COOTBETCTBYET 2KCNEPTHOMY OTYETY
ot 25.04.2025 N2 11106
(NOCNEOCBATENEHOCTE 0002)

OBILIASA XAPAKTEPUCTUKA JIEKAPCTBEHHOI'O IIPEITAPATA

1. HAUMEHOBAHHUE JIEKAPCTBEHHOI'O IIPEITAPATA
JleBodnoxcanun, 250 Mr, TaGIETKH, TOKPBITHIE TUICHOYHOW 000JIOUKOA.

JleBoduokcarus, 500 Mr, TabIETKH, TOKPHITHIE TUIEHOYHON 000I0UYKOM.

2. KAMECTBEHHBIN U KOJIMYECTBEHHBII COCTAB
JleiicTByOIIIEE BEIIECTBO: JICBO(IOKCAIIHH.

JleBodnokcaimu, 250 mr, TabJIETKHU, ITOKPBITHIE IUIEHOYHOU 000JI0UYKOM

Kaxnas Tabnerka cogepxut 250 mr eBoduiokcaliia (B BHIE TEMUTHAPATA).
BcrnomorarenbHbie BEIIECTBA, HAJTMYUE KOTOPHIX HA0 YYUTHIBATh B COCTaBE JICKAPCTBEHHOTO
npenapara: Hatpuid (cMm. pazzaen 4.4.).

JleBodnokcaimu, 500 mr, TabJIEeTKHU, ITOKPBITHIE IUIEHOYHOU 000JI0OUYKOM

Kaxxnas tabnerka comepxut S00 mr neBodiokcaniiaa (B BUIe TEMUTHIPATA).
BcnomoratenbHble BelIeCTBa, HATMYUE KOTOPHIX HAJO0 YYUTHIBATH B COCTAaBE JIEKAPCTBEHHOTO

npenapara: Hatpuii (cMm. pazzaen 4.4.).

ITomupIit MEPCUCHb BCIIOMOT'aTCIIbHBIX BEIICCTB IIPUBCACH B pa3JiciiC 6.1.

3. JEKAPCTBEHHAS ®OPMA
TabneTku, NOKPHITHIE MIIEHOYHOW 000I0YKOM.

JleBodnokcaruu, 250 Mr, TaOJIETKH, MOKPBITHIE INIEHOYHOU 000JI0UYKON

TalneTku Kpyrible, ABOSKOBBITYKIOH (DOPMBI, MOKPBIThIE IUIEHOYHON OOO0JIOYKOH KEITOro
nBeta. Ha nonepeynom paspese BUAHBI ABa cios. S apo 63 0007104YKH OT MOYTH O€JI0T0 /10 CBETII0-
HKEJITOro I[BeTa.

JleBodnokcamumu, 500 Mr, TaOJIETKH, TOKPBITHIE TNIEHOYHOU 000JIOUYKON

Tabnerku oOBaJbHBIE C PHCKOH C OJHON CTOPOHBI, JBOSIKOBBIMYKJIOW (OPMBI, MOKPBITHIE
IUIEHOYHOU 000J104KOH >kenroro 1sera. Ha momepeyHom paspese BUAHBI ABa cios. Sapo 6e3

000JIOYKH OT IMOYTH O€JIOr0 0 CBETIIO-KEJITOrO I[BETA.

4. KIMHUYECKUE JAHHBIE

4.1. IToka3aHus1 K IPUMEHEHHUIO
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[Tpenapat JleBodiokcaH MOKa3aH K MPUMEHEHHUIO Y B3POCIBIX JJIS JIeYeHUs MH(EKIHOHHO-
BOCTIAJIMUTENNBHBIX ~ 3a00JIeBaHMI, BBI3BAHHBIX  YYBCTBUTEIBHBIMH K  JIEBO(IOKCAIIMHY
MUKPOOPTaHU3MaAMH:

—  OCJIO)KHEHHbIE MH(EKIIUN MOYEBBIBOAIINX ITyTEH U MUETOHEPPUT;

—  XpOHHUYECKUH OaKkTepualbHbII IPOCTATUT;

—  JUIsl KOMIUIEKCHOTO JIEUEHMsI JIEKapCTBEHHO-YCTONYMBBIX (OpM TyOepKyJesa;

—  npoduIaKTHKA U JIEYCHHE CHOMPCKOH SI3BBI IPU BO3IYIIHO-KANEIBHOM ITyTH 3apasKeHHS.
Jist iedeHus cieayronmx HH()EeKInOHHO-BOCTIATUTEILHBIX 3a00JIeBaHU JIE€BO(DIIOKCAIIIH MOXKET
IPUMEHSTHCS B KAUECTBE aJIbTEPHATUBBI APYTUM IPOTUBOMUKPOOHBIM IIperapaTam:

—  BHEOOJIbHMYHAs THEBMOHUS;

—  OCJIO)KHEHHBIE HH(EKIINN KOKU U MATKUX TKaHEH;

—  OCTpbIH OaKTepHUaIbHBIA CUHYCHUT;

—  000CTpeHHe XpOHUYECKOIO0 OPOHXUTA;

—  HEOCJIOKHEHHBIM LIUCTUT.

[Ipy npumeHeHHH JieBOQIIOKCAllMHA CIEAYyeT YYUTHIBATh OQHUIMAIbHbIE HAI[MOHAJIbHBIE
PEKOMEHJALMK 10 HaJUIeKalleMy MPUMEHEHUI0 AaHTHOAKTEepUAJbHBIX MPENapaTroB, a TaKXKe

YYBCTBHUTEJILHOCTb MATOT€HHBIX MUKPOOPTaHU3MOB B KOHKPETHOM cTpaHe (cM. paznen 4.4).

4.2. PexxuMm 103MpPOBaHNs U CNIOCO0 NPUMEHEHUS

Y4uuteiBas TO, YTO OMOIOCTYITHOCT JIEBO(IIOKCALIMHA TP IIpUEMe Ipernapara B TaOJleTKax paBHa
99-100 %, B cimydae mepeBo/ia ManyueHTa ¢ BHYTPHBEHHOTO BBeAICHMSI TTpenapata JleBodokcaua
Ha TpUeM TaOJIETOK CIIeAYeT MPOIOJKATh JICYCHHE B TOW K€ J103€, KOTOpas MPUMEHSIIaCh TpU
BHYTPHUBEHHOM BBEACHUHU (CM. pa3zein 5.2).

Pexxum go3upoBaHus

Pexxum  103WpoOBaHUS  ONpEACHACTCS XapaKTepoM | TSHKECThIO HMHQEKIWH, a TakkKe
YYBCTBHTEIHLHOCTBIO TIPE/IITOIaraeMoro Bo30yautes. [IpoaomkuTeIbHOCTD JICUSHUS BapbUPYeT
B 3aBHCHMOCTH OT TCUCHUS 3a00JICBaHUS.
Pexomenoyemvie peotcum 003upo8aHusi u NPOOOIHCUMETbHOCIb JIeYeHUs VY NAYUEHMO8 C
HopmanbHoU pyukyueti novek (knupenc kpeamununa (KK) > 50 mn/mun)
— Buebonvnuynas nneemonus. 1mo 2 tabnetku npenapara JleBodiokcarun 250 Mr uiu 1o
1 Tabnerke mpenapara JleBodmokcamma 500 mr 1-2 pasza B cyTKH (COOTBETCTBEHHO, IO
500-1000 mr neBoduiokcarmua) — 7—14 nHe.
— OcnoocHennvie uH@eKyuu Mouesvigooawux nymei: 1O 2 TaONeTKH TIpenapara

JleBodnokcanuu 250 mr 1 pa3 B cytku mwiau no 1 tabierke nmpemnapara JleBodmokcannn
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500 mr 1 pa3 B cyTku (cooTBeTCTBeHHO, 10 500 Mr JieBodiokcanuna) — 7—14 nHeit.

— Tluenoneghpum: no 2 Tabnetku npenapara Jleodnokcanun 250 mr 1 pa3 B CyTKH WU TIO
1 Tabnerke npenapata JleBodokcarua 500 mr 1 pa3 B cyTku (COOTBETCTBEHHO, 110 SO0 Mr
neBoduiokcanuHa) — 7—10 gHe.

—  Xponuueckuti baxmepuanvhsiii npocmamum: 1o 2 TabJIeTKU npenapara JleBodmokcanun
250 mr wmu mo 1 Tabnerke mnpemapara JleBoduokcarua 500 mr 1 pa3 B CyTku
(cooTBercTBeHHO, 110 500 Mr 1eBodIOKCaIIMHA) — 28 THEH.

—  Hugpexyuu KodCHLIX NOKPOBOS U MASKUX MKaHell: TO 2 TaOJIeTKH Iperapara
JleBodnokcanun 250 mr wim no 1 Tabnerke npemnapata Jlesognokcamun 500 mr 1-2 pasa
B CyTKH (cooTBeTcTBeHHO, 10 500—1000 Mr neBodokcanuna) — 7—14 nueii.

—  Kowmnnexcnoe neuenue nekapcmeenno-ycmouuuguix ¢opm myboepkyneza: no 1 tabnerke
npenapara JleBodokcanun 500 mr 1-2 paza B cyTku (cooTBeTcTBeHHO, 110 500—1000 Mr
neBoQIIOKCAIIMHA) — 10 3-X MECSIIEB.

— Ilpoghunaxmuxa u neuerue cubUpcKol 1366l NPU 8030V UHO-KANEIbHOM NYIMU 3APANCEHU.
no 2 rtabnerku npenapata JleBodmoxcanun 250 mr wiam mo 1 TabneTke mpenapara
JleBognokcarun 500 Mr (cooTBeTcTBEHHO, 1o 500 Mr neBodiokcanuHa) 1 pa3 B CyTKHU B
TeYeHue J0 8§ HEeelb.

—  Ocmpoui cunycum: 1o 2 Tabnetku npenapata JleBodmokcamun 250 mr wim o 1 Tabnerke
npenapata JleBognokcauun 500 mMr 1 pa3 B cyTku (cooTBeTcTBeHHO, 1o 500 Mr
neBodurokcaruaa) — 10-14 maeit.

— Obocmpenue xponuueckozo Opouxuma: 1O 2 TabineTku mnpenapara JleBoduiokcanux
250 mr mwmum mo 1 Ttabmetke mpemapara JleBodmokcamma 500 mr 1 pa3 B CyTKH
(cooTBeTcTBEHHO, 10 500 Mr eBodiokcarHa) — 7—10 qHei.

— Heocnoowcnennwii yucmum: no 1 tabnerke npenapata JleBodmokcanun 250 mr 1 pa3 B
CYTKHU (COOTBETCTBEHHO, 10 250 Mr neBodokcaruHa) — 3 1.

IIponyck npuema 0OHOU UnU HECKOILKUX 003 npenapama

Ecnu ciydaitHO mportyIeH npueM npenapara, TO HaJlo Kak MOKHO CKOpee TPUHSTh OYepeaHYIO
7103y | Jlajiee PoI0IDKaTh PUHUMATH Tipernapat JIeBodaokcalmH coriaacHO peKOMEHI0BaHHOMY
PEKUMY €ro JO3UPOBAHUS.

Oco0ble rpyInbl NALKUEHTOB

Tlayuenmul nodxcunoco 6o3pacma
Jlns manuMeHTOB TOXKMIIOIO Bo3pacTa He TpeOyeTcsl KOPPEeKIUU peXuMa J03MpOBaHUS, 3a

uckioyeHneM ciaydaeB cHrkeHus KK mo 50 mu/MuH u HiKe.
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Tayuenmoi ¢ HapyweHuem hyHKyuu novex

Peoicum 0ozuposanus v nayuenmos ¢ napyuienuem yukuyuu novex (KK < 50 ma/mun)

.HGBO(bJ'IOKcaI_[I/IH BBIBOAUTCA IMPEUMYIICCTBCHHO IMOYKAMH, IMIO3TOMY IIPpH JICHCHHUHU IMAIIUCHTOB C

HapyIIeHHON (QYHKIMEH MoYeK TpeOyeTcs CHIKEHHE JTO3bI Tperapata (CM. TaOIuIly HIKE).

Pexum A03UPOBAHUSA

KK PexomMeHnayemasi 103a npu Pexomennyemas 103a npu
KK > 50 ma/mun: 500 mr/24 g KK > 50 ma/mun: 500 mr/12 g
niepBas 103a — 500 mr, niepBas 103a — 500 mr,
50-20 /v 3ateM — 1o 250 mMr/24 3ateM — 1o 250 mr/12 g

Tlayuenmol ¢ napywenuem ynKyuu nevyenu
[Tpu HapymieHuu (GyHKIMU NEYEHU He TpeOyeTcsl KOPPEKLMU peXUMa JJO3UPOBAHUS, TOCKOJIBKY
71€BO(IIOKCAIMH JIMILb HE3HAYMTEIBHO META00IU3UPYETCS B IIEYEHHU.

eTH
[Tpenapat JleBodaokcanuH MpoTHBOINOKa3aH y jaeredl B Bo3pacte oT 0 mo 18 jer mo Bcem
nmokazaHusM (cM. pazzaen 4.3).

Crooco0 rmpuMeHeHus

[Mpenapat JleBodmokcanuu 250 mr miam 500 Mr nmpuHHMarT BHYTph 1 Wim 2 pa3a B CyTKH.
[Tpenapat JleBoduokcanuH ciexyer MporjaTelBaTh, HE Pa3’KeBbIBas M 3aluBas JOCTATOYHBIM
KosimyecTBOM kuakocTH (ot 0,5 1o 1 crakana). [Ipu Heo6xoaumocTu mpenapar JleBoduiokcannx
500 Mr MOXHO pa31aMbIBaTh IO PUCKE.

[Ipenapar JleBodiokcaniH MOXXHO TNPUHUMATH TEpe] €A0W WM B JII000€ BpeMs MEXIy
IpUeMaMy IUIIH, TaK KaK OJHOBPEMEHHBIN MpHEM IUIIM HE BIUSAET Ha abcopOLuIo mpenapaTa
(cM. pazzen 5.2).

