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(NMOCNEOOBATENEHDCTE
OBILIAS XAPAKTEPUCTUKA JTEKAPCTBEHHOFO - HPEHA PAT

1. HAUMEHOBAHUE JJEKAPCTBEHHOI'O IIPEITAPATA
JleBonokcanuu-AKOC, 250 mr, TaGaeTKH, TOKPHITHIE TIICHOYHON 00010YKOM

Jlerodmokcarua-AKOC, 500 mr, TaGiIeTKH, MOKPBITHIC IIICHOYHONH 000JI0UKON

2. KAUECTBEHHbBIN U KOJIMYECTBEHHBIN COCTAB
JleticTByto1II€€ BEIIECTBO: JIEBODIOKCAIIUH

JleBodnokcaime-AKOC, 250 mr, Ta0JIEeTKH, IIOKPBITHIE INIEHOYHON 000JI0YKOU

Kaxxnast Tabierka, MOKpbhITast INIEGHOYHOH 0007109KOH, comepkuT 250 Mr neBodiokcanuHa
(B Buze neBodIOKCAIlHA TeMUurnapara — 256,23 mr).

JleBoduokcaima-AKOC, 500 mr, Ta0JIEeTKH, IIOKPBITHIE INIEHOYHON 000JI0YKOH

Kaxxnast Tabierka, moKpbhITast INIECHOYHOH 0007109K0H, comepxkuT 500 Mr neBodiokcanuHa

(B Buze neBoduioKcanmHa remuruapara — 512,46 mr).

BcrnomoratenbHble BEHIECTBA, HATMUNE KOTOPHIX HY>KHO YUHUTHIBaTh B COCTABE JIEKAPCTBEHHOTO
mpernapara: J1akTo3bl MOHOTHAPAT.

[TonHBIH CIMCOK BCTIOMOTATENIBHBIX BEIIECTB MTPUBE/CH B pasjene 6.1,

3. JEKAPCTBEHHAS ®OPMA
TabneTku, NOKPBIThIE MNICHOYHOIH 000I0UKOM.

JleBodnokcammu-AKOC, 250 mr, TabJIeTKH, HOKPBITHIE INIEHOYHOU 000JI0UYKOM

Kpyrible, 1BOSKOBBINTYKIION (OPMBL, TOKPHIThIE TUIEHOYHON 000JI0YKOH JKEITOrO 1[BETA.

JleBodnokcammmu-AKOC, 500 mr, TabJIeTKH, HOKPBITHIE INIEHOYHOU 000JI0UYKOM

OBaJ'ILHLIC, HBOHKOBBIHYKHOﬁ (bOpMBI, ITOKPBITBIC IJICHOYHOMH 000JIOYKOMH KEITOTO OBCTA.

4. KIMHUYECKHUE JAHHBIE

4.1. Tloka3aHusl K IPUMEHEHHUIO

Jleuenne WHQEKIMOHHO-BOCIAIUTENBHBIX 3a00/IeBaHMM, BBI3BAHHBIX UYBCTBUTENBHBIMU K
1eBO(DIOKCAMHY MUKPOOPTraHU3MaMH:

- OCJIO)KHEHHbIE MH(PEKIIUN MOYEBBIBOSAIINX MyTeH U NMUeToHeDPUT;

- XpOHUYECKHI OaKTepHalbHBIM IPOCTATHT;

- JUI KOMILJIEKCHOT'O JIEYEHUS JIEKAPCTBEHHO-YCTOMUUBBIX POpM TyOepKyIiesa;

- IpoUIIaKTUKA U JIeUeHHEe CHOUPCKON S3BbI P BO3/YIIIHO-KANETbHOM IyTH 3apakeHUsl.

Jlnst medeHust crneayromux nH(QEKITMOHHO-BOCTIATTEIBHBIX 3a00JIeBaHIH JIEBO(MIOKCAIIMH MOYKET

IMPUMCHATBCA TOJIBKO B KAUYCCTBC aJIbTCPHATHUBLI IPYTUM HpOTI/IBOMI/IKpO6HI)IM npemaparam:
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- BHEOOJIbHUYHAS THEBMOHUS;
- OCJIOKHEHHbIE MHPEKIIUN KOXH U MATKUX TKaHEH;

- OCTPBIN OaKTepUaIbHBIN CHHYCHUT;

- 000CTpeHrEe XPOHUUECKOTO OPOHXUTA;

- HEOCJIO’)KHEHHBIN LIUCTUT.

[Ipu npumenennn npenaparta JleBodmokcauun-AKOC crneayer yduThIBaTh O(QHIIMATbHBIC
HAI[MOHAJbHBIE PEKOMEHJALMU [0 HaJJeXalleMy IMPUMEHEHHUI0 aHTHOaKTepHUaIbHBIX
[IPernapaToB, a TaK)Ke YyBCTBUTEIBHOCTh MATOT€HHBIX MUKPOOPTaHU3MOB B KOHKPETHOW CTpaHe
(cM. pasaen 4.4.).

4.2. Pe:kuM 103MPOBaHUS U CIOCO0 MPUMeEHEHHUs!

VYuuteiBas T0, 4T0 OMOJOCTYIMHOCTH JeBo(IOKcaIlMHa pU pueme npenapara JleBodiokcanu-
AKOC B Tabnetkax paBHa 99-100 %, B cnmyuyae mepeBoja maleHTa ¢ BHyTPUBEHHOM MHDY3UU
neBo(IIOKCaHAa Ha TpUeM TaOJIeTOK CIeayeT MPOAOIDKATh JICYCHHE B TOM XKe J03€, KOTopas
HNPUMECHSUIIACH TIPH BHYTPUBEHHOM MHDY3uH (cM. pazzien 5.2.).

Pexxum 103upoBaHus

Pexxum  103upoOBaHMS  ONpEAEISIeTCS XapakTepoM H  TSDKECTbIO HMH(EKIUH, a TaKKe
YYBCTBUTEIHHOCTBIO MPEIoIaraeMoro Bo30yauress. [IpogomKuTenbHOCTh JISYCHUsT BAPbUPYET
B 3aBUCHUMOCTH OT TE€UYEHUS 3a00JIeBaHUsI.

Pexomenoyemvlii  pesicum 003upoanus U NPOOOINCUMENbHOCb JledeHUsl Y NAYUEHMO8 C
HOpManbHOU yHKyuel novek (knuperc kpeamununa (KK) > 50 mn/mun)

- OcnodicHennvle uHpekyuu moueguleoosaujux nymei: no 2 tabnerku 250 mMr 1 pa3 B CyTKH WU 110
1 Tabnetke 500 mr 1 pa3 B cytku (cooTBeTcTBeHHO 110 500 MT ieBodiiokcanuna) — 7—14 nHei.

- [luenonegppum: no 2 tabnerku 250 mr 1 pa3 B cytku wiu no 1 tabnerke 500 mr 1 pa3 B cyTku
(cootBercTBeHHO 1O 500 Mr neBodiokcanuna) — 7—10 gHE.

- Xponuueckuii baxmepuanvuwiti npocmamum: 1o 2 Tabnerku 250 mr wim no 1 rabnerke 500 Mr
1 pa3 B cyTku (cooTBeTcTBeHHO 10 500 Mr neBoduiokcanuHa) — 28 1HEH.

- Komnnexchoe neuenue nexapcmeenno-ycmouuusgolx goopm myodepkynesa: no 1 trabnerxe 500 mr
1-2 paza B cytku (cootBeTcTBeHHO 110 500—1000 Mr s1eBoduioKcannHa) — 10 3-X MecsLEB.

- Ilpoghunaxmuka u nedeHue cubUPCKoll A36bl NPU BO30VUIHO-KANETLHOM NYMU 3APAANCEHUSL:
o 2 Tabnerku 250 mr wim 1o 1 Tabnetke 500 mr (cooTBeTcTBeHHO 110 500 MT JIeBOgIIOKCAIINHA)
1 pa3 B CyTKH B TeUEHHE JI0 8 HE/IENb.

- Buebonvnuunas nneemonusa: no 2 Tabnerku 250 mr wnu no 1 tabnerke 500 mr 1-2 paza B cyTku

(cootBercTtBeHHO 10 500—1000 Mr neBodokcanuna) — 7—14 nHei.
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- OcnodcnenHvle UHQEKYUU KOHCHBIX NOKPOBOB -MsteKHX-Hikaiet—Ho-2-TaOAeTikH-250-MFHAH HO
1 Tabnerke 500 mr 1-2 pasa B cyrku (coorBerctBeHHO 1o 500—-1000 mr neBodmokcanuHa) —
7-14 nueii.

- Ocmpwiii bakmepuanvuwviii curycum. 1o 2 tadnetku 250 mr wim no 1 Tabnerke 500 mr 1 pa3 B
cyTku (cooTBeTcTBeHHO 10 500 Mr neBoduiokcanuna) — 10-14 nueit.

- Obocmpenue xponuuecko2o oponxuma. 1o 2 tadmerku 250 mr umu no 1 tadnerke 500 mr 1 pas
B cyTKH (cooTBeTcTBeHHO 10 500 Mr neBodiiokcanuna) — 7—10 qHei.

- Heocnoorcnennoui yucmum: 1o 1 tabnerke 250 mr 1 pas B cyTku (COOTBETCTBEHHO 110 250 Mr
neBogaokcanuHa) — 3 JHsl.

Ilponyck npuema 0OHOU UlU HECKOILKUX 003 npenapama

Ecnu cnyyaitHo mpomyIieH npueM npemnapara, cieyeT Kak MOXKHO CKopee MPHUHITh OYEPeTHYIO
J03y U J1ajiee MPOJI0JDKATh MPUEM COTJIACHO PEKOMEHIOBAHHOMY PEKHUMY JI03UPOBAHMSL.

Oco0Bble IPVIIILI TAIUEHTOB

Hayuenmor ¢ napywenuem gyukyuu novex (KK < 50 mn/mun)
JleBo(h1OKCAIIMH BBIBOJUTCS MPEUMYIICCTBEHHO TTOYKAMHM, TIOATOMY TP JICYCHUH MAIUCHTOB C

HapYIICHHOHN (YHKIIHMEH modek TpedyeTcsl CHIKEHUE J103bI Mpenapara (CM. TabIuIly HUXKe).

KK Pexxum nosupoBanus npemapata Jiesoduiokcanuua-AKOC
Pexomennyemas noza npu KK > | Pexomengyemass noza nmpu KK >
50 mu/mun: 500 mr/24 g 50 mu/mun: 500 mr/12 g

50-20 mir/mMuH nepBas go3a — 500 wmr, 3arem — | mepBas go3a — 500 wmr, 3arem —
o 250 mr/24 4 1o 250 mr/12 4

THayuenmol ¢ napywenuem @yHkyuu nevenu
[Tpu HapymieHnn QYHKINMU MEYEHU HE TPeOyeTCsl KOPPEKIUU pexuma J03UPOBaHMs, TOCKOIbKY
7eBO(DIIOKCAIMH JIUIb HE3HAYUTEIHHO META00IU3UPYETCsl B IIEUYEHHU.
Jluya noowcunozo éozpacma
Jlns manuMeHToB MOXKWIIOIO BO3pacTa He TpeOyeTcs KOPpPEeKLUHH peXHUMa JO3UpOBaHUs, 3a
uckiroueHnem cirydaeB cHmxeHuss KK go 50 mu/mMun u Hioke.

eTH
[Tpenapat JleBoduokcannu-AKOC mnpoTuBOnoKa3aH y JAeTeil M MOJPOCTKOB B BO3pacTe 0
18 5reT B CBSI3M C HE3aBEPIICHHOCTHIO POCTA CKEJIETa, TAK KaK HEJIb3s IIOJIHOCTHIO HCKITIOYHTH PHCK
MIOPaXEHUS XPSAIIEBBIX 30H pOCTa KocTeit (cM. paszaen 4.3.).

Crrocob nmpruMeHeHu s
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Tabnerku Jleodnokcanma-AKOC 250 mr unu 500-mMraprHHMaioT BHYTPb-OAHH HH-ABa-pasa-B
cyTku. TabneTku ciemyer mporiaTeiBaTh, HE Pa3KEBBIBAs M 3alIMBas JOCTATOYHBIM KOJIMYECTBOM
)kuakocty (ot 0,5 mo 1 crakana).

[Tpenapat MOXXHO NPUHUMATH IIEpel €40 WU B JIF000€ BpeMsl MEX/y IpUeMaMHU MUILIH, TaK Kak
IpUeM MHIIK HEe BIKAET Ha abcopOuuio mpemnapata (cM. paszaen 5.2.).

[Ipenapat cienyer mpuUHUMaTh HE MEHEE 4eM dYepe3 2 4 J0 WIHM 4Yepe3 2 4 Iociie MmpueMa
IpenapaToB, COAEPKAIIUX MarHUN W/WIIH alIFOMUHMM, JKeJe30, HUHK WIK CyKpainb@aT (cM. pa3zien
4.5)).

