQIIOKcalHa
cocraBnsieT B cpenHeM 100 i, 9TO yka3pIBaeT Ha XOpoIlee MPOHUKHOBEHHE (TIEHETpaIHio)
neBoQIIOKCallMHa B OPTaHbl U TKAHU OpraHU3Ma YesoBeKa.

Ilponuxnosenue 6 causucmyro 00607104YKY OPOHXO08, HCUOKOCMb INUMENUANbHOU GbICTMUIKU,
anveeonapHbie Makpogazu

[Tocne omuHokpaTHOTO TpMeMa BHYTph mpemnapata B go3e 500 mr Cpax JeBodiokcannHa B
CIM3UCTON 00070YKe OPOHXOB U KUIKOCTH AIUTEIHATBHON BBICTUIIKUA JOCTHTAIach B TCUEHHUE
1 yaca vim 4 yacoB u cocraBisiia 8,3 MKr/T u 10,8 MKr/m.

KoadduumeHTs! neHerpanuy B CIU3UCTYIO O0O0JOYKY OpPOHXOB M JKHUAKOCTH SMUTEIHAIBHON
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BBICTWJIKH, TI0O CPaBHEHWUIO C KOHIICHTpAIU¢H B nﬂg&éjgﬂ)% ',“-Egprl'aﬁﬁ;'}o¥:' l-l,i'-'l-l,S u

0,8-3,0 cOOTBETCTBEHHO.

[locne 5 ngueit npuema BHYTph npemnapata B go3e 500 Mr cpenHue KOHIIEHTpAILUU
neBoduiokcanmHa dYepe3 4 dYaca IMOcCie TMOCIETHEro IMpHeMa Ipenapata B IKUAKOCTU
SNUTETHATBHON BBICTHJIKH COCTaBJISLIA 9,94 MKT/MJT u B aJIbBEOJIAPHBIX
makpogarax — 97,9 Mxr/mi.

Ilponuxnosenue 6 1e204UHy0 MKAHL

Cmax JeBodIoKcaliHa B JISTOYHOM TKaHHW IOCJE MpUeMa BHYTph mpemnapara B no3ze S00 mr
JIOCTUTaIach depe3 4-6 4acoB W cocTaBiisuia npubausuTenbHo 11,3 MKr/r ¢ koadduruentamu
neHetpanuu 2,0-5,0 mo cpaBHEHHIO C KOHLIEHTpaLUEN B IJ1a3Me KPOBH.

lIponuknosenue 6 anb8eonsAPHYIO HCUOKOCHb

[Tocne 3-x nuelt npuema npemnapara B 7o3e 500 mr 1 unu 2 pa3a B cyTku Cpmax JIeBodIIOKCallHA B
aITbBEOJSIPHOM JKHUJIKOCTH JIOCTHTallach 4epe3 2-4 yaca W cocraBisia 4,0 m 6,7 MKr/mi,
COOTBETCTBEHHO, ¢ Kodd¢uumenToMm menerpamud 1,0 Mo CpaBHEHHIO ¢ KOHIICHTPAIUSIMH B
JIa3Me KpPOBH.

IIpoHukHoseHue 8 KOCMHYI0 MKAHD

JleBorioKcanuH XOpPOIIO MPOHUKAET B KOPTUKAIBHYIO M Ty04aTyl0 KOCTHYIO TKaHb, KaK B
INPOKCUMAJIbHBIX, TaK M B JUCTAJbHBIX OTAeNax OeIpeHHOH KOocTH, ¢ Ko3(PHUIHEeHTOM
NeHeTpanuy (KOCTHAs TKaHb/Tu1a3ma kposn) 0,1-3,0.

Crax TeBodIioKcanmHa B Ty04aToil KOCTHON TKaHU MPOKCUMAIBHOTO OTAeNa OeIpeHHONW KOCTH
nocine npuema mnpemnapara B 1o3e 500 Mr cocrasisuia mpubnusutensHo 15,1 MKr/T (depes 2 yaca
MocJIe MprueMa rpemnapara).

IIponuxnosenue 6 CHUHHOMO3208V10 HCUOKOCMb

JleBorioKcaIH MI0X0 MPOHUKAET B CIIMHHOMO3TOBYIO KHJIKOCTb.