[Tpenapat JleBonmokcanun crneayer NpUHUMATh HE MEHEee YeM 3a 2 4 JI0 WM 4epe3 2 4 1ocie
npueMa IMpenaparoB, COJACPXKAIIMX MarHUi W/WIW allOMUHUM, Kene30, LUMHK, WIH IMpHemMa

cykpanbdarta (cM. paznen 4.5).

4.3. IlpoTuBONOKA3aHUS

—  THIEPYYBCTBHUTEIILHOCTH K JICBOGIIOKCAMHY WM K JPYTUM XHHOJIOHAM, WU K JFOOOMY W3
BCIIOMOT'aTeIIbHBIX BELIECTB, IEPEYNCIICHHBIX B pa3jene 6.1;

—  SIWJICTICHS;

— mceBaonapaiuTUyeckas MuacteHus (myasthenia gravis) (cm. pazuaesnst 4.4, 4.8);

—  TMOpaKEeHHUs CYXOKUIIUI PU NMPUMEHEHUH (PTOPXUHOIIOHOB B aHAMHE3E;

—  JIETCKHUH M MOJPOCTKOBBIN BO3pacT 10 18 neT (B CBsI3U ¢ HE3aBEPIICHHOCTHIO POCTa CKEJIeTa,
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TaK KaK HEJIb3sl MOJHOCThIO HCKIIFOYMTh PUCK MOPAKEHHS XPSAIICBBIX 30H pOCTa KOCTEH);

— OepeMeHHOCTh (HENb3sl TOJHOCTHIO HCKIIOUUTH PUCK TMOPAKEHUS XPSAIMICBBIX 30H pPOCTa
KOCTeH y mioza);

— Tepuoj TPYAHOTO BCKAPMIIMBAHHS (HENB3s TOTHOCTHIO HUCKIIOYHTH PHCK TOPaKEHUs
XPSIIEBBIX 30H pOCTa KOCTEH Y peOeHKa);

— y nanuenToB ¢ KK menee 50 Myi/MUH HEBO3MOKHO MPUMEHEHHE MIPU PEKUME T03UPOBAHHUS C
nepBOHAYANLHON 1M03upoBKON 250 wmr/24 u; y manumentoB ¢ KK wmenee 20 wmur/muH
HEBO3MOXKHO NPUMEHEHUE TMpU PEKUME IO3MPOBAHUS C TMEPBOHAYATBHOM O3UPOBKOMN
500 Mr/24 4 u 500 mr/12 4 (B T.4. mpU TeMOJUANNU3E U IOCTOSHHOM aMOyJIaTOpPHOM

MNEPUTOHCATIBHOM III/IaHI/ISC) HCBO3MOXXHO ITPUMCHCHHUC I BCEX PEIKUMOB NO3UPOBAHMA.

4.4. OcoOble ykazaHHMsl M1 Mepbl PeI0CTOPOKHOCTH NPH NPUMEHEHUH

C 0CTOPOKHOCTBIO

— VY manueHToB ¢ nopupueit (puck odoctpenus mophupuu, cM. pazaen 4.8.).

— YV manueHToB ¢ MaHKPEAaTHUTOM B aHaMHe3€ (cM. mojpasen «Ocolblie yKa3aHHsD»).

— 'V NanmMeHToB ¢ aHEBPU3MOH a0pTHI, C BPOXKIECHHBIM ITOPOKOM KJIallaHa cepliia B CEMEHHOM
aHaMHe3e, WK y TAIlMeHTOB C IMarHOCTUPOBAHHOW aHEBPU3MOW aOPTHI W/UIIHM PACCIOCHUEM
aopThl, ¢ 3a00JIeBaHMEM KJalaHa cepla WU MPH HaJWu4uu JAPYruX (akTOpoB pHUCKA WIH
COCTOSIHUH, TPEApacIoiaraloliiX K pa3BUTHIO aHEBPU3MBI aOPTHI WJIM PAcCIOEHUS aOpTHI,
WIA PETypPrUTAIlMH/HEAOCTaTOYHOCTH KiarmaHa cepana (Hampumep, cuHApoMm Mapdana,
cuaapom Onepca-Jlannmoca, cuHapom TepHepa, Oone3nbp bexuera, aprepuanpHas
TUMNEPTEH3Us, PEeBMATOHMJHBIM apTPUT, COCYAMCThIE 3a00JieBaHUs, TaKHe KaK apTepUUT
Takasicy, TUTaHTOKIETOYHBIA apTEPUUT, MOJATBEPKICHHBI aTepPOCKIEPO3, CHHIPOM
[llerpena, nHGEKIMOHHBIN YHAOKAPIUT) (cM. TToApazaen «OcoObie yKazaHHs»).

— YV  TanueHTOB, TPEpPACTONOKEHHBIX K Pa3BUTHIO CyIOpor [y TAIMEeHTOB C
MPEIIECTBYIONMMHU MTOPAXKEHUSIMH TIeHTpanbHON HepBHOU cuctembl (LIHC), y mamueHTOB,
OJIHOBPEMEHHO MPHHUMAIOIIUX TPEenaparhbl, CHIKAIOUIUE TMOPOT CyIOPOKHONW TOTOBHOCTHU
TOJIOBHOTO MO3Ta, Takue Kak ¢henoydeH, TeopmmumH]| (cMm. pazaen 4.5).

— VY MmanMeHTOB ¢ JIATEHTHBIM WJIA MaHU(ECTHPOBAHHBIM  JIE(DHUIIUTOM TIIFOKO30-6-
docdarnernnporeHassl (MOBBIMICHHBIA PUCK PAa3BUTHS TEMOJIUTHUECKUX PEAKIMA TMPU
JICYEHUHN XUHOJIOHAMH ).

— VYV nmanueHToB ¢ M3BECTHBIMU (haKTOpaMM pHUCKa yJUIMHEHHUsS uHTepBasia QT: y manueHToB
MOKUJIOTO BO3PACTa; Yy MallMEHTOB )KEHCKOTo 10J1a, Y MallMeHTOB ¢ HECKOPPEKTUPOBAHHBIMHU

AJIEKTPOJINTHBIMU HApyIIEHUSAMHU (C THUIOKAJIUEMHEN, THIIOMarHueMuei); ¢ CHHAPOMOM
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BpOXKACHHOTO yanuHeHuss wuHTepBana QT; ¢ 3aboneBanmsiMu  cepana (cepacuHas
HEJOCTAaTOYHOCTh, WH(pAPKT MHOKapaa, Opaaukapaus); TpH OJHOBPEMEHHOM IIpHUeMe
JICKApCTBEHHBIX IPEIapaToB, CHOCOOHBIX YyIUIMHATH WHTepBaT QT (aHTHapuTMHUYECKHE
cpencta knacca |A u III, TpunuKIMYECKUe aHTUACTIPECCAHTBI, MAKPOJIUIbI, HEUPOJICTITUKH )
(cM. pasgensi 4.4, 4.5, 4.9).

— VY manueHTOB C caxapHbIM IuabeToM, MPUHUMAIONIUX TEepOpaIbHbIE THIIOTIMKEMHYECKUE
npernapaTsl, HalpuMep, TITUOSHKIIAMHI/T WITH MPETapaThl HHCYJIMHA (BO3pacTaeT PUCK Pa3BUTHS
TUITOTJIUKEMHUH ).

— Y ManmeHTOB ¢ TSHKEIBIMH HEXEIIATSIIbHBIMU PEaKIUSIMHU Ha IPYTHe (PTOPXUHOJIOHBI, TAKUMU
KaK TSDKEJIbIe HEBPOJIOTHYSCKHUE PEAKITNH (ITOBBIMICHHBIA PUCK BOSHUKHOBCHHS AaHAJIOTUYHBIX
HEXKEJATENbHBIX PEaKIUil MPH MPUMEHEHHUH JICBO(IIOKCAIIMHA).

— YV DanMeHTOB ¢ ICHX03aMH WM Y TMAalMCHTOB, MMCIOIIMX B aHAMHE3€ IICUXHYCCKHE
3a0osieBanus (cM. pazzaen 4.4).

— Y manuenToB ¢ HapymieHusiMEA GyHKIUH modek ¢ KK 50-20 mur/mMuH TpedyeTcs 00s3aTebHbIHI
KOHTPOJIb (DYHKIIMH MTOYCK, a TAK)KE KOPPEKIIHS peKUMa A03upoBanus (cM. pasaensi 4.2, 4.3).

— YV DnanmeHToB MOXKWJIOTO BO3pacTa, y MAllMEHTOB TMOCJIE TpPaHCIUIAHTAI[MH, a Takke Mpu
COITYTCTBYIOIIEM MPUMEHCHHH TIFOKOKOPTUKOCTEPOUIOB (MTOBBINICHHBIA PHUCK Pa3BUTHS
TEHJUHUTOB U pa3pbiBa CYXOKUIHi) (cM. moapaszaen «Ocodbie yKa3aHusm»).

Oco0ble yKa3aHus

Tocnumanvhvle unghexyuu, 8bl36aHHbLE CUHECHOUHOU NATOYKOT

[ocriuTanabHble MH(EKINH, BbI3BAHHBIC CHHETHOMHOM mamoukoi (Pseudomonas aeruginosa),
MOTYT NOTpe6oBaTh KOMOMHUPOBAHHOTO JICUEHUSI.

Puck pazeumus pezucmenmuocmu

PacnpoctpanenHoCTh npuoOpeTeHHON PE3UCTEHTHOCTH BBICEBAEMBIX [ITAMMOB
MHUKPOOPTaHU3MOB MOXKET HM3MEHATHCS B 3aBUCHUMOCTH OT Teorpauueckoro peruoHa M ¢
TEYeHUEeM BpeMeHH. B cBs3u ¢ 3tuM Tpedyercs nHpOopMaIHs O Pe3UCTEHTHOCTH K Ipernapary B
KOHKpETHOU cTpaHe. sl Tepanmuu TspKenbIx MHGEKIud uin 1npu Hed(pPEeKTHBHOCTH JIeUeHUS
JIOJOKEH OBITh yCTAHOBJIEH MMKpPOOMOJIOTHUECKUH JMAarHo3 C BbAEJICHHEM BO30yAuTeNs U
OTIpeIeIEHUEM €r0 UyBCTBUTEIBHOCTH K JI€BO(IOKCAIMHY .

Ilomepss mpyoocnocobnocmu (unsanuouzayus) u NOMeHYUdibHbvle HeoOpamumvle cepbe3Hble
HedceniamenbHbvle peakyuu, 00yCcl081eHHble NPUeMOM HYMOPXUHOLIOHO8

[IpumeHenne (HTOPXHUHOJIOHOB, B TOM YHUCIE JIEBOQIIOKCAIIMHA, ObUIO CBS3aHO C TOTepei
TPYAOCTIOCOOHOCTH M pa3BUTHEM HEOOPATUMBIX CEPhE3HBIX HEKENATEIBHBIX PEAKIIUii CO CTOPOHBI

pa3IMYHBIX CHCTEM OpraHM3Ma, KOTOpPble MOTYT Pa3BUTHCA OJTHOBPEMEHHO y OJHOTO M TOTO XK€
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nanueHTa. HexenarenbHble peaklyM, BbI3BAaHHbIC (DTOPXUHOJIOHAMH, BKIIIOYAIOT TCHIMHHUTHI,
pa3pbiB  CYXOXKWIHH, apTpajlruio, MHUAITHI0, Tepudepudeckyr0 HEHpomaTHio, a TakKe
HeXXenarebHbIe 3()(HEKThI CO CTOPOHBI HEPBHOW CHCTEMBI (TaJUTIOLNUHAIIMN, TPEBOTA, IETPECCHS,
OECCOHHUIIA, TOJIOBHBIC OOJIM M CITyTaHHOCTh CO3HaHWMs). JlaHHBIE peaKlMu MOTYT Pa3BHTHCS B
HEepUOJT OT HECKOJIBKUX YacOB /IO HECKOJIBKUX HEJIEIb MOCIIe Hayalla TeParuu JeBO(IOKCAUHOM.
Pa3Butne 3THX HEXeNaTeNbHBIX PEaKuil OTMEYaIOCh Y MAIMEHTOB JII0OOTr0 Bo3pacTa Wi 0e3
HAJIMYHS TPEANICCTBYIOMUX (aKTOPOB pUCKa. [IpM BO3HUKHOBEHWH MEPBBIX MPH3HAKOB WU
CHUMIITOMOB JIFOOBIX CEpPhE3HBIX HEXKENATCIBHBIX PEAKIUi CIeIyeT HEMEUICHHO MPEKPaTHTh
npuMeHeHue JeBoduokcarua. Crenyer u30erath NPUMEHEHUST (PTOPXUHOIOHOB, B TOM YHUCIIE
JeBOQIIOKCAIIMHA, Y TAMCHTOB, Yy KOTOPHIX OTMEYAJIHMCh JIIOOBIE M3 O3THX CEPbE3HBIX
HEXKEJATEIbHBIX PEaKIUii.