4.3. IIpoTuBONOKA3aHUS

- I'unep4yBCTBUTENBHOCTh K JIEBOGIIOKCAIIMHY WJIM K JPYTMM XWHOJIOHAM, WIH K JIIOOOMY M3
BCIIOMOTaTEbHBIX BELIECTB, IEPEUUCIICHHBIX B pa3jedie 6.1.;

- HEMIEPEHOCUMOCTb JIAKTO3bI, JE(UINT JIAKTa3bl, INIIOKO30-TAJIAaKTO3HAas MaibabcopOLus;

- TIJICTICHS;

- TIceBI0NapanuTHUecKas muactenus (myasthenia gravis) (cm. pasaenst 4.4., 4.8.);

- IOPA)KEHUS CYXOKWINH IIpU IipuemMe (PTOPXUHOJIIOHOB B aHAMHE3E;

- IE€TCKUHM U OJPOCTKOBBIN BO3pacT A0 18 j1eT (B CBA3M C HE3aBEPLIEHHOCTHIO POCTa CKEJeTa, TaK
KaK HeJb3sI MOJIHOCTHIO UCKITFOYUTD PUCK MOPAYKEHUS XPSILIEBBIX 30H pOCTa KOCTEH);

- OEpeMEHHOCTb (HENb3s MOITHOCTHIO HCKITFOYUTD PUCK TOPAKEHHSI XPSIIEBBIX 30H pOCTa KOCTEH
y I10/a);

- IEpUO/J] IPYTHOT'O BCKApMIIMBAHUS (HEJIb3sI HOJTHOCTHIO UCKITIOUUTD PUCK MOPAXKEHUS X PSIILIEBBIX
30H pOCTa KOCTEH y peOeHKa);

- y nanueHTtoB ¢ KK menee 50 mu/MUH IIpH pekrMe J103UpPOBaHMS C MEPBOHAYAILHOW J1030M
250 mr/24 v,

- y nauueHtoB ¢ KK menee 20 mi/MUH NpH peXuUMe J03UPOBaHUS C MEPBOHAYAIBHOM 030M
500 mr/24 u u 500 mr/12 4 (B T. 4. ImpH TeMOAHAlM3€ M MOCTOSHHOM aMOyIaTOpHOM
NEPUTOHEAILHOM JINAJIN3E).

4.4. OcoOble ykazaHMsl M1 Mepbl NPeI0CTOPOKHOCTH NPH NPUMEHEHUH

C 0CTOPOKHOCTBIO:

- Y TAIUEHTOB, NMPEAPACTIONOKEHHBIX K PA3BUTUIO CYA0POT (y MAlMEHTOB C MPEIIeCTBYIOIINMHU
nopakeHUsIMM LeHTpasibHOM HepBHOM cuctembl (IUHC); y mnamueHToB, OJHOBPEMEHHO
MPUHUMAOIINX TIPeraparhl, CHUKAIOIINE TOPOT CYIOPOKHON aKTHBHOCTH TOJIOBHOTO MO3Ta,
Takue Kak peHoypen, reopuiumH) (cMm. paznen 4.5.);

- y TalMeHTOB C JIATEHTHBIM WM MaHU(ECTUPOBAHHBIM Je(DUIIUTOM TIIOK030-6-hocdaTme-
TUIpOreHasbl  (TIOBBIIICHHBI PHCK PAa3BUTHS TEMOJMTHYCCKHX PEAKIUH TpHU JICYCHUU

XUHOJIOHAMH );
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- y MaLMEHTOB ¢ HapyuieHneM QpyHKIun noyek cKkK-mernee-50 M M (TpebycTest 06A3aTCIbHbIIH
KOHTPOJIb QYHKIIMH TTOYEK, a TAK)KE KOPPEKIIMS peKUMa J03UPOBaHUs, cM. pazneinsl 4.2. u 4.3.);
- y HAIMEeHTOB C M3BECTHbIMM (hakTopamMH pucKa yuinHeHus uHTepBana QT: y mamueHToB
HOXKWJIOTO BO3pAacTa, y MALMEHTOB JKEHCKOI'O I0Ja, Y HAllMEHTOB C HECKOPPEKTHPOBAHHBIMU
AJIEKTPOJINTHBIMU HapyLWIEHUSIMU (C TUIOKAIMEMHUEH, TUIIOMarHueMuei); ¢ CHHIPOMOM
BpOXKIEHHOTO yanuHeHuss uHTepBana QT; ¢ 3abomeBanusiMu  cepama  (cepaedHas
HEI0CTaTOYHOCTh, HMH(APKT MUOKapAa, Opaaukapaus); IOpU OJAHOBPEMEHHOM IIpHEMe
JIEKapCTBEHHBIX IIPENapaToB, CIOCOOHBIX YAIUHATh nHTepBan QT (aHTHapUTMHUYECKHE CPEICTBA
knacca IA u IIl, Tpunukinyeckue aHTUIEIIPECCAHThI, MAKPOJIU/Ibl, HEHPOJIENITUKH) (CM. pa3ieibl
44.,45.,49.);

- y MalUeHTOB C caxapHbIM Jua0eToM, MNOJYyYarollluX IepopalibHble THUIOITIMKEMUYECKUe
npenapars! (HarpuMep, IIMOeHKIaMK) WIK IpenapaTsbl MHCYJIUHA (BO3pAacTaeT pUCK pa3BUTUSA
TUIOTJIMKEMUH);

- y MAIUEeHTOB C TSHKEIBIMU HEXKENIaTeIbHBIMU PEAaKUUsIMHU Ha JApyriue (pTOPXHHOIOHBI, TAKUMHU
KaK TsDKeJIble HEBPOJOIMYECKHE peakUuu (MOBBIIICHHBIH PHUCK pPAa3BUTUS aHAJIOTMYHBIX
HE)KEeNaTeNbHbBIX peakLUil IpU MIPUMEHEHHUH JeBO(IIOKCAIIHA);

- y AllMEHTOB € IICUX03aMH WM Y NallUEHTOB, UMEIOILIMX B aHAMHE3€ IICUXUYECKUE 3a001eBaHUs
(cMm. pasaen 4.4.);

y HalMEeHTOB MOXKWJIOTO BO3pacTa, y MAIMEHTOB IOCIE TPAHCIUIAHTALMM, a TaKXKe IpU

COITYTCTBYIOIIEM MNPUMEHEHUH TJIIOKOKOPTUKOCTEPOUJOB (MOBBIIIEHHBIH PHUCK pPa3BUTHA
TEHIMHUTOB M Pa3pbiBa CyXOXKHIIHiA) (CM. pasaen 4.4.);
- y MAlUEHTOB C aHEBPU3MON aopThl, C BPOXKJACHHBIM MOPOKOM KjalaHa cep/ia B CeMeiHHOM
aHaMHe3e, WIM Yy MalUEeHTOB C JMAarHOCTUPOBAHHON aHEBPU3MOW AOPTHI W/WIIM PACCIOEHUEM
aopThl, ¢ 3a00JeBaHMEM KJalaHa CcepAlla WIM NPU HAIWYUK JAPYyruX (HaKTOpOB pHUCKA WU
COCTOSIHUH, NPEAPACIIONAraoliuX K pa3BUTHIO aHEBPU3MBI aOPThI WJIM PACCIOCHUS aOpPThI, WU
perypruTaiu/HeJOCTaTOYHOCTH KJlanaHa cepAamna (Hampumep, cuHapoMm Mapdana, CHHIpOM
Onepca — Jlannoca, cunapoMm TepHepa, Oone3nb bexdera, apTepuanbHas TUIIEPTEH3US,
pPEBMAaTOMJHBIA  apTpUT, COCYIQUCTble 3a0ojieBaHUs, Takue Kak aprepuut Takascy,
TUTaHTOKJIETOYHBI  apTEpUUT, MOATBEPKACHHBIM  arepockiepo3, cunapom lllerpena,
UH(EKIHOHHBII SHI0KapIUT) (cM. pasaen 4.4.).

Oco0ble yka3anus

[lociuranbHbie WHOEKIIUH, BBI3BaHHBIC CHHETHOWHOW mamoukoit (Pseudomonas aeruginosa),
MOTYT MOTPeOOBaTh KOMOMHUPOBAHHOTO JICUCHUSI.

Puck paseumusl peaucmermHocmu
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PacnpocTpaneHHOCTH npuoOpeTeHHOU €3UCTEeHTHOCTH BbICEBaeMbIX HTaMMOB

MHUKPOOPTaHU3MOB MOXKET HM3MEHSATHCS B 3aBUCHMOCTH OT TeOorpaduueckoro permoHa U ¢
TE€4YEeHUEM BpeMeHU. B cBs3u ¢ 3tum Tpebyercs nHpopMmalus 0 pe3UCTEHTHOCTH K IIpenapary B
KOHKpETHOU cTpaHe. sl Tepanuu TsKenablX MHpeKuuil uiau npu Hed()(EKTUBHOCTH JICUEHUS
JIOJDKEH OBITh YCTaHOBJIEH MHMKpPOOWOJIOTHYECKUN JMAarHO3 C BBIJACICHHUEM BO3OYIHUTENS H
OTIpENIeICHUEM €TI0 YYBCTBUTEIBHOCTH K JIEBO(IIOKCAIIMHY.

Memuyunnun-pe3ucmenmuwiii 3010MUCTBII CMADUIOKOKK

Hmeercss BbICOKash BEPOATHOCTh TOrO, YTO METHLMJUIMH-PE3UCTEHTHBIM 30JIOTUCTBIA cTadu-
JIOKOKK Oy/eT pEe3UCTeHTHBIM K (TOPXHMHOJIOHAM, BKIOYas JjeBoduiokcanuH. [loatomy Ie-
BO()JIOKCAIIMH HE PEKOMEH TyeTCs ISl JICUCHHUS YCTAaHOBIICHHBIX HITH TPEATIONIAaraeMbIX HHPEKIHH,
BBI3BIBAEMBIX METUIMJUIMH-PE3UCTEHTHBIM 30JO0THCTBIM CTapMIOKOKKOM, B ClIydae ecliu
nabopaTOpHble aHaIU3bl HE MOATBEPIMWJIM UYYBCTBUTEIBHOCTH 3TOIO MHKpPOOpraHM3Ma K
JeBO(hIOKCAITUHY.

Ilomeps mpyoocnocobnocmu (unganuousayus) u NOMeEHYUAIbHble HeoOpamumble cepbe3tvle
nobouHvle peakyuu, 06yclo8NIeHHble NPUeMOM YMOPXUHOIOHO8

[TpumeHeHue (HTOPXHMHOJIOHOB, B TOM YHUCIE JEBOQIIOKCAIIMHA, OBUIO CBS3aHO C MOTepel
TPYAOCIIOCOOHOCTH U Pa3BUTHEM HEOOPATUMBIX CEPhE3HBIX MOOOUHBIX pEaKUUil CO CTOPOHBI
Pa3IUYHBIX CUCTEM OpraHM3Ma, KOTOPbIE MOTYT Pa3BUTHCA OJTHOBPEMEHHO Y OJHOIO M TOTO K€
nanuenTa. [ToGouHsle peakiyy, BbI3BaHHbIE (PTOPXUHOJIOHAMM, BKJIIOYAIOT TEHIMHHUTHI, Pa3phIB
CYXOXKHJIUH, apTpaJITHi0, MUAJITHIO, IepU(pEpUIECKyI0 HEHpONaTHIo, a TaKkke NoO0UYHbIE YD PEKTHI
CO CTOpPOHBI HEPBHOM CUCTEMBI (TaJTIOLMHALMYU, TPEBOra, Aenpeccusi, OECCOHHUIIA, TOJOBHbIE
0071 M CIYyTaHHOCTh CO3HaHMS). [laHHBIE PeaKIMK MOTYT Pa3BUTHCSA B MEPHOJ] OT HECKOJBKHUX
4acoB JI0 HECKOJIbKMX HEZeNb IOocie Hauyaja Tepanuu JeBodiokcauuHoM. PaszButue »THX
NOOOYHBIX peakluil oOTMeyanoch Yy TMalMeHTOB Jr00ro Bo3pacTa M 0e3 Hamuuus
IPEIECTBYIOMMX (akTOpoB pucka. [IpyM BOZBHUKHOBEHUH MEPBBIX MPU3HAKOB WJIM CUMIITOMOB
JTOOBIX CEepbE3HBIX IMOOOYHBIX PEAKIMM CleayeT HEMEIJIEHHO MpPEeKpaTUTh MpPUMEHEHHE
neBoduiokcanmHa. Cnenyer wu30eratb MNPUMEHEHHMsS (PTOPXMHOJIOHOB, B TOM  4YHCIIE
JeBO(IIOKCAIlMHA, Y MAMEHTOB, Y KOTOPBIX OTMEYAINCh JIFOObIE U3 ITHX CEPbE3HBIX MOOOYHBIX
peaKuuu.

Tayuenmol, npedpacnonodicennvle K pazgumuro cyoopoz

Kak u apyrue xuHOJIOHBI, 1I€BO(IOKCAIIMH JT0JKEH ¢ OOJBIION OCTOPOKHOCTHIO MPUMEHSATHCS Y
NAIMEHTOB C MPEAPACIIOIOKEHHOCTBIO K cyqoporaM. K TakuMm nmanueHTam OTHOCSITCS] NAl[UEHThI
C NPEUIECTBYIOUIMMH MOPAKEHUSIMHU LEHTPAJIbHOW HEPBHOW CUCTEMBI, TAKUMHU KaK HHCYIIBT,

TsOKEIasds 4YCpCImHO-MO3roBas TpaBMa;, ITAlMCHTBI, OJHOBPEMCHHO IIOJYy4YaroIUue IpEraparskl,
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CHIDKAIOIIME TOPOT CYAOPOKHOM aKTHBHOCTH—FOAOBHOFO—MO3Fa—(HampHMep; wu¢mm,m,
benOyden u npyrue HecTepOUIHbBIC TPOTHBOBOCIIAMTENIbHBIC TIpenapathl) (cM. pasaen 4.5.).
[Tpu pa3zButuu Cya0por jieueHue J1eBOGIOKCALUHOM CleAYyeT MPEeKPaTUTh.
Tlcesoomembpanosuwiii Koaum

Pa3BuBmIasicss BO BpeMsi WM TOCIE JICUCHHs JIEBO(IOKCAIIMHOM Jauapes, 0COOCHHO TKEIION
CTETIEeHH, YIOpPHAs W/UIN C KPOBBIO, MOKET OBITh CHMITOMOM IICEBJJOMEMOPAHO3HOTO KOJUTA,
Be3eiBacMoro Clostridium difficile. B ciaydyae mogo3penust Ha pa3BUTHE MICEBIOMEMOPAHO3HOIO
KOJIUTA JIedeHHE JIeBO(IOKCALIMHOM CJelyeT HEeMEIJICHHO MPEKpaTHTh M Cpa3y >K€ HayaTb
cnenn(UyYeckyr0o aHTHOMOTHKOTEpanHio (BAaHKOMHUIMH, TEHKOIUIAHMH WM METPOHHIA30I
BHYTpb). [Ipenaparsl, TOpMO3siIIKe MEPUCTANBTUKY KHIIEYHUKA, IIPOTUBOIIOKA3aHBI.

