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OBIIASI XAPAKTEPUCTHKA JEKAPCTBEHHOTO TIPEAAPATA "

1. HAMMEHOBAHME JIEKAPCTBEHHOI'O IIPEITAPATA

®nekcun, 250 mr, TabIETKH, MOKPHITHIEC INIEHOYHONW 000JI0YKOM

@nekcun, 500 Mr, TabJIETKH, TOKPHITHIC TUICHOYHON 000JI0UKON

2. KAUECTBEHHBIN ¥ KOJIMYECTBEHHBII COCTAB

JleiicTBytOIIIEE BEMIECTBO: JIEBO(DIOKCAIIHH.

Duexcnn, 250 Mr, TaOIETKH, HOKPBITHIE IDIEHOYHONH 000JI0UKOM

Kaxxnas Tabnerka, MOKpbITasi INIEGHOYHOM 0007109KO#, comepxkuT 250 mr neBodokcanuHa (B popme
TEMUTHAPATA).

Dnekcun, 500 mMr, Ta0JIETKH, HOKPBITHIE [JIEHOYHOM 000JI0UYKOMI

Kaxknas TabneTka, moKphITas MIIEHOYHOU 000109K0i, coaepkuT 500 mr neBodokcaiuHa (B hopme
TEMUTHIPATA).

BemiectBa, Hanmuue KOTOPBIX HAJ0 YYUTHIBATh B COCTaBE JIEKAPCTBEHHOTO Mperapara: JIaKTo3a,
HaTpuii (cM. pasaen 4.4.).

[TonHbI epeyeHb BCIIOMOTaTEIbHBIX BEIIECTB MPUBEIEH B pasnene 6.1.

3. JEKAPCTBEHHASA ®OPMA

TabyeTKu, TOKPHITHIE TUICHOYHOU 000JIOYKOM.

Duexcnn, 250 Mr, TaOIETKH, HOKPBITHIE IIEHOYHONW 000JI0UKOMI

CBeTtible OpPaHKCBO-PO30BLIC BOCBMUYTOJIbHBIC, IBOAKOBBIITYKJIBIC Ta6JIeTKI/I, IOKPBITLIC IJICHOYHOH
000JI0YKOH, C PUCKOI Ha 00EUX CTOPOHAX.

Dnekcun, 500 Mr, Ta0JIEeTKH, HOKPBITHIE [JIEHOYHOM 000JI0UYKOM

CBeTJible OpaHKEBO-PO30BbIE BOCBMUYTOJIBHBIE, IBOSKOBBIITYKJIbIE TAOJIETKH, IIOKPHITHIE IIIEHOUYHON
000JI0YKOM, C pUCKON Ha OJHOM CTOpPOHE.

4. KIMHUYECKHUE JAHHBIE
4.1. IToxazaHusl K IPUMEHEHHUIO

®drekcuj MoKa3aH K IPUMEHEHHIO Y B3POCIIBIX B BO3pacTe oT 18 jerT.

Jleyenne WHQEKIMOHHO-BOCMIATUTENBHBIX 3a00J€BaHMI, BBI3BAHHBIX UYBCTBUTCIBHBIMH K
neBOQIIOKCAIMHY MUKPOOPTaHU3MaMH:

® OCJOXHEHHBIC HHPEKIIMH MOYEBBIBOAALINX MyTEH U THETOHEDPHUT;

® XPOHMYECKUI OaKTepUATBHBIN MPOCTATHT;

® KOMIUJIEKCHOE JICUEHHUE JIEKApCTBEHHO-YCTOMYUBBIX GOpM TyOepKyie3a;

e mnpoduIIaKTHKA U JeueHUue CUOMPCKOM SA3BbI IPH BO3AYIIHO-KANEIbHOM IYTH 3apaKeHUS.

Jlist medeHust cnenyomux UHEGEKITMOHHO-BOCTIATUTENBHBIX 3a00JIeBaHUH JIEBO(IIOKCAIIMH MOYKET
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o BHG6OJ’IBHI/I‘IH3}I ITHCBMOHHUA,

®  OCIIO)KHEHHbIE MHPEKIIUU KOKU U MATKUX TKaHEH;
® OCTpHI OaKTEpHUAIbHBIN CHHYCHT;

e 000CTpEeHHE XPOHHUECKOTO OPOHXHUTA;

® HEOCJI0)KHEHHBII IUCTHUT.

[Ipu npumenenun npenapata Onexcun creayeT YUYUTHIBaTH OQUIMATbHbIE HallMOHAJIbHBIE
PEKOMEHJALMU [0 HaJUIeKalleMy IPUMEHEHHIO AaHTUOAKTepHAJbHBIX IIpEnapaToB, a TaKxke
YYBCTBUTEJIHLHOCTh MATOTEHHBIX MUKPOOPTaHU3MOB B KOHKPETHOI cTpaHe (cM. paznen 4.4).

4.2. Pesxum 103MpOBaHus U CNIOCO0 NPHMMEHEHHUS

VYauTteIBas, 9T0 OMOJOCTYIHOCTD JIeBO(IIOKCAMHA MTPH IpueMe mpenapara Prekcun B TabiaeTkax
paBHa 99-100 %, B ciydae mepeBoa NalMeHTa ¢ BHyTpUBEHHOW MH(]Y3uHu JeBo(dIoKcalHa Ha
npueM TaOJIETOK CIeAyeT MpOJOoIDKAaTh JICYCHHE B TOW K€ J03€, KOTOpas MPHMEHsIAch IpH
BHYTPUBEHHOH nH(Y3uH (CM. pazzen 5.2).

PexxuM o3upoBaHus

PexxuM  103MpOBaHUS  ONpEAeNsieTcs XapakTepoM M THKECTbI0O HMHQEKIHH, a TaKke
YyBCTBUTEJIHLHOCTBIO MpeArnoaaraeMoro Bo3oyautens. [IpogomKkuTensHOCTh JIeUeHNs BapbUpYET B
3aBHCUMOCTH OT T€UCHHUs 3a00JIeBaHUsI.

Pexomendyemvie pesicum 003uposanus u npoOOINCUMENbHOCb JeYEeHUsL ) NAYUEHIMOE ¢ HOPMATLHOU
UU YMEPEHHO CHUdICEHHOU pyHKyuell noyek (kiupeHc kpeatununa (KK) >50 mn/mun):

Ocnooichennvle un@exyuu Mo4esvl800awux nymeti. o 2 tTadnerku npenaparta @uexcun 250 mr 1 pas
B cyTkH wiH 1o | tabnerke npenapara ®uexcun 500 mr 1 pa3 B cytku (cooTBeTcTBeHHO 10 500 Mr
neBodokcanuna) — 7—14 gHei.

Iuenonedppum: no 2 tabnerku npenapara ®nexcua 250 mr 1 pa3 B cyTku uiam mno 1 tabierke
npenapara @aexcun 500 mr 1 pa3 B cyTku (coorBercTBeHHO 1m0 500 mr neBodokcaruua) — 7—-10
JTHEH.

Xponuyeckutl bakmepuanbhblii npocmamum: 1o 2 Tabnetku npenapara Onexcug 250 mr wim 1o 1
tabnerke npenapara ®@nexcun 500 mr 1 pa3 B cyTku (coorBeTcTBeHHO 110 500 MT IeBodIIOKCAIINHA)
— 28 gHen.

Komnnexcnoe neuenue nexapcmeenno-ycmouuusvix popm mybepkynesza: no 1 tabierke mpenapara
®nexcun 500 mr 1-2 pasza B cytku (coorBeTcTBeHHO 1Mo 500—1000 Mr neBodokcanuna) — 10 3-X
MECSIIIEB.

Ipodunaxmuka u neyenue cubuUpcKol A36bl NPU 8030VUIHO-KANEILHOM NYMU 3APAdCeHus: 1o 2
tabnetkn mnpenapara @nexcun 250 mMr wmim mo 1 Ttabnmerke mnpemapara ®Pnexcun 500 wmr
(cootBercTBeHHO 110 500 MT IeBodI0oKCcanHa) 1 pa3 B CyTKH B TEUCHHE 10 8 HEEb.

Buebonvnuunas nuweemonus: mo 2 tabmetku mnpemapata @nekcun 250 mr wim mo 1 Tabnerke
npenapara Gnexcua 500 mr 1-2 pasza B cytku (coorBeTcTBeHHO 110 500—1000 M steBoduiokcarHa)
— 7-14 nuei.

OcnooicHennble UHGeKYUU KOHCHBIX NOKPOBOS U MACKUX MKaHel: TIO 2 TabneTky npenapara Ouexcus
250 mr umu o 1 Tabnerke npenapara @aexcun 500 mr 1-2 paza B cyTku (cOOTBETCTBEHHO 1m0 500
1000 mr neBodnokcaruua) — 7—14 nHei.

Ocmpuiil 6akmepuanvusil cunycum: 1o 2 Tadnerku npenapara ®nexcun 250 mr wim 1 tabnerke
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JTHEH.

Obocmpenue xponuuecko2o dbpouxuma: 1o 2 tTabnetku npemnaparta Ouexcun 250 mr nwim 1 Tabnetke
npenapara @nexkcun 500 mr 1 pa3 B cytku (coorBercTBeHHO 1Mo 500 Mmr sneBoduokcarnuna) — 7-10
JTHEH.

Heocnooicnennwiti yucmum: mo 1 tabnetke mnpenapata @nexcun 250 mr 1 pa3 B CyTKH
(cooTBercTBeHHO 110 250 MT IeBodI0OKCaIMHA) — 3 AHS.

IIponyck 003wl

Ecnu cnywaiiHo mpomyIieH npueM mpernapara, TO HaJlo, Kak MOXKHO CKOpee, IPUHSTh OYepeaHYIO
703y U Jlajee IpoAobKaTh NPUHUMATh mpenapar @IeKCH]I COrNIaCHO PEKOMEHI0BAHHOMY PEXUMY
€ro J103UPOBAHMUS.

Oco0ble rpynibl MalueHTOB

J]uua noosicus10co eo3pacma

Jlis TalMeHTOB TOXWJIOTO BO3pacTa HE TpeOyeTcs KOPPEKIUU peXHMa JJTO3UPOBAHHS, 32
uckimovYeHneM cirydaeB cHmxkeHus KK go 50 mu/mMun n HIke.

Hab}ueHMbl C NOYEeUHOU HeOOCMAamo4HOCbIO

JleBopsiOKCAIIH BBIBOAMTCSI MPEHMYIIECTBEHHO IOYKAMH, ITO3TOMY IIPH JICUCHHH MAIMEHTOB C
HapyleHHON (yHKIHEH modek TpedyeTcst CHUKEeHUE 1035l ipenapata (cM. Tabmuiy 1).