Memuyuniun-pe3ucmenmusiil 3010MUCMbIL CIMADUTOKOKK

HmeeTcs BbICOKasi BEPOSTHOCTD TOTO, YTO METHIMIUIMH-PE3UCTEHTHBIN 30JI0TUCTBIN CTA(QUITIOKOKK
OyZeT pe3uCTEeHTHBIM K (PTOPXHMHOJIOHAM, BKIitouas jgeBodiokcanut. [Tosromy neBodimokcanun
HE PEKOMEH/IyeTCs JUIsl JICUCHHUS] YCTAHOBJICHHBIX WU MPEIIOIaracMbIX HH(EKIINIA, BRI3bIBAEMBIX
METUIMJUTMH-PE3UCTEHTHBIM 30JIOTUCTBIM CTa()MIIOKOKKOM, B Cllydae eciii Ja0opaTOpHbIE
AHAJIM3bI HE TIOITBEPAMIA 1yBCTBUTEIBHOCTH 3TOTO MUKPOOPTaHU3Ma K JIeBO(IOKCAIINHY.
Tayuenmol, npedpacnonodicentvle K pazgumuro cyoopoz

Kak u apyrue XuHOJIOHBI, JIEBOGIIOKCAIUH JTOJDKEH ¢ OOJBIION OCTOPOKHOCTHIO IPUMEHSTHCS Y
MaIMEHTOB C MPEIPACIIONIOKEHHOCTBIO K cyoporam. K TakuM nmanueHTaMm OTHOCSTCS NAIlEHTHI
C TMPEIIECTBYIONMMU TTOPAKEHUSIMU IIEHTPAILHON HEPBHOW CHCTEMBI, TAKUMH KaK WHCYIBT,
TSDKENask 4eperHO-MO3roBas TpaBMa; MAIMEHTHI, OJHOBPEMEHHO IOJIydYarollue MpenapaThl,
CHIJKAIOIIIKE TOPOT CYJIOPOKHON FOTOBHOCTH TOJIOBHOTO MO3ra, Takue Kak (eHOydeH u apyrue
nono6ueie emy HIIBII wmu apyrue mpenaparbl, MOHMWKAIOIINE TIOPOT CyIOPOKHOW TOTOBHOCTH,
Takue Kak teodpwumuH (cM. pazaen 4.5). Ilpu pa3BuTHUH CyIOpOr JieueHHE JIEBOGIOKCAIMHOM
CIIEAyeT MPEKPATHTh.

Ilcesoomembpanosuwviii Koaum

Pa3BuBmIasicss BO BpeMsl WM IOCJE JICYSHHUS JIEBO(IOKCAIIMHOM AHMapes, OCOOCHHO TsDKenas,
yIopHasT W/WIA C KPOBBIO, MOXET OBITh, CHMITOMOM IICEBIOMEMOPAHO3HOTO KOJIHTA,
Bei3eiBacMoro Clostridium difficile. B ciyuae mogo3penust Ha pa3BUTHE TICEBIOMEMOPAHO3HOTO
KOJIUTA JICYCHHE JIeBO(MIOKCAIIMHOM CIIEIyeT HEMEUIEHHO INPEKpaTUTh M Cpa3dy ke HavaTh
CIeUU(PHUUYECKYI0 AaHTUOMOTUKOTEPAaNHi0 (BaHKOMUIIMH, TEWKOIUIAHWH WM METPOHHIA30I

BHYTpb). [Ipenapatrel, TOpMO3S1I1E NEPUCTAIBTUKY KUIIIEUHUKA, IPOTUBOIIOKA3aHBbI.
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TenOunum u pazpol8 cyxoncuiutl

[Ipy npUMeHEHHH XWHOJOHOB, BKJIIOYas JEBO(IOKCAIMH, PEAKO HAOIIOAAETCS TEHIUHHT,
KOTOPBII MHOT/Ia MOXKET MPUBOJIUTH K PA3pPhIBY CYXOXKWIMH, BKIIIOUAsl aXWJUIOBO CYXOXHIIUE, U
MOYET OBbITh ABYXCTOPOHHUM. DTOT HeXesaTeabHbIl 3(h(eKT MOXKeT pa3BUThHCS B TeueHue 48 u
[ocjie Hayaja JIEYEHUS MM Yepe3 HECKOJIbKO MECALIEB II0CIE€ 3aBEpILCHUs TEepanuu
¢TopxuHonoHamu. [lanueHThl MOXHUIOTO BO3pacTa Oosee MPEeapacHoOKEHBl K Pa3BUTHIO
TEH/MHUTA; y MAIHEHTOB, IPUHUMAIOIUX (PTOPXUHOJOHBI, PUCK PA3PhIBA CYXOXKHIUS MOXKET
HOBBIILIATECS NPU OAHOBPEMEHHOM IPUMEHEHUHU TIIOKOKOpTHKOcTeponnoB. Kpome storo, y
NAIUMEHTOB IIOCJI€ TPAHCIUIAHTALlMKM MOBBILIEH PUCK pa3BUTUS TEHAMHUTOB, I[OITOMY
PEKOMEHIYETCS COOTIOIaTh OCTOPOXKHOCTh MPU Ha3HAYEHUU (PTOPXHMHOJIOHOB TaHHOW KaTETOPHH
NAlMEeHTOB. Y TMAIUEHTOB C HapyWEeHUsIMHU (QYHKIMH IIOYeK CYTOYHYIO JI03y ClEdyeT
CKOppeKkTHpoBaTh Ha ocHoBaHUU KK.

[TaruenTam ciieyeT peKOMEHJ0BaTh OCTaBaThCSl B IOKOE MPU IMOSBICHUM NEPBBIX IMPU3HAKOB
TEHJAVMHUTOB WJIM Pa3pbIBOB CYXOXWJINNA M 00paTUThCS K JieyalieMy Bpaudy. [Ipu nopo3penun Ha
pa3sBUTHE TEHAMHUTA WIH DPA3pPblB CYXOXKWIMS CIIEeIyeT HEMEJIEHHO MpPEKPaTUTh JICUEeHUEe
npenapatoM JleBodaokcaluH M HayaThb COOTBETCTBYIOIIEE JIEUEHHE IMOPAKEHHOI'O CyCTaBa,
HarpuMep, 00eCIeunB eMy J0CTaTOUHYI0 HMMOOMIH3aIuio (cM. paszenst 4.3, 4.8).

IIpumenenue npu 6030yuHO-KANENbHOM NYMU 3APAACEHU CUOUPCKOU A3601

[IpumeHneHue neBo(IOKCcallMHA y YellOBEeKa MO ATOMY IOKAa3aHMIO OCHOBAHO HA JAaHHBIX IO
qyBCcTBUTENIBHOCTH K Hemy Bacillus anthracis, monyuennsix B uccrnemoBanusx in Vitro u B
HKCIEPUMEHTAIbHBIX MCCIIEJOBAHUAX, IIPOBEICHHBIX Ha KMBOTHBIX, @ TAaKXKe Ha OrpaHUYEHHBIX
JAHHBIX MPUMEHEHUs JieBO(JIOKcallMHa y 4esoBeka. Jledamue Bpauu JOJKHBI OOpamarbest K
HAI[MOHAJBHBIM HW/WJM MEKIYHApOJIHBIM JIOKYMEHTaM, KOTOpbIE OTpa)kalOT BbIpaOOTaHHYIO
OOIIMMHU YCHIIMSMH TOYKY 3PEHUS 10 JICYCHUIO0 CHOMPCKOM S3BBI.

Peaxyuu eunepuyscmeumenvrocmu

JleBoiokcanuH MOXET BBI3BIBATH CEpPhE3HbIE, MOTEHUUAIbHO (aTajgbHble, peaKUuu
TUIEPYYBCTBUTEILHOCTH (QHTMOHEBPOTUYECKUH OTeK, aHaQUIAKTHYECKHH IIOK) Jaxe Mpu
NPUMEHEHUN HavajbHBIX 1103 (cM. pa3gen 4.8). B ciydae ux pa3BUTHS MAlMEHTaM CIEIyeT
HEMEJUIEHHO MTPEKPaTUTh IIPUEM MpernapaTa u o0paTUThCs K Bpavy.

Taoicenvle KodICHbIE HediceamenbHble peakyui

[Tpu npueme neBogioKcanHa OBUIM 3apETUCTPUPOBAHBI TSKEIbIE KOXKHBIE HEXelaTelIbHbIe
peakuuy, BKJIIOYash TOKCUYECKMM 3MMIEpMalbHBIM Hekponu3 (cunipoM Jlaiienna), cuHapom
CruBeHca-JDKOHCOHa ¥ JIGKAPCTBEHHYIO pEakIHi0 ¢ 9J03MHOQWIMEH M CHCTEMHOMN

cumnromatukoid (DRESS-cunapom), koTopble MOTYT OBITH IKHU3HEYTPOXKAIOIIMUMH — WITH
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neranbHbiME  (cM. paszmen 4.8.). [lpu HasHaueHWM Tnpenapara NAIMEHTH JOJDKHBI OBITh
npOoMH(GOPMUPOBAHBI O MPU3HAKAX U CUMIITOMAX TSDKEJBIX KOXKHBIX HEXKEJIATeNbHBIX PEaKIUi U
HAXOAUTHCS TMOJ THIATENBHBIM MEIUIIMHCKUM HaOmtofeHueM. [Ipu mosBiaeHUH NPU3HAKOB U
CUMITOMOB, CBHUJETEIbCTBYIOIIUX O PAa3BUTHH OSTUX HEXKEJATENbHBIX pEaKUui, cleayeT
HEMEJUICHHO TPEKpaTuTh IMpHeM Mpenapara JleBoduokcaluH M pacCMOTPETh BO3MOXKHOCTh
Ha3HAYEHUS AIbTEPHATHBHOTO JiedeHus. Ecnu npu nmpuMeHeHnH JieBo(IOKcaluHa y ManrenTa
pa3BUIIaCh TsDKEJasi HeXKenaTeabHas KOJKHas peakius, Takas kak cuaapom CtuBeHca-/[oHcoHa,
TOKCHYECKHIl snuaepMmanbHblii Hekponu3 unu DRESS-cunapom, BO300HOBIATH MpUMEHEHHE
Ipernapara y 3TOro naiyieHTa He cleayer.

Hapywenus co cmoponvl neuenu u yHcenuesbleo0auux nymeti

CooOmranocs 0 ciydasx pa3BUTHs HEKpO3a MEYCHH, BKIIOYas pa3BUTHE GaTalbHON MEYeHOYHOM
HEJOCTAaTOYHOCTU MpU MPUMEHEHHU JeBO(IIOKCAIlMHA, TJIaBHBIM OOpa3oM, y MAlMEeHTOB C
TSDKETTBIMH OCHOBHBIMHU 3200JIeBaHUSIMH, HarpuMep, ¢ cercucoM (cM. pasaen 4.8). [lamueHTsr
JOJDKHBI  OBITH TIPEAYNpPEeXIEHH O HEOOXOIMMOCTH MPEKpAIICHUs JEYCHHS H CPOYHOTO
oOpailleHus1 K Bpady B Cllydae MOSIBJICHUS MPU3HAKOB M CHUMIITOMOB MOPaXXCHUs MEYEHU, TAKUX
KaK aHOPEKCHsI, KeNTyXa, IOTEMHEHNE MOYH, 3yl U OOJIH B KUBOTE.

Tayuenmul ¢ noyeunol HeOOCMaAMoOYHOCMbIO

Tak kak J1€BOQIIOKCALIMH 3KCKPETUPYETCs, INIaBHBIM 00pa3oM, depe3 MOYKH, y MAlUEHTOB C
HapylieHueM (pyHKIMK Nouyek TpeOyeTcsl 00si3aTeNbHbIM KOHTPOJIb (DYHKLIHU MOYEK, a TaKxkKe
KOPPEKILHs pexumMa 103upoBanus (cM. pazaen 4.2). [Ipu neyeHnn nanueHToB MOXKUII0ro Bo3pacrta
clleflyeT UMEeTh B BU]y, YTO y MAI[MEHTOB 3TOW I'PYIIIbI YACTO OTMEYAIOTCS HapyIIeHUs! PYHKLIUU
nouek (cM. paszzaen 4.2).

IIpeoomspawenue pazeumus peaxyuii homocencubuIuzayuu

Xot4 poroceHCHOMIM3aLUs IPH IPUMEHEHNH JIeBO(IOKCallMHa Pa3BUBAETCS OUEHb PEIKO, IS
IIPEIOTBPALICHMS €€ Pa3BUTHUSA MTALMEHTAM HE PEKOMEHY€ETCsl BO BpeMs JICUEHHU U B TeUeHUE 48 U
MOCJIE OKOHYAHHUS JICUYEHHUS JIeBO(IIOKCAIIMHOM TOJBEpraThcsi 0€3 0co0oil HEoOXOIUMOCTH
CHWJIBHOMY COJHEYHOMY WJIM HCKYCCTBEHHOMY YJIbTPa(HOIETOBOMY OOJydeHHUIO (HaIrpuMmep,
MOCEIIATh COISPHIL).

Cynepunghexyus

Kak u npu npumeHeHMH IpYruX aHTUOMOTUKOB, MpUMEHEHHE JIeBO(IIOKcaIlMHa, OCOOEHHO B
TEYCHHE JJUTEIIbHOTO BPEMEHH, MOXET NPHUBOJUTH K YCHICHHOMY Pa3MHOXEHUIO
HEUYBCTBUTENIBHBIX K HEMY MHKpPOOPraHM3MOB (OakTepuil W rpubOB), YTO MOXKET BbI3BIBATH
U3MEHEHHUs MHKPOQIIOpHI, KOTOpasi B HOpME NPHCYTCTBYET y 4eJoBeKa. B pe3ynbTare MOXKeET

pa3Butbes cynepuHdekuusa. [lostomy B Xozae yeyeHHs 0053aTENbHO MPOBOJIUTH MOBTOPHYIO
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OLIEHKY COCTOSIHUS MALIMEHTA U B CIIy4ae Pa3BUTHUS BO BPEeMs JICUCHHS CyNEPUH(EKINH, CIECAYET
IPUHUMATh COOTBETCTBYIOIINE MEPHI.

Yonunenue unmepsana QT

CooOmranocs 06 04eHb peAKuX ciaydasx yInHeHus naTeppaia QT y manueHToB, IpUHUMAIOIINX
(TOPXUHOIOHBI, BKIIOYAs! JIEBO(IIOKCALIHH.