Tenounum u paspvié cyxoxucunut

TeHauHUT, peKo BOSHUKAIOUINI Ha (hOHE MPUMEHEHHSI XUHOJIOHOB, MOKET MHOT/Ia IPUBOIUTH K
pasphIBy CYXOXKWJIHM, BKIIIOYAs aXWUJUIOBO CYXOXKHIJIME, U MOXET OBITh JBYCTOPOHHHM. JTOT
0OOYHBIN AP PEKT MOKET Pa3BUTHCS B TEUCHHE 48 U IOCIIe HaYasia JICYCHHUS HITH 9epe3 HECKOIBKO
MECSIIEB TOCTIE 3aBEPILICHUs Tepanuu (TOPXUHOIOHAMHU.

[TarueHTHI TOKUIIOTO BO3pacTa Oojiee MPeApacooKeHbl K Pa3BUTHIO TEHIUHUTA; Y MAIlHEHTOB,
NPUHUMAIOIIUX (TOPXMHONOHBI, PHCK pa3pblBa CYXOXHJIMS MOMKET IMOBBIMIATECS TPU
OJTHOBPEMEHHOM MPHUMEHEHHH TIIOKOKOPTHKOCTEpOHI0B. KpoMe 3TOro, y MamueHToB IMocie
TpPaHCIUIAHTAIIMK TOBBIIIEH PUCK Pa3BUTHUSI TEHAWHUTOB, MMO3TOMY PEKOMEHIYETCs COOJII0NaTh
OCTOPOKHOCTh MPHU Ha3HAYEHUU (PTOPXUHOIOHOB JAHHOM KaTeropuy NalueHToB. Y MaIEeHTOB ¢
HapyImeHusIMA (YHKIUU TI0YEeK CYTOYHYIO 03y CJeIyeT CKOPPEKTHPOBaTh Ha OCHOBAaHUHU
KJIMpEeHCca KpeaTuHUHA.

[TanimenTaM creayeT peKOMEHI0BATh OCTABATHCS B IOKOE TPHU TMOSBICHUH TEPBBIX NMPU3HAKOB
TEH/IMHUTOB UJIM PA3phIBOB CYXOKMWJIMK U 00paTUThCA K JeyaiieMy Bpady. [Ipu nono3penun Ha
pa3sBUTHE TEHAMHUTA WA DPA3pPhlB CYXOXKWIHA CIIEeIyeT HEMEUIEHHO MpPEeKpaTUTh JeUeHHE
npenaparoM JleBodmokcanna-AKOC u HauyaTh COOTBETCTBYIOIEE JICYCHHE MOPAKEHHOTO
CYXOKHWJIUSI, HAIPHUMEP, 00ECIICUHB €My JIOCTATOUHYI0 KMMOOHUIU3aImio (cM. pazzenst 4.3., 4.8.).
Peaxyuu eunepuyecmeumenvrocmu

JleBo(IOKCAaIIMH  MOXXET BBI3BIBATh  CEPbE3HBIC, MMOTEHIUAIBHO JIETAlbHbIE PEAKIUU
THIIEPYYBCTBUTEIBHOCTH (aHTHOHEBPOTHYECKHI OTEK, aHA(PHMIAKTHUECKUH IIOK), Jaxe MpH
NPUMEHEHHH HadalbHBIX 703 (cM. paszen 4.8.). B ciaydyae mx pa3BUTHS NAalMEHTaM CJEIyeT
HEMEJUIEHHO MPEKPaTUTh IPUEM Ipernapara U 0OpaTUTHCS K Bpady.

Taoicenvie KodicHble HedcelamenbHble peakyuu

[Tpu mpuMmeHeHnn J1eBoQIIOKCaIIMHA OBIITH 3aPETHCTPHPOBAHBI TSDKEIBIE KOKHBIC HeXKellaTeIbHbIS

peaxkiuu, BKJIIOYash TOKCHMYECKHM SMUIepMalbHBIM Hekpoiu3 (cuHapom Jlaiemnna), cuHapom
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CruBenca — [xoncona u DRESS-cunapom, K
neranbHbIMH  (cM. paszzmen 4.8.). Ilpum Ha3HaueHMM Tmperapata MAIMEeHTHl JIOJDKHBI OBITH
IPOMH()OPMUPOBAHBI O MPU3HAKAX U CUMIITOMAX TSDKEJBIX KOXKHBIX HEXKEJIATeNbHbIX PEAKIUN U
HAXOJAUThCSl MOJ TIIATEIbHBIM MEIUIMHCKUM HaOmojeHueM. IIpu MosBiIeHuM NPU3HAKOB U
CUMITOMOB, CBHJETEIbCTBYIOIIUX O Pa3BUTHUM OTUX HEXKEJATEIbHBIX pEakUui, cleayeT
HEMEJICHHO TpeKkpaTuTh npueMm mnpenapara JleBoduokcanma-AKOC u  paccMoTperh
BO3MOYKHOCTh Ha3HAYEHMS albTEPHATUBHOTO JeueHus. Eciu npu npuMeHeHun neBogiokcanHa
y NMalyeHTa pa3BUiIach TsOKeNask HexenaTeabHas KOXKHas peaklus, Takas kKak cuHapoM CTuBeHca
— JI>KOHCOHA, TOKCHYECKHH snuaepMaibHblii Hekponu3 uinu DRESS-cungpom, He ciemyer
BITOCJIC/ICTBHUH BO30OHOBIISATH IPUMEHEHUE Mperapara y 3TOTo MalueHTa.

Hapywenus co cmoponuvl neuenu u dcenueulo0Awux nymei

Coobmanoc 0 ciaydasx pa3BUTUS HEKpo3a II€YEHH, BKIJIIOYas pa3BUTHE MEUYEHOYHOH
HEJOCTATOYHOCTU C JIETAJbHBIM MCXOJO0M, IpU IPUMEHEHHM JIEBO(JIOKCALIMHA, TIJIABHBIM
o0pa3oM, y TAalMEHTOB C TSKEJIbIMM OCHOBHBIMHM 3a00JIEBaHUSMHU, HAIPUMEP, C CEICHCOM
(cMm. pazzmen 4.8.). [larueHTH JOMKHBI OBITh MPEAYNPEXKICHB 0 HEOOXOJUMOCTH MPEKpALICHHS
JEeYeHUs U CPOYHOro oOpalleHHus K Bpady B ciydae IOSIBJIECHUS IPU3HAKOB M CHUMIITOMOB
NOpaXEHUsI IEYEHU, TAKUX KaK aHOPEKCHsI, )KENTyXa, IOTEMHEHUE MOYH, KOXKHBIN 3y1 U O0iu B
KUBOTE.

Tayuenmoi ¢ napywenuamMu GyHKYUU nouex

Tak kak JIeBOQIIOKCAIIMH IKCKPETUPYETCs TJIaBHBIM O0pa3oM uepe3 IMOYKH, Y MalUeHTOB C
HapyILIEHUAMHU (YHKIMHM MOYeK TpeOyeTcsl 00s3aTeNbHbI KOHTPOJIb (DYHKIIMU TOYEK, a TaKKe
KOPPEKIHsl pekuMma Jo3upoBaHus (cM. pasgen 4.2.). Ilpu nedeHMH ManMEeHTOB TMOXHIIOTO
BO3pacTa cleAyeT YYUThIBaTh, YTO y MAIlMEHTOB 3TOW TPYIIIbI 4YaCTO OTMEYAIOTCS HapYLICHUS
(GyHkuMM movek (cM. paszaen 4.2.).

IIpeoomepawenue passumus peaxyuii homocencuburuzayuu

XoTs poToceHcnOMIM3anys Mpu TPUMEHEHUH JIEBO(IIOKCAllMHA PAa3BUBAETCS OUEHb PEAKO, IS
NPEOTBPALICHHS €€ Pa3BUTHsI TAllMEHTaM He PEKOMEH/IyeTCsl BO BpeMs JICUCHHUS U B TedeHue 48 9
1ocjae OKOHYaHMS JIeYeHHs JIeBO(IOKCAlMHOM NoJBeprarbes 0e3 0co0oi HeoOXOoAUMOCTH
CHJIBHOMY COJIHEYHOMY HJIM HMCKYCCTBEHHOMY YJIbTpa(uoJIETOBOMY OOJIydeHHIO (Hampumep,
MOCEIIATh COJISPHIA).

Cynepungexyust

Kak u mpu nmpuMeHeHHM OpYruxX aHTHOWOTHUKOB, NMPUMEHEHHUE JIeBO(IIOKCAllMHA, OCOOCHHO B
TE€YEHHE AJIUTENBHOIO BPEMEHHU, MOXKET IPUBOJIUTD K YCUIIEHHOMY Pa3MHOKEHUIO PE3UCTEHTHBIX
K HEMY MUKPOOpPraHU3MOB (0akTepuii U TpuOOB), YTO MOKET BbI3bIBATh U3MEHEHHS] HOPMAJIbHOMN

MUKpOQIIOphI yesoBeka. B pesynbraTte MoXkeT pa3BuThes cynepuHopekuus. [lostomy B xoze
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JedeHus: 00s3aTENIbHO TMPOBOJUTH MOBTOPHY—OHEHIY —COCTOS IS —HaHeHTa,—H;,—B—eydae
pa3BUTHUS BO BPEeMs JICUCHUS CyIepUHPEKIINHU, CIISAYeT MPUHUMATh COOTBETCTBYIOIINE MEPHI.
Yonunenue unmepsana QT

Coo6manoch 00 0YEHb PEAKUX CIydasX yauuHeHnus naTepsaia QT y manueHToB, IPUHIMAROIIUX
(TOPXUHOIOHBI, BKIIOYAs! JIEBO(IIOKCAIIHH.

[lpy npumeneHun (HTOPXUHOJIOHOB, BKJIIOYAs JIEBO(IIOKCALIMH, CJlEAyeT CcOOIr0aaTh
OCTOPOYKHOCTh y TAIIMEHTOB C M3BECTHBIMU (haKTOpamMH pHcKa ymiauHeHus uHTepBasia QT: y
NAIMEHTOB C HECKOPPEKTHPOBAHHBIMU AJICKTPOJIMTHBIMUA HAPYIICHUSIMH (C THIIOKAIAEMHCH,
TUTIOMarHUEeMHUei); ¢ CHHIPOMOM BPOXKJIEHHOTO yiynmHeHus uHTepBaia QT; ¢ 3aboneBaHusiMu
cepana (cepacdHas HEOCTaTOYHOCTh, MH(MAPKT MUOKap/Ia, OpaauKap/us); Ipu OJHOBPEMECHHOM
NPUMEHEHHU JICKAPCTBEHHBIX MpPENapaToB, CHOCOOHBIX yMHATH MHTepBan QT, Takux Kak
aHTHapUTMUYecKue cpeacTpa kiacca A u I, Tpunukimyeckue aHTHICIPECCaHThI, MAKPOJIUIbI,
HEHPOJICIITUKH.

[TarueHTHl MOXWIIOTO BO3pacTa MW IMAlMEHTHI JKEHCKOTO II0ja MOTryT OBITh  Oolee
YyBCTBUTEIBHBIMU K Tpenapartam, yumHstonmM uHTepBan QT. Ilosromy y HuX ciemyer ¢
OCTOPOKHOCTBIO IMTPUMEHATH ()TOPXUHOJIOHBI, BKJIFOYast JeBodIokcauH (cM. pazaenst 4.2., 4.3.,
44.,45.,4.8.).