Tabmuma — 1 — Pexxum nosupoBanus npemnapara Oiaekcul y MAlMEHTOB ¢ HapyIIeHHuEM (DYHKITUH
LS

KK Pexxum mo3upoBanus TabeTok mpernaparta Diekcus
Pexomennyemas no3a | Pexkomennyemas no3a | Pekomennyemas nosa
npu KK>50 mn/mun: 250 | mpu  KK>50 wmu/mun: | mpu KK>50 mn/mum:
Mr/24 g 500 Mr/24 g 500 mr/12 u

50-20 nepBas go3za: 250 wmr, | mepBas go3a: 500 wr, | mepas gosza: 500 wmr,

MJI/MUH 3areM o 125 mr/24 u 3areM o 250 mr/24 u 3areM o 250 mr/12 g

19-10 nepBas goza: 250 wmr, | nepBas go3a: 500 wr, | mepBas gosza: 500 wmr,

MJI/MUH 3areM o 125 mMr/48 u 3areM o 125 mr/24 u 3areM o 125 mr/12 g

<10 mn/muH | mepBas no3a: 250 wr, | mepBas mo3a: 500 wr, | mepBas moza: 500 wr,
3areM 1o 125 Mr/48 u 3areM 1o 125 Mr/24 u 3ateM o 125 mr/24 g

(BKITFOUAS

reMOIHaIN3

u [TAILJ])*

*Hocie reMoualn3a WM MOCTOSHHOTO amOylaTopHOro nepuroHeanbHoro nuanuza (ITAITI) e
TpeOyeTcst BBEICHHS JOTIOJIHUTEIBHBIX J103.

Hab}ueHMbl C NeYeHOYHOl HeOOCMAmoO4YHOCMbIO

[Ipu HapymieHUM (QYHKIMH MEYEHH HE TpeOyeTcs KOPPEeKIHMHU PeKHMMa JAO03UPOBAHUS, IMOCKOJIBKY
neBO(IIOKCAIIMH HE3HAYUTEILHO META00IM3UPYETCs B IICUSHHU.

etn
IIpoTuBonOKa3aH A NpUMEHEHUs y IeTell (cM. paznen 4.3).

Croco0 mpuMeHeHus
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Tabnerku npenapara @nexcun 250 mr uinu 500 mr anHHMam%ﬁ§TE%HE;JW "p:‘lﬁrzl;% év%kﬁ
Ta6JIeTKI/I CJICOAYCT NpOIaaTbiBaTh, HC Pa3’KCBbIBAA U 3allUBasA JOCTATOUYHBIM KOJIUYCCTBOM JKUIAKOCTH
(ot 0,5 no 1 crakana). [Ipu HEOOXOIUMOCTH TAOJIETKH MOXKHO pa3jaMbIBaTh MO Pa3IeIUTEIHHOU
0opo3ske.

COOTBETCTBYET ZKCNEPTHOMY OTUETY

[Ipenapat MOXHO MPUHUMATH TIEpe €0H WIM B JIF000€ BpeMs MEXIy NMPHEMaMH IHINH, TaK Kak
MIpHEeM UL HE BIUSET Ha abcopOumio mpenapara (cM. pazaen 5.2).

[Ipenmapar cnenyer npuHUMATh HE MEHEE YeM 3a 2 4 JI0 WM Yepe3 2 4 Mociie IpueMa Mpenaparos,
CoZIep KalIX MarHUi W/WIM aMIOMUHUH, XKene30, UHK WU cyKpaibdarta (cM. pazaen 4.5).

4.3. IIpoTuBONOKA3AHUSA

TUIEPYYBCTBUTEIBHOCTD K JIEBOMIOKCAIIMHY WM K APYTUM XHHOJIOHAM, WM K JII0OOMY U3
BCIIOMOTaTeNbHbIX BEIIECTB, IEPEUUCIICHHBIX B pa3zene 6.1;

ATIIICTICHUS;
TniceBAONapaTuTHIecKas Mmuactenus (myasthenia gravis) (cMm. paznensl 4.4, 4.8);
MOPAXCHHSI CYXOXKIINN TIpU TIpreMe (PTOPXUHOJIIOHOB B aHAMHE3E;

JETCKHUI ¥ TIOIPOCTKOBBIM BO3pacT 10 18 neT (B CBSI3U ¢ HE3aBEPIICHHOCTHIO POCTa CKEJeTa,
TaK KaK HeJIb3s1 OJIHOCTHIO UCKITIOYUTh PUCK OPAXKEHUS XPSIIEBBIX 30H POCTA);

OepeMEeHHOCTh (HENb3s MOJHOCTHIO MCKIIOYUTh PUCK MOPAXKEHUS XPSIIEBBIX 30H pocTa y
y10/1a);

NEepUOJl TPYAHOTO BCKAPMIIMBAHUS (HENb3s TIOJTHOCTHIO HCKJIIOYUTH PHCK IMOPAKECHUS
XPSIIIEBBIX 30H POCTa KOCTEH y peOeHKa).

4.4. OcoOble yka3aHHs ¥ Mepbl PeI0CTOPOKHOCTH NPH NPUMEHeHUH

C OCTOPOIKHOCTBIO

Y  namueHToB, MpPenpacloioXKEHHBIX K pa3BUTUIO cyAopor (y TalUeHTOB C
MPEIIIECTBYIOMMMHI TOPAKEHUSAMHU IIeHTpaabHoU HepBHOU cucteMbl (LIHC), y manueHToB,
OJIHOBPEMEHHO MPUHHUMAIONIUX IPEnaparsl, CHWKAIOIIME MOPOr CYJOPOKHOW aKTUBHOCTH
TOJIOBHOTO MO3Ta, Takue Kak ¢peHoyden, Teopmnn) (cM. paszaen 4.5).

Y nmanmueHTOB ¢ JATEHTHBIM WJIM MaHU(ECTUPOBAHHBIM Je(PHUIIMTOM TIIOKO30-6-
docharneruaporeHasbl (MOBBIMICHHBIH PUCK TEMOJUTHYCCKHX PEAKIUH TIpU JICUCHUHU
XUHOJIOHAMHU ).

VY marueHToB ¢ HapyleHneM (pyHKIUH MoveK (TpedyeTcs 00s13aTebHbIN KOHTPOIIb (PyHKITHH
MOYCK, a TAKKE KOPPEKITUS PEKUMA TIO3UPOBAHUS, CM. pa3zen 4.2).

VY manueHToB C W3BECTHBHIMHU (paKkTOpaMu pucKa yniauHeHus: uHTepBasia QT: y mamnueHtoB
MO’KUJIOTO BO3PACTA; Y MAlMEHTOB JKEHCKOTO T0JIa, Y MAIMEHTOB ¢ HECKOPPEKTHPOBAHHBIMU
ANEKTPOJIUTHBIMU HApYLIEHUSIMU (TUIMIOKaIHMEMHUEW, THIIOMarHueMuen); ¢ CHHAPOMOM
BpOKIAeHHOTO yanuHeHuss wuHTepBana QT; ¢ 3aboneBanmsiMu  cepama  (cepaeyHas
HEJIOCTAaTOYHOCTh, WH(APKT MHUOKapaa, Opaaukapaus); MpH OJHOBPEMEHHOM IIpHEME
JIEKapCTBEHHBIX MPEMapaToB, CHOCOOHBIX YMAIWHATH uHTEepBaT QT (aHTHapUTMHUECKHE
cpencrBa kinacca [A u IIl, TpunukiMyeckre aHTHICTIPECCAHThI, MAKPOIUIbI, HEHPOJICTITUKH )
(cm. paznensi 4.5 u 4.9).

Y ManucHTOB C CaxapHbIM I[I/IaGGTOM, noJiydyaromux IepopalbHBIC THUIIOTTIMKCMUYCCKHC
npenaparsl (Hampumep, TIMOCHKIAMHUJ) WM TpernapaThl WHCYJIMHA (BO3pacTaeT PHCK
pPa3sBUTHUA FI/IHOFHI/IKGMI/II/I).
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KaK TSDKEIbIe HEBPOJIOTHYECKHUE PEaKIIUHU (TOBBIIIEHHBIA PUCK BOSHUKHOBEHHS aHAJIOTMYHBIX
HEeXKeJlaTeNIbHBIX PeaKuil Mpyu NPUMEHEHUH JIeBO(IIOKCAIIHA).

e V [anuMeHTOB C ICHXO03aMH WM y TalHWEHTOB, HUMEIOIIMX B aHAMHE3C ICUXHUYCCKHUE
3a200JI€BaHUA.

o Vv MalUCHTOB IIOXKHJIOTO BO3pacCTa, y IMALIMCHTOB IIOCJC TPAHCIUUIAHTAIMU, a TAaK¥XKC IMPU
COIMTYyTCTBYIOIIEM MPUMEHEHHH TIIFOKOKOPTUKOCTEPOUIOB (MOBBIIICHHBIA PHCK Pa3BUTHS
TEHJIMHUTOB, Pa3pblBa CYXOKUJIUN, Pa3BUTHS aHEBPU3MBbI aOPThI, PACCIOEHUS A0PTHI U UX
pasphbiBa).

e VY ManMeHTOB C aHEBPU3MOW a0PThI, C BPOXKJICHHBIM ITOPOKOM KJIallaHa Cep/illa B CEMEUHOM
aHaMHe3€, WM Y TAIlMeHTOB C AMarHOCTUPOBAHHOW aHEBPU3MOM a0pThI U/WII PACCIOCHUEM
aopThl, ¢ 3a00IeBaHMEM KIIalaHa cepAlla WK MPH HAIWYUHM APYTUX (aKTOPOB PUCKA WU
COCTOSIHMH, MPEAPACIOIATaAlOIINUX K Pa3BUTHIO aHEBPU3MbI aOPThl MM PACCIOEHUS aOpTHhl,
WU PeTypruTallii/HEeIOCTAaTOYHOCTH KjamaHa cepjna (Hampumep, cuHApoM Mapdana,
cu"apom Onepca-/lannoca, cunapom TepHepa, Oone3nr bexuera, aprepuanbHas
TUIEPTEH3Us, PEBMATOUAHBIA apTPUT, COCYIUCTbIE 3a00JeBaHUS, TaKUE Kak apTepUuuT
TakasCcy, T'MIaHTOKIETOYHBIM apTEPUUT, I[OATBEPXKACHHBIM aTEPOCKIEPO3, CHUHIPOM
[Ilerpena, "HGEKIIMOHHBIN YHAOKAPIUT.

e V¥ mamueHToB ¢ nopdupueii (puck odoctpenus nopdupuu, cMm. pazaen 4.8);
e VYV NanueHToB C MAaHKPEATUTOM B aHAMHE3E.

Oco0ble yKa3zaHus

T'ocnumanvhvie ungpexyuu, 8b136aHHbIE CUHESHOUHOU NAIOYKOU

I'ociuranbHble MH(EKINH, BBI3BAHHBIE CHHETHOWHOM manouko (Pseudomonas aeruginosa), MOTYT
moTpe0oBaTh KOMOMHUPOBAHHOTO JICYCHHUS.