[lpy npumeneHun (HTOPXMHOJIOHOB, BKIIOYAs JIEBO(IOKCALMH, CJIEAyeT COOIr0aaTh
OCTOPOXKHOCTh y MAllMEHTOB C M3BECTHBIMHU (PaKkTOpaMu pHCcKa y/UIMHEeHHUs uHtepBasia QT: y
MNAIMEHTOB C HECKOPPEKTHPOBAHHBIMU SJIEKTPOJIUTHBHIMU HApyIICHUSAMHU (C THUIOKalMEMUEH,
THIIOMarHueMueit); ¢ CHHIPOMOM BPOXKACHHOTO yuiMHeHHs uHTepBana QT; c¢ 3abosieBaHUSMU
cepana (cepaeyHasi HeZJOCTATOYHOCTh, MHPAPKT MUOKapaa, OpaauKapans); Ipyu OJHOBPEMEHHOM
npueMe JIEKapCTBEHHBIX IPEnapaTroB, CHOCOOHBIX YUIMHATH wuHTepBan QT, Takux Kak
aHTHapuTMUYeckue cpeactna kiacca |A u IIl, Tpunukindeckue aHTUIEIPECCaHThl, MAKPOIUIbI,
HEHPOJICIITUKH.

[TaneHTHI TMOXWIIOrO BO3pacTa M TANMEHTHl IKEHCKOTO Toja MOryT ObITh Ooiee
YyBCTBUTEIBHBIMU K TMpemapartaMm, yauuHsoomuM uHTepBan QT. Ilostomy cremyer c
OCTOPOKHOCTBIO IPUMEHSTh Y HUX (DTOPXHUHOJIOHBI, BKITI0Yast JeBO(pIOKCAUH (CM. pa3ziensl 4.2,
4.4,45,4.8u4.9).

THayuenmul ¢ dedhuyumom enoxo30-6-ghocghamoezuopoeenasvi

Y manueHToB € JIATEHTHBIM WM MaHU(ECTUPOBAHHBIM  JTEPHUIMTOM  TIFOKO030-6-
dochaTaerniporenazbl UMEETCs NPEAPACIOI0KEHHOCTh K Pa3BUTUIO TEMOIUTHYECKUX PEeaKLnit
Opy  JIEYEHUH XUHOJOHAMH, 4YTO CJeAyeT TMpPUHUMATh BO BHUMaHHE TMPU JEUYCHUU
71eBO(DITOKCAITUHOM.

T'uno- u eunepenuxemus (Oucenuxemust,)

Kak u npu npuMeHeHUn IpYyruX XWHOJIOHOB, IPU MPUMEHEHUH JeBOQIIOKCAIlMHA HAOII0JaINCh
ClIly4au pa3BUTHS THIEPIIMKEeMUU W Tunornukemuu. Ha Qone Tepamum neBodaokcannHOM
JUICTJIMKEMHsT Yalle BO3HHKAJIA y TMAlMEeHTOB TMOXHIOTO BO3pacTa W MAIEHTOB C CaxapHBIM
IrabeToM, IOYYaOUINX COMYTCTBYIONIYIO TEPANUI0 NEepOPATGHBIMU THUIOTIIMKEMUYECKUMU
npenapatamu (HampuMep, rmpemnapaTamy rTHOSHKIAMUIOM) WU HHCYTHHOM. [Ipu mpuMeHeHun
neBoQIIOKCAIIMHA Y TAaKUX MAIlMEHTOB BO3HHMKAET PUCK PA3BUTHS TUIOTIMKEMHUH, BILIOTH JO
THIOTTIMKEMHYECKOW KOoMbl. HeoOxomumo WHQOPMHPOBATH MAIMEHTOB O CHMIOTOMAax
TUIOTIMKEMHUH (CIyTaHHOCTh CO3HAHMS, FOJIOBOKPYKEHUE, «BOJYUID allleTUT, TOJIOBHAs OO0Jb,
HEPBO3HOCTH, OLIYIICHNE CepALCONeHUS U YUallleHHe IyJibca, OJeTHOCTh KOXKHBIX TOKPOBOB,
UCMapHHa, OpOXb, ciabocTs). Ecnm y mamueHta pa3BUBAaeTCs THIIOTTHUKEMHs, HEOOXOIMMO

HEMEIJIEHHO MPEKPaTUTh JiedeHHE JIEBO(GIOKCAIIMHOM U HayaTh COOTBETCTBYIOILYIO Teparuio. B
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ATHX CIy4asX PEKOMEHIYeTCsl MEpeHTH Ha Tepamnuio APYTdM aHTHOMOTUKOM, OTIMYHBIM OT
(TOPXMHOIOHOB, €clu 3TO BO3MOXHO. IIpu mpoBeneHuMH reyeHHs JEBO(IOKCAUHOM Yy
NAalMeHTOB IOKMJIOTO BO3pacTa, y MAalHMEHTOB C CaxapHbIM JIUa0eTOM PpPEKOMEHIYeTCs
TINATEIbHBI MOHUTOPUHT KOHIIEHTPAIIUH TIIIOKO3bI B KPOBH.

Iepugpepuueckas neiiponamus

VY mnanueHToB, NMPUHUMAIOUMX (TOPXHHOJIOHBI, BKIIOYas JIEBO(IOKCALMH, COOOIIANOCh O
Clly4yasix pa3BUTHS CEHCOPHOHW M CEHCOPHO-MOTOPHOH mepupepudeckoll HelpomaTuy, HAYaso
KOTOpOW MOXeT ObITh ObICTphIM. Ecnm y mamueHTa pa3BUBAIOTCS CHMIITOMBI HEHpOIaThy,
npUMEeHeHHe JIeBO(IIOKCallMHA JOJDKHO OBITh MPEKpaIieHo. DTO MUHHMHU3HPYET BO3MOXKHBIN
PHUCK pa3BUTHUSI HEOOPATUMBIX H3MEHEHUI.

[TanmeHTsl JOKHBI OBITH WHPOPMUPOBAHBI O HEOOXOIMMOCTH COOOIIATh CBOEMY JICHalleMy
Bpady O MOSBJICHUM JIIOOBIX CUMITOMOB Helponaruu. OTOPXWHOIOHBI HE CleNyeT Ha3HayaTb
HaryreHTaM, UMEIOIMM B aHaMHEe3€ yKa3aHUs Ha IepupepruiecKyo HeUpOmaTHio.

Obocmpenue ncesdonaparumuyeckol muacmenuu (myasthenia gravis)

@DTOPXWHONOHBI, BKJIIOYAs JIEBO(IIOKCAIMH, XapaKTepPHU3YIOTCS OJIOKHpYIOUIeH HEpBHO-
MBILIEYHOE MPOBE/IEHUE aKTUBHOCTBIO M MOTYT YCHJIMBATh MBIIIEYHYIO C1a00CTh y MAlUEHTOB C
TNICEB/IOTIAPATUTHYECKOW MHuacTeHue. OTMedanuch HeOIaronpusTHBIE pPEaKIWH, BKIIOYAs
JIETOYHYIO HEJIOCTAaTOYHOCTD, MOTPEOOBABIIYIO TPOBEACHNE NCKYCCTBEHHON BEHTUIISIIIAM JIETKHX,
U CMEpTEeNbHBIH HMCXOJl, KOTOPHIE AaCCONMUPOBAINCH C TPUMEHEHHEM (TOPXHHOJIOHOB Y
NAIMEHTOB ¢ NceBIoNapalInTHIecKoi Muactenueil. [Ipumenenue geBogokcanyHa y naueHToB
C YCTAHOBJIEHHBIM JIMarHO30M IICEBJONAPATUTUYECKOM MMACTEHHH HE PEKOMEHIYyeTcs
(cMm. pasnen 4.8).

Ilcuxomuueckue peaxyuu

[IcuxoTnyeckne peakluu, BKIOYas CyUIUAATbHBIE MBICIIU/IONBITKH, OTMEYAJIHNCh Y MAllUEHTOB,
NPUHUMAIOIIUX (PTOPXUHOJIOHBI, BKIIIOYast IeBO(IOKCAIIMH, MHOT /A ITOCIIe TpUeMa pa30BOi J103BI.
B ciywae pa3Butus r00bIX HexelaTelnbHBIX 3()PEKTOB CO CTOPOHBI LEHTPAIbHOW HEPBHOM
CHCTEMBI, BKJIOUAs HapyIICHUS TICUXHKH, JICYCHUE JEBO(IOKCAIIMHOM CJIEeIyeT HEMEIJICHHO
IPEKPaTUTh U HA3HAYUTh COOTBETCTBYIOLIYIO Tepanuio. B 3TuX ciydasx pekoMeHayeTcs epenTu
Ha Tepanuio JIPyrMM aHTHOMOTHUKOM, OTJIMYHBIM OT (TOPXUHOJIOHOB, €CIIM 3TO BO3MOXKHO.
Crnemyer ¢ OCTOPOXXHOCTBHIO HA3HAYaTh IpErapar MalueHTaM C TICHX03aMHU WM TalueHTaM,
MMEIOIIMM B aHAMHE3€ IICUXUYECKUe 3a00IeBaHMS.

Anespusma u paccioenue aopmol, pecypumayus/He0ocmamoyHoCmy K1anana cepoya

[To maHHBIM MUAEMUOIOTHYECKUX MCCIIEOBAHUIN COOOIIAIOCh O MOBBIIIEHHOM PUCKE PAa3BUTHUS

AQHEBPU3MBI a0PTHI M PACCIOCHUS a0PThI, OCOOCHHO Y MAIMEHTOB MOXHIIOTO BO3PACTa, a TaKKe
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perypruTayy aopTaJbHOIO U MUTPAJILHOTO KIIAMAHOB TOCHE MPUMEHEHHUS (PTOPXUHOIOHOB. Y
NAIMEHTOB, MOJIYYaBIIMX (TOPXUHOJOHBI, OBUTM OTMEYEHBI CIy4al DPa3BUTHUS AaHEBPU3MBI U
paccioeHusl a0pThl, HHOT/Ia OCJIOKHEHHBIX Pa3pblBOM (B TOM YHCIIE C JIETaIbHBIM HCXOJIOM), a
TaK)Ke perypruTalnun/He0CTaTOYHOCTH JIF000T0 U3 KilanaHoB cepaua (cM. pazzaen 4.8.).
B cBsa3u ¢ 3THM, (PTOPXMHOJIOHBI ClIEAyeT NPUMEHSTHh TOJBKO IOCTE TIIATEIbHONH OIIEHKU
COOTHOLLIEHUS «I10JIb3a-PUCK» M PACCMOTPEHMsI JPYIMX BapHAHTOB TEPAallMU Yy NAIMEHTOB C
AQHEBPU3MOM aOpThI WM BPOXKICHHBIM ITOPOKOM KJIAllaHA CepAlla B CEMEMHOM aHaMHe3e, WIH y
MAIMEHTOB C JMAarHOCTUPOBAHHOW AaHEBPU3MON aopThl W/WIM PACCIOCHUEM aopThl, WU
3a00JIeBaHNEM KIIallaHa Cep/la, WIM NpU HATUYUU JIPYTHX (PaKTOPOB PUCKA HMIIM COCTOSHHIA,
Ipeipacroiaraoiux K pa3BUTHIO:
® KaK aHEBPU3MBI U PACCIOCHHUS AOPTHI, TAaK U PErypruTalui/HEAOCTATOYHOCTH KJlaraHa
cepaua (Harpumep, 3a00J€BaHUS COEUHUTENbHON TKaHU, TaKue Kak CuHApoM Mapdana
Wi cuHapom Onepca-Jlannoca, cunapom Tepuepa, 6one3np bexuera, aprepuanbHas
TUIEePTEH3Us, PEBMATOUIHBIN apTPHUT);
WIH JIOTIOJTHUTEIIBHO:
® QaHEBpPU3MBI U PACCIOCHHUS aopThl (HANpUMEpP, COCYIUCThIE 3a00JeBaHUS, TAaKUE Kak
aprepunuT TakasCy, T'MTaHTOKJICTOYHBIA apTEpUUT, MOATBEPKACHHBIM aTEPOCKIECPO3,
cunapoum lllerpena);
® pErypruTalMM/HEeOCTaTOYHOCTH  KJamaHa cepaua  (Hampumep, HMH(EKIHOHHBIH
SHIOKAPJIUT).
Puck pa3BuTHs aHEBPU3MBI U PACCIOEHHS aOPThI, a TAKXKE UX Pa3pbiBa MOXKET ObITH MOBBIIIEH Y
NAIUEHTOB, OJTHOBPEMEHHO MOIYYarOIINX CUCTEMHBIE TIIFOKOKOPTUKOCTEPOUIBI.
B cnydae mnosiBieHus BHeE3anmHOM OOMM B KUBOTE, TPyAU WM CIMHE TMalMEHTaM CJeayeT
HEMEIJIEHHO 00paTUTHCS K Bpauyy B OT/AEJICHHE HEOTIOKHON TOMOIIIH.
[TanenTam cienyer peKOMEHAOBaTh HEMEJIEHHO OOpaTUThCS 3a METUIIMHCKOH MOMOUIbIO B
Cllydae IOSIBJIEHMsSI OCTPOM OJBIIIKH, BIEPBBIE BO3ZHUKILEIO OILIYIIEHUS YYalllEHHOTO
cepaueOreHtsl UM pa3BUTHS OTEKa KMBOTA MJIM HIDKHUX KOHEUHOCTEH.
Hapywenus 3penus
[Ipu pa3BuTuM MOOBIX HapyLIIeHUH 3peHHs HeoO0XoAWMa HeMeUIeHHas KOHCYJbTallus
odranemornora (cM. paszaen 4.8).
Ocmpuiui nankpeamum
VY nanueHToB, NPUHUMAIOUINX JEBO(IOKCAIINH, MOXKET Pa3BUTHCS OCTPHIN MaHKPEATHUT.
[TatmenToB cneayer MHPOPMUPOBATH O XapaKTEPHBIX CUMITOMAaxX OCTPOro maHkpearuta. Ilpu

MOSIBIICHUH TOIIHOTHI, HEJOMOTaHUs, AMCKOM(OPTA B KUBOTE, OCTPOIl OOJIH B )KUBOTE UIH PBOTHI
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ot 25.04.2025 N2 11106
(NOCNEOCBATENEHOCTE 0002)

COOTBETCTBYET 2KCNEPTHOMY OTYETY

NAlKEHTy CIEeIyeT HEMEIJICHHO 00paTUThCs K Bpady JJisi MEJUIMHCKOro oOcnenoBanus. [lpu
NOJI03PCHUM Ha OCTPBIA MAHKPEATHT CIEAYET MPEKPATUTh MPUMEHEHHUE JICBO(IIOKCAI[HA U HE
BO300HOBIIATH €ro mpueM. [Ipemapar cienyer NpUHUMATh C OCTOPOXKHOCTBIO y TMAIMEHTOB C
NaHKPEaTUTOM B aHamMHe3e (cM. pasnen 4.8.).