THayuenmoi ¢ deghuyumonm enoxo30-6-ghocgpamoezuopoeenasvi

VY manueHToB ¢ JNATEHTHBIM WU MaHU(ECTUPOBAHHBIM ACPHUIMTOM TIHOK030-6-(hocdaTneru-
JPOTreHa3bl HMEETCS MPEPacoNOKEHHOCTh K Pa3BUTHIO TEMOJTUTHUECKHUX PEAKIIUi P JICUSHUN
XUHOJIOHAMH, YTO CIIeAYyeT MPUHUMATh BO BHUMAHUE TIPU JICUCHUH JIEBO(IIOKCAIIMHOM.
Hucenukemus (2uno- u cunepenuxemus)

Kak w mnpu mnpuMeHeHWH JApyruxX (TOPXWHOJIOHOB, TPH MPUMEHEHHH JIEBOQIIOKCAIIMHA
HAOMIOIANCh CIydyad pa3BUTUS THUMEPIVIMKEMHM | Tunoriukemuu. Ha ¢one Ttepanuu
7eBO(IIOKCAIIMHOM AMCTIIMKEMHS] 4Yallle pa3BHBAllach Yy TMAIlMEHTOB MOXKWIJIOTO BO3pacTa u
MAIUEHTOB C CaxapHBIM JHA0ETOM, IMOJIYYAIOIIUX COIMYTCTBYIONIYIO TEPAIUIO MEePOPATHHBIMU
TUTIOTIMKEMUYECKUMH TIpenaparaMu (HanpuMep, TIMOCHKIAMHIOM) WM HHCYJIWHOM. [lpum
MPUMEHEHUU JIeBO(IIOKCAIIMHA Y TaKUX MAI[MEHTOB BO3pPAcTaeT PUCK PAa3BUTHUS TUIIOTIUKEMUH,
BILJIOTH JI0 TUTMOTJIMKEMHUYECKOH kKoMbl. HeoO0xoammo nHpOpMUpPOBaTH MAIIMEHTOB O CUMIITOMAX
TUTIOTJIMKEMHH (CITyTaHHOCTh CO3HAHMSI, TOJIOBOKPYKEHHE, «BOJTUHIA» AIIIETUT, TOJIOBHAS 0OJIb,
HEPBO3HOCTH, OIIYIICHUE CEPALICONCHNUS W YJaIllleHHE MyJbca, 0JIeTHOCTh KOXKHBIX MTOKPOBOB,
UCIIapuHa, JIpOXb, cinabocTh). Ecnu y manuMeHTa pa3BUBAaeTCS TUIOTIUKEMHS, HEOOXOIUMO
HEMEIJICHHO MPEKPATUTh JICUYSHHE JIEBO(IOKCAIIMHOM U Ha4aTh COOTBETCTBYIONIYIO Tepamnuio. B
ITHX CIIyYasX PEKOMEHIYeTCs TEepeHTH Ha Teparuio JPYrdM aHTHOWOTHKOM, OTIUYHBIM OT

(TOPXUHOJIOHOB, €CIM 3TO BO3MOXHO. [Ipu mnpoBeneHun seueHus: JE€BO(IOKCALUHOM Yy
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MAlMEHTOB MMOXHWIIOTO BO3PACTa, Y MNAllHCHEOB—e—CaxapHbiM—AHaOeTOM —PEeKOMEHAYETCH
THIATEIbHBI MOHUTOPUHI KOHIIEHTPALIUH [JIFOKO3bI B KPOBH.

Iepughepuueckasn neviponamus

VY nanueHToB, NPUHUMAIOUIMX (DTOPXMHOJIOHBI, BKJIIOYas JIeBO(IOKCAllMH, COOOIIAIoch O
Cllydasix pa3BUTHUSI CEHCOPHOW M CEHCOPHO-MOTOPHON Nepudeprudeckoil HelpomaTHH, Hadaio
KOTOpOH MoeT ObITh OblcTpbIM. Ecim y mamuenta pa3sBUBAIOTCS CHMIITOMBI HEWpOIATHH,
IpUMEHEeHHE JIeBO(IIOKcallMHa JO0JKHO OBITh MPEKpaIleHo. OTO MUHUMM3HPYET BO3MOKHBIN
PHCK pa3BUTHsI HEOOPATUMBIX U3MEHEHHH.

[TateHTHl MODKHBI OBITH MH(OOPMHUPOBAHBI O HEOOXOIMMOCTH COOOIIATh CBOEMY JIeHaleMy
Bpauy O TOSBJICHUHU JIIOOBIX CUMITOMOB HeWponaTuu. DTOPXWHOJIOHBI HE ClIeAyeT Ha3HA4aTh
nalnyveHTaM, UMEIOIUM B aHaMHe3€ yKa3aHHs Ha epuepruiecKyro HeHponaTuio.

Obocmpenue ncegdonapanumuyecko muacmenuu (myasthenia gravis)

OTOPXMHONOHBI, BKIIOYas JIEBO(IOKCALMH, XapaKTepU3yIOTCs OJOKHUPYIOMIeH HEPBHO-
MBILLIEYHOE IPOBEEHUE aKTUBHOCTHIO U MOT'YT YCHUJIMBATh MBILICUHYIO CJIA00CTh y MAIUEHTOB C
IICEB/IONAPATIUTUUECKON MHAacTeHHeH. B  mocTperucrpallioHHOM Iepuoje HalIoJaInuCh
HEOJaronpusATHbIE pEaKLMH, BKIIOYass JIETOYHYIO HEJAOCTaTOYHOCTh, MOTPEOOBABLIYIO
IIPOBEJCHUE HMCKYCCTBEHHOM BEHTWISLMM JIETKUX, M JIETAIbHBIA HCXOJ, KOTOpbIE
aCCOLMUPOBAIIUCH C NMPUMEHEHHUEM (PTOPXHUHOJIOHOB Y MAllMEHTOB C IICEBIONAPATUTHUECKON
muacteHuei. IlpumeHenue seBo(IOKcalMHA Yy MalMEHTa C YCTAHOBJIEHHBIM JHAarHO30M
TICEBIONAPATUTUYECKOI MHACTEHHH TIPOTUBOIIOKAa3aHo (cM. pazaen 4.8.).

IIpumenenue npu 6030yuHO-KANEIbHOM NYMU 3APAACEHU CUOUPCKOU A3601

[TpumeHneHue neBo(OKCcallMHA y YeloBEKa MO ATOMY IOKa3aHHIO OCHOBAHO HA JaHHBIX IO
yyBCcTBUTENbHOCTH K Hemy Bacillus anthracis, momyueHnbix B ucciaemoBaHusx in VItro u B
DKCIEPUMEHTAJIbHBIX UCCIIEI0BAHUAX, IPOBEICHHBIX HA )KMBOTHBIX, a TAKKE HA OTPAaHMYEHHBIX
JTAHHBIX NpPUMEHEHHUs JieBodUIOKCallMHA y YejoBeka. Jlewalye Bpaud JOJDKHBI oOpamiatbes K
HAI[MOHAJbHBIM W/WJIM MEXKIYyHApOJHBIM JOKYMEHTaM, KOTOpBIE OTpPa)kaloT BbIPAOOTaHHYIO
OOLIMMH YCHIIMSIMH TOUKY 3PEHHUS 110 JICYEHUIO0 CUOUPCKOI SI3BBI.

Ilcuxomuueckue peaxyuu

[lcuxoTnyeckue peakluuu, BKIOYas CyUIUAAIbHbIE MBICIH/TIONBITKH, OTMEYAIHNCh Y MALlUEHTOB,
MPUHUMAIOIINX (PTOPXUHOJIOHBI, BKIIOYast JI€BO(IOKCAIIMH, UHOT /1A [TOCJIe TpHeMa pa30BOM J03bI.
B cnydae pa3Butus q00b1X MOOOYHBIX 3((HEKTOB CO CTOPOHBI IIEHTPATbHON HEPBHOM CHUCTEMBI,
BKJII0Yasl HApyIIECHHsI ICUXUKH, JIEYeHHE JIEBOQIIOKCAIIMHOM CJIelyeT HEMEUIEHHO IPEKPaTUTh U
Ha3HAYUTh COOTBETCTBYIOIYIO TEPANHNIO. B 3TUX cllydasx peKOMEHyeTCs IEPEUTH Ha TEPANIHIO

JIpPYT'MM aHTUOMOTHUKOM, OTJIMYHBIM OT (PTOPXHMHOJIOHOB, €CIM 3TO BO3MOKHO. Cienyer c
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OCTOPOXXKHOCTBIO Ha3HA4aTh Ipenapar NalicHTamM-e—Heuxo3aMiHi-HalHeHTaM; HMEeIOHHM B
aHaMHe3e IIcuxXudeckue 3adoneBanus (cM. pazaen 4.4.).

Amnespuzma u paccinoenue aopmol, pe2ypumayus/HedoCmamoyHocmy KI1anaua cepoya

[To raHHBIM MUAEMUOIOTHYECKUX MCCIEJOBAHUI COOOIIAIOCH O MOBBILIEHHOM PUCKE Pa3BUTUSA
AQHEBPU3MBI A0PThl U PACCIOCHUS A0PThl, OCOOEHHO y MAIMEHTOB MOXKUJIOTO BO3pAcTa, a TaKXkKe
perypruTaiyy aopTaJbHOTO U MUTPAJIIBHOTO KJIAIIAHOB TOCIE MPUMEHEHHUS (PTOPXMHOIIOHOB. Y
NAlMEHTOB, MOJIY4aBIIMX (TOPXUHOJIOHBI, ObUIM OTMEUEHBbI CIy4al Pa3BUTHUS aHEBPU3MBI U
paccioeHus a0pThl, UHOT' 1A OCIO0XKHEHHBIX Pa3pblBOM (B TOM YMCJE C JETalbHBIM MCXOJOM), a
TAK)KE PerypruTaluu/He0CTaTOYHOCTH JIF000T0 U3 KIIalaHoB cepaua (cM. paszaen 4.8.).

B cBs3u ¢ 3THM, (DTOPXHMHOJIOHBI CIEAYET HPUMEHSTH TOJBKO IOCIE TIIATEIBHONW OICHKH
COOTHOILEHUS «II0JIb3a — PUCK» U PACCMOTPEHMS IPYrMX BapHAaHTOB TE€paluM y NAlUEHTOB C
AQHEBPU3MOM aOpPThl UM BPOKICHHBIM IIOPOKOM KJlallaHa Ceplla B CEMEMHOM aHaMHE3€, WIH Y
NAllMeHTOB C JWAarHOCTUPOBAHHOW aHEBPU3MOH aoOpTHl W/WIM PACCIOCHHEM aopThl, WA
3a00JIeBaHMEM KIIallaHa ceplia, WIM IpU HATUYMU JPYTUX (PAKTOPOB PUCKA MM COCTOSHHIA,
IIpeIpacIonaralouiux K pa3BUTUIO:

- KaK aHEeBPU3MBbI U PACcCIOEHUs aOPThl, TAK U PETypPruTallMi/HEAOCTATOUHOCTH KJIallaHa cepaia
(HampuMmep, 3a00JIeBaHUS COCTUHUTEIBHON TKaHH, TaKKe Kak CHHApoM MapdaHa nin CHHIPOM
Onepca — Jlanmoca, cunapom TepHepa, Oone3nb bexuera, apTrepuanbHas THIICPTCH3US,
PEBMATOUIHBIN apTpPUT);

WJIH IOTIOJTHUTEIIBHO:

- @aHEBPHU3MbI U PacCIOCHMs a0pThl (HAlIpUMEp, COCYIUCThIE 3a00JIeBaHusl, TAKUE KaK apTepUUT
TakasiCy, THTaHTOKJIETOUHBIA apTEPUHT, TTIOATBEPKICHHBIN aTepockiiepo3, cuuapom Illerpena);

- perypruTaii/HeI0CTaTOYHOCTH KJanaHa cep/a (Hanpumep, MHPEKINOHHbBIN 3H0KapIUT).
Puck pa3BuTHs aHEBPU3MBI U PACCIOEHHS a0PThI, a TAKXKE X pa3pbiBa MOXKET OBbITh MMOBBILICH Y
NAUEHTOB, OJTHOBPEMEHHO MOIYYaIOIINUX CUCTEMHBIE MIFOKOKOPTUKOCTEPOUIBI.

B cnywae mosiBieHus BHe3amHOM Oo0JiM B JKMBOTE, TPyIU WM CIHMHE NallMeHTaM CleoyeT
HEMEIJIEHHO OOpaTUThCS K Bpady B OT/AEJICHHE HEOTJIOKHOM momomu. [lanueHtam criemyer
PEKOMEH/1I0BaTh HEMEMJICHHO OOpaTUThCS 3a MEIUIMHCKON MOMOIIbI0 B Cllyyae MOsBICHUS
OCTPOI OJIBIIIKH, BIIEPBbIE BOSHUKILETO OUIYIEHHUS YYAIIEeHHOTO CepALEeOUEeHUs WU Pa3BUTHUS
OTeKa JKMBOTa UM HIXKHUX KOHEYHOCTEH.

Hapywenus 3penus

[Ipu pa3BuTuM MIOOBIX HapyUIeHUH 3peHHs HeoO0XoAuMa HeMeUIeHHas KOHCYJIbTalus
odranpmornora (cM. paszaen 4.8.).

Ocmpeulii nankpeamum
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Y TDanueHToB, NPUHUMAIONIUX JIEBO(IIOKCANHH,—MOMKET —Pa3BHTbCI —OCTPhii—HaHKpeaTHE——

[TatimenToB creayer MHPOPMHUPOBATH O XapaKTEPHBIX CUMITOMAx OCTPOro maHkpearuta. llpum

HOSIBJICHUH TOIIHOTHI, HEJIOMOTaHHsI, TUCKOM(pOpPTa B )KMBOTE, OCTPOI OOJIH B )KMBOTE HIIH PBOTHI
HAIMEHTy CIEeIyeT HEMEJICHHO OOpaTHThCS K Bpady Uil MEIUIMHCKOTo obcienoBanus. [lpu
HOJI03PEHUH Ha OCTPBIM MAHKPEATUT CICAyeT MPEKPAaTHTh MPUMEHEHHE JeBO(IOKCAI[MHA U HE
BO300HOBIIATH €r0 puMeHeHue. IIpemapar ciieyer MpUMEHSITh ¢ OCTOPOKHOCTBIO Y ITAIHEHTOB
C MAaHKPeaTHTOM B aHaMHe3e (cM. pasnen 4.8.).

Brusnue na rabopamopnvie mecmol

VY nanueHToB, MPUHUMAOLIMX JEBO(IIOKCAIMH, ONPEICICHUE OMIMATOB B MOYE MOXKET IPHBOIUTH
K  JIO)KHOIOJOKHTECIBHBIM  pe3ysbTaraM, KOTOpbIe  CIEIyeT  IOATBEPKIaTh  Ooiiee
crier()UUECKUMHA METOIaMH.

JleBodhiiokcanH Mo:KeT HHruOmposath poct Mycobacterium tuberculosis u mpuBoguTh B
JadbHENIIEM K JIOKHOOTPHUIATELHBIM pe3y/bTaTaM OaKTEPUOJOIHMYECKOM IHarHOCTHKU
TyOepKyIesa.