Pucxpa%umuﬂ pe3ucCmennHocmu

PacnipocTpaHeHHOCTH PHOOPETEHHOI PE3UCTEHTHOCTH BBICEBAEMBIX IITAMMOB MHUKPOOPTaHW3MOB
MO>KET U3MEHATHCS B 3aBUCUMOCTH OT IreorpapuuecKoro peruoHa 1 ¢ TeUeHUEM BpeMeHH. B cBsi3u ¢
3TUM TpedyeTcst HHOopMaIus O PE3UCTEHTHOCTH K NpenapaTy B KOHKPETHOH cTpaHe. [l Tepanuu
TSOKENbIX HMHQEeKIMA wWin 1pu  HEedPPEKTUBHOCTH JICYEHUS JIOJDKEH OBITh yCTAHOBJICH
MHUKPOOMOJIOTUYECKHI ~ JMarHO3 C  BBIJACICHHEM BO30OYyAWTENs] W ONpPEAEICHHEM  €ro
YyBCTBUTEIHHOCTH K JIEBO(IOKCALIUHY.

Memuyunnun-pe3ucmenmuulii 3010MUCTbLL CMADUIOKOKK

HNwmeercsa BrICOKasd BCPOATHOCTb TOI'0, YTO MeTHHHHHHH-p€3HCT€HTHBII>'I 30JIOTUCTBIN CTaq)I/IJIOKOKK
OyJIeT pe3uCTEHTHBIM K (PTOPXUHOJIOHAM, BKIItOUas JeBodokcaiuH. [Toatomy sieBoduiokcanya He
PCKOMCHAYCTCA JIA JICUCHUA YCTAHOBJICHHBIX WJIM MNPCANOJIaracMbIX HH(beKI.IHﬁ, BBI3bIBACMBIX
METHIMUTUH-PE3UCTCHTHBIM 30JIOTHCTHIM CTAQHIOKOKKOM, B CITy4ae eciiv JabopaTOpHbBIC aHATH3bI
HC MOATBCPANIN YYBCTBUTCIBHOCTH 3TOI'0 MUKPOOPTraHU3Ma K JIGBO(l)JIOKcaI_[I/IHy.

[Tpu Ha3HAUCHUU TIperaparta ClieyeT yYUTHIBATh JOKAIBHYIO PACIPOCTPAHEHHOCTh PE3UCTEHTHOCTH
E. coli x dpTOpXUHOIOHAM.

Ilomeps mpyoocnocobnocmu (unearuousayus) u NOMEHYUAIbHble HeoOpamumvle CepbesHble
nobouHbvle peakyuu, 00yclo8leHHble NPUEMOM PMOPXUHOTOHO8

[Ipumenenne (GTOPXMHOIOHOB, B TOM 4YHCIE JeBOQIIOKcalliHa, OBUIO CBS3aHO C TMOTEpeit
TPYAOCHOCOOHOCTH M Pa3BUTHEM HEOOPATHUMBIX CEPbE3HBIX MOOOYHBIX PEAKIMHA CO CTOPOHBI
Pa3IUYHBIX CHCTEM OpraHu3Ma, KOTOpPBIE MOTYT Pa3BUBATHCS OJHOBPEMEHHO y OJHOTO M TOTO JKe
naruenTta. [loGouHble peakuuu, BbI3BaHHBIC (PTOPXMHOJIIOHAMH, BKIIOYAIOT TEHIUHHTHI, Pa3pbiB
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CYXOXKHIIMH, apTPAIrHio, MHAITHIO, TTepHbepUIecKyp HEHpor "II'II/IFO-l Elq“' | E%T%%BEII—ITEII'ETS'H)&)EIKITELI

(CMEPTHOMY OTUETY

CO CTOPOHBI HEPBHOW CHUCTEMBI (TAJUTIOIIMHAIINH, TPEBOTa, eMpeccus, 0ECCOHHUIIA, TOJIOBHBIE 00N
U CITyTaHHOCTh CO3HaHWsA). [laHHBIE peaKIMu MOTYT Pa3BUTHCS B MEPUOJ OT HECKOJIBKUX YacOB JI0
HECKOJIbKUX He/eNb M0CIIe Havyalla Tepanuu JeBogIoKkcalinHoM. Pa3Butue 3TUX NOOOYHBIX peaKkui
OTMEYaJIOCh y TIAIIMEHTOB JIFOOOT0 BO3pacTa WK 0€3 HAIMYUS MPEIIIECTBYIOMUX (DAKTOPOB prCKa.
[Tp1 BO3HMKHOBEHUU TMEPBBIX MPU3HAKOB WJIM CHMIITOMOB JIFOOBIX CEPbE3HBIX MOOOYHBIX PEAKIIUN
CIIelyeT HEMEJICHHO MPEKPaTUTh MpUMeHeHHe jeBoduiokcaraa. Cienyer n3derarb mpuMeHEHHs
(TOPXHUHOJIOHOB, B TOM YHCJIE JEBO(IIOKCAIIMHA, Y MALUEHTOB, Y KOTOPBIX OTMEYAJIHCh JIIOOBIE U3
ITHX CEPhE3HBIX MOOOUHBIX PEAKIIHA.

Anespuszma u paccioenue aopmol, pe2ypeumayusi/HedoCmamoyHoCcmy K1anaua cepoya

[To maHHBIM SMUAEMHOIOTHYECKUX HCCIEAOBAHMUN COOOIIAIOCh O MOBBIIICHHOM PHCKE Pa3BUTHS
aHEBPU3MBI aOPTHl U PACCIIOCHUS AOPTHI, OCOOCHHO Yy MAI[MEHTOB IOXXKWIOI0 BO3pPAcTa, a TaKXkKe
PETypruTanyy aopTaJbHOIO W MHUTPAIBHOTO KJIANAHOB IOCIE MPUMEHEHHS (TOPXHUHOIOHOB. Y
MAIMEeHTOB, IOJyYaBUIMX (DTOPXMHOJIOHBI, OBUIM OTMEYEHBI CIydyal pPa3BUTHUA AaHEBPH3MBI U
pacciIoOeHus A0PThI, HHOT/IAa OCTIOKHEHHBIX Pa3phIBOM (B TOM YHCIIE C JIETAIBHBIM HCXOJIOM), & TAKXKE
perypruTtanii/HeJOCTaTOYHOCTH JIF000T0 U3 KJIarmaHoB cepaua (cM. paszaen 4.8).

B cBs3u ¢ 3TUM (PTOPXMHOJIOHBI CIEAyeT MPUMEHSATh TOJBKO TOCTE TIIATENbHONH OLIEHKH
COOTHOLIEHUS IM0JIb3a-pPUCK M PACCMOTPEHHUs JAPYTMX BapUaHTOB TEpPAlNUU Yy IalUEHTOB C
AHEBPU3MOW AOPTHI WM BPOXKJIECHHBIM ITOPOKOM KiamaHa CepJla B CEMEMHOM aHamHe3e, WU y
NAIleHTOB C JMAarHOCTHPOBAHHOW aHEBPU3MOHM aopThl W/WIM PACCIOCHHUEM aopThl, WU
3a00/ieBaHMEM KJlallaHa CepJla, WIA MPU HAIUYUU APYTUx (AKTOpPOB PHUCKA WM COCTOSIHHM,
IIpeipacroiararlmX K pa3BUTHIO:

- KaK aHEeBPU3MBbI M PACCIIOCHHS aOPThI, TaK U PEryprUTalMU/HEJOCTaTOYHOCTH KJlamaHa cepiua
(Hampumep, 3a00JeBaHUs COCTUHHUTEIBHON TKaHM, Takhe Kak CHHApoM MapdaHa wim CHHIAPOM
Onepca-/lannoca, cuaapom TepHepa, 6ose3Hb bexuera, apTrepuanbHas THIICPTEH3MUS, PEBMATOU THBIH

apTpuT);
WX JOIIOJIHUTEIIBHO:

- QHEBPU3MBI U PACCIOCHHS AOPTHI (HAPHUMEpP, COCYAUCThIC 3a00JCBaHMS, TAKUE KaK apTEePHUT
TakasiCy, THTAaHTOKJICTOYHBIA apTEPHUUT, MMOATBEPKICHHBIN aTepockiiepo3, cuuaapoM lllerpena);

- perypruTali/HeJ0OCTaTOYHOCTH KilaraHa cepaua (Hanpumep, MH()EKIMOHHBIM SHI0Kap/IHT).

Puck pa3BuTHS aHEBPU3MBI U PACCIOCHUS AOPThI, @ TAKXKE WX Pa3pbiBa MOKET ObITh MOBBIIIEH Y
MalKUEeHTOB, OJHOBPEMEHHO IMOIYYaIOLUX CUCTEMHBIEC TTFOKOKOPTUKOCTEPOUIBI.

B ciiyuae nosiBrieHust BHe3aHOM O00JIM B )KUBOTE, TPYIU UJTH CIIMHE MAllUEHTaM CJIeyeT HeMeIJICHHO
0o0paTUThCs K Bpady B OT/ICIICHUE HEOTIIOKHOM TOMOIITH.

[TanimeHTaM ciaeayeT peKOMEHA0BaTh HEMEIJICHHO 0OPaTUTHCS 32 METUIIMHCKOM MTOMOIIIBIO B CITydae
MOSIBJICHHUSI OCTPOM OJBIIIKY, BIIEPBbIC BO3HHKIIETO OIIYIICHUS YYAIICHHOTO CepIIIcOMECHUS WM
Pa3BUTHS OTEKA KUBOTA WIJIM HIDKHUX KOHEYHOCTEH.

Iayuenmsi, npedpacnonodcernvie K pazgumuro cyoopoe

Kak u apyrue XuHOJOHBI, J€BO(IOKCAUH TOJKEH C OOJIBIION OCTOPOKHOCTHIO MPUMEHATHCA Y
MAIMEeHTOB C MPEAPACIIONIOKEHHOCTBIO K cyaoporaM. K TakuM manueHTaM OTHOCSATCS MAalMEHTHI ¢
MPeIIIECTBYIOIMMU MOPAKEHUSIMU LIEHTPAJIbHON HEPBHON CUCTEMBI, TAKUMH KaK UHCYJIBT, TSXKENas
YepernHo-MO3roBasi TPaBMa; MAlMEHTHl, OJHOBPEMEHHO IMOJYyYalollue MpenapaThl, CHIDKAIOLINE
MOPOT CYJOPOKHOM aKTHBHOCTH T'OJIOBHOTO MO3ra, Takue Kak (GeHOydeH u Ipyrue mol00HbIe eMy
HECTEpOMIHbIE IPOTUBOBOCTIaNUTENbHbIE penapars! (HIIBII) niu apyrue npenapaTsl, CHUXAIOLIIE
MOPOT CYJIOPOXKHOM aKTUBHOCTH, TaKHE Kak TeoUUTHH (CM. pa3zaen 4.5).