Brusanue na nabopamophvie mecmoi

VY nanueHToB, NPUHUMAIOIIKX JEBO(PIIOKCAINH, OTPEICIICHHE OIIMATOB B MOYE MOYKET IPHUBOIUTH
K  JIOXKHOIOJIOXKHUTEIBHBIM  pe3ylibTaTaM, KOTOpble  CJeIyeT IOATBEPXKAaTh  Oolee
crenupUIeCKUMHA METOIaMHU.

JleBodsiokcand MokeT WHruOmposath poct Mycobacterium tuberculosis u npuBoguTh B
JadbHEHIIEM K JIOKHOOTPUIATEIBHBIM  pe3yjbTaTaM  OaKTepPHOJIOTHYECKOrO  JHarHo3a
TyOepKyesa.

BcnomorarensHbIe BEIECTBA

[Tpemapar Jledomokcanuu copepxutT Harpwid. Ilpemapar comepkut MeHee | MMOIb HATpus
(23 mr) B pacuere Ha OJIHY 103y, TO €CTh II0 CYTH HE COACPIKUT HATPHSI.

4.5. B3aumopeiicTBHMe ¢ JAPYIrMMH JIEKAPCTBEHHBIMH TMpenapaTtaMd M JApyrue BH/bI
B3aUMOJACHCTBUSA

BzanmMonerictBus, TpeOVIOMKE COOIOIEHMS OCTOPOKHOCTH

C npenapamamu, cooepaircawyumu MazHull, arOMUHUL, dHcene30 U YUHK, OUOAHO3UHOM
[IpenapaTsl, copeprkanue AByXBaJICHTHbIE WIIH TPEXBAJICHTHBIE KATHOHBI, TAKHE KaK COJIM IMHKA
WIN KeJe3a (JIeKapCTBEHHbIE MpernapaThl AJs JICYeHUs aHeMHHU), MarHUi- W/WIN altOMUHUI-
coJiepalle mpenaparsl (Takue Kak aHTaluJibl), AUJAHO3UH (TOJBKO JIEKApCTBEHHBIE (OPMBI,
cojJepkaire B kauecTse Oydepa aTrOMHHAN WM MAarHAH ), pPEKOMEHTyeTCsl IPUHIMATh HE MEHEe
YyeM 3a 2 4 JI0 WM yepe3 2 4 rociie npuema npenapata JleBoguokcanus.

Conn Kanplivsg OKa3blBalOT MUHMMaJbHBIN 3(dekT Ha abcopOumio aeBo(IOKCalHa MIPU €ro
npremMe BHYTpb.

C cykpanvgpamom

JeiictBue mnpenapata JleBodioKcallMH 3HAYUTENbHO OCHa0IseTcs MpU  OJHOBPEMEHHOM
NpUMEHEeHUHU CyKpanbdara (cpercTBa s 3alIUThI CIIM3UCTOM 00010UKH Kemyika). [TanuenTam,
MOJTYYaroIuM JeBO(IOKCAIH U CyKpaib(aT, peKOMEHIyeTCsl IPUHUMATh CyKpaib(aT yepes 2 u
nocJie nprema JieBo(IoKcalnHa.

C meoghunnunom, genbyghenom unu nooOOHLIMU NEKAPCMBEHHLIMU CPEOCMBAMU U3 2PYNNbL
HeCcmepouoHblX ~NPOMUBo8ocnalumenvhvlx npenapamos (HIIBII), cuudcarowumu nopoe
CYOOPOIUCHOU 20MOBHOCIIU 20JI08HO20 MO32A

DapMaKOKMHETUYECKOTO B3aUMOJICHCTBUS JIeBO(DIIOKCAllMHA € TEO(QUUIMHOM HE BBISBJICHO.
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ot 25.04.2025 N2 11106
(NOCNEOCBATENEHOCTE 0002)

COOTBETCTBYET 2KCNEPTHOMY OTYETY

OpHako mpH OJHOBPEMEHHOM INPUMEHEHUH XHHOJIIOHOB M TeoduimuHa, HIIBII u apyrux
[IPENapaToB, CHUXKAIOIIMX IOPOI CYAOPOKHOW TOTOBHOCTH TOJIOBHOTO MO3ra, BO3MOKHO
BBIPAXEHHOE CHIXKEHUE TTOpOTra CyJOPOKHOI TOTOBHOCTH FOJIOBHOT'O MO3Ta.

Konnenrpanus neBodaokcalnia npu 0JHOBPEMEHHOM npueMe GpeHOydeHa MoBbIIIaeTCs: TOIBKO
Ha 13 %.

C nenpamvimu anmuxoa2yisaHmamu (aumazonucmol eumamuna K)

Y mnanuMeHToB, NOJMYYaBUIMX JIEYECHUE JIEBO(IOKCAIMHOM B KOMOWHAIMU C HENPSIMbIMU
AHTUKOAryJssHTaMu (Harpumep, BapdapuHOM), HAOIIOJANOCH MOBBLIIIEHHE MPOTPOMOMHOBOTO
BpPEMEHU/MEKAYHApOAHOTO  HOpMmanu3oBanHoro ortHomenus (MHO) w/mnm  pasButue
KpOBOTEUYEHHMSI, B TOM UHUCIIE, U TsKenoro. [loaromy npu 0AHOBpEMEHHOM IPUMEHEHUH HETIPSIMBIX
AHTUKOAryJISIHTOB U JeBO(IOKcalMHa HEOOXOAMM pEeryJsipHBI KOHTPOJIb IOKa3aTelneit
CBEPTHIBAHUS KPOBH.

C npobeneyuoom u yumemuoOuHoMm

[Ipy OgHOBpEMEHHOM IPUMEHEHMM JIEKAPCTBEHHBIX IPENaparoB, HapyIIAIOUUX [OYEUHYIO
KaHaJbIEBYIO CEKpPEIUIO, TAKUX KaK MPOOCHEUU] U IUMETU]IUH, U JIeBO(IIOKCALIUHA, CIEAyeT
co0JII0JIaTh OCTOPO’KHOCTh, OCOOCHHO Y MALMEHTOB C MOYEYHOM HE0CTaTOYHOCThI0. BriBeneHne
(moueyHBIN KIUPEHC) JeBO(IOKCAIIMHA 3aMEeISIeTCs 1o AeHCTBUEM IuMeTuanHA Ha 24 % u
npoOenennia Ha 34 %. ManoBeposSTHO, YTO 3TO MOXKET MMETh KIMHUYECKOE 3HAYCHUE IMpHU
HOpMaJIbHON (DYHKIIMH MOYEK.

C yuknocnopunom

JleBookcaruH yBenuuuBai nepuo/ nonysbiseneHus (T12) uukinocnopuna Ha 33 %. Tak kak 3To
YBEJIMUYEHHUE SIBISIETCS KIMHUYECKH HE3HAUMMbIM, KOPPEKIUH J103bl LMKJIOCIHOpPUHA MPU €ro
OJTHOBPEMEHHOM MPUMEHEHUH C JIEBODIOKCAIMHOM HE TpeOyeTcs.

C enrokoxopmukocmepoudamu

OnHOBpEeMEHHBIN TPUEM INIFOKOKOPTUKOCTEPOHI0B TIOBBIIIAET PUCK pa3pbiBa CYXO0KHINM.

C nexapcmeennvimu npenapamamu, yorursiowumu unmepsan QT

JleBoduiokcanuH, Kak ¥ Apyrue (TOPXUHOJIOHBI, JOJKEH MPUMEHSATHCS C OCTOPOKHOCTHIO Y
NAalMeHTOB,  MOJYYalOUIMX  [pernaparbl, y/uMHsomme  uHTepBan QT (Hampumep,
aHTHapuUTMUYeckue cpeactaa kiacca |A u I, Tpunuknnyeckre aHTHICIPECCaHThbl, MAKPOJIH/IBI,
HEHPOJIETITUKH).

[Ipoune koMOWHAIINHU

[TpoBeneHHbIE KIMHUKO-(APMAKOJIOTUYECKUE MCCIEIOBAHUS JUIS HM3YYCHHS BO3MOXKHBIX
(apMaKOKMHETUYECKUX B3aUMOJCHCTBUII J€BOGUIOKCALIUHA C OUCOKCUHOM, 2NUOEHKIAMUOOM,

PaHuUmMuouHoM W eapgapurom TIOKa3anM, 4YTO (apMaKOKMHETHKA JieBO(IIOKCcAlMHA TIPH
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COOTBETCTBYET 2KCNEPTHOMY OTYETY
ot 25.04.2025 N2 11106
(NOCNEOCBATENEHOCTE 0002)

OIHOBPCMCHHOM NPUMCHCHHU C 3TUMU IpCraparaMyu HC U3MCHICTCS B [[OCT&TO‘-IHOfI CTCIICHU,

yTOOBI TO UMEJIO KIIMHHUYECKOE 3HAUCHUE.

4.6. DepTUIBLHOCTH, 0€PEMEHHOCTb U JIAKTALMS

bepemeHHOCTD

[Ipemapar JleBoduiokcanmnH TPOTUBOMNOKA3aH Il TPUMEHEHUsS y OEpeMEHHBIX IKEHIIUH
(cm. paznen 4.3).

Jlakranus

[Ipenapar JleBodokcaniid TPOTUBOIIOKA3aH I TPUMEHEHUsSI Y KOPMAIIUX TPYJbIO >KEHIUH

(cm. paznen 4.3).

4.7. BausiHMe Ha CIOCOOHOCTH YNPABJIATH TPAHCHOPTHBIMHU CpeACcTBAMU W padoTaTh C
MeXaHHU3MaMH

Takne HexenarenbHbie 3(QeKTs eBodIIOKCaHA, KaK TOJOBOKPY)KEHHE WM BEPTHIO,
COHJIMBOCTb U pacCTPOMCTBA 3pEHUSI, MOI'YT CHI)KATh ICUXOMOTOPHBIE PEAKIMH U CIIOCOOHOCTH K
KOHIIGHTpallul BHUMaHHs. B mepuon sedeHuss HEOOXOIUMO COOJIIOaTh OCTOPOKHOCTH NP
YIpaBIE€HUHU TPAHCIIOPTHBIMU CPEACTBAMHU U 3aHATUH APYTUMHU ITOTEHIIMATIBHO ONaCHBIMU BUAAMHU
JESATEIIbHOCTH, TPEOYIOUIMMH  TIOBBIIIEHHON KOHIIEHTPAlMM BHUMaHUS M OBICTPOTHI

MICUXOMOTOPHBIX PEAKIUM.

4.8. He:kesnaTesbHbIEC peaKIUU

PesroMme HexxenaTeabHbBIX PEAKIIUT

VYkazaHHBIC HIDKE HEXeNaTeIbHBbIE PEaKIH MPEICTABICHBI B COOTBETCTBHU CO CIICAYIONIMMHU
IpaJlallisiMU 9acTOThl MX BO3HUKHOBEHHUS: O4eHb 4yacto (> 1/10); wacto (> 1/100, vo < 1/10);
HeuvacTto (> 1/1000, HO < 1/100); peaxo (> 1/10000, Ho < 1/1000); ouenp peaxo (< 1/10000)
(BKJTFOUAs] OTJIENTbHBIE COOOMICHUS); YacTOTa HEW3BEeCTHA (Ha OCHOBAHWW MMEIOIINXCS JTaHHBIX
OIICHUTH HEBO3MOKHO).

Hugpexyuu u uneazuu

Heuacto: rpubkoBbie HHPEKIUH, pa3BUTHE PE3UCTEHTHOCTU MaTOr€HHBIX MUKPOOPTaHU3MOB.
Hapywenus co cmoponvl kposu u aumgpamuyeckoii cucmemol

Heuacto: netikomeHus: (YMEHBIICHHE KOJMYECTBA JIEHKOIIMUTOB B mepudepuueckord KpOBH),
303MHOPUIUS (YBETUUEHUE KOJTMUECTBA 03MHOPHIIIOB B IEpH(PEpUIECKO KPOBH).

Penxo: HeiTponeHus (yMEHbLICHHE KOJIUYECTBA HEUTpoduiIoB B mnepudepuyeckord KpoBH),

TpoMOOIIUTONIEHUS (YMEHBIIICHUE KOJIMYECTBA TPOMOOIIUTOB B Nepu(epruIecKoil KPOBH).
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COOTBETCTBYET 2KCNEPTHOMY OTYETY
ot 25.04.2025 N2 11106
(NOCNEOCBATENEHOCTE 0002)

Yactora Heu3BecTHa (MOCTPErMCTPALIMOHHBIE JAHHBIC): MAHIMUTONECHUS (YMEHbBIICHHUE
KOJIMYecTBa BceX (OPMEHHBIX OJIIEMEHTOB B mepudeprueckoil KpoBH), arpaHyJIOIMHUTO3
(OTCyTCTBHE MU PE3KOE YMEHbBIICHHE KOJIUYECTBAa IPaHyJIOLUTOB B Mepudepuieckoi KpoBu),
reMOJIUTHYECKAst aHEMUSL.

Hapywenus co cmoponvl uMMynHOU cucmembl

Penko: aHTHOHEBPOTUYECKUH OTEK.

Yacrora  HeusBecTHa  (MOCTPETUCTPALMOHHbIE  JIaHHBIE):  aHApUIAKTUYECKHH  IIOK,
aHapUITAKTOUTHBIN HIOK.

AnaduiakTiieckue ¥ aHaQUIAKTOWIHBIE PEaKIMM MOTYT HHOTJA Pa3BUBATHCA HaKe IOCIE
BBEJCHUSI IEPBOM O3Bl ITpenapara.