4.5. B3aumoaeiicTBHe ¢ JAPYrHMH JIEKAPCTBEHHBIMH MpeNapaTaMM W Jpyrue BHIbI
B3aNMOJAeHCTBUSA

BsaumoneiictBus, tpedyronme coOIIEHU OCTOPOXKHOCTHU

C npenapamamu, cooeprcawjumu MacHUl, antOMUHUL, Hcene3o U YUHK, OUOAHOZUHOM
[Ipenapatsl, cofeprxKaliue IByXBaJCHTHBIE I TPEXBAJICHTHBIE KATUOHBI, TAKUE KaK COJU IIMHKA
WIN KeJe3a (JIeKapCTBEHHbIE MpernapaThl AJs JICYeHUsT aHeMHHU), MarHUi- W/WIK alfOMHUHUI-
coJiepiKallye mpenaparbl (Takue Kak aHTalW[bl), JUJaHO3UH (TOJIBKO JIEKApCTBEHHbIE (POPMBI,
coJepkairie B kauecTse Oydepa aqrOMHHNAN WM MarHUH ), pEKOMEHTyeTCs! IPUHIMATh HE MEHee
4yeM 3a 2 9 10 WK yepe3 2 4 mociie mpuema npenapara Jlesopmaokcanuu-AKOC.

Conn kanplivsg OKa3blBalOT MUHUMaJbHBIN 3(dekT Ha abcopOuunio jeBogIoKcalHa MPU €ro
npruemMe BHYTpb.

C cykpanvgpamom

HetictBue npemnapata JleBodnokcanmu-AKOC 3HaunTeNbHO 0CnabiseTcs mpu OJHOBPEMEHHOM
IPUMEHEHHUHU CyKpalib(aTa (CpeacTBa A 3alUThl CIM3UCTON O0OIOUKH JKEITYIKA).

[TaumrenTam, mnOMydYaroOUMM JIEBOGUIOKCAIIMH M CyKpaib(daT, pEeKOMEHAyeTCs NPUHUMATh
cykpaibgaT uepe3 2 4 1nocie npuema JeBogIoKcalrHa.

C meoghunnunom, ¢enbyghenom uau noOOOHLIMU NEKAPCMBEHHLIMU CPEOCMBAMU U3 2PYNNbl
HeCmepouoOHbIX NPOMUBOBOCHANUMENbHBIX NPENnapamos, CHUNCAIOWUMU NOPO2 CYOOPOICHOL
20MOBHOCU 20JI06HO20 MO32d

DapMaKOKHHETHYECKOTO B3aMMOICHCTBHS JIeBO(IIOKCAIMHA C T€O(DHIITHHOM HE BBISIBJICHO.
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OnHako TpU OMHOBPEMEHHOM MMPUMEHCHHN —XHHOAOHOB—H —TFeoHHHHA, —HecTePOHAHDRG
MIPOTUBOBOCIIATIUTEIILHBIX MPENapaToB U IPYTUX MPErnapaToB, CHIKAIOMUX MOPOT CYTO0POKHON
TOTOBHOCTH TOJIOBHOTO MO3ra, BO3MOXXHO BBIPKEHHOE CHHKCHHE TIOpOTa CYIOPOKHOU
TOTOBHOCTH T'OJIOBHOTO MO3Ta.

Konnenrparus ieBohaokcauaa mpu OJHOBPEMEHHOM TpreMe (peHOy(eHa MOBHIIIACTCS TOJIBKO
Ha 13 %.

C Henpsamvimu anmukoazyiswmamu (aumacornucmosl eumamuna K)

Y nanueHTOB, MOJy4YaBIIUX JICUYEHHWE JICBOQIIOKCAIIAHOM B KOMOWHAIIMM C HEMPSIMBIMU
AHTHUKOATYIISIHTaMH (Harpumep, Bap(apuHOM), HaOIIONATOCh MOBBIIIEHWE MPOTPOMOMHOBOTO
BPEMCHH/MEKTyHAPOTHOTO HOPMAJIM30BAHHOTO OTHOIIEHUS W/WIIM Pa3BUTHE KPOBOTCUCHUS, B
TOM uuciae U Tspkemoro. [lodToMy mpu  OZHOBPEMEHHOM MPUMEHEHHHM  HEMPSMBIX
AQHTUKOAryJIssHTOB U JeBO(IOKcalMHAa HEOOXOAMM pEryNspHBIA KOHTPOJb IOKa3aTesen
CBEPTHIBAHUS KPOBH.

C npobeneyuoom u yumemuoOuHom

[Ipy ogHOBpEeMEHHOM MPUMEHEHHH JIEKapCTBEHHBIX IpPENaparoB, HAPYIIAIOUIUX [MOYEYHYIO
KaHAJBIEBYIO CEKPEINI0, TAKUX KaK MPOOCHEUW ] U IMUMETUIUH, U JIeBO(IIOKCAlUHA, CIeAyeT
coOJII0aTh OCTOPOIKHOCTH, OCOOCHHO y TTAIIUEHTOB C TIOYSYHON HEIOCTATOYHOCTHIO.
BriBenenue (IOYeUHBIN KITUPEHC) JIeBO(IIOKCAITUHA 3aMe ISICTCS TI0]] ICHCTBUEM ITUMETHINHA Ha
24 % u npobenenuaa Ha 34 %. MajoBEpOATHO, YTO ATO MOXET UMETh KIMHUYECKOE 3HAUCHUE
IpY HOPMAaJTbHOM (PYHKIIMU TTOYEK.

C yuxnocnopurom

JleBodhnokcaniuH yBeIU4MBai MEPUOJ MOJMYBBIBEACHUs 1UKiIocnopuHa Ha 33 %. Tak kak 370
YBEJIMUCHUE SIBISICTCS KJIMHUYCCKU HE3HAYMMBIM, KOPPEKIIUHM JIO3bI IMKJIOCTIOPUHA TPU €To
OJIHOBPEMEHHOM MPUMEHEHUH C JTeBO(IIOKCAIIMHOM He TpeOyeTcs.

C anrokoxopmuxocmepouoamu

OHOBpEMEHHBIN TTPHEM TIIFOKOKOPTUKOCTEPOHIOB TIOBBIIIAECT PHCK Pa3phiBa CYXOXKIIUH.

C nexapcmeennuvimu npenapamamu, yorunsrouwumu unmepsan QT

JleBodriokcaruH, Kak U apyrue (TOPXUHOIOHBI, TOJDKEH MPUMEHSTHCS C OCTOPOKHOCTBIO Y
MAlMEHTOB, TMONy4YalolMX  Mpemapartel, ymauHstonme uHTepBan QT  (mampumep,
aHTHapuTMUYeckue cpeacTna kiacca [A u IIl, Tpunukinyeckue aHTUAEIPECCaHTbl, MAaKPOIUIbI,
HEHPOJIETITUKH).

IIpoune

[IpoBeneHHBIE KIMHUKO-(DapMaKOJIOTHUUECKUE WCCIEAOBAHUS IS HM3YYEHHUS BO3MOXKHBIX
(hapMaKOKMHETHYECKUX B3aUMOJICUCTBUI JEBOQIIOKCAIIMHA C OUCOKCUHOM, 2AUOEHKIAMUOOM,

paHumuounom u eapghapurom TOKa3zaidu, 4YTO (apMaKOKHHETHUKA JieBOQUIOKCAllMHA MpH
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OIHOBPCMCHHOM NPUMCHCHHHU C 3TUMH NpClHaparaMit—He-HSMEeHACTCHB-AO0CTaToHHOU-CTCHCHIE;
9TOOBI ITO UMEJIO KIMHHYECKOE 3HAUYCHHE.
4.6. ®epTHIBHOCTD, 0€PEMEHHOCTD U JIAKTALMS

bepemeHHOCTD

JleBodiiokcanuH MPOTHBOIIOKA3aH K MPUMEHEHHIO Y OEpEMEHHBIX JKCHIIIH.

JlakTanus

JleBodrioKcanuH MPOTUBOIIOKA3aH K MPUMEHEHHUIO Y KOPMSAIIUX IPYAbIO JKEHIIHH.

4.7. BiiusiHde HA CMOCOOHOCTH YNPABJSTHh TPAHCHOPTHBIMY CPeACTBAMH U PadoTaTh €
MeXaHU3MaMH

Takue moOounbie 3¢dexTh npemapata JleBoduiokcanma-AKOC, kak TroJOBOKPYKEHHE WU
BEPTHUI0, COHJIUBOCTh U PACCTPOICTBA 3peHus (cM. pazaen 4.8.), MOTYT CHUXKATh ICUXOMOTOPHBIE
peaKuu M CIOCOOHOCTh K KOHILIEHTPAllMd BHUMAaHUSA. OTO MOXET MPEJCTaBIsATh COOOM
OTIpE/ICIICHHBIA PUCK B CUTYAIIHSIX, KOTJa 3TH CIIOCOOHOCTH UMEIOT 0c000€ 3HaUeHUE (HaIpuMep,
IIPH YIPABICHUU aBTOMOOWIIEM, TP OOCTY)KUBAHUU MAIlIMH U MEXaHU3MOB, TIPH BBITIOJHEHUT
paboT B HEYCTOWYMBOM IOJIOKESHHH ).

4.8. HexxesaTesIbHbIE PeaKIHU

PesroMe HexxenaTeabHbIX PEAKIIUT

VYkazannele HIKE M000YHBIE 3((EKTh MPECTaBICHBI B COOTBETCTBHH CO CIEAYIOIIMMU
rpaJalysaMHi YaCTOTHI KX BOSHUKHOBEHHMS: 04eHb yacto (> 1/10); gacto (> 1/100, < 1/10); Heyacto
(>1/1000, < 1/100); penko (> 1/10000, < 1/1000); ouens peako (< 1/10000) (BkIrouasi OTAETbHbIC
COo0011IeHNs); YacTOTa HEM3BECTHA (TI0 UMEIOIIUMCS JaHHBIM OIIPEEIUTD YaCTOTY BCTPEYAEMOCTH
HE MPEJCTABIIAETCS BO3MOXKHBIM).

I[aHHI)Ie, INOJYYCHHBIC B KIMHHUYCCKHUX HMCCICAOBAHUAX W IIpHU NOCTPEruCTpaAlilMOHHOM

OpUMCHCHHUH ITpCIriapara

Hngpexyuonnvie u napasumapHule 3a601e6anusl

Heuacro: rpuOKoBbIe HHGEKITNH, Pa3BUTHE PE3UCTEHTHOCTH ATOT€HHBIX MUKPOOPTaHU3MOB.
Hapywenus co cmopoHbl Kposu u Iumpamudeckon cucmembol

HeuacTo: nelikoneHus (yMEHbLIEHHE KOJUYECTBA JIEMKOLUMTOB B NepUpEepUUecKoil KpOBH),
303MHOPUIUSA (YBETUUYEHUE KOJIMUECTBA 03MHOPHIIOB B epU(PeprUuecKoil KpOBH).

Penko: HelTporieHusi (yMeHbIIEHHE KOJMYEeCTBA HEHUTpoduioB B mepudepruueckoi KpoBH),
TpoMOOIUTONIEHUS (YMEHBIIICHUE KOJIMUYECTBA TPOMOOIIUTOB B Mepu(EepUIECKOi KPOBH).
Yactota HeusBecTHa (MOCTPErMCTPALMOHHBIE JaHHBIE): IMAHUUTONEHHUS (yYMEHbILIECHHE
KOJINYeCTBa BCEeX (OPMEHHBIX JJIEMEHTOB B Mepu]eprUuecKoil KpoBH), arpaHyJIOLHMTO3
(OTCyTCTBHE WM PE3KO€ YMEHbBIIEHHE KOJIMYECTBAa IPaHyJIOLUTOB B Nepudepuieckoil KpoBHu),

TEMOJIUTHUYCCKAA aHCEMUSI.
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Hapywenus co cmopoHvl uMMYHHOU cucmembl
Penko: aHTHOHEBPOTUYECKUH OTEK.

Yacrora  HeusBecTHa  (MOCTPETUCTPALMOHHBbIE  JlaHHBIE):  aHAQUIAKTUYECKHH  MIOK,
aHapUIAKTOUTHBIN HIOK.

AnaduiakTuyeckue ¥ aHaQUIAKTOUIHBIE PEaKIMM MOTYT HMHOTJA pa3BUBAThCA HaXKe IOCIE
IIpyeMa epBOM 1036l IIpernapara.

Hapywenus co cmoponbl 2HOOKpUHHOLL cucmembl

Penko: cunipoM HeaieKBaTHOW CEKPEIIMN AaHTUIUYPETHUECKOTO TOPMOHA.

Hapywenus co cmoponvl obmena sewyecme u numanus

Heuacro: anopekcus.

Penko: runornukemus, 0OCOOEHHO y MAIlEHTOB C CaXxapHbIM AUa0eTOM (BO3MOXKHBIE NPU3HAKU
TUTOTJIMKEMHH: «BOJTYMID alllIETUT, HEPBO3HOCTh, UCTIAPUHA, TPOKD).

YactoTa HEW3BECTHA: TUIEPIIIUMKEMHUS, TsDKENash TUIOINIMKEMUS, BIUIOTh JO Pa3BUTHUS
TUIOTJIMKEMUYECKOH KOMBI (OCOOEHHO Yy MOXMWJIBIX MAlMEHTOB, y MAallMEHTOB C CaXapHbIM
nuabeToM, MPUHUMAIOUINX MEepOopalibHbIe TUIOTIMKEMHUYECKHE CPEICTBAa WM MOIYYarolInX
Jie4eHre HHCYIMHOM) (cM. pazzen 4.4.).

*Hapywenus ncuxuxu

Yacro: 6eccoHHMIIA.

Heuacro: uyBcTBO O€CnokoiicTBa, TPEeBOra, CIyTaHHOCTh CO3HAHUSI.