[Tpu pa3BUTHN CYZOPOT JEYCHHE JIEBO(IIOKCAIIMHOM CJIelyeT MPEKPaTUTh.
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Tlcesoomembpanosmwiii Koaum

Pa3BuBmIasicss BO BpeMsl WM IOCTE JIeUCHHs JEBO(IIOKCAIIMHOM Juapesi, OCOOCHHO TSKEIOon
CTEINCHHU, YIOPHAs W/WIK C KPOBBIO MOXET OBITh CHMITOMOM IICEBIOMEMOPAHO3HOIO KOJIHTA,
Bb3biBaeMoro Clostridium difficile. B cinydae momo3peHHs Ha pa3BHTHE IICEBIOMEMOPAHO3HOTO
KOJIUTA JIeYeHHE JIeBO(IOKCAIIMHOM CJIEAyeT HEMEIJICHHO TMPEKPaTHTh M Cpa3y JKe HadaTh
crneun(pUIEecKyr0 aHTUOMOTHKOTEPAIUIO (BaHKOMHIIMH, TEHKOIUIAHUH WJIM METPOHHU1a30J1 BHYTPD).
[Tpenapatsl, TOPMO3SIIHE EPUCTATBTHKY KHIICYHUKA, IIPOTHBOIIOKA3aHbI.

Tenounum u paszpwié CyxoxHcunuu

TenauHUT, pelKo BO3HUKAIOMIMKM HAa (OHE MPUMEHEHUS] XWHOJIIOHOB, MOKET MHOI/Ia MPUBOJIUTH K
pa3pbIBy CYXOXXWIIHMM, BKIIOYas aXWIJUIOBO CYXOXKHJIHE, U MOXET OBbITh JIBYCTOPOHHHM. JTOT
000YHBIN AP (HEKT MOKET pa3BUTHCS B TeUeHHE 48 U 1MOCie Havaia JICYeHUs] WM Yepe3 HECKOJIbKO
MECSIIIEB MOCTIE 3aBEPIICHUS Tepanuu GTOPXUHOIOHAMH.

[TarueHTHI MOXKKUIIOTO BO3pacTa OoJiee MPEAPACIONOKEHbl K PA3BUTHIO TEHAMHUTA; Y MAllUEHTOB,
NPUHUMAIOIIUX  (PTOPXMHOJNIOHBI, PHUCK pa3pblBa CYXOXKWJIHMS MOXKET IMOBBIIIATECS TpU
OJTHOBPEMEHHOM IIPUMEHEHHHN TJIIOKOKOPTUKOCTEPOUI0B. Kpome 3Toro, y mnanuMeHToOB IOCIHE
TPAHCIUIAHTAIlUM TIOBBIIIEH PUCK Pa3BUTHS TEHIMHHUTOB, TOATOMY PEKOMEHIYEeTCsl COOJ0aTh
OCTOPOXHOCTh MPH Ha3HAYEHUU (PTOPXUHOJIOHOB JAHHON KAaTErOPUU MAIMEHTOB. Y MAalUEHTOB C
HapyIeHUSIMH (YHKIIMH TIOYEK CYyTOUHYIO 103y CIEAYeT CKOPPEKTHUPOBATh Ha OCHOBAaHUH KIIMpPEHCa
KpEaTHHHHA.

[TarueHTam cleayeT pEeKOMEHIOBAaTh OCTABAThCS B MOKOE MPU TOSBICHHH TEPBBIX MPU3HAKOB
TEHJIMHUTOB HJIM Pa3phIBOB CYyXOXKWJIMH, U 0OpaTUThCS K Jiedaniemy Bpady. [Ipu mojgo3peHun Ha
pa3BUTHE TEHAWHUTA WU Pa3pblB CYXOXWIHS CIEAyeT HEMEMIECHHO MPEKPATUTh JICUCHHE
npenaparoM DIeKCHT U Ha4aTh COOTBETCTBYIOIIEE JICUCHHE MTOPAKEHHOTO CYXOXKUJIHSI, HalTpUMED,
obecrneurB eMy TOCTaTOYHYI0 HMMOOUIU3aIuio (cM. paszaens 4.3, 4.8).

Peakuuu cunepdyecmeumelbHocmu

JleBouiokcaniuH ~ MOXKET  BBI3BIBATH  CEPhE3HBIC, TOTEHIUAIBHO  JICTAbHBIE  PEaKIHH
TUINEPYYBCTBUTEIBLHOCTH (QaHTHMOHEBPOTUYECKHI OTEK, aHaUIaKTUYECKHI IOK), Aaxe Ipu
MIPUMEHEHUH Ha4aJIbHBIX 7103 (cM. pazjen 4.8). [lanuentam cienyeT HeMeaJIeHHO MPEKPATUTh IPUEM
npernapaTa 1 00paTUThCS K Bpauy.

Tsoicenvie HedicenamenvHvle peaxkyuu co Cmoporbl Kodicu

[Ipu mpumeHeHun neBoQuIOKcalliHa OBLIN 3aperuCTPUPOBAHBI TsDKEIIbIE KOKHbIE HEKelaTelbHbIe
peakuuy, BKJIOYas TOKCHUYECKMHM SNuiepMaibHbIi Hekposn3 (cunHapom Jlailiemia), CHUHApPOM
CruBeHca-/[>KoHCOHA U JIEKapCTBEHHYIO PEAKIHMIO ¢ 03WHOMUINEH U CHCTEMHOW CHMITTOMATHUKOM
(DRESS — cunapom), KOTOpble MOTYT OBITh >KU3HEYTPOKAIOIUMH WU JIETAIBHBIMU (CM. pa3fieln
4.8). Ilpu Ha3HaueHUU MpenapaTa NALUEHTHl JOJIKHBI ObITh MPOMH(GOPMUPOBAHBI O MPU3HAKAX U
CUMIITOMAaxX TSDKENIBIX KOXKHBIX HEKEJIATENbHbIX PpPEakUMd W HaxOOUThCS IMOJ TIIATEIbHBIM
MEAUIMHCKUM HabmoneHueM. Ilpu mosBiaeHUH MPU3HAKOB M CUMIITOMOB, CBHJIETEIbCTBYIOIIUX O
Pa3BUTHUN HEXEJIATENbHBIX PEAKLINN, CIEyeT HEMEUIEHHO MIPEKPATUTh NTpUeM npenapara diaexcun
U pacCMOTPETh BO3MOXHOCTh HA3HAYEHHs AJIbTEPHATUBHOIO JieueHus. Ecnv mpu npUMEHEHUH
neBo(IOKcalMHa y MalueHTa pa3BUiIach TsDKeNas HeKelaTeldbHas KOXKHas peaklus, Takas Kak
cunzpom CtuBeHca-/[>KOHCOHA, TOKCUYECKUI ANUIepMalIbHBIN Hekpoau3 wikn DRESS - cunapowm,
BO300HOBIISATH IPUMEHEHHE Tperapara y 3TOro MalueHTa He CIeayerT.

Hapywenus co cmoponul neuenu u scenuesvi8o0awux nymet

CooOmanoch 0 ciayyasxX pa3BUTHS HEKpO3a TICUEHHU, BKIIOYAs pPa3BUTHE MEYCHOUHOH
HEIOCTaTOYHOCTH C JICTALHBIM HCXOJIOM, ITPH TPUMEHEHHH JIEBO(IIOKCAIINHA, TJIABHBIM 00pa3oM, y
MAIMEHTOB C TSOKEIBIMA OCHOBHBIMHU 3a0OJIEBAaHUSMH, HApUMeEp, ¢ cermcucoM (cMm. pazaen 4.8).
[TareHTHI ODKHBI OBITh MPEAYIPEKACHBI 0 HEOOXOIUMOCTH MPEKPAIICHUS JICYSHUSI H CPOYHOTO
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aHOPEKCHUS, JKENTyXa, IOTeMHEHNE MOYH, KOXKHBIH 3y U O0JIH B )KHUBOTE.
Tayuenmul ¢ Hapyuwenuamu QyHKyuU novex

Tak kak 7neBOQIIOKCAIIMH SKCKPETUPYETCS TJABHBIM OOpa3oM uepe3 IMOYKH, y MalHeHTOB C
HapymeHus MU (QYHKIUHA TOYEeK TpeOyeTcsi o0s3aTeNbHBIM KOHTPOJIb (PYHKIIMHA TOYEK, a TaKXKe
KOpPEKLHUs pexuMa J03upoBanus (cM. pazaen 4.2). [lpu nedyeHun nanueHToB MOKUIOrO BO3pacTa
ClIeIyeT YYUTHIBATh, YTO y MAI[MEHTOB 3TOM IPYIIIBI YaCTO OTMEYAIOTCS HAPYIIEHUS (PYHKIIMH OYEK
(cm. paznen 4.2).

IIpeoomspawenue pazeumus peaxyuil homocencuburuzayuu

Xota (oroceHCHOMNIM3AUSA IPU MPUMEHEHUH JIEBO(IIOKCAIIMHA Pa3BUBACTCA OYEHBb PEIKO, IS
NPEIOTBPAICHNS €€ Pa3BUTHS MAIlIeHTaM HE PEKOMEH/IYETCsl BO BpeMs JICUCHHUS U B TeueHHE 48 U
1ocje OKOHYAHUS JISUCHUS JIEBO(IIOKCAIITHOM MOABEprarhes 6e3 0co00i HeOOXOAMMOCTH CUITBHOMY
COJIHEYHOMY WJIM UCKYCCTBEHHOMY Y D-001yueHUI0 (HampuMep, MOCEmaTh COJSIPUA).

Cynepunghexyus

Kak 1 mpu npuMeHEeHNH JpyruX aHTHOMOTHKOB, IPUMEHEHHUE JIEBO(IIOKCAIIITHA, OCOOCHHO B TCUCHHE
AJIATCIIBHOTO BPEMCHU, MOXKCT ITPUBOAUTH K YCUJICHHOMY PA3MHOXKCHHUIO HCUYBCTBUTCIIbHBIX K HCMY
MHUKPOOPTaHU3MOB, (OaKTepHil ¥ TPUOOB), YTO MOXKET BBI3BIBATh U3MEHEHUSI MUKPOQIOPHI, KOTOpast
B HOpME IIPUCYTCTBYET y 4eJoBeKa. B pesynbraTe MOkeT pa3BuThes cynepuHdexims. [lostomy B
XOZIe JICYCHHsI O0S3aTENIbHO MPOBOJIUTH MOBTOPHYIO OIICHKY COCTOSHHS TMAIlMeHTa W, B CilydYae
Pa3BUTH BO BpeMs JICUCHHUS CyNIEpUH(PEKIUH, CIeyeT MPUHUMATh COOTBETCTBYIOLIHE MEPHI.