DHOOKpUHHbLE HAPYULEHUsL

Penko: cuHIpoM HealeKBaTHOW CEKPEIH aHTUINYPETHUECKOTO TOPMOHA.

Hapywenus memabonuzma u numanus

Heuacro: anopexcus.

Penko: runornukeMus, 0COOCHHO y MAIIMEHTOB C CaXapHbIM Ua0eTOM (BO3MOKHBIE MPU3HAKU
TUTOTJIMKEMHH: «BOJYUID alllIETUT, HEPBO3HOCTh, HCTIAPUHA, TPOKD).

Yactora  HewsBecTHa  (MOCTPErHCTPALIMOHHBIE  JIAHHBIE):  TUIEPIVIMKEMHUS,  TsKeas
TUIEPIVIMKEMHUs], BIUIOTH J0 Pa3BUTHSI THIOIVIMKEMHUYECKON KOMBI, OCOOEHHO Yy NaI[MEHTOB
MOKUJIOTO BO3pacTa, NAIlMEeHTOB C CaxapHbIM Aua0eTOM, MPUHUMAIOUINX IepopalbHbIe
TUTOTIMKEMHYECKHE TTPerapaThl WK UHCYIHH.

Icuxuueckue Hapyuienus”

Yacro: 6eccoHHMIIA.

HewacTo: uyBCcTBO O€CTIOKOICTBA, TPEBOTA, CITYTAHHOCTH CO3HAHMSL.

Penko: ncuxudeckue HapyIieHUs (HalpuMep, rajuTioIMHALIAN, TTAPAHON ), IeTIPECCUs, AXKUTAIUs
(BO30y>KeHuE), HApYIIEHHUS CHA, HOYHBIE KOLIIMApBHI.

Yacrora Hem3BecTHa (IIOCTPErHCTPAIlMOHHbIE JaHHbIE). HAPYLICHUs MCUXUKU C HApyIICHUSIMU
MOBE/IEHNS C NPUYMHEHHEM cebe Bpena, BKIoYas CYHUIUJANbHBIE MBICIH U CyHUIMJajbHbIE
MOTIBITKY, HAPYIICHUSI BHUMAHUS, I€30PUEHTAIINs, HEPBO3HOCTH, HAPYIICHHUE MaMSTH, ICTHUPUN.
Hapywenus co cmoponvl nepeHoii cucmemot

Yacro: rosioBHast 6011b, FOJIOBOKPYKEHHUE.

HeuacTo: COHTUBOCTB, TpEMOp, TUCTEB3US (M3BpallleHNE BKYCa).

Penko: mapecresusi, cynoporu (cMm. pasaen 4.4).

Yactota HeusBecTHa (IOCTPErMCTPALMOHHBIC JaHHBIE): Iepudepuyueckas CEHCOpHas

Helponatus, nepudepruieckas CCHCOPHO-MOTOPHAs HelponaTus (cM. pasnen 4.4.), IUCKUHE3U,
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COOTBETCTBYET 2KCNEPTHOMY OTYETY
ot 25.04.2025 N2 11106
(NOCNEOCBATENEHOCTE 0002)

OKCTpAaNMpaMHUIHBIE PACCTPOMCTBA, areB3usi (MOTEPS BKYCOBBIX OIIYIIEHUH), MapoCMUs
(paccTpoiCTBO ONIYIICHHS 3amaxa, OCOOCHHO CYOBEKTHBHOE OIIYIICHHE 3amaxa, 00BEKTHBHO
OTCYTCTBYIOILIETO), BKJIIOYas MOTEpPI0 OOOHSHHS, OOMOPOK, MOBBIIICHHUE BHYTPHUEPEITHOTO
naBieHus (HoOpokayecTBEHHAs! BHYTPHUEPEIHAs TUIIEPTEH3Us, ICEBIOOMYXO0JIb).

Hapywenus co cmopouwvl op2ana 3peHus

Penxo: HapymieHus 3peHus], Takue KaK pacIuIbIBYaTOCTh BUIUMOTO N300pasKeHHsL.

YacroTa Hen3BecTHA (IIOCTPETUCTPALIMOHHBIE JAaHHbIE): IPEXOsIas MOTeps 3pEeHUs], YBEUT.
Hapywienus co cmopomvl op2ana ciyxa u 1abupunma’

HedacTo: BepTHTO (4yBCTBO OTKJIIOHEHHUS WM KPYKEHHS COOCTBEHHOTO TEJIa MU OKPY KAIOIINX
MIPEAMETOB).

Penxo: 3B0H B yiax.

YacroTa Hen3BecTHA (IOCTPETUCTPALIMOHHBIE JAHHBIE): CHIYKEHUE CITyXa, MOTEPs CayXa.
Hapywenus co cmoponwt cepoya’

Penxo: cuHycoBast Taxukapaus, ONIyIIEHUE cepaieOneHms.

Yacrora HeusBecTHa (IIOCTPErHCTpPAllMOHHBIE JlaHHBIE): yanuHeHue wuHTepBaia QT,
KEyTOYKOBbIE HapyIIEHUS] PUTMA, JKEITyJO0UYKOBas TaxMKapAus, MOIUMOp(HAas KelyJ0uKoBast
TaxMKapJus TUIA KITUPYIT», KOTOPhIE MOTYT IIPUBOJNUTH K OCTAaHOBKE cepAla (cM. pasaens! 4.4,
4.9).

Hapywenus co cmopoust cocyoog

Penxo: cHIKeHME apTepUaibHOTO JIaBIECHUS.

Hapywenus co cmoponul OvixamenvHol cucmemsl, Op2aHos8 epyOHOU KIemKU U CPpeo0OoCmeHUs.
Heuacro: onprmka.

Yacrora HeusBecTHa (MOCTPErHMCTPALlMOHHBIE JaHHbBIE): OpOHXOCMa3M, ajuIepruyecKuit
ITHEBMOHHUT.

Kenyoouno-kuweunvle napyuienus

YacTo: auapest, pBOTa, TOITHOTA.

HeuacTo: 60osn B )KHBOTE, AUCTIETICHS, METEOPU3M, 3a110P.

YacToTa HeW3BeCTHa (IOCTPETHCTPALMOHHbBIE JAaHHBIE): TeMOopparnyeckas auapes, KoTtopas B
OYEHb PENIKUX CIydasX MOXKET ObITh MPU3HAKOM HTEPOKOJINTA, BKIIOUAs NICEBIOMEMOPaHO3HBIN
KoouT (cM. pasnen 4.4), mankpeatut (cM. pasaen 4.4).

Hapywenus co cmoponvl neuenu u sicenuedbleo0auux nymeti

YacTo: TOBBINICHHE AaKTHUBHOCTH «IIEYEHOUYHBIX» (EPMEHTOB B KpOBH (Hampumep,
amannHamuHoTpancdepassl  (AJIT), acmaprarammnotpanchepasst (ACT)), moBbIIIEHUE

akTUBHOCTH 1menounoi docdarassl (I1[D) n ramma-rimyramuntpancdepassl (I'T'T) B kpoBw.
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COOTBETCTBYET 2KCNEPTHOMY OTYETY
ot 25.04.2025 N2 11106
(NOCNEOCBATENEHOCTE 0002)

Heuacro: moBpllieHue KOHIEHTpAMy OUIpyOrHa B KPOBH.

Yacrora HEM3BECTHA (IIOCTPETUCTPALIMOHHBIC TaHHBIC): TsDKENask MIeYCHOYHAs! HEI0CTaTOYHOCTh,

BKJIIOYAs CIy4yal pa3BUTUS OCTPOM IEUYEHOYHON HEAOCTATOYHOCTH, MHOTJAa C JIETaJbHBIM

HCXO0JI0M, OCOOEHHO y IAlIUEHTOB C TSKEJIBIM OCHOBHBIM 3a00J1€BaHuEM (HAIIpUMeEp, Y MallUEHTOB

¢ cenicucom) (cM. pazaen 4.4), renaTuT, KeITyxa.

Hapywenus co cmoponul Kodicu u noOOKOUCHbIX MKAHel

HeuacTo: K0kHas CbIllb, KOXKHBIN 3y, KpalMBHULIA, THIIEPTUAPO3.

YacToTa HeM3BeCTHA (IIOCTPErUCTPALIMOHHBIE JaHHbIE): TOKCUYECKHH SMTUAePMaIbHBIN HEKPOIIU3,

cuaapom  CruBeHca-J[PKOHCOHA, OSKcCylaTHBHas MyJbTH(GOPMHAs dpUTEMA, PEAKIUU

¢dorocencnOumM3anuy (MOBHIIIEHHONW YyBCTBUTEIBHOCTH K COTHEUHOMY U YIIBTPa(HUOIETOBOMY

U3Iy4eHuIo) (cM. pa3zaen 4.4), 1eMKOUUTOKIACTUYECKUNA BaCKYJIUT, CTOMATHT.

Peakiun co CTOPOHBI KOXXKM M CIM3UCTBIX 00O0JIOYEK MOTYT HMHOT/AA pa3BUBAThCS Jake IOCIe

IIpueMa epBOM 1036l IIpenapara.

Hapywienusi co cmoponbl MbLlueHOu, CKeemHOLL U COeOUHUMENbHOT MKAHU

HeuacTto: apTpanrus, Muairus.

Penxo: mopaxeHue CyXOXWJIMHM, BKJIIOYash TEHIMHUT (HAIpUMEp, axWuloBa CYXOXKWIIHS),

MBIILIEYHAss  C€1a00CTh, KOTOpass MOXKET ObITh OCOOEHHO ONacHa y MAlUEeHTOB C

TICEeBIOMApATUTHUECKOM MUuacTenue (myasthenia gravis) (cum. pasaen 4.4).

Yactota HeusBecTHa (MOCTPErHMCTPALlMOHHBIE JAaHHbBIE): PaOJOMMOIM3, Pa3pblB CYXOXKUIUS

(HampuMep, aXUIIJIOBA CYyXO0XKHIIUS. DTa HeXellaTelbHas peakiis MOXKeT HabI0AaThCsl B T€UEHUE

48 41 mocrie Havyasa JICYCHUs M MOKET HOCUTh JIBYXCTOPOHHHMH XapakTep (cM. pazaen 4.4)), pa3pbis

CBSI30K, pa3pbIB MBIIIIII, apTPUT.

Hapywenus co cmopoHbl nouex u Mo4egbleo0Aux nymei

HeuacTo: noBbIlieHNe KOHIEHTPAIUK KPEaTHHUHA B CHIBOPOTKE KPOBH.

Penxo:  ocTpas  mouedHas ~— HEJOCTAaTOYHOCTh  (Hampumep,  BCJIEJICTBHE  Pa3BUTHA

WHTEPCTUIMATBHOTO HEDpHUTA).

Obwjue napyuwenus u peaxyuu 6 Mecme 66e0eHUs

Heuacro: acrenus.

Penxo: mupekcus (MOBBILICHNUE TEMIIEPATYPHI TENa).

Yacrora HeusBecTHa (MOCTPErHUCTPALlMOHHbBIE JaHHbIE): O0yb (BKIOYast 00Nk B CIMHE, TPYAH,

KOHEUYHOCTSIX).

* B oueHb pelIKUX ClTydasix Ipu MPUMEHEHHH XUHOJIOHOB M (PTOPXHUHOJIOHOB, MHOT' 1A HE3aBUCHUMO
OT HCXOAHO UMelIUXcs (aKTOpoB pucka, OBUIM 3apErHCTPUPOBAHBI  UIUTEIHHO

COXpaHsoImHuecs (10 HECKOJIBKUX MECSIEB WU JIET), HHBAIWIU3UPYIONNE U TMOTCHIIMAIBHO
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COOTBETCTBYET 2KCNEPTHOMY OTYETY
ot 25.04.2025 N2 11106
(NOCNEOCBATENEHOCTE 0002)

HEOOpaTHUMBIE Cephe3HBIC HEXeNaTebHbIE PEAKIIMK Ha Mperapar, 3aTparuBaroliue HeCKOJIbKO,
a MHOT/Ia ¥ MHOYKECTBO, KJIACCOB CUCTEM OPTaHOB U OPTraHOB UyBCTB (BKJIIOYAsl TAKHE PEAKIIUH,
KaK TEHIWHUT, Pa3pbiB CYXOXKHIUS, apTpalrus, 00Jb B KOHEYHOCTSX, HAPYIICHHE MOXOJIKH,
HEHpOoaTum, CBsI3aHHbIC C ITAPECTE3UIMHU, JICTIPECCHS, TIOBBIIICHHAS YTOMIISIEMOCTh, HAPYIIICHHE
namsTH, HapylmIeHWs CHa, a TaKKe HapyUIeHHUs ClyXa, 3peHus, BKyca W OOOHSHUA)
(cm. paznen 4.4.).

** YV nanmeHToB, MOJTy4YaBIINX (GTOPXUHOIOHBI, OB OTMEUYCHBI CIIy4Yan Pa3BUTHS aHECBPU3MBI U
paccioeHus aOpPThI, HHOTIa OCJIOKHEHHBIX Pa3pbIBOM (B TOM YHCIIE C JICTAIBHBIM HCXOJIOM), a

TaK)Xe PEerypruTaluy/HeJ0CTaATOYHOCTH JTF000T0 KianaHa cepana (cm. pasaen 4.4.).

Lpyaue 603modicHble HedxceramenvbHble d¢hekmul, OmHOCAuUECH KO 6CeM MOPXUHOTIOHAM
Ouenb peako: MPUCTYIBI Mopdupuu (04eHb pelKkoi 00e3HM 0OMEHa BELIECTB) Y MAIIUEHTOB C

nopdupueil.