IIpoHukHoseHue 8 MKaHb NPeOCmamenbHOU JHcene3vl

ITocne npuema BHyTph npenapata B no03e 500 mr 1 pa3 B CyTku B TeueHHUE 3-X JAHEH, CPEaHSS
KOHIICHTpaIus JieBO(MIOKCAIlMHA B TKaHU TMPEACTATEeILHON jKelle3bl COCTaBisiia 8,7 MKI/T,
CpeIHee COOTHOIICHHWE KOHIIGHTpAIMi TMpeacTaTellbHas jKene3a/maa3Ma KpOBU COCTaBIISUIIO
1,84.

Konyenmpayuu 6 moue

CpenHne KOHIEHTpanuu B Mode depe3 8-12 yacoB mocne mpuema BHYTpb 1036l 150, 300 u
600 mr neBodiokcanuna coctaBisuii 44 Mkr/mi, 91 MKr/mMa u 162 MKT/MIT, COOTBETCTBEHHO.

Buorpancdopmarnus

JleBoduiokcanun MeTabonu3upyeTcsi B He3HaUuTeNbHOU creneHu (5 % mpunsaToit no3el). Ero

METa0OUTaMH SIBIIAIOTCS  IEMETWIIIEBOGIOKCAIIMH W N-OKCHI JICBO(IIOKCAIIMH, KOTOpPbHIC
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BBIBOIATCSL TOYKaMu. JleBodokcanuH siBIfieTcs &&&%E&EEWJME FBIN- ':'1][:' HE

rln

MIOJIBEPTaeTCsl XHPATHHBIM IIPEBPAIIICHUSIM.

DJIMMHUHALHS

[Tocne mpuema BHYTpPH JICBOGIIOKCAIIMH OTHOCUTEIFHO MEUICHHO BBIBOJUTCS U3 IUIA3MbI KPOBU
(mepuon mosryBeiBeneHus (T1) — 6-8 dacoB), mpeumyiecTBeHHO, yepe3 mouku (6osee 85 %
npuHITON 103b1). OOmmiA KIMpeHC JIeBO(JIOKCAIIMHA TOCNie OJHOKpaTHOro mpuema 500 mr
coctaBiisut 175 £ 29,2 ma/MuH.

OTCyTCTBHE CYIIECTBEHHBIX pa3iuyvii B (apMaKOKMHETHKE JeBO(IIOKCAIIMHA TIPU €ro
BHYTPHBCHHOM BBEJICHUU W TPHEME BHYTPh HOIATBEPXKIACT TOT (AKT, YTO NMpPUEM BHYTPh U
BHYTPUBCHHBIH ITyTh BBEACHHUS SIBJISTFOTCSI B3AUMO3aMCHICMBIMHU.

Hon

dapmMakOKHHETHKA JIEBO(IIOKCAIIMHA Y MY)KUUH M KCHIIHH HE pa3InyacTcs.

JInia mo)Kujaoro Bo3pacra

PapMaKOKMHETHKA y MALMEHTOB IMOXKUJIOrO BO3PACTa HE OTIMYAETCA OT TAKOBOM Y MOJIOABIX
MAIMEHTOB, 32 UCKIIIOYCHUEM Pa3iIuuil (papMaKOKHHETHKH, CBA3aHHBIX ¢ n3MeHeHnsMu KK.

IToueuyHas HETOCTATOYHOCTh

[Tpu moueuHON HEAOCTATOYHOCTH (apMaKOKHMHETHKA JieBOoduioKcanMHa u3Mensercs. Ilo mepe
yXyImieHuss (QYHKIMKA TI0YeK BbIBeleHHE uepe3 mouku U mnoyeuHslit kiaupenc (CIR)
yMeHbIIaroTcs, a T, yBeIuuuBaercs.

®apMaKOKMHETHKA IPU IOYEYHOW HEAOCTAaTOYHOCTH IIOCIE OAHOKPATHOIO IpHEMa BHYTPb

500 mr npenapara.