Yonunenue unmepsana QT

Coobmanocs 06 04eHb pEAKHUX ClyyasxX yuIMHeHUs uHTepBaia QT y manueHToB, MPUHUMAIOLINX
(bTOPXUHOIOHBI, BKJTIOYas JIEBO(DIOKCAITHH.

[Tpu npumMeHeHu GTOPXUHOIOHOB, BKIIOYAs JEBO(DIOKCAIIMH, CIEAYET COOM0AaTh OCTOPOKHOCTD
y MalUEeHTOB C H3BECTHBIMU (pakTOpaMM pHUCKa yJuinHeHus uHTepBana QT: y manumeHToB C
HECKOPPEKTUPOBAHHBIMU AJIEKTPOIUTHBIMU HAPYIIEHUSMH (C TUTIOKATHEMUel, THITOMarHueMuei); ¢
CHHJIPOMOM BpOXKJEHHOro y/unHeHuss uHTepBana QT; ¢ 3aboneBaHusMu cepaua (cepiedHas
HE/IOCTaTOYHOCTh, WHGApKT MHOKapnaa, Opaaukapaus); TNpd  OJHOBPEMEHHOM  IpHEME
JIEKapCTBEHHBIX CPEJICTB, CIOCOOHBIX YUIMHATH MHTepBan QT, Takux Kak aHTHaApUTMHUYECKHUE
cpenctsa knacca [A u III, Tpunuxinyeckue aHTUIEIPECCAHThI, MAKPOJIUAbI, HEUPOJIEITUKH.

[TareHTHI MOKUIIOTO BO3PACTa M MAIMEHTHI )KEHCKOTO T10J1a MOTYT OBITh 00JIee YyBCTBUTEIbHBIMA
K Ipenapatam, yanussonmm uarepsail QT. [loaTomy crienyer ¢ 0CTOpOKHOCTIO IPUMEHSATD Y HUX
(TOPXUHOJOHKI, BKIItOYast JeBodIoKcanuH (cM. pa3aeinsl 4.2, 4.5, 4.8 u 4.9).

THayuenmul ¢ dedhuyumonm enoxo30-6-gpocghamoezuopozenasol

Y  nanueHToB ¢ JIATEHTHBIM  WJIM  MaHU(QECTUPOBAHHBIM  JTE(QHUIMTOM  IIIIOK030-6-
dochataerniporeHasbl UMEETCs IPEAPACIOI0KEHHOCTD K PAa3BUTHIO TEMOJIMTUYECKUX PEAKLU TPpU
JICUEHUH XMHOJIIOHAMH, YTO CJI€AyeT IPUHUMATh BO BHUMAHUE IIPH JICYEHUH JIEBO(DIOKCALIUMHOM.

Tuno- u eunepenuxemus (Ouceruxemust,)

Kak u mpu nmpuMeHeHHH IPYyruX XHHOJOHOB, TIPU MPUMEHEHUU JIEBO(IIOKCAIIMHA HaOII0aIHCh
Cllyyall pa3BUTHUS TUNEPrIUKeMUM U Tunornukemud. Ha ¢one Tepanuu neBodiaokcalmHOM
JWCTIIMKEMHs] Yallle BO3HWKAaJa y IAlMEHTOB IOKWJIOrO BO3pacTa M IAlMEHTOB C CaxapHBIM
IabeToM, TMOJYYaroIluX COMYTCTBYIOIIYIO TEpPANHUio MEpOPaTbHBIMH TUIOTITUKEMUYECKUMU
npenaparamu (Hampumep, rIMOCHKIaMUIOM) Wi HHCYJIUHOM. [Ipu npuMeHnennn sieBouiokcamnmHa
Y TakKuxX MNalUCHTOB BO3PACTACT PUCK PA3BUTUA THUIIOTTIMKCMHUH, BIUIOTH IO THOOTIIMKEMUYECKON
KoMmbl. HeoOxomumo wH)OpMUPOBATH MAIMEHTOB O CHMIITOMAaX THIIOTJIHMKEMHH (CITyTaHHOCTb
CO3HaHUS, TOJIOBOKPYXKCHHE, «BOJYHI» amNMeTuT, TOJOBHas 00Jb, HEPBO3HOCTb, OIIYIICHHUE
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Ecnu y marueHTta pa3BUBAaeTCs THUIOTJIMKEMHS, HEOOXOJUMO HEMEUIEHHO MPEKPaTUTh JECUCHHE
JeBO(IIOKCAIMHOM M Ha4uaTh COOTBETCTBYIONIYIO Tepanuio. B aTux ciyyasx peKoMeHyeTcs epenTu
Ha TEpanuio JPyruM aHTUOMOTHKOM, OTJIIMYHBIM OT (PTOPXMHOJIOHOB, €CIH 3TO BO3MOXHO. IIpu
MIPOBEJCHUH JIEYEHUS JIEBO(DIOKCAIIMHOM Yy TMAlMEeHTOB MOKWJIOr0 BO3pacTa, y MAIMEHTOB C
caxapHbIM AMa0ETOM PEKOMEHYEeTCsl TIIaTeIbHbII MOHUTOPUHT KOHIIEHTPAIIUH TIIIOKO3BI B KPOBH.

Iepughepuueckasn neiiponamus

VY nmanueHToB, MPUHUMAIOIINX XUHOJIOHBI M (PTOPXUHOJIOHBI, BKIIIOUAst JIEBO(IIOKCAIIMH, COOOIIATOCh
0 CIy4asX CEHCOPHOM M CEHCOPHO-MOTOPHOW mnepudepuyueckord HEWpomaTHH, MPUBOIAIICH K
Pa3BUTHUIO MAPECTE3UU, TUIIOCTC3UU, NU3ACTC3UU HIIN CJIaGOCTI/I. Ecmu Yy nmanueHTa pa3BUBANOTCA
CUMITOMBI HEWpOINaTuH, MpUMEHEHHE JeBO(IOKCalMHA [OJDKHO OBITh MpEeKpaleHo. ITo
MUHUMH3HPYET BO3MOKHBIM PUCK Pa3BUTH HEOOPATUMBIX N3MEHEHHA.

[TarimeHTHI TOJDKHBI OBITH HH(OOPMUPOBAHBI O HEOOXOIUMOCTH COOOIIATh CBOEMY JieHallleMy Bpady
O TOSIBIICHUU JIFOOBIX CHMIITOMOB HEWpPOMATHH, BKIIIOYast 00JIb, OIIYIICHHUS KKCHHUS, TTOKATBIBAHUS,
OHEMEHHsI WIH CJIA0O0CTH, C TENbI0 TPEAOTBPAICHUS PA3BUTHUS MOTCHIIMAIFHO HEOOpPATHMBIX
COCTOSHUH. (DTOpXI/IHOJIOHbI HC CJICAYCT Ha3HA4YaThb MalfuCHTaM, UMCHOIIIUM B dHAMHEC3C YKA3aHUA Ha
nepudepruyIecKyro HeMpOnaTHio.

Obocmpenue ncegdonapanumuyeckoi muacmenuu (myasthenia gravis)

DTOPXUHOJIOHBI, BKIIIOYAs JICBO(IIOKCAIIMH, XapaKTePU3yIOTCs OJOKUPYIOIICH HEPBHO-MBIIIEYHOE
HpOB@I[eHI/Ie AKTUBHOCTBHO H MOI‘yT yCI/IJII/IBaTb MI:II_HG‘IHyIO CHaGOCTB y IIaIguCHTOB C
MICEBIONMAPAIMTHYECKOM MHAcCTeHHEeW. B  mocTperucrpanimoHHOM — TepuojAe  HaOIIOJAIHNCh
HGGHB.I‘OHPPISITHBIG peaKI_[I/II/I, BKJIFOYas HGI‘O‘IHyIO HEOO0CTAaTOYHOCTB, HOTpGGOBaBI_HyIO HpOB@I[eHI/Ie
HMCKYCCTBEHHOW BEHTWIALIMHM JIETKUX, M JICTAIBHBIA HMCXOJl, KOTOPBIC AaCCOIMHPOBAIUCH C
pUMEHEHHEM (PTOPXMHOJIOHOB y MALMEHTOB C MICEBAONAPATUTHIECKON MuacTeHuen. [Ipumenenue
neBo(IIOKCAlMHA Y TIAIIUEHTA C YCTAHOBJICHHBIM IMarHO30M TICEBIOTIAPATTUTUYECKON MUACTEHUN HE
pexkoMenyetcs (cM. paszzen 4.8).

IIpumenenue npu 8030yUHO-KANeIbHOM RYMU 3APANHCEHUS CUOUPCKOU A3801l

[Ipumenenne neBOQIIOKCAIIMHA Yy 4YEJNOBEKAa IO ITOMY IOKAa3aHUI0 OCHOBAaHO HA JAHHBIX TIO
YYBCTBUTEIBLHOCTH K HeMmy Bacillus anthracis, TONTy4eHHBIX B HWCCIEIOBAHUSAX in Vitro W B
JKCIIEPUMEHTAJIBHBIX HCCIEAOBAHUAX, MPOBEACHHBIX HA YKUBOTHBIX, 4 TAaKXKE HA OTPAHUYEHHBIX
JaHHBIX MPUMEHEHHUs JieBo(IOKCallMHAa Yy uyenoBeka. Jlewamiue Bpayu JOJKHBI OOpamiarbest K
HAI[MOHATLHBIM W/WJIA MEKYHAPOIHBIM JOKYMEHTaM, KOTOPBIE OTPAXKAIOT BHIPAOOTAHHYIO OOIIHMH
YCWIMSMHU TOUKY 3pEHUS 110 JICUEHUIO CUOUPCKOIL SI3BBI.

Icuxomuueckue peaxkyuu

[McuxoTnyeckue peakiuy, BKIOYAs CYWIUAaTbHBIC MBICIH/TIONBITKA, OTMEUAINCh Y TAIIMEHTOB,
MPUHUMAIOIINX (PTOPXHUHOJIOHBI, BKJIIOYast IEBO(IOKCALIMH, HHOT/IA TIOCIIE IIpUeMa pa3oBoii 103b1. B
ciydae pa3BUTHS JIOOBIX MOOOYHBIX A((PEKTOB CO CTOPOHBI IEHTPAITHHOM HEPBHOW CHUCTEMBI,
BKJIIOYasA HapyHICHUA MCUXUKH, CICAYCT HCMCIOJICHHO NPCKPATHUTH JICHCHHC HGBO(bHOKcaI_[I/IHOM u
00paTUTHCS K JIeUalleMy Bpady. B aTHX cirydasx ciemyer pacCMOTPETh BO3MOXHOCTh IPUMEHECHUS
ApPyroro aHTI/I6I/IOTI/IKa, OTJIMYHOT'O OT q)TOpXI/IHOJIOHOB, 1 HAa3HAYUTH COOTBCTCTBYIOIIYIO TCPAIIUIO
MICUXOTHYECKHX peakiuid. Clenyer ¢ OCTOPOKHOCTBIO Ha3HAYaTh MpenapaT NalueHTaM ¢ TICHX03aMU
Wiy nmanueHTaM, UMCIOIIIUM B aHAMHCE3C IICUXUYCCKUC 3a6OJIeBaHI/I$I.