COO6HI€HI/I€ 0 ITOA03PEBACMBIX HEXKCIATCIbHBIX PCAKITNAX

BaxHo coobmath 0 1moso3peBaeMbIX HeXeIaTeNbHbIX PeakiHsaX IMOcie perucTpalyy npemnapara
C Lenpl0 OOecredyeHuss HENMpPepbIBHOTO MOHHUTOPHUHIA COOTHOILICHMS «IOJb3a — PHCK»
JIEKapCTBEHHOTO Tpernapara. MeTuIMHCKUM pabOTHUKAM PEKOMEHIYeTCsl coo0maTh O J0OBIX
MI0JI03PEBAEMBIX HEKEJIATENbHBIX PEaKIHIX JIEKAPCTBEHHOTO Iperapara 4epe3 HallOHAIbHBIC
CHCTEMBI COOOIICHHS O HEKENATeNbHBIX PpEeaKIUsiX TOCYIapcTB — UJeHOB EBpasuiickoro
HKOHOMHYECKOTO COI03a.

Poccuiickas ®enepanus

®denepanbHas cnyx0a mo Haa30py B cdepe 3paBoOXpaHEHUs

Anpec: 109012, r. MockBa, CrnaBstHCKas IIomianp, 1. 4, ctp. 1

Tenedon: +7 800 550 99 03

OnekTponHas noyra: pharm@roszdravnadzor.gov.ru

Caitt B MH(GOPMaIMOHHO-TEIIEKOMMYHHUKAITHOHHOMN ceTn «HTEepHETY:!

www.roszdravnadzor.gov.ru

4.9. Ilepeno3npoBka

CuMITOMBI

CumnTomMamMu OCTpOH MepeAo3upoOBKH MpemnapaTta JIeBohIoKcaluH SBISIOTCS CHUMITOMBI CO
CTOPOHBI ILIEHTPAJbHON HEPBHOW CHUCTEMbl (HAPYIIEHUS CO3HAHHUSA, BKIIOYas CIIyTaHHOCThb

CO3HaHMS, TOJIOBOKPYKEHHUE U CYJIOPOTH).
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[Tpr mOCTpEerucTpallmOHHOM MPUMEHEHUH JIEBO(IOKCAIIMHA TPU TIEPEI03UPOBKE HAOIIOAAINCH
addexrer co croponsl [THC, BkitoUasi CriyTaHHOCTh CO3HAHWSI, CYJOpPOTH, TAJLTIONWHAIIN U
TpemMop. Bo3MoxHBI TOmHOTA W 3po3uu cimu3uctor obomouku KKT. B knmHuKo-
(bapMaKkoJOTUYECKMX  UCCIENOBAHMSIX, MPOBEIACHHBIX €  J03aMH  JieBOQUIOKCallMHA,
MIPEBBIIAIONIMME TEPANEBTUUECKUE, OBLIO MMOKa3aHo yuinHeHne uatepaiia QT.

Jleuenue

B cinyuae mepeno3upoBku TpeOyeTcs TIIATENbHOE HaONIOEHHE 3a MalMeHTOM, BKIIOYas
MOHHUTOPHPOBAHHUE 3JEKTPOKapAHUOrpaMMbl. JledeHune cummromaruueckoe. B ciydae octpoit
nepeno3upoBK mpenaparoMm JleBogoKkcanuH MOKa3aHO MPOMBIBAHHE >KEITyJKa W BBEICHUE
AHTAIMJIOB JUIS 3aIIUTBI CIM3UCTOH O000JOYKM >Kelmyaka. JIeBoduiokcalliH HE BBIBOJIUTCS
MOCPEACTBOM  Juanu3a (reMojauanu3a, MEepUTOHEATbHOrO JHMain3a W MOCTOSHHOTO

MEPUTOHCAIIBHOT'O I[I/IaJ'II/Ba). CHCI_II/Iq)I/I‘leCKOFO AHTH0TA HC CYHICCTBYCT.

5. PAPMAKOJIOTMYECKHE CBOMCTBA

5.1. @apmakoauHaAMHYeCcKHe CBOiicTBa

®dapMakoTepaneBTUYECKas TPYMa: aHTUOAKTepUaldbHbIE CpPEACTBA CHUCTEMHOTO JCHCTBHS;
MIPOU3BOTHBIC XHHOJIOHA; (PTOPXHHOJIOHBI.

Kox ATX: JOIMA12

Mexanusm geiicTBus

CuHTeTHYeckuii aHTHOAKTEPHATIBHBIN MpernapaT MIMPOKOrO CIEKTpa AEHCTBHS U3 TPYIIbI
(TOPXMHOJIOHOB, COJAEPXKAIIMA B KadecTBE AKTUBHOIO BEIIECTBAa JIEBOQIIOKCAIUH —
JIEBOBPALAIOIINN U30Mep O(IIOKCALIMHA.

JleBoduokcanun 6mokupyet JJHK-rupasy u tonounzomepasy [V, HapymaeT cynepcnupann3aiuio
u cmuBKy paspeiBoB JIHK, unrubupyer cunrez /IHK, Bb3bIBaeT rirybokue Mopgojaoruueckue
U3MEHEHHUS B IIUTOIIa3Me, KIIETOYHOH CTeHKE M MeMOpaHax MUKPOOHBIX KIIETOK.

dapmakoagnaamudeckne YO HeKTol

.HeBO(bJ'IOKcaHI/IH aKTUBEH B OTHOIIEHHWH OOJIBIIMHCTBA IIITAMMOB MHKPOOPTaHU3MOB, KaK B

ycIoBUsX N Vitro, tak u in vivo.

In vitro

Yyscmeumenvnvie mukpoopeanuzmol (MIIK < 2 me/n; 30na uneubuposanus > 17 mum).:

— AospobHble rpaMmonokuTensHbIe MUKpoopranusmel: Bacillus anthracis, Corynebacterium
diphtheriae, Corynebacterium jeikeium, Enterococcus faecalis, Enterococcus spp., Listeria
monocytogenes, Staphylococcus coagulase-negative methi-S(I) (koarymasoHeraTuBHBIC

METHIMJUTMH-4YBCTBUTEIIbHBIC/-yMEPEHHO UyBCTBUTENBHBIC), Staphylococcus aureus methi-
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S (MerunmiuH-4yBcTBUTENbHBIC), Staphylococcus epidermidis methi-S (MmeturpmH-
yyBcTBUTEIbHBIE), Staphylococcus spp. CNS (koarynazoHeraTuBHbIe), Streptococci epynnot
C u G, Streptococcus agalactiae, Streptococcus pneumoniae peni I/S/R (neHunmmInH-
YMEPEHHO YyBCTBUTEIIbHBIE/-1yBCTBUTEIBHBIC/-PE3UCTCHTHBIC), Streptococcus pyogenes,
Viridans streptococci peni-S/R (meHUuIUTHH-9yBCTBUTEIbHbBIC/-PE3UCTCHTHBIC).

AdpoOHBIC  TpaMOTpHIlaTeIbHBIC  MHKpoopranusmbl:  Acinetobacter  baumannii,
Acinetobacter spp., Actinobacillus actinomycetemcomitans, Citrobacter freundii, Eikenella
corrodens, Enterobacter aerogenes, Enterobacter cloacae, Enterobacter spp., Escherichia
coli, Gardnerella vaginalis, Haemophilus ducreyi, Haemophilus influenzae ampi-S/R
(aMIMIMILTMH-YyBCTBUTENbHBIE/-pe3ucTeHTHBIC), Haemophilus parainfluenzae, Helicobacter
pylori, Klebsiella oxytoca, Klebsiella pneumoniae, Klebsiella spp., Moraxella catarrhalis
S+/p- (npoxyuupyrolpe ¥ Henpoaylnupyromre Oera-makramasel), Morganella morganii,
Neisseria gonorrhoeae non PPNG/PPNG (Hempoayimpyroiue W HOpOIylHUpPYOIIHEe
nenuiuinHasy), Neisseria meningitidis, Pasteurella canis, Pasteurella dagmatis,
Pasteurella multocida, Pasteurella spp., Proteus mirabilis, Proteus vulgaris, Providencia
rettgeri, Providencia stuartii, Providencia spp., Pseudomonas aeruginosa (rocnuranbHbIe
uH(dekImy, BpI3BaHHBIe Pseudomonas aeruginosa, Moryt notpeboBath KOMOMHHPOBAHHOTO
neuenusi), Pseudomonas spp., Salmonella spp., Serratia marcescens, Serratia spp.
Amna’poOHble MuKpoopranu3mbl: Bacteroides fragilis, Bifidobacterium spp., Clostridium
perfringens, Fusobacterium spp., Peptostreptococcus, Propionibacterium spp., Veillonella
spp.

JNpyrue mukpoopranusmel: Bartonella spp., Chlamydia pneumoniae, Chlamydia psittaci,
Chlamydia trachomatis, Legionella pneumophila, Legionella spp., Mycobacterium spp.,
Mycobacterium leprae, Mycobacterium tuberculosis, Mycoplasma hominis, Mycoplasma

pneumoniae, Rickettsia spp., Ureaplasma urealyticum.

Ymepenno uyscmeumenvrvie mukpoopeanuzmol (MIIK = 4 me/n; 30na uneubuposanus 16—14 um):

AdpoOHBIE  TpaMIIOJIOKUTEIbHBIE MHUKpoopranu3Mel:  Corynebacterium  urealyticum,
Corynebacterium xerosis, Enterococcus faecium, Staphylococcus epidermidis methi-R
(MeTunmUIHH-pe3ucTenTHeie),  Staphylococcus haemolyticus  methi-R  (MeTumwmmH-
PE3UCTEHTHBIE).

AnpoOHBIC TpaMOTpHUIIaTeIbHBIE MUKpoopranu3mbl: Campylobacter jejuni/coli.

AmnaspoOHbie MuUKpoopranu3mbl: Prevotella spp., Porphyromonas spp.
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Pesucmenmuvie k nesogpnoxcayuny muxpoopeanusmol (MIIK > 8 me/n; 30na uneubuposanus

<13 mm):

— AbopoOHBIC TpaMIOJIOXKHTEIbHBIE MHKpoopranu3mbl: Staphylococcus aureus methi-R
(METHIWJUTHH-PE3UCTCHTHBIE), Staphylococcus coagulase-negative methi-R
(koaryna3oHeraTuBHbIE METULIUIUINH-PE3UCTEHTHBIE).

— AopobHble  rpamoTrpuuareibHbie  MuKpoopranusmbl:  Alcaligenes  xylosoxidans,
Corynebacterium jeikeium.

—  Amna’poOHbie MuKpoopranu3mbl: Bacteroides thetaiotaomicron.

—  pyrue mukpoopranusmbsl: Mycobacterium avium.

Knunuuecxas s¢pgpexmusnocmo u bezonacnocmo

B kiumHMYeckux wuccienoBaHMsX mpenapar ObUl 3QQPEKTUBEH NpU JICUYCHUU HHPEKIUH,

BbI3bIBAEMBbIX [1€PEUNCICHHBIMU HI)KE MUKPOOPTaHU3MaAMHU.

— AbnpoOHbIe TPaMIIOIOKUTEIbHBIE MUKpOOpranu3mbl: Enterococcus faecalis, Staphylococcus
aureus, Streptococcus pneumoniae, Streptococcus pyogenes.

— AbpoOHble TpamoTpHIaTeNbHble Mukpoopranu3msel: Citrobacter freundii, Enterobacter
cloacae, Escherichia coli, Haemophilus influenzae, Haemophilus parainfluenzae, Klebsiella
pneumoniae, Moraxella (Branhamella) catarrhalis, Morganella morganii, Proteus mirabilis,
Pseudomonas aeruginosa, Serratia marcescens.

— Jpyrue: Chlamydia pneumoniae, Legionella pneumophila, Mycoplasma pneumoniae.

Pezucmenmuocmo
Pe3uctenTHOCTD K JIEBO(IOKCAIIMHY pa3BUBAETCS B pE3ysbTaTe MOATAHOIO Mpoliecca MyTalui
reHoB, Koaupyromux obe tononzomepasnbl Tuna ll: JJHK-rupasy u tronouzomepazy IV. [pyrue

MEXaHHU3MBbl PE3UCTEHTHOCTH, TaKUE KaK MEXaHWU3M BIHUSHUS Ha TEHETPAIMOHHBIE Oapbepbl

MUKPOOHOH KJIETKM (MEXaHW3M, XapaKTepHbIi Juisi Pseudomonas aeruginosa) u MexaHu3M

3¢ darokca (aKTUBHOTO BHIBEJICHUS TPOTUBOMUKPOOHOTO CPEACTBA U3 MUKPOOHOI KIJIETKH ), MOT'YT
TaK)K€ YMEHbIIATh YyBCTBUTEIbHOCTh MUKPOOPIaHU3MOB K JIEBO(IIOKCALIUHY.

B cBs3u ¢ 0cOOEHHOCTAMH MEXaHM3Ma JeMcTBUS JIeBOQUIOKCAIIMHA OOBIMHO HE HaltogaeTcs
NEPEeKPECTHON PE3UCTEHTHOCTH MEXy JIEBO(IIOKCAIIMHOM M APYTUMH MPOTUBOMHKPOOHBIMU
CpeICTBaMHU.

5.2. @apmMakoKMHeTHYECKHE CBOIiCTBA

AOGcopbuus

JleBodiokcaniH OBICTPO M TMPAKTHYECKH MOJHOCTHIO BCACBIBAETCS IOCIE IMpHEMa BHYTPb.

OHOBpEMEHHBIM TIPUEM THINKM MaJi0 BIWAET Ha abcopOiuio jeBoduiokcanuHa. AOCOOTHAS
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OMO0CTYTHOCTh TpU TpueMe BHYTph cocTaBisier 99—100 %. Ilocrme omHOKpaTHOTO mpuema
500 mr neBogokcaniHa MakCUMaJIbHAsi KOHIEHTpaus B tuiazMe KpoBH (Cmax) HOCTUTAETCS B
teueHue 1-2 4 m cocraBmsger 5,2+1,2 mkr/mi. dapMakoknHETHKa JIeBO(IIOKCAIIMHA SIBIISACTCS
nuHeHoN B nuana3zoHe 103 or 50 mo 1000 mr. PaBHOBECHOE COCTOSIHME KOHIEHTPALMHU
aeBo(IokcanHa B IuiasmMe kpoBu npu mpueme 500 mr mpemapara 1 wim 2 pasa B CyTKH
JIOCTUTaeTCs B TeueHue 48 u.