Penxo: ncuxudeckue HapylieHus (Hanpumep, raJlIIoUHALNY, TApaHOHs), eTpeccus, aKUTaLus
(BO30Y>KIeHNE), HAPYIIICHUSI CHA, HOYHBIE KOIIIMAapHhI.

YactoTa HensBecTHA (MOCTPETHUCTPALIMOHHBIE JaHHBIC): HAPYIIEHUS ICUXUKU C HApYLICHUSIMU
MOBE/ICHNS C NPUYMHEHHEM cebe Bpena, BKIoYas CYWMIUJANbHBIE MBICIM M CyHIMIaJIbHbIE
HOMBITKH, HEPBO3HOCTb, HApPYLIECHHWs MNaMATH, AEIMpUI (BKIOYas HapyLIeHUs BHUMAaHMA,
JI€30PUEHTAIIHIO).

*Hapyuienusi co cmopomsl Hep8HOLL CUCTHEMbl

Yacro: ronoBHas 6011b, TOJIOBOKPYKEHHUE.

HeuacTo: COHIMBOCTB, TpEMOp, JUCTEB3Us (U3BpAIIEHUE BKYCA).

Penko: mapecresus, cymoporu (cMm. pasaen 4.4.).

Yactora HeuwsBecTHa (MMOCTPETUCTPAIMOHHBIC JIaHHBIC): Tepudepruyeckas CeHCOpHas
Heliponatus, nepudepuveckas CCHCOPHO-MOTOPHAs Helponatus (cM. pazaen 4.4.), TUCKUHE3NS,
HKCTpAanMpaMHIHbIE PACCTPOMCTBA, areB3usi (MOTEpsS BKYCOBBIX OUIYIIEHUH), HapoCMUs
(paccTpoiCTBO OLIyLIEHHs 3araxa, 0COOCHHO CYOBEKTHBHOE OIIYIIEHHE 3araxa, 00BEeKTHBHO
OTCYTCTBYIOILIET0), BKJIIOYas MOTEpPI0 OOOHSHMS; OOMOPOK, MOBBILIEHHE BHYTPUUYEPEITHOTO

JaBieHus (JoOpoKayecTBEHHAs! BHYTpUUEpENHAas TUIIEPTEH3Us, ICEB00NYX0Jb MO3ra).
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*Hapywenus co cmopoHsl 0p2ana 3peHus.
Penxo: HapymeHus 3peHus], TaKue KaK pacIuibIBYaTOCTh BUIUMOTO H300paKEeHHUS.

YacToTa Hen3BecTHa (IOCTPErMCTPALMOHHBIE JJAHHBIE): IPEXOAsIIasl IOTeps 3pEHUs, YBEUT.
*Hapywenus co cmoponsl opeana ciyxa u 1a0upuHmmuvle HapyuieHus

HeuacTo: BepTHTO (4yBCTBO OTKJIOHEHHUS WM KPYKEHHS COOCTBEHHOTO Teja WIIM OKPYKAIOIIUX
MIPEAMETOB).

Penko: 3BOH B yIax.

YacToTa HensBecTHa (IOCTPErUCTPALMOHHBIE JAHHBIE): CHUKEHUE CllyXa, TOTeps cayXa.
**Hapywenus co cmoponul cepoya

Penxo: cunycoBas Taxukapaus, OIIyIeHHE cepaieOneHus.

Yactota HeusBecTHa (IOCTPErMCTPALMOHHBIE JaHHbIE): ymiuHeHue uHTepBana QT,
eIy JOUYKOBbIE HApYILICHHs PUTMa, eIy T0UYKOBast TAXUKAPIU, )KEIyI0UKOBas TaXUKapAus THIIA
«IUPYIT», KOTOPBIE MOTYT ITPUBOJIUTH K OCTAHOBKE cepana (cM. pasneinst 4.4., 4.9.).
**Hapywenus co cmopoHvl cocy0os

Penko: cHIKeHME apTepUanbHOTO JIaBIECHUS.

Hapywenus co cmoponul Ovixamenvhot cucmemsl, 0p2ano8 2pyOHOU KIemKu U cpedoCmeHus.
Hewacro: oxpimka.

Yactota HeusBecTHa (MOCTPETMCTPALMOHHBIE JaHHBIE): OpoOHXOCHa3M, aJlJIePruuecKuii
ITHEBMOHHUT.

Hapywenus co cmopoHbl #ceny00uHo-KumeuHo2o mpakma

Yacro: nuapesi, ppoTa, TOITHOTA.

HeuacTo: 6011 B ’KHBOTE, AUCIICTICHSI, METEOPU3M, 3aTIOP.

YactoTa Hem3BecTHa (IIOCTPETUCTPALIMOHHBIE JaHHBIE): TeMopparuyeckas auapes, KoTopas B
OUYEHb PEJIKUX CIydasX MOXeT ObITh IPU3HAKOM YHTEPOKOJINTA, BKIIFOUAS! [ICEBAOMEMOPAHO3HBIN
KOJIUT, MaHKpeaTuT (cM. pazaen 4.4.).

Hapywenus co cmopoHbl neueHu u JHceniesblgo0auux nymeti

YacTo: TIOBBIIIEHHWE AKTUBHOCTH «IIEYCHOYHBIX» (EPMEHTOB B KpOBU (Hampumep,
anaHuHamuHoTpaHcepassl  (AJIT), acmapraramuHorpancgepassl (ACT)), mnoBbIIEHHE
aKTUBHOCTH 11enouHo docdaraszsl (ILID) u ramma-rnyramuntpancdepassl (ITT).

HeuacTo: noBbIIeHHe KOHIICHTPAMU OMIMpyOHHA B KPOBH.

YacToTa Hem3BecTHA (TIOCTPETHCTPAMOHHBIC TaHHBIE): TsDKENask MeYeHOYHas! HEI0CTaTOYHOCTh,
BKJIIOYAs CIy4dal pa3BUTHS OCTPOM NEUEHOYHOH HEeNOCTaTOYHOCTH, WHOTAA C JIETaJbHBIM
HCXO0JI0M, OCOOCHHO y MAIlMEHTOB C TSKEJIBIM OCHOBHBIM 3200J1€BaHUEM (HAIIpUMep, Y MallueHTOB
¢ cencucoMm) (cm. paszen 4.4.); renatur, KeaTyxa.

Hapymeyuﬂ CO CMOPOHbL KOIMHCU U NOOKONCHBIX MKAHel
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Heuacro: cbinb, 3y, KpanMBHULA, TUIIEPTUAPO3-:
Penxo: nekapcTBeHHas peakuus ¢ 303uHO(uIMEed M cucteMHOM cumnromarukoil (DRESS-
cuHapoM) (cM. paszzaen 4.4.), pukcupoBaHHOE JICKAPCTBEHHOE BBICHITIAHHE.

Yacrora Hen3BecTHA (IOCTPETUCTPALIMOHHBIE IaHHBIE): TOKCUYECKUHN MUepMaTbHbIA HEKPOJIH3,
cuaapom CtuBeHca — JXKOHCOHA, DJKCCydaTWBHAs MyNbTU(OpPMHAs SpUTEMa, pPEAKIUU
(oTOUyBCTBUTENEHOCTH (TIOBBIICHHON YyBCTBUTEIBHOCTHU K COJTHEYHOMY U YIBTPa(UOICTOBOMY
u3ay4eHuio) (cM. pasaen 4.4.), TeNKOIUTOKIACTUIECKU BaCKYJIMT, CTOMATHT.

Peakunu co CTOPOHBI KOKM M CIM3UCTBIX 00OJOYEK MOTYT MHOTJA BO3HUKATh IOCIE MpuemMa
MIEpBOM J103BbI Ipenapara.

*Hapywenusi co cmoponbl CKel1emHo-MblUedHOl CUCIEeMbL U COeOUHUMENbHOU MKAHU

Heuacro: apTpanrus, Muairus.

Penkxo: mopaxeHue CyXOXWIMH, BKJIIOYas TEHIUHUT (HalpUMep, axWiIoBa CYXOXKHIIUSA),
MBIIIEYHAst  CJIa0OCTh, KOTOpas MOXKET OBITh OCOOGHHO OIACHa Yy TMAIMeHTOB C
THICeBI0NapATUTHYECKO MuacTenueit (myasthenia gravis) (cm. pasaen 4.4.).

Yacrora Hem3BecTHA (MOCTPETHCTPALIMOHHBIE JaHHBIC): Pa0JOMHONN3, PAa3PhIB CYXOKHIINS
(HampuMep, axWIoBa CYXOXKWIUSA. DTOT MOOOYHBIA 3((EeKT MOkKeT HAOMIoAAThCd B TEUCHHUE
48 4 ociie Hayasia JeUYEeHUsl U MOXKET HOCUTh JBYXCTOPOHHUM XapakTep (cM. pazzen 4.4.)), pa3pbiB
CBSI30K, pa3pbIB MBIIIII, apTPUT.

Hapywenus co cmopoHuvl nouex u Mouegblgo0sauux nymetu

HeuacTo: noBbllIeHHe KOHIIEHTPALUU KPEaTHHUHA B CBIBOPOTKE KPOBH.

Penxo:  octpas  mouedHas — HEJOCTATOYHOCTh  (HAmpuMmep,  BCJIEICTBHE  Pa3BUTHS
WHTEPCTUIIMATBHOTO HEDPHUTA).

*Obwue paccmpoticmea u HapyuleHusi 8 Mecme 88e0eHUsl

Heuacro: acrenus.

Penxo: nupekcus (MOBBIIIEHUE TeMIEpaTyphl TeNa).

YacroTa HensBecTHa: 00Jib (BKIIIOUYasi O0JIb B CIIUHE, TPYJIU U KOHEYHOCTSX ).

Lpyaue 6o3mooicHvle HedxceramenvHule Ighekmul, omHocauuecs Ko 6cem hmopxuHoIOHaAM
OueHb peako: MpUCTYIBl TOpGUPUHU (OUeHb peaKoi 00Jie3HM OOMEHa BEIIECTB) y MAllMEHTOB C
nopdupueil.

* B oueHb peAKUX CITydasx MpH NPUMEHEHHN XHHOJIOHOB H (PTOPXUHOIOHOB, HHOTIa HE3aBHCUMO
OT HCXOJIHO UMEIOIINXCS PaKTOPOB PHCKA, OBIIN 3apPETHCTPHPOBAHBI ITTUTEIHHO COXPAHSIONIHECS
(10 HECKOJIbKMX MeCALEB WIM JIeT), MHBAJIUAUZHUPYIOUIME U MOTEHIHAIbHO HEoOpaTUMble
cepbe3Hble MOOOYHbIE peaKIMHU Ha IIPerapar, 3aTparuBaroue HECKOIbKO, @ HHOTIa U MHOKECTBO
KJIACCOB CHCTEM OPTaHOB M OPTaHOB YYBCTB (BKJIIOUAs TaKHe PEaKIUH, KaK TCHIMHHT, Pa3phIB

CYXOXKWJIHSI, apTpairus, 00b B KOHEYHOCTSIX, HapyIlIeHWEe MOXO0JIKH, HeHpomnaTuu, CBsI3aHHbIE C
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MapecTe3usIMH, ACTIPECCHS, OBBIMICHHAS YTOMIBIEMOETh, HapyiHeHe HaMs T, Hap e His-CHa; &
TaKXe HApYIICHUS CyXa, 3peHHUs, BKyca U 000oHsHus) (cM. pasaen 4.4.).

** 'V manueHToB, NOMy4aBIINX (PTOPXUHOJIOHBI, OBLIIM OTMEUEHBI CIIydau Pa3BUTHS AaHEBPU3MBI U
paccioeHusl a0pThI, MHOT/IA OCJIOKHEHHbIE Pa3pbIBOM (B TOM YHCIIE C JETaJbHBIM HCXOJIOM), a
TaKXe perypruTaliu/He0CTaTOYHOCTH JIF000ro KiamnaHa cepaua (cMm. paszaen 4.4.).

COOGH.ICHI/IC 0 TOA03PEBACMBIX HCXKCIIATCIbHBIX PCAKIINAX

Baxno COO6I_HaTB 0 IIOAO3PE€BACMBIX HEXKCIATCIBHBIX PEAKIUAX II0CJIC PErucTpanmuu
JICKApCTBCHHOT'O IIpfriapaTra C LECJIbIO obOecrieyeHus HEMIPEPBIBHOI'O MOHUTOPHHI'a COOTHOIICHUSA
«I10JIb3a — PHUCK» JICKAPCTBCHHOI'O IIpcriapara. MeauIuHCKUM pa60THI/IKaM PECKOMCHAYCTCA
COO6H_IaTB 0 JIFOOBIX moaO3pCBACMBbIX HCKCIIATCIBbHBIX PCAKIUAX JICKAPCTBCHHOTO IIpCIiapara
4Cpe3 HAIMOHAIBHBIC CHUCTCMBbI COO6H.I€HI/IH 0 HCXKCJIATCIBbHBIX PCAKNUAX TOCYyHAapCTB-YICHOB
EBpa3HﬁCKOFO SKOHOMHYCCKOI'O COrO3a.

Poccniickas @enepanys

Anpec: 109012, r. MockBa, CnaBsiHcKasi mjiomaas, Aom 4, ctp. 1

OenepanbHas ciryx0a 1mo Hax3opy B cdepe 3apaBooxpanenus (Poc3apaBruanzop)
Tenedon: +7 (800) 550-99-03

OnekrponHas modra: pharm@roszdravnadzor.gov.ru

CaiiT B nH(OpPMAIIMOHHO-TEJICKOMMYHUKAIIMOHHOM ceTn «MHTepHeT»:
https://www.roszdravnadzor.gov.ru

4.9. llepeno3npoBka

CuMnTOMBI

Wcxons M3 NaHHBIX, MOJIYYEHHBIX B TOKCHUKOJIOTMYECKHUX HCCIIEAOBAHUIX, NMPOBEICHHBIX Y
KUBOTHBIX, BAXHEHUIIMMU OKUAAEMBIMH CHMIITOMaMHU OCTPOHl IepeIo3HMpOBKH Ipernapara
JleBoduokcanuH-AKOC 4BISAIOTCS CUMIITOMBI CO CTOPOHBI LEHTPAIbHOW HEPBHOW CHUCTEMBI
(HapyIIeHUs! CO3HAHUS, BKIIOYAst CTyTaHHOCTh CO3HAHMS, TOJIOBOKPYKEHHE U CYIOPOTH).