Hapywenus 3penus

[Tpu pa3BuTHH JIIOOBIX HAPYLICHUH 3peHHsI HEOOX0JMMa HEMEIJICHHAsA KOHCYIIbTalus 0 TaIbMOJIora
(cm. pazmen 4.8).

Ocmpuiii nankpeamum
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cieayeT MH(GOPMUPOBATh O XapaKTEPHBIX CHMITOMAaxX OCTPOro mMaHkpearuta. [Ipu mosBIeHUH
TOITHOTHI, HEAOMOTaHHS, TUCKOM(OpTa B KUBOTE, OCTPO OONM B )KUBOTE I PBOTHI MAIlUCHTY
ClielyeT HEeMEUICHHO 00paTUThCs K Bpady Ui MEIUIIMHCKOTO obcnenoBanus. [Ipu mogo3penun Ha
OCTpBIF TTAHKPEATHT CJEIyeT MPEKPATUTh NMPUMEHEHHE JeBO(IOKCAIIMHA W HE BO3OOHOBISTH €T0
npuMeHeHue. IIpenapar cienyer NpUMEHATh ¢ OCTOPOKHOCTBIO y MALMEHTOB C IIAHKPEATUTOM B
aHamHese (cM. pasnen 4.8).

Muoxnonyc

VY nmanueHToB, MPUHUMABIINX JIEBO(IIOKCALIMH, HAOMIOJAIHNCh Clydand pa3BUTHS MHOKIIOHYca. Puck
Pa3BUTHS MUOKJIOHYCA BO3pAcTaeT y MAllMEHTOB MOXKUJIOIO BO3pacTa U 'y NMallUEHTOB C HapyLIEHUEM
(GyHKIIMU TOYEK, eCIM J03a JeBo(IIOKcallMHAa HE KOPPEKTUPYETCS B COOTBETCTBUU C KIMPEHCOM
KpeatuHuHa. JIeBookcanuH cieayer HeMeIJIeHHO OTMEHUTD P MEPBOM MOSIBIICHUH MHOKJIOHYCa
1 HayaTb COOTBETCTBYIOILIEE JICUECHUE.

Brusnue na Jza60pam0prle mecmbl

VY nanueHToB, NPUHUMAIONIUX J€BO(IOKCAIUH, ONPE/IETICHNE ONTUAaTOB B MOUE MOXKET PUBOAMUTH K
JIOKHOTOJIOKUTEIBHBIM pe3yJibTaTaM, KOTOpPbIE CIEAYyeT MOATBEPXKAaTh Oojiee CHerU(PpUIECCKUMU
METOAAMHU.

JleBouiokcaniuH MOKET HWHTUOMpPOBaTh pocT Mycobacterium tuberculosis W TPUBOAWTH B
JalbHENIIeM K JIO)KHOOTPUIATENIbHBIM pe3ysibTaTaM 0aKTepHOJIOTHYECKOro TMarHo3a TyoepKyesa.

BcnioMorarennbHBIC BEIECTBA

[Ipemapar ®uekcua COAECPKUT JIAKTO3bI MOHOruApar. llanueHTam C penko BCTpPEYAIOIIMMUCH
HaCJICACTBCHHbBIMU 3a6OJIeBaHI/I}IMI/I, TAKHUMH KakK HGHGpGHOCHMOCTB TraJIaKTO3BbI, HGHGpGHOCHMOCTB
JIAKTO3BI BCJICJICTBHUE Ae(PHUITUTA JTaKTa3bl WM CHHIPOM TIIIOKO30TaJaKTO3HOW MalibabCcopOInu, He
clieyeT IPUHUMATh JaHHBINM JIEKAPCTBEHHBIN IIpenapar.

JlaHHBIN JTeKapCTBEHHBIN ITpemnapar coaepkuT MeHee 1 Mmmodb (23 mr) HaTpus Ha | 103y, TO €CTh, 1O
CYTH, HE COACPKUT HATPHUSL.

4.5. BzaumoneiictBue ¢ JpPYrdMHM JIeKAPCTBEHHBIMM IpernaparamMm W JApyrue BHJIbI
B3aMMO/JAeHCTBHS

BsaumonericTBust, TpeOyIONre cOOIIOIEHN OCTOPOKHOCTH

C npenapamamu, codeparcawmumu MAazHUtl, ATlOMUHULL, HCene30 U YUHK, OUOAHOZUHOM

[Ipenapatsl, comeprkaiiye NBYXBaJCHTHBIC WM TPEXBAJICHTHHIC KAaTHOHBI, TAKME KaK COJHM IMHKA
WIM  Kene3a  (JeKapCTBEHHbIE Mpemaparbl Ui JIGYCHHS aHEMHHU), MAarHui- W/
ATIOMUHHUMCOJIEpIKAIIME TIpenaparsl (Takue Kak aHTalWbl), TAJAHO3WH (TOJIBKO JIEKApCTBEHHBIC
dbopMBI, coziepxkalire B kKadyecTse Oydepa altOMIUHUN WM MarHui ), pEKOMEHIyeTCsl IPUHUMATh HE
MEHEee 4eM 3a 2 9 JI0 WK 4epe3 2 4 mociie mpruema Tabnetok diaekcu.

Conu KanbIHsl OKa3bIBalOT MUHUMABHBIN 3 (deKT Ha aOCOpOIIHIO JT1eBOGIIOKCAIIHA P €r0 ITpUeMe
BHYTb.
C cykpanvghamom

HetictBue mpenapara drekcua 3HAYUTETBHO OCIAONACTCS MPH OXHOBPEMEHHOM IPHMEHEHUH
cykpayib(aTa (CpeAcTBa JJisl 3aIIUTHI CIU3UCTON 00OJIOUYKH JKEITyAKa).

[MareHTaM, OTYYarOIIUIM JICBOGIIOKCAIIMH U CYKpallb(aT, peKOMEH TyeTCsl IPUHUMATh CyKpainbdar
gepes 2 4 moclie mprueMa JieBo(hIoKcaIiHa.

C meoghunnunom, gpenoyghernom unu noooOHuIMU TeKapcmeeHHbiMu cpedcmeamu uz epynnot HIIBII,
CHUCAIOWUMU NOPO2 CYOOPOAHCHOU 20MOBHOCMU 20]I08HO20 MO32d
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dapMaKOKMHETUYECKOTO B3aUMOIEHCTBUS J1eBO(IOK¢AIHA c'lfléEi(ﬁp}!Erﬁi;cﬁwJ@Eﬂfﬁﬁe'HE - ooo2)

OnHako TpU OJHOBPEMEHHOM IPUMEHEHHWH XWHOJNOHOB M TeodpmummnHa, HIIBII u apyrux
IIPENApaToB, CHIKAIOUIMX IOPOTI CYAOPOXKHOW TOTOBHOCTH TOJIOBHOIO MO3ra, BO3MOYKHO
BBIPA)KEHHOE CHUYKEHHUE ITOPOra CyIOPOKHOM TOTOBHOCTH I'OJIOBHOI'O MO3Ta.

Konnenrpanus neBodokcaiiaa mpu 0 JHOBpeMeHHOM nprueMe (heHOydeHa MoBkIIIaeTcs TOIbKO Ha
13%.

C HenpambiMu anmukoazyisihmamu (aumazonucmol sumamuna K)

Y ManuCeHTOB, TIIOJYYaBHIUX JICYHCHHC HGBO(l)JIOKcaI_II/IHOM B KOM6I/IHaI_[I/II/I C HCIPSAMBIMH
AQHTUKOATyJITHTaMH (Hampumep, BaphapuHOM), HAOIIOJANIOCh TOBBIMICHHE TPOTPOMOMHOBOTO
BpeMeHI/I/Me)K,Z[YHapOI[HOFO HOPMAJIU30BAHHOI'O OTHOIICHU A I/I/I/IJ'II/I Pa3BUTHUC KPOBOTCUCHU A, B TOM
quciae U TsoKenoro. [1oaToMy Ipu OZHOBPEMEHHOM NMPUMEHEHUH HENPSMBIX aHTHKOATYJISTHTOB U
neBo(IoKcamHa He00X0AUM PETrYJISIPHBIA KOHTPOJIb MTOKa3aTee CBEPThIBAHUS KPOBH.

C npobeneyudom u yumemuOuHoMm

[Ipy oOAHOBpEMEHHOM NPUMEHEHUU JIEKAPCTBEHHBIX CPEACTB, HAPYIIAOIMIMUX [OYEUHYIO
KAaHAJBIEBYIO CEKPEIHI0, TAKUX KaKk MpoOeHeUuJ U IUMETHJIMH, M JIeBO(JIOKCALMHA, CIEIyeT
COOJTFOIATh OCTOPOXKHOCTh OCOOCHHO Yy MAIMEHTOB C TOUYEYHON HETOCTATOYHOCTHIO.

BriBenienne (moueuHslil KIMPEHC) JIeBO(IIOKCAMHA 3aMeUIsAeTCsl oA JeHCTBUEM IIMMETUANHA Ha
24% u npobenenuaa Ha 34%. MajloBepOSTHO, UTO 3TO MOXET UMETh KJIMHUYECKOe 3HaUCHHE IpU
HOpMaJIbHOW (DYHKIIMU TOYEK.

C yuxnocnopurnom

JleBouiokcanuH yBenu4HMBaJ MEPHUOJ MONYyBbIBeAeHHUs LukiocnopuHa Ha 33%. Tak kak 3To
YBCIIMUCHUC SABJIACTCA KIMHUYCCKHW HC3HAYMMBIM, KOPPCKOHWU OO03blI HHUKIIOCIIOpHWHA IIpU Cro
OJTHOBPEMEHHOM MPUMEHEHHUH C JIEBO(IIOKCAIIMHOM HE TpeOyeTcs.

C enroxokopmukocmepouoamu
OpnHOBpEeMEHHBIN TPUEM TIIFOKOKOPTUKOCTEPOHI0B MOBBIIIAET PUCK Pa3phiBa CYXOKHINH.
C nexapcmeennvimu npenapamamu, yoarunaowumu unmepsai QT

JleBouiokcanuH, kak W jApyrue (TOPXUHOIOHBI, JODKEH MPUMEHSThCS C OCTOPOKHOCTBIO Yy
MalMEeHTOB,  TMONy4YalIIMX  MOpemaparbl,  yanuHsiomme  uHTepBan QT  (Hampumep,
NpoTUBOApUTMHUYECKHE Tipenapatbl kiacca [A wu I, Tpunukianyeckue aHTUIETIPECCAHTHI,
MaKpOJIUbl, HEUPOJIEITUKH).