Ha 10-i1 nens npuema BHyTpsb npemnapata S00 mr 1 pa3 B cyTKH Cmax JIEBO(DIIOKCAIIMHA COCTABIISLIIA
5,7£1,4 MKr/mi, a MHHHMMAaldbHAas KOHIIEHTpalus JieBo(JoKcaluHa (KOHIIGHTpAIs Iepen
npuemoM ouepenHoi 103b1) (Cmin) B Tu1azme kpoBu coctanisiia 0,5+0,2 MKr/mit.

Ha 10-i1 nens npuema BHYTph npenapata Jleodokcanun 500 mr 2 pasza B cyTKH Cmax COCTaBIISIIA
7,8+1,1 Mxr/mi1, a Cmin — 3,0+0,9 MKr/miI.

Pacupenenenue

CBs3b ¢ Oenkamu chIBOpOTKH KpoBH cocTasisieT 30—40 %. [locie 0fHOKPAaTHOTO U OBTOPHOIO
npuema 500 Mr mpenapara 00beM pacipeencHus JeBodokcanuHa coctapiseT B cpeaaem 100 i,
YTO YKa3bIBaeT Ha XOpoIllee IPOHUKHOBEHHE ([IEHETPAlLHIO) JeBO(IIOKCAI[MHA B OpraHbl U TKaHU
OpraHM3Ma 4eJIoBeKa.

IIponuknosenue 6 causucmylo 000N0YKY OPOHX08, JICUOKOCHb INUMENTUATbHOU BbICIMUTKU,
anveeonspHvie Makpogazu

[Tocne omHOKpaTHOTO TIpHeMa BHYTPh Mpemnapara B g03¢ S00 Mr MakCUMaibHbIe KOHIICHTpAIlUU
7eBo(JIOKCAlMHA B CIM3MCTOW 00004YKe OpPOHXOB U KUAKOCTH SMUTEIUAIBHOM BBICTUIIKH
JOCTUranuch B TeyeHue 1 4 uinu 4 4 u coctaBnsuim 8,3 Mkr/r u 10,8 Mxr/mi. KosdounuenTts
NEHETpalluu B CIU3UCTYI0 O00O0JOYKY OpPOHXOB U KHMJKOCTh OSMUTEIHAIBLHOM BBICTHIIKH IIO
CPaBHCHHMIO C KOHIICHTpalMeil B I1a3Me KpoBH, coctaBmutommvu  1,1-1,8 u 0,8-3,0
COOTBETCTBEHHO.

[Tocne 5 nuelt mpuema BHYTpb npenapata B 103¢ 500 Mr cpeiHre KOHIIEHTPALMH JIEBO(IIOKCAIIHA
yepe3 44 mocie MOCIeNHEro IMpuemMa Mpenapara B SKUIKOCTH SMHUTEIHAIbHON BBICTUIIKU
cocTaBIsUH 9,94 MKI/MII U B alIbBEOJISIPHBIX Makpodarax — 97,9 MKr/miL.

IIponuknosenue 6 1e204HyI0 MKAHb

MaxkcumanbHble KOHIIEHTPAIIUH B JIETOYHOM TKAHH I1OCIIe IpUeMa BHYTPb JIeBO(IOKCallMHA B J103€
500 mr cocraBmsaM npuOAM3UTENbHO 11,3 MKI/T M JOCTHranuch yepe3 4—6 4 mocie mpueMa
npenapara ¢ kodddurmentamu neHetpanun 2,0-5,0 Mo cpaBHEHHIO ¢ KOHIIEHTpAIUEH B T1a3Me

KpPOBH.
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IIponuknosenue 6 anb8eonsAPHYIO HCUOKOCHb

[Tocne 3-x nueit mpuema mpemapara B jno3e 500 mr 1 wiam 2 pa3a B CyTKH MaKCHMAaJIbHbIE
KOHIIEHTpAluu JIeBO(IIOKCAIIMHA B AlbBEOJSIPHON KUAKOCTU JOCTUTAIKNCh Yepe3 2—4 4 mociie
npuema npenapara u coctaBimsuid 4,0 U 6,7 MKI/MJ, COOTBETCTBEHHO, C Kod(hduIreHToM
nererpauuu 1,0 Mo cpaBHEHUIO C KOHIICHTPALUSAMH B II1a3Me KPOBH.

IIponuknosenue 6 KOCMHYI0 MKAHD

JleBoioKcanuH XOpOLIO MPOHHUKAET B KOPTUKAIBHYIO M T'y0uaTyl0 KOCTHYIO TKaHb KakK B
MIPOKCUMAJIbHBIX, TAK M B TUCTAIBHBIX OTAeNaX OeIpeHHON KOCTHU ¢ K03()PHUIIMEHTOM MEHETPaluu
(kocTHas TKaHb/TazMa kposwu) 0,1-3,0.

MaxkcumanbHble KOHIIEHTPAIUK JIEBO(IIOKCAIIMHA B TYOUaTONH KOCTHOW TKaHHW MPOKCHMAIBLHOTO
otnena OeIpeHHON KOCTHU Tocie mpreMa mpemnapara B o3¢ 500 Mr cocTaBiisiii IPUOIU3UTETHHO
15,1 Mxr/r (uepe3 2 4 mociie mpueMa mpemnapara).

IIponuknosenue 6 CNUHHOMO3208)10 HCUOKOCTD

JleBo(hIOKCAIMH MJI0X0 MPOHUKAET B CTUHHOMO3TOBYIO JKHIKOCTb.

IIpoHuknoseHue 8 MKaHb NPeOCcmamenbHoOU Jcene3vl

[Tocne mpuema BHYTph mpenapata B go3e 500 mr 1 pa3 B cyTku B TeueHue 3-X JHEH cpemHsis
KOHIIEHTpalusl JeBo(JoKcalliHa B TKAaHM IPEICTaTeNIbHOM JKeJle3bl cocTaBisia 8,7 MKI/T,
Cpe/Hee COOTHOIIIEHNE KOHIICHTPALMU MIpeIcTaTeNIbHAs JKeJe3a/mia3mMa KpoBU coCcTaBisuio 1,84.
Konyenmpayuu 6 moue

Cpennue KOHILIEHTpauuu B Moue 4epe3 8—12 4 mocne npuema BHYTpb 10361 150 mr, 300 Mr u
600 mr neBodiokcannna coctaBisiu 44 Mkr/mi, 91 Mkr/mia u 162 MKT/MJ1, COOTBETCTBEHHO.

buorpancdopmarms

JleBoduiokcanun MeTabonu3upyercss B He3HauuTenbHOU creneHu (5 % npunsToil no3sl). Ero
MeTabonuTaMu SBISIOTCS Ae3MerwuieBodrmokcarmd U N-okcun seBodIoOKcalH, KOTOpbIe
BBIBOJATCS Toukamu. JIeBo(ImokcalH sIBISIETCS CTEPEOXUMUYECKH CTAaOWUIBHBIM W HE
MOIBEPTAETCsl XUPATbHBIM MTPEBPAIICHHSIM.

DJIMMUHALMS

[Tocne mpuema BHYTpb J€BO(IOKCAIIMH OTHOCUTEIBHO MEJICHHO BBIBOJAMUTCS M3 IIA3MBI KPOBU
([T12] — 6-8 uvaca). BriBerieHUE TPEUMYIIIECTBEHHO Uepe3 MoYkH (Oosiee 85 % MpHUHSATOM 103bI).
OO6mmit ximpeHc JeBo(okcanmHa TOCiHe OaHOKpaTHOro mpuema 500 Mr cocTaBisul
175+29,2 mn/MuH.

OTCYTCTBYIOT CYNIECTBEHHBIC pazauuusi B (apMaKOKMHETHKE JIEBOQIIOKCAIIMHA TPH €ro
BHYTPUBEHHOM BBEJCHHM M MPUEME BHYTpPb, YTO MOATBEPKAAET, YTO IPUEM BHYTPb U

BHYTPHUBCHHOC BBCACHHUC ABJIAIOTCA B3aUMO3aMCHACMBIMHU.
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(DaDMaKOKI/IHeTI/I‘-IeCKaSI-d)aDMaKOI[I/IHaMI/IquKaSI 3aBUCHUMOCTD

TloyeyHas HEAOCTATOUYHOCTD

[Tpu moyeuHO HENOCTATOUYHOCTH (PapMaKOKMHETHKA JeBoduiokcanuHa uzMeHsiercs. [lo mepe
yXyAleHus: QYHKIMU TTOYEK BbIBEICHUE Yepe3 OYKU U MTOUEYHBIN KIUPEHC YMeHbInatoTes, a T1/2
YBEJTUYHBACTCSI.

DapmaxokuHemuxka npu NOYeYHOU HedOCMAMOYHOCMU NOcle 0OHOKPAMHO20 Npuemd 6HYmpb

500 me nesogpnoxcayuna

KK (Ma/mun) <20 20-49 50-80
[K (mn/MuH) 13 26 o7
T2 (9) 35 27 9

JInna moyKuJioro Bo3pacra

DapMaKOKMHETHKA y TMAalMEeHTOB MOXHUIOTO BO3pAcTa HE OTIMYAETCS OT TAaKOBOM y MOJOIBIX
MAlMEeHTOB, 32 HCKIIFOYCHUEM Pa3IHInid (papMaKOKWHETHUKH, CBA3aHHBIX ¢ pazmnuusmu B KK.
Tlon

dapMaKOKHMHETHKA JIEBO(IIOKCAIIMHA Y MYXYWH H KECHIIMH HE Pa3IHIacTCs.

6. PAPMAIIEBTUYECKHUE CBOMCTBA
6.1. IlepeyeHb BCIOMOraTeIbHbIX BellleCTB
[ToBunon (rkommumon 30)

[emtrono3a Mukpokpuctaundeckas (tum 101)
Marnus creapar

Kpocnosnaon

Hatpus naypuiicynbdar

IInenounas obonouka:

lunpomennosa (E464)

Maxporon 6000 (nmonustuneHriaukoss 6000)
Tutana auoxcun (E171)

[Momucop6at 80

XuHonHOBBIN xenThiil (E104)

6.2. HecoBMecTHUMOCTH

He npumennmo.
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6.3. Cpok rogHocTu (CpOK XpaHeHHus1)

3 rozxa.

6.4. OcoObie Mepbl NMPEIOCTOPOKHOCTH NPU XPAHEHUH

He xpanuts npu Temneparype Boiiie 25 °C.

6.5. XapakrTep u cofep:kaHue NEPBUYHOH YIIAKOBKH

I[lo 3, 5, 7 wm 10 TabmeTok B KOHTYPHYIO SYEHKOBYIO YNAaKOBKY W3 IUICHKU
HNOJMBUHUIIXJIOPUIHON U (DOJIBI'M aTFOMUHHUEBOM NEUaTHOM.

10 tabietok B OaHKYy CTEKISHHYIO A XpaHEHHs JeKkapcTBeHHbIX cpeactB Tuma BTC c
TPEYroJbHbIM BEHUUKOM, YKYTIOPEHHYIO KPBIIIKON HATATMBAEMOMN C YIUIOTHSIOLIUM 3JIEMEHTOM.
CB00OHOE MPOCTPAHCTBO B OAHKE 3AIMOJIHSIOT BATON MEAUIIMHCKON THTPOCKOTTUYECKOI.
Kaxnayro 6anky, 1, 2, 3,4, 5 unu 10 KOHTYpHBIX SYEHKOBBIX YIIAKOBOK BMECTE C MHCTPYKIUEH 110

MCIUTUHCKOMY NPUMCHCHUIO [TIOMCIIAIOT B [IAYKY U3 KapTOHA.

6.6. OcoOble Mepbl NPeIOCTOPOKHOCTH NPH YHUUYTOKEHHH  HMCIOJIbH30BAHHOIO
JICKApCTBEHHOI0 Mpenapara WIH  OTXOA0B, IOJYYECHHBIX IOCJAe TNPHMEHEHHS
JIEKAPCTBEHHOI0 Npenapara, u ipyrue MaHUMyJIsHM C NpenapaToM

OcoOble TpeOOBaHUsI OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAIIUOHHOI'O YIOCTOBEPEHUS
Poccuiickas ®enepanus

000 «IIPOMOMEJ PYC»

Anpec: 129090, r. MockBa, nipocriekT Mupa, 1om 13, ctpoenue 1, opuc 13
Tenedon: +7 (495) 640-25-28

DJekTpoHHas modrta: reception@promomed.pro

7.1. IlpeacraBure/ib AepKaTesss peruHCTPALMOHHOIO YA0CTOBEPEHUS

[Mperen3un norpedUTENEd HAPABIATE 110 aJIPECY

Poccniickas Penepanvs

000 «IIPOMOMEJ PYC»

Anpec: 129090, r. MockBa, ipocriekT Mupa, 1om 13, ctpoenue 1, opuc 13
Tenedon: 8 (800) 222 95 63; 8 (800) 777 86 04 (kpyrioCyTOUHO)

Anpec snekrponHo# moutsl: hot_line@promomed.pro
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COOTBETCTBYET 2KCNEPTHOMY OTYETY
ot 25.04.2025 N2 11106
(NOCNEOCBATENEHOCTE 0002)

8. HOMEP PETUCTPALIMOHHOI'O YAOCTOBEPEHUA

9. TIATA NEPBUYHOM PETUCTPAIIMM (IIOJATBEPXKJIEHHSI PETHCTPALIMU,
INEPEPETUCTPALIN)

JlaTa nepBoi perucTpanuu:

10. JATA IIEPECMOTPA TEKCTA

OOmast  xapakTepuCTHKa JIEKapCTBEHHOro mpemapara JleBodmokcanmmH mocTtymHa Ha
UHPOPMALIMOHHOM TopTane EBpa3swiickoro HSKOHOMHYECKOTOo cO03a B HH(OpPMAIMOHHO-

KOMMYHUKaIMOHHO# cetn «HTepHer» http://eec.eaeunion.org/
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