[Ipy mocTperucTpalliOHHOM TPUMEHEHHM IIpernapara MpH Iepelo3UpOoBKe HAOII0IANINCh
3pEKThl CO CTOPOHBI LIEHTPAJIbHONH HEPBHOM CHUCTEMBbI, BKJOYas CHYTAaHHOCTh CO3HAHMS,
CYJIOPOTH, TAJUTIOLMHAIINH U TPEMOD.

B03MOXHO pa3BUTHE TOIIHOTHI ¥ BO3HUKHOBEHHE JPO3UH CIM3HCTOW OOOJIOYKH SKEITYIOYHO-
KHIIEYHOT'O TPAKTa.

B kianHMKO-(papMaKoJOrHUECKUX HCCIeIOBAHUAX, MPOBEIEHHBIX C J03aMHU JIeBO(IOKCallMHa,
NPEBBIMIAIOIIAMHI TePAeBTHIECKHE, HAOIIOAIOCh YIUTHHEHHe nHTepBana QT.

Jleuenue
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B cnywyae mnepemo3upoBku TpeOyeTcs TIaTeHbHOe—HadHoAeHe—3a—HaHHeHTOM,—BIHOTast

MOHUTOPHUPOBAHUE DJIEKTpOKapAuorpammel. JledeHne cumnromarudeckoe. B ciydae octpoi
nepeno3upoBku npemnaparta Jiesodnokcanuu-AKOC nokazaHo mpoMbIBaHUE JKETyIKa U BBEJICHUE
AHTAIMIOB JJIs 3aIIUTHl CIM3UCTOM 000JI0uKkH Kemyaka. JleBoduiokcanuH HE BBIBOJIUTCS
IIOCPEACTBOM Jualin3a (FeMoIuannu3a, IEPUTOHEATbHOTO IMaIn3a U IOCTOSTHHOTO aMOyJIaTOPHOTO

HNepUTOHEATBHOTO Aranu3a). Crenuuueckoro aHTU0Ta He CYIIECTBYET.

5. PAPMAKOJIOTUYECKHUE CBOMCTBA

5.1. ®apmakoaMHaAMHYeCKHe CBOlicTBa

@dapMakoTepaneBTUYECKasl TpyIIa: aHTUOAKTEpUaIbHBIE CPEACTBA CHCTEMHOIO JIEHCTBUS;
IPOM3BO/IHBIE XUHOJIOHA; PTOPXUHOJIOHBI.

Kon ATX: JOIMA12

Mexanusm geiicTBus

JleBopnokcanma-AKOC — cuHTeTHYEeCKHH aHTHOAKTEPHATIBHBIN IMperapar MHUPOKOTO CHEKTpa
NeHcTBUS M3 TpYNNbl (TOPXUHOJIOHOB, COJEpXKALIMM B KadyecTBE AaKTHMBHOI'O BEIECTBA
71eBO(IIOKCAIMH — JIEBOBPAILAIOIIMNA H30Mep 0(IOKCaLMHA.

JleBodnokcarun Ookupyet JJHK-rupasy u rononzomepasy 1V, Hapymaer cynepcrnupann3aliio
u cmmBKy paspeiBoB [IHK, uarubupyer cunre3 /IHK, Be3bIBaeT riydokne Mop¢oIorndecKue
U3MEHEHUs B IIUTOIIA3Me, KJIIETOYHOH CTeHKE U MeMOpaHax MUKPOOHBIX KIIETOK.

dapmakogngamMuyeckue 3P HeKToI

JleBo(sIOKCAIIMH aKTHBEH B OTHOIICHHUH OOJIBIIMHCTBA INTAMMOB MHKPOOPIaHH3MOB, KakK B
yCIOBHSX IN VItro, Tak u in Vivo.

YyscmeumenvHvie mukpoopeanuzmsl (MIIK < 2 me/n; 30na uneubuposanus > 17 mm):

— a’poOHBIE TpaMIIOJIOKUTEIbHBIE MHUKpoopranm3mel: Bacillus anthracis, Corynebacterium
diphtheriae, Corynebacterium jeikeium, Enterococcus spp. (¢ m. u. Enterococcus faecalis),
Listeria monocytogenes, Staphylococcus coagulase-negative methi-S(1) [koacyrazonecamuenvie,
MemuyuiuH-4yecmeumenvhvle/-ymepenno uyecmeumensiuwoie], Staphylococcus aureus methi-S
(memuyuniun-uyecmeumensuvle),  Staphylococcus — epidermidis  methi-S  (memuyuniun-
yyecmeumenvhoie), Staphylococcus spp. CNS (koaeynasonecamusnwie), Streptococci epynnwt C u
G, Streptococcus agalactiae, Streptococcus pneumoniae peni I/SIR (nenuyuniun-ymepenno
yyscmeumenvHule/~uyscmeumenvhvle/-pesucmenmusie),  Streptococcus  pyogenes, Viridans
streptococci peni-S/R (nenuyunnun-uyecmeumenvhvie/-pezucmenmusie);

— a’poOHBIE rpaMOTpHUIIATENIbHBIE MUKpoopranu3Mel: Acinetobacter spp. (¢ m. u. Acinetobacter
baumannii), Actinobacillus actinomycetemcomitans, Citrobacter freundii, Eikenella corrodens,

Enterobacter aerogenes, Enterobacter spp. (¢ m. u. Enterobacter cloacae), Escherichia coli,



Gardnerella vaginalis, Haemophilus ducreyi,
yyecmeumenvhulel-pesucmenmuvre), Haemophilus  parainfluenzae, Helicobacter pylori,
Klebsiella spp. (¢ m. . Klebsiella pneumoniae, Klebsiella oxytoca), Moraxella catarrhalis B+/f-
(npooyyupyrowue u nenpooyyupyrowue bema-raxmamaswet), Morganella morganii, Neisseria
gonorrhoeae non PPNG/PPNG (renpooyyupyiowue u npodyyupyiowue neHUYuiiuHasy),
Neisseria meningitidis, Pasteurella spp. (¢ m. u. Pasteurella multocida, Pasteurella dagmatis,
Pasteurella canis), Proteus mirabilis, Proteus vulgaris, Providencia spp. (¢ m. u. Providencia
rettgeri, Providencia stuartii), Pseudomonas spp. (¢ m. u. Pseudomonas aeruginosa
[cocnumanbnvie  ungexyuu, evizeannvie Pseudomonas aeruginosa, mocym nompebosamo
kombunuposannozo neuernusi)]), Salmonella spp., Serratia spp. (¢ m. u. Serratia marcescens);

— amna’pobuble Mukpoopranmsmbel. Bacteroides fragilis, Bifidobacterium spp., Clostridium
perfringens, Fusobacterium spp., Peptostreptococcus, Propionibacterium spp., Veillonella spp.;
— napyrue mukpoopranmsmbl: Bartonella spp., Chlamydia pneumoniae, Chlamydia psittaci,
Chlamydia trachomatis, Legionella pneumophila, Legionella spp., Mycobacterium spp. (¢ m. u.
Mycobacterium leprae, Mycobacterium tuberculosis), Mycoplasma hominis, Mycoplasma
pneumoniae, Rickettsia spp., Ureaplasma urealyticum.

Ymepenno uyscmeumenvhvie muxpoopeanuzmol (MIIK = 4 me/n; 30na uneuouposanusi 16-14 ym):
— a’poOHBIC  IpaMIIOJIOKHUTENbHBIE MHUKpoopranusmbl:  Corynebacterium  urealyticum,
Corynebacterium xerosis, Enterococcus faecium, Staphylococcus epidermidis methi-R
(memuyuniun-pezucmenmuuie),  Staphylococcus  haemolyticus  methi-R  (memuyunnun-
pe3ucmenmuvie);

— a’poOHBIe rpaMOTpHIIaTeNIbHBIC MUKpoopranu3mMbl: Campylobacter jejuni, Campylobacter coli;
— aHa’poOHbIe MUKpoopranu3mbl: Prevotella spp., Porphyromonas spp.

Pesucmenmuvie k nesogpnoxkcayuny muxpoopeanusmel (MIIK > 8 me/n; 30na unzubuposanus
<13 mm):

— a’po0HBIE TPaAMITOJIOKUTENIbHBIE MHUKpoopranusMmel:  Staphylococcus aureus methi-R
(MemuyuniIuH-pe3ucmeHmHule), Staphylococcus coagulase-negative methi-R
(koazynasonezamusnvie memuyuiiuH-pesucmenmuoie), Corynebacterium jeikeium;

— a’poOHBIe rpamMoTpuIaTeNibHbie MuKpoopranu3Mer: Alcaligenes xylosoxidans;

— aHa’poOHBIe MUKpOOpranu3Msel: Bacteroides thetaiotaomicron;

— npyrue MHKpoopranusmsl: Mycobacterium avium.

Pesucmenmnocms

Pe3sucreHTHOCTH K JICBO(I)J'IOKC&LII/IHY Pa3BUBACTCA B PC3YJILTATE ITOITAIIHOTO ITPOIECCa MyTa]_[I/II\/'I
TeHOB, Koaupyromux ode tomonzomepasbl Tuna |l: JJHK-rupazy u tonmouzomepaszy V. JIpyrue

MCXaHU3Mbl PE3UCTCHTHOCTH, TAKUC KaK MCXAaHU3M BJIUAHUA Ha MNCHCTPAMOHHBLIC 6ap1)epLI
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MHKPOOHON KJIETKM (MEXaHW3M, XapaKTepHbIH—Aisi—Pseudomonas—aeruginosa)—H—Mexatu3m
a¢darokca (AaKTUBHOTO BBIBEIICHHS TPOTUBOMUKPOOHOTO CPEACTBA M3 MUKPOOHOH KIIETKH ), MOT'YT
TaK)K€ YMEHbIIATh YyBCTBUTEIIbHOCTh MUKPOOPIaHU3MOB K JIEBO(IOKCALIUHY.

B cBsi3u ¢ 0COOCHHOCTSIMM MeXaHW3Ma JIEHCTBUS JieBO(IIOKcallHa OOBIYHO HE HaOromaeTcs
NEPEKPECTHON PE3UCTEHTHOCTH MEXKIy JIEBO(IOKCAIMHOM M JAPYIMMHU NPOTUBOMHUKPOOHBIMHU
CpEICTBaMHU.

Knunuueckasn sgpgpexmusnocmo (3¢pgpexmusnocmos 8 KIUHUUECKUX UCCIe008AHUAX NPU JedeHUU
unghexyutl, 8b136186aeMbIX NEPEUUCTICHHBIMU HUINCE MUKDOOP2AHUSMAMU):

— a’poOHbBIC IpaMIIOIOXKHUTEIbHBIC MUKpoopranu3mMbl: Enterococcus faecalis, Staphylococcus
aureus, Streptococcus pneumoniae, Streptococcus pyogenes;

— aspoOHbIe rpaMoTpHIIaTeNIbHBIe MUKpoopranusmel: Citrobacter freundii, Enterobacter cloacae,
Escherichia coli, Haemophilus influenzae, Haemophilus parainfluenzae, Klebsiella pneumoniae,
Moraxella (Branhamella) catarrhalis, Morganella morganii, Proteus mirabilis, Pseudomonas
aeruginosa, Serratia marcescens;

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

5.2. ®apMaKoOKHHeTHYeCKHE CBOicTBA

AOGcopouus

JleBookcaiH OBICTPO M MPAKTHYECKH ITOJHOCTHIO BCACHIBACTCS TIOCIIE IpUeMa BHYTPb, IPHEM
UM Mallo BAMsET Ha ero abcopOuuio. AOCONMOTHAs OMOIOCTYHMHOCTh NPHU MPHEME BHYTPb
cocraBisgeT 99-100 %. ITocne ogHokpatHoro npuema 500 Mr neBodoKkcalmHa MakCHUMalbHas
KOHIIEHTpanusi B 1iazMe KpoBH (Cmax) JOCTHTaeTcs B TeueHWe 1—2 4 W cocramBiser 5,2 +
1,2 mxr/mi. @apMakoKHHETHKA JIeBO(IIOKCcallHA SBIISIETCS TMHEWHOM B Iuara3oHe 103 oT 50 110
1000 mr. PaBHOBecHast KOHIIEHTpaIUs JieBOo(pIOKcallMHa B Tuta3Me KpoBH Tpu mpueme 500 mr
neBoduiokcanuHa 1 wim 2 pa3za B CyTKH JOCTUTAETCsI B TeUeHHe 48 d.

Ha 10-if nens npuema BHyTph npenapara JleBodnokcaunn-AKOC B no3e 500 mr 1 pa3 B cyTku
Cmax JeBouiokcammHa coctaBimsia 5,7 + 1,4 MKr/mi, a MHUHUMalIbHash KOHIIEHTpAIUs
neBo(IoKcaliHa (KOHIEHTpAKs 1epes npueMoM odepenHoi 103b1) (Cmin) B MIa3Me KPOBH
cocraBisuia 0,5 £ 0,2 MKr/miL.

Ha 10-it nenp npuema BHyTpb npenaparta Jleodiaokcanma-AKOC B noze 500 mr 2 pa3a B CyTKu
Cmax coctaBisia 7,8 £ 1,1 mxr/mi, a Cmin — 3,0 £ 0,9 MKr/™miL.