Ilpouue

HpOBGI[eHHBIG KJII/IHI/IKO-q)apMaKOJIOFI/I‘-IGCKI/Ie HUCCICI0OBaHUA JJI I/I3y‘-I€HI/I}I BO3MOXHBIX
(hapMaKOKMHETHYECKUX B3aMMOJICUCTBUI JIeBOIIOKCAIIMHA C OUCOKCUHOM, 2NUOEHKIAMUOOM,
panumuousom u eapgapunom TOKa3aId, 4YTO (apMAKOKUHETHKA JIeBO(MJIOKCAIIMHA TIPHU
OJTHOBPEMEHHOM IIPUMEHEHHUH C STUMHU IIperapaTaMy He H3MEHSAETCS B IOCTATOYHOM CTCIICHH, YTOOBI
9TO UMEJIO KIIMHUYECKOE 3HAYEHHE.

4.6. PepTHIBLHOCTD, 0EPEMEHHOCTb U JIAKTALUS

bepemeHHOCTD

[Ipenapat npoTuBOMOKa3aH AJis MPUMEHEHHUS Y OEpEMEHHBIX JKCHIIUH (CM. paszzen 4.3).

JlakTaus

[Ipenapat MpoTUBOMOKA3aH TSI IPUMEHEHHUS Y JKEHIIUH B MIEPUOJ TPYAHOTO BCKAPMITUBAHUS (CM.
paznen 4.3).
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MEXaHU3MaMHu

Takue HexxenaTenbHble PEaKLUU, KaK TOJIOBOKPYKEHUE WIIM BEPTUT0, COHIMBOCTh U PacCTpoiicTBa
3peHus (cM. pazzaen 4.8), MOTYT CHIKaTh ICUXOMOTOPHBIE PEAKLIUHU U CIIOCOOHOCTH K KOHIIEHTPAIUU
BHUMAaHMs. ODTO MOXET NPEACTaBIATh OO0 ONpeAETIeHHBbIM PHCK B CHUTyallMsAX, KOrja 3TU
CIOCOOHOCTH HMMEIOT 0co0oe 3HaueHue (Hampumep, MpH YIPaBICHUM aBTOMOOWIEM, NpU
00CITy’)KUBaHUM MAIIMH U MEXaHU3MOB, ITPH BHIMIOJIHEHUH pabOT B HEYCTOWYMBOM IOJIOKEHUH).

4.8. He:xxennaTesibHbIE peaKIUuu

Pe3roMe HexemaTenbHbIX PEAKIIUNI

HexxenarenbHble pcaknuuu, 3apCruCTpUpPOBAHHLBIC B XOAC KIMHUYCCKHUX I/ICCJIG,Z[OBaHI/Iﬁ H B
MOCTPETUCTPAIIMOHHOM OTIBITE TPUMEHEHHS, TIPEACTABICHBI B COOTBETCTBUH C TIEPEUYHEM CHCTEMHO-
OpPraHHbIX KJIACCOB B IMOCJICAOBATCIBHOCTU MCAHUIIMHCKOTO CJIOBapsA TCPMUHOB JJIA perHHTOpHOfI
nesitenpHOCTH  (MedDRA). Yactora BO3HHUKHOBEHHS OIpEAE/siach B COOTBETCTBUHM  CO
CJICAYIOIUMU KATCTOPUSAMU

oudeHb yacto (>1/10);

gacto (>1/100, Ho <1/10);

Heuacto (>1/1 000, Ho <1/100);

penko (>1/10 000, Ho <1/1 000);

oueHb peako (<1/10 000);

9acTOTa HEU3BECTHA (HA OCHOBAHUU MMEIOIINXCS TaHHBIX OIICHUTH HEBO3MOXKHO).

HHd)eKuuu U uHBasuu

Heuacmo: TpPUOKOBBIE HH(EKIINHU, pa3BUTHE PE3UCTEHTHOCTH MATOI€HHBIX MUKPOOPTaHH3MOB.

Hapywenus co cmoponsl kposu u ﬂuM(i)amulleCKOIZ cucmemul

Heyacmo. JEUKONEeHUs (YMEHBIICHHE KOJMYECTBA JICMKOIMTOB B MEPHPEPUUECKON KPOBH),
703uHOGUINS (YBEIMUCHHUE KOJMYECTBA Y03UHOMUIIOB B IEPUPEPHUIECKON KPOBH);

peoko: HEUTponeHHs (yMEHbLICHHE KOJMYECTBA HEUTPO(PMIOB B MepU(epuuecKoil KpoBH),
TpoMOOLIUTONIEHUS (YMEHBIIIEHUE KOJTMYECTBA TPOMOOIIMTOB B epuepuueckori KpoBH);

yacmoma Heuzeecmua: (IOCTPETUCTPALIMOHHBIC TAHHBIC): MMAHIIUTONICHUS (YMEHBIIICHNE KOTUIEeCTBA
BceX (POPMEHHBIX DJIEMEHTOB B mepudepuueckoil KpoBH), arpaHyI0MUTO3 (OTCYTCTBHE WU PE3KOE
YMEHBIICHHE KOJIMYECTBA IPaHyIOLUTOB B Nepudepruyeckoit KpOoBH), FeMOJIMTHYECKAsT aHEMUSI.

Hapywenus co cmoporbl uMmyHHOU cucmembl

PeoKo. aHTHOHEBPOTUYECKUN OTEK;

yacmoma  HeusgecmHa  (nNOCmMpe2ucmpayuoHHvle  OaHHble):.  aHAPUIAKTUYECKUH  IIOK,
aHApWIAKTOUTHBIA MIOK. AHAaQWIAKTHYECKHE W aHA(PWIAKTOUIHBIE PEAKIMU MOTYT HWHOI/A
pa3BUBATHCS Jaxke MOcIie MpreMa MepBoi 03kl Mpenapara.

3HO0KDMHHbl€ HapyuweruA

peoKo: CUHIPOM HeaZleKBaTHOM CeKpeluu aHTHINYPETUYECKOT0 TOPMOHA.

Hapywenus MemadoaUIMa U NUMAHUSL

Hedacmo. aHOPEKCUA,
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TUNIOTJIMKEMUH: «BOJYUID) alleTUT, HEPBO3HOCTh, UCIIAPUHA, IPOXKb);

yacmoma HeuzéecmHa: THUICPTIIMKEMHS, TsDKENas THUIOTJIMKEMHS, BIUIOTh JO Pa3BHUTHSA
TUMOTJIMKEMHYECKOH KOMBI (OCOOEGHHO Yy TMOXWIBIX IMAallUEHTOB C CaxapHbIM JIHa0ETOM,
MPUHUMAIOIINX TEePOpPATbHBIC THUITOTJIUKEMUYCCKUE CPEACTBA WM  IMONYYAIOIIUX JICUYCHHE
UHCYIMHOM (CM. paznen 4.4)).

Hcuxuueckue napyuienus *

yacmo: OECCOHHMIIA;
Hewacmo: 4yBCTBO OECIIOKONCTBA, TPEBOTa, CIIyTAHHOCTH CO3HAHMS,

peoxo: TICUXWYEeCKUe HapylleHHs (HampuMmep, TaJUTIONWHAIIMY, [TapaHois), JETpPeccus, aKUTaIusI
(BO30Y>XIIeHUE), HAPYIIICHUSI CHA, HOYHBIE KOIIIMapBhI;

yacmoma HeuzeecmHa (NOCmpe2ucmpayuoHnble OaHHble): HApYUIEHUS NCUXUKH C HapyHUICHUSMU
MOBEJICHUSI C IPUYMHEHHEM ceOe Bpea, BKIIIOUas CyUIUIaIbHbIE MBICIIU U CYULIUATbHBIE OMBITKH,
HEPBO3HOCTh, HAPYIICHUS TAMATH, IEIUPHUA (BKIIOUas HAPYLICHUS IAMSITH, 1€30pUEHTALINIO).

Hapywenus co cmoponsl HepsHoil cucmembt *

yacmo: TONoBHas 00JIb, TOJIOBOKPYKCHHUE;
Heuacmo: COHITMBOCTb, TPEMOP, TUCTeB3Hs (M3BpAIllCHHE BKYCA);
peoxo: mapecte3us, Cyaoporu (cm. pazzaen 4.4);

yacmoma  HeusgecmHa — (nocmpe2ucmpayuoHHsvle — OaHHvle):. Tiepudepuueckas — CEeHCOpHas
HelponaTtus, nepudepudeckas CEHCOPHO-MOTOpHasi HeWpomatus (cMm. pazaen 4.4), TUCKUHE3HS,
JKCTpanupaMUIHbIE paccTpoicTBa, areB3us (MOTeps BKYCOBBIX  OIIYIIEHHUH), MapoCMUs
(paccTpoMCTBO OLIyIIEHHUs 3amaxa, 0COOEHHO CYyOBEKTHBHOE OIIyIICHHE 3araxa, OOBEKTUBHO
OTCYTCTBYIOILIET0), BKJIFOUYas MOTEPI0 O0OHSIHUS, 0OMOPOK, MOBBIIIEHNE BHYTPUUYEPEITHOTO AABIICHUS
(mobpokavecTBeHHAs BHyTpUUYEPEITHAS THIIEPTEH3MS, TICEBI0OITYX0Ib MO3Ta), MUOKJIOHYC.

Hapywenus co cmoponst opeana 3peHuﬂ*

peoxo: HapyIICHUS 3pEHUs], TAKUE KaK PACIUIBIBUATOCTh BUIUMOTO H300PaKEeHUS;
yacmoma Heusgecmua (nocmpe2ucmpayuorHvle OaHHble): IPeXosias MoTeps 3peHusl, yBEuT.

Hapyuwenusa co cmoponsl opeana cayxa u Jza6upuHma*

Heuacmo. BEpTUTO (YyBCTBO OTKJIOHEHMS WJIM KPYKEHHUS COOCTBEHHOTO Tella WU OKPYIKAIOIIUX
MPEAMETOB);

pedKo. 3BOH B yIIIax;
yacmoma Heuzgecmua (nocmpe2ucmpayuoHHvle OanHble): CHIKEHHE CITyXa, OTeps cayXa.

Hapywenusa co cmoponwl cepoua **

peoxo: CHHYCOBasi TAXUKAPAHsI, OIIYIICHUE CEPAIICONCHHUS,

yacmoma  HeuzgecmHa — (nocmpecucmpayuoHHvle OaHHele): yniauHeHnue wuHTepBana QT,
JKCJIITYJOYKOBBIC HAPYLICHUSA PUTMA, KCIIYAOUYKOBASA TaXUKaApAUsd, KCIIYAOUKOBAA TaXUKapAus THUIIA
«IHUPYIT», KOTOPBIE MOTYT MIPUBOANTH K OCTAaHOBKE cepaia (cM. pasaensl 4.9, 4.4).

Hapywenus co cmoponwl cocyoos**

PpeoKo: CHIKEHUE apTepHalIbHOTO J1aBJICHUS.

Hapywenusa co cmoporbl ObIXAMeNbHOU cucmemsl, opcaros ZDVOHOI:Z KIemKU U CpedOoCmeHus

Heyacmo. OJBbIIIKa,
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yacmoma  HeuzgecmHa  (NOCMpPeESUCMPAYUOHHbLE aaHHbzéﬂIj%ﬂ@&ﬁ&ﬁlﬁﬂbmﬁg&ﬁ%&%ﬁ

ITHCBMOHMUT.

Hapywenus co cmoponbl .?fCéJZV()O’{HO—KuWeLIHOZO mpaxkma

yacmo. quapes, pBoTa, TOIIHOTA,
Heyacmo: 00U B KHUBOTEC, TUCIICIICUSA, METCOPHU3M, 3aIl0p,

yacmoma HeuzeecmHa (NOCMpe2ucmpayuoHtsvle OaHHble): TeMopparudeckas auapes, KoTopas B
OUYEHb PEAKUX CIIy4asX MOXET ObITh MPU3HAKOM DHTEPOKOJUTA, BKIIOYAs MCEBIOMEMOpaHO3HBIN
KoJuT (cM. pasnen 4.4), mankpeaTuT (cM. pasnen 4.4).

Hapywenus co cmoponsl nevenu u .?fCéJZ’lé@blGO()ﬂmux nymeu

ygcmo:  TIOBBIIEHWE  AKTUBHOCTH  «MEUEHOYHBIX» (EPMEHTOB B KpOBH  (Hampumep,
amaanHamuHoTpancdepassl (AJIT), acmapraramunorpancdepassl (ACT), moBbIIeHHEe aKTUBHOCTH
menounoit gpocdarassl (ILD) u ramma-royramunrpancdepasst (I'TT));

Heyacmo. TOBBIILIEHUE KOHIIEHTPpAIMU OninpyOrHa B KPOBH;

yacmoma Heuz8ecmua (NOCmMpe2ucmpayuoHuslie 0anHele). TSHKENas MeYeHOYHas: He0CTaTOYHOCTb,
BKJTIOYAsI CIIy4ad Pa3BUTHsI OCTPOH MEYCHOYHOW HETOCTATOYHOCTH, MHOT/AA C (haTaIbHBIM UCXOJIOM,
0CcOOEHHO Y MaIMEHTOB C TSXKEJIBIM OCHOBHBIM 3a00JI€BaHNEM (HAIIpUMEp, y TAIIMEHTOB C CETICHCOM)
(cm. paznen 4.4), renaTur, JKeNTyxa.

Hapyuwenusa co cmoporsl Kodxcu u NOOKOMCHLIX MKAHel

Hedacmo. ChblIlb, 3y, KpallMBHUILIA, THIICPTUAPO3;

peoko.: TNEKapCTBEHHas peakius ¢ s03uHoduimeir u cuctemHoil cumnromatukoid (DRESS -
curapoM) (cm. pasznen 4.4), pUKCHPOBAHHOE JICKAPCTBEHHOE BHICHITIAHNUCE;

yacmoma Heuz8ecmua (NoCmpe2ucmpayuoHtblie 0auHvle): TOKCHUECKUH AMHUepMaIbHBIA HEKPOJIU3,
cuaapoM  CruBeHca-/KOHCOHA,  JKcCyJaTWBHass ~ MHOTO(OpMHAs — dpUTEMa,  PEaKIHUH
¢dorocencuOUIM3aMK (MTOBBIIIEHHOW YYBCTBUTEIBHOCTH K COJHEYHOMY M YJIBTPa(UOIECTOBOMY
n3IIydeHuto) (cM. pasnen 4.4), TeHKOIMTOKIACTUYECKUA BaCKYJIUT, CTOMATHT.

PeaKI_II/II/I CO CTOPOHBI KOXKHU U CIIM3UCTBIX OGOHO‘-IGK MOT'YT UHOTIa pa3BHUBATLCA JaKC IMOCJIC ITpUcMa
MEepBOM 103bI Mpenapara.

Hapywenus co cmoponvi mblieynol, KOCmHoU U coeouHumenbHou mrkanu™*

Hedacmo. apTpalirus, MUAJIT s,

peoxo: IOpakeHNEe CYXOKUIIHMM, BKITI0Uasi TCHIUHUT (HAIPUMEp, aXUILIOBA CyXOXKHIIHUS), MBIIIICUHAs
cmaboCTh, KOTOpas MOXXET OBITh OCOOCHHO OMacHa y TAaIMEHTOB C IICEBIOMAPATUTHICCKON
MUacTeHuen (myasthenia gravis) (cM. paznen 4.4);

yacmoma HeuzeecmHa (NOCMpecucCmpayuorHsvle OaHHvle): PabJOMHUOIN3, Pa3PhIB CYXOXKUIUS
(HampuMep, aXUJIOBa CYXOXKMINSA. DTOT MOOOUHBINA YPPEeKT MOKET HabmoaaTbesa B TeueHue 48 u
MOCJIe HavasIa JICYEHUs M1 MOKET HOCUTh IBYXCTOPOHHUH XapakTep (cM. pa3zaen 4.4)), pa3pbiB CBA30K,
pa3pbIB MBIIII, APTPUT.

Hapywenus co cmoponsl nouex u MOU@@blGO()ﬂmMX nymei

Hedacmo. MOBBIICHUC KOHIICHTpAIUU KPCATHHUHA B CBIBOPOTKC KPOBHU;,

peoko: ocTpasi MoYeYHasi HeIOCTaTOYHOCTh (HalpuMep, BCIECICTBHE PA3BUTHUS HHTEPCTHINAILHOTO
HedpuTa).

Obwue HapyuieHUus u peakuuy 8 mecme 66e0eHus ™

Hedacmo. aCTCHU,
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pedko. mupeKcus (IOBBIIIEHNUE TEMITEpaTyphl Tela);

yacmoma Heuzgecmua. 607b (BKI0OYas 0076 B CIUHE, TPYJIH U KOHEYHOCTSIX).

JIpyeue 803M0CHbIE HedceaameibHble 9d)(b€KWle, OMHOCAUUECA KO 8Cem d)mopquOJzonaM

OYeHb pedKo: TIPUCTYIHI Tophupuu (0YeHb PEeaKol O0oJe3HM OOMEHa BEIIECTB) y MAIMEHTOB C
nopdupuei.

*B OYCHb PCAKUX CIIyHasaXx MNP NPUMCHCHUN XUHOJIOHOB U (bTOpXI/IHOJIOHOB, HHOraa He3aBUCUMO OT
MCXOJIHO UMEIOIIUXCs (PaKTOPOB PHCKa, OBLTH 3apEeTUCTPUPOBAHBI JITUTEIHLHO COXPAHSIOMHUECS (110
HECKOJIBKUX MECALECB HUJIN HGT), WHBAJIUIU3UPYIOIHUEC U IMOTCHIHUAJIBHO H606paTI/IMBI€ CCPBLC3HLIC
noOOYHBIC pEaKIMK Ha TMperapar, 3aTparuBaroline HECKOJIBKO, a HHOTJa U MHOXKECTBO, KJIACCOB
CHUCTCM OPraHOB U OPraHOB YYBCTB (BKJHO‘-Ia}I TAKHUC PCAKIMU, KaK TCHAWHUT, Pa3PbIB CYXOKHUIINA,
apTpairusi, 00Jb B KOHEUHOCTSIX, HAPYIICHUE TIOXO/IKH, HEHPOIIATHH, CBSI3aHHBIE C TTAPECTE3USIMH,
ACIPECCUs, TOBBIIICHHAA YTOMIISICMOCTD, HAPYIICHUC TTaMATH, HAPYIICHUS CHA, 4 TAKIKC HAPYUICHUA
cityxa, 3peHus1, BKyca u 000HsHHS) (cM. pazzaen 4.4).

**VY NaiueHToB, MOJIyYalomuX (GTOPXUHOJIOHBL, OBUIM OTMEYEHBI CIydyal Pa3BUTUS aHEBPU3MBI U
pacciioeHus A0PThI, HHOT/IAa OCTIOKHEHHBIX Pa3phIBOM (B TOM YHUCIIE C JIETAIBHBIM HCXOJIOM), & TAKXKE
peryprurtaiii/HeJOCTaTOYHOCTH JIF00O0T0 KiarnaHa cepaua (cM. paszaen 4.4).

COO6I.HGHI/IG 0 MOA03PEBACMBIX HEXKECIATCIbHBIX PCAKIINAX

BaxxHo cooOmate 0O TMOAO3PEBAEMBIX HEKENATEIBHBIX PEAKIUAX TIOCIE PETUCTPALUU
JIEKapCTBEHHOI'O TIperapara C Lebl0 O0ecreueHus: HEeMpPepbIBHOIO MOHUTOPHHIA COOTHOIICHUS
«TI0JTh3a-PUCK» JIEKAPCTBEHHOTO TIpernapara. MeIuInHCKUM paOOTHUKAM PEKOMEHTyeTCs COOOIIATh
0 JOOBIX TOAO03PEBAEMbIX HEXKENATEIbHBIX pEaKIUAX JIEKApCTBEHHOTO IIpernapaTra uepes
HAaIlUOHAJIBHBIC CUCTEMBI COOGH_IGHI/IH 0 HCXKCIATCIIbHBIX PCAKOUAX TOCyaapCTB — YJIICHOB
EBpa3uniickoro 3k0OHOMHUYECKOT0 COI03a.

Poccuiickas ®enepanus

®denepanpHas cayx0a o Haa30py B chepe 3apaBooxpanenus (PoczmapaBaanzop)
109012, MockBa, CnaBstHCKast Iiomaap, 1. 4, ctp.1

Tenedon: +7 (800) 550 99 03

E-mail: pharm@roszdravnadzor.gov.ru

www.roszdravnadzor.gov.ru

4.9. Ilepeno3upoBka

CHUMIOTOMBI

Ucxonss W3 J1aHHBIX, MNOJYYEHHBIX B TOKCHUKOJOTMYECKHX HCCIIEIOBAHUIX, IPOBEICHHBIX Y
KUBOTHBIX, BAXHEHIINMHU OKUJAEMBIMU CUMITOMAaMHU OCTPOM Mepeao3UpPOBKHU JI€BO(IOKCAITTHOM
SIBIITFOTCSI CHMIITOMEBI CO CTOPOHBI IEHTPAJILHOM HEPBHOW CHCTEMBI (HAPYIICHUSI COZHAHUS, BKITIOYAsT
CIIyTaHHOCTb CO3HAHUS, TOJIOBOKPYKEHHE U CYIOPOTH).

[Tpu mocTMapKeTHHIOBOM NMPUMEHEHUH TpenapaTa npHu nepeo3upoBKe HAOM0auch 3PPeKTs co
CTOPOHBI [IEHTPAJbHOI HEPBHOM CHCTEMBI, BKJIOYas CIIyTaHHOCTh CO3HAHUS