KK (mMa/mun) <20 20-49 50-80
CIR (mn/mun) 13 26 57
Ti (9) 35 27 9

6. ®APMAIEBTUYECKHE CBOMCTBA
6.1. IlepeyeHb BCIOMOraTeJIbHbBIX BEIIECTB

—  TEJUTION03a MEKPOKPUCTAIUTHYSCKAS

—  KapOOKCHUMETHUJIKpaxMall HaTpHs;

— noBunoH K30;

— KpOocKapMeJlio3a HaTpus;

— MarHus cTeapar;

—  KpEeMHHS JUOKCH] KOJUTOWIHBIN (adpOCHI).
Cocmas 0b6on10uku

— [rumpomennosa (E 464);
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— JIAKTO3bl MOHOTUJpAT;

— tutana auokeun (E 171);

— TpUaLETHH;

— KpacuTelb jkene3a okcua KpacHsiii (E 172)]

WIH

— [cyxas cMech Ui IIIEHOYHOI'O TOKPBITHUS, COCTOALAS U3:

— runpomeiiosa (E 464);

— JIaKTO3bl MOHOTH/IPAT;

— turana quokenn (E 171);

— TpUaLETHH;

— KpacuTens xene3a okcua kpacHselil (E 172)].
6.2. HecoBmecTuMoOCTH
He npumenumo.
6.3. Cpok rognoctu (CpoK XpaHeHH)
3 roga.
6.4. Oco0Oble Mepbl NPEeTOCTOPOKHOCTH NMPHU XPAHEHUH
Xpanuts nipu Temneparype Huxe 30 °C.
6.5. XapakTep u cojiep:kaHue NePBUYHON YIAKOBKH
ITo 5, 7, 10, 14 TabneTOK B KOHTYPHYIO SIMEHKOBYIO YIIAKOBKY M3 IJIEHKU OJUBUHUIXIOPHUIHOM
1 (OJIbIY ATFOMUHUEBOM.
1, 2 KOHTYpHbIE SYCHKOBBIE YHNAKOBKH MO 5 WM 7 TabNeTOK WM | KOHTYpPHYIO SYEHKOBYIO
ynakoBky no 10 mim 14 TabneTok ¢ MHCTpYKUMEH MO MPUMEHEHMIO (JIMCTKOM-BKJIAJIIEM)
MOMEIIAIOT B AUKy U3 KapTOHA.
6.6. OcolOble Mepbl MNPeIOCTOPOKHOCTH TPH  YHHYTOKEHHMH HMCHOJH30BAHHOTO
JICKApCTBEHHOI0  Npenapara MWJIH  OTX0JA0B, TMOJYYEHHBIX IOCJde NPHUMEHEHHUS
JICKApCTBEHHOI'0 Npenapara u Apyrue MaHUIyJISIUM C PenapaToM
OcoOble TpeOOBaHUS OTCYTCTBYIOT.
7. JEPXATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHUSA
Poccniickas @enepanvs
AxuunonepHoe o6mectBo «IIpousBoacTBeHHas apmarieBTHUecKas koMnaHuss OOGHOBICHHUE»
Opunnuecknit  anpec: 633621, Hoocubupckas o001., Cy3yHckuit paiioH, pm. Cy3yH,
yi. Komuccapa 3stpk0Ba, 1.18.

Temn./akc: 8 (800) 200-09-95.
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7.1 TlpencraBuTeib Aep:KaTejsi perucTpail OHHOTO Q%E@E@ﬁ;EHEH': CT

IIperen3un HOTDCGI/ITGJIGI‘/JI HannpasJIATh 110 agApPECy:

Poccniickas @enepanus

AxkuuonepHoe obmiectBo «IIpousBoacTBennas dapmaneBTuueckas kommnanuss OOHOBIEHHE)
630096, r. HoBocubupck, yn. CranimonHasi, a. 80.

Temn./akc: 8 (800) 200-09-95.

e-mail: pretenzii@pfk-obnovlenie.ru

8.  HOMEP PETHCTPAHMOHHOI'O YAOCTOBEPEHUSA

9. JATA NMEPBUYHOWM PETUCTPAIIMU (ITOATBEPKJIEHUSI PETUCTPAIINU,
MNEPEPET'UCTPALIUN)

JlaTta nmepBoii perucTpaiuu:

10. JATA IIEPECMOTPA TEKCTA

OO0mas xapakTepucTUKa JeKapCcTBEHHOTo mnpenapara JleBodumokcauun PeneBan moctymHa Ha

nH(pOopMalMOHHOM nopTasie EBpa3uilckoro 3KkOHOMHYecKkoro corw3a B HH(OpMalMOHHO-

KOMMYHHKaIMOHHOM cetu «HTepHe™ http://eec.eaeunion.org/
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