Pacnopenenenune

CBs3b ¢ Oenkamu ChIBOPOTKH KpoBH cocTaBisieT 30—40 %. [Tocine oqHOKPAaTHOTO U TOBTOPHOTO
npuema 500 mr neBoduokcarmHa o0BeM pacmpeneneHus JeBoQIOKCAIlMHA COCTaBISET, B
cpennem, 100 1, yTO yKa3pIBaeT HA XOPOIIIee TPOHUKHOBEHHE JICBO(IIOKCAIIMHA B OPTaHbl U TKAHU

OopraHu3Ma 4€JIOBCKaA.
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Ilponuxnosenue 6 CcauUsUCMYIO O00O0NOUKY OPOHXOG—HEUHOKOEHb—IRUIMECAUHAFHOU—GLLEHHTIY;
anveeonaApHble Makpogazu

ITocne omunokpatHoro mnpuema BHYTph 500 mr neBoduiokcanmmHa Cmax JIeBOoQUIOKCAIlMHA B
CIIM3UCTON 000JI0UKE OPOHXOB U KHUJKOCTH SIMUTEIUATBLHON BBHICTHIIKH JOCTUTAIUCH B TEUCHUE
19 wim 4 9 u cocransu 8,3 MKr/r U 10,8 MKI/MI COOTBETCTBEHHO, ¢ KO3 PUIIUECHTAMH
NEHETPALUU B CIM3UCTYI0 O00JIOUKY OpPOHXOB M JKHUIKOCTH SHUTEIHAIBHOW BBICTUIIKH, IIO
CpPaBHEHHIO C KOHIIGHTpaluMeW B IUIa3Me KpoBH, coctaBmsttomumu 1,1-1,8 u 0,83
COOTBETCTBEHHO.

[Tocne 5 nueli npuema BHYTPH 500 MT 1eBOGIOKCAIIMHA CPETHUE KOHIICHTPAIIUH JIEBO(IIOKCAIIMHA
yepe3 4 4 1ocie NOCIEAHEro IpueMa IpernapaTa B KUAKOCTH AIUTEIUAIbHON BBICTUIIKU
cocTaBsu 9,94 MKI/MII U B alIbBEOJISIPHBIX Makpodarax — 97,9 Mxr/mi.

IIpoHukHo6eHUe 8 1e20unyI0 MKAHb

Cmax JIeBOIIOKCAlIMHA B JIETOYHOH TKaHM mocjie npuema BHYTph 500 Mr seBoduiokcarmHa
cocTaBisiia mpuoau3uTensHo 11,3 MKI/T n gocTuranacek yepes 4—6 4 mocie npuema rnpermapara ¢
koaddurnmentamu nenerparuu 2,0-5,0 o cpaBHEHHIO C KOHIICHTPAIMEH B TUIa3Me KPOBH.
IIpoHukHoseHue 8 anb8eONAPHYIO HCUOKOCTb

[Tocne 3-x nueit mpuema 500 mr neBodiokcanuHa 1| wiam 2 paza B CYyTKM MaKCHUMaJbHBIE
KOHIICHTPALMH JIEBO(IIOKCAIIMHA B AIIBBEOJIIPHON KHUJIKOCTH JOCTUTAINCH depe3 2—4 1 mocie
npuema mpemnapata u coctaBmsuii 4,0 u 6,7 MKI/MJI COOTBETCTBEHHO, C KOI(PPHUIHECHTOM
ne”erpauuu 1,0 mo cpaBHEHUIO C KOHIIEHTpaLKeH B I1a3Me KPOBH.

IIponuxnosenue 6 KOCMHYI0 MKAHb

JleBoduiokcanuH XOpOIIO NPOHUKAET B KOPTUKAJIbHYIO M T'yOuyaTyl0 KOCTHYIO TKaHb, Kak B
IPOKCUMAJIbHBIX, TaK M B JUCTAJIbHBIX OTAeNax OeIpeHHOW KOoCTH, ¢ Kod(hPHUIHEeHTOM
neHeTpanuu (kocTHas TkaHb/Tuiazma kpoBu) 0,1-3,0. MaxkcumanbHble  KOHIIEHTPALUU
neBo(IoOKcalHa B I'y0UaToOl KOCTHOM TKaHM MPOKCHMABHOTO OT/AeNa OeIPEHHOM KOCTH Mmoce
npuema 500 Mr mpenapaTa BHYTPb COCTaBIISUIM NpuOiau3uTenbHo 15,1 MKr/r (depes 2 4 mocie
puemMa mpernapara).

IIpoHukHoBeHUe 8 CNUHHOMO3208)10 HCUOKOCTD

JleBo(1OKCaIMH MI0X0 MPOHUKAET B CTUHHOMO3TOBYIO YKHIKOCTb.

IIponuxnosenue 6 mxkanv npedcmamenvHouU JHcellesbl

[Tocne mpuema BHyTps S00 Mr neBoduiokcanuHa 1 pa3 B CyTKH B T€UEHHE 3-X JTHEU, CPETHSA
KOHIIEHTpalusl JeBo(IoKcalliHa B TKAHM MPEACTAaTeNIbHON JKele3bl COCTaBisia 8,7 MKI/T,
CpeiHee COOTHOILIEHHE KOHIICHTpalUii IpeicTaTeNbHast xKele3a/mia3Ma KpoBU cocTaBisiio 1,84.

Konyenmpayuu 6 moue
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CpenHue KOHLEHTpaluuu B Moue uepe3 8—12 ulneese-Apuema BHYFpbH03bt1 00 u 600 mr
neBoduiokcanuHa coctaBisui 44 Mxr/min, 91 Mkr/mi u 162 MKT/MIT COOTBETCTBEHHO.

buotp aHC(bODMaI_[I/IH

JleBoduiokcanun meTabonu3upyeTcs B He3HAUUTENbHOU creneHu (5 % npunstoil mo3sl). Ero
METa0OJIUTaMu SIBISIOTCS  AeMeTriuieBoduiokcaiie 1 N-okcua  neBodoKcaluH, KOTOpHIE
BBIBOIATCA TOYKamMH. JIeBOQUIOKCAlMH SIBISIETCS CTEPEOXMMHUYECKH CTa0MIBHBIM M HE
MOJIBEPIaeTCsl XUPAIbHBIM MPEBPAIICHUSM.

OJIMMHUHALNS

[Tocne mpuema BHYTpPb JIEBOGIIOKCAIIMH OTHOCUTENIHFHO MEUIEHHO BBIBOJUTCS U3 TIA3MbI KPOBU
(epuox nosyBeiBeaeHusI (T1/2) — 6-8 u), mpermyIecTBEHHO Yepe3 mouku (bosee 85 % nmpuHATON
no3b1). OOumii knupeHc neBoduiokcaliHa mocie ofgHokpaTHoro mpuema 500 Mr cocTaBiisi
175+ 29,2 mi1/MuH.

OTCYTCTBYIOT CYIIECTBEHHBIC paszanuusi B (HapMaKOKMHETHKE JIEBO(IIOKCAIIMHA TIPH €ro
BHYTPUBEHHOM BBEJCHHHM W TIPHEME BHYTPb, YTO IOATBEPXKIAET, YTO TPUEM BHYTPh U
BHYTPUBEHHOE BBE/ICHUE SIBISIOTCS B3aMO3aMEHSIEMbIMHU.

CDaDMaKOKI/IHeTI/I‘leCKaH-d)aDMaKOHI/IHaMI/I‘IeCKaﬂ 3aBUCUMOCTDb

dapMaKOKHMHETHKA JIEBO(IIOKCAIIMHA Y MY)KUMH M KCHIIMH HE Pa3IHIacTCs.

IToyeyHas HETOCTATOYHOCTD

[Tpu moveuHO HEIOCTATOUYHOCTH (papMaKOKMHETHKa JieBoduiokcannHa usMmensercsa. [lo mepe
yxXyameHus GyHKINY MoYeK BhIBeIeHHe Yyepe3 Touku u moyeunbli kiaupeHc (CIR) ymensbInaroTes,
a T12 yBenuuuBaercs.

CDapMaKOKI/IHeTI/IKa npu MMOYECUHOM HEAOCTAaTOYHOCTH IIOCJIIC OJHOKPATHOro InpueMa BHYTPb

500 mr npenapara Jleodmokcarmua-AKOC:

KK (Mn/mun) <20 20-49 50-80
CIR (Mn/mun) 13 26 S7
Tie 35 27 9

JIniia moKMI0r0 BO3pacTa

CDapMaKOKI/IHeTI/IKa Y HagMEHTOB IMOXUJIOTO BO3pacCTa HE OTIUYACTCA OT TaKOBOM Y MOJOOBIX
MMalfMCHTOB, 34 HWCKIKYCHHCM pasnnqnﬁ q)apMaKOKI/IHeTI/IKI/I, CBA3aHHBIX C pas3jIniyuiIMHU B

KIIMPEHCC KPCATHUHHHA.

6. PAPMAIIEBTUYECKHUE CBONCTBA
6.1. IlepeyeHb BCIOMOTraTeIbHbIX BElIECTB
Kanbuus creapar

Kpaxmain npexenaTMHU3UPOBAHHBIN
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Kpaxman kaprodenbHbIii

Kpocnosunon

IoBunon

JlakTO3BI MOHOTHIPAT

Tanpk

Kpemuust nuokcua KoJIOUIHBIN (a3pOChin)
[ennron03a MUKPOKpUCTAIIITNYECKAsT

IInenoynas 000j04YKa

I'mnpomennosa

Makporon-4000 (monmdtrnenriukois-4000)

Turtana nuokcuj (TUTaHa ABYOKHCH)

Kpacurens Tponeonun-O

6.2. HecoemecTumocTh

He npumennmo.

6.3. Cpok roaHocTu (CpoK XpaHeHHs)

3 rona.

6.4. Oco0ble Mepbl NPEI0CTOPOKHOCTH NMPH XPAHEHUH

XpaHuTh Ipu TEMIiepaType He Bblie 25 °C B OpUriHaIbHON yIIaKOBKe (ITaYKe KapTOHHOM).

6.5. Xapakrep u coep:kaHue NePBUYHONH YIAKOBKH

ITo 5, 7 unu 10 Tabnerok no3upoBkoi 250 mr, mo 5 miam 7 Tabnerok no3upoBkoi 500 mr B
KOHTYPHYIO STMEHKOBYIO YIaKOBKY U3 IJIEHKU MOJMBUHUIXJIOPUIHON U (PONBIU aTrOMUHUEBOU
ME€YaTHOW JJAKUPOBAHHOM.

1 KOHTypHYIO sueilkoByt0 ymakoBKy mo 7 wiu 10 tabnerok moszupoBkoil 250 mr; 1 umm 2
KOHTYpHBIE STYeHKOBbIE YIAKOBKH 10 5 TabaeTok A03upoBkoit 250 mr niam 500 mr; 1 KOHTYpHYO
SYEUKOBYIO YNMaKOBKY MO 7 TabneTok no3upoBkod 500 MI ¢ MHCTpYKIHMEH MO NPUMEHEHUIO
MOMEIIAIOT B AUKy U3 KapTOHA.

6.6. Oco0ble Mepbl MNPEIOCTOPOKHOCTH MNPH  YHUYTOKEHUH  HMCHOJH30BAHHOTO
JICKAPCTBEHHOI0  Npenapara WJIM  OTXOA0B, TMOJYYEHHBIX IOCJA¢ NPHMEHEHHUs
JICKapPCTBEHHOI'0 Mpenapara, ¥ Apyrue MaHuIyJIsiiiy ¢ penaparom

Het ocoObix TpeOoBaHU K yTHIM3AIIH.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHUS
Poccniickas @enepanvs
[Tybnuunoe akumoHepHOE OO0IIecTBO «AKIMOHepHOe Kypranckoe OOIIECTBO MEIMITMHCKHX

npenapatoB u uznenuii «Cuntes» (IIAO «Cunrtes»)
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640008, Kyprauckas 00:1., r. Kypras, npocrek TKeHeTHEy ;A
Tenedon: +7 (495) 646-28-68

Anpec anexkrponnoit moutsl: info@binnopharmgroup.ru

7.1. IlpeacTaBuTeIb ep:KATEIs PErHCTPANMOHHOIO YA0CTOBEPEHHS

[Iperen3un HOTDC6I/ITGJICI71 HaIpasBJIATh 110 aAPECy.

Poccniickas @enepanys

[TyOnuunoe axkiuoHepHoe o00mecTBO «AkuuoHepHoe Kypranckoe o0IIeCTBO MEIMIIMHCKHX
npenapatoB u usgenuii «Cunres» (ITAO «CunTe3»)

640008, Kyprauckas o6:x., r. Kypran, npocnext Koncrurymuu, a. 7.

Tenedon: +7 (495) 646-28-68

Anpec snexkrponnoii moutsl: info@binnopharmgroup.ru

8. HOMEP PETUCTPALIMOHHOI'O VIOCTOBEPEHHSA
JITT-Ne(000883)-(PT-RU)

9. IATA NEPBUYHOM PETMCTPALIMU (TOATBEPKJIEHUSA PETUCTPALIMH,
MNEPEPETUCTPALINN)
Jara niepBoii peructpamnuu: 08.06.2022

10. JATA IEPECMOTPA TEKCTA
OO0mas xapakTepHuCcTHKa JekapcTBeHHoro mpemnapara JleBodmokcaunua-AKOC pocrynHa Ha

nH(pOpMallMOHHOM TmopTaje EBpasuiickoro SKOHOMHYECKOTO COr03a B HH(OPMAalMOHHO-

KOMMYHHKaIMOHHO#M cetn «HTepHeT» http://eec.eaeunion.org/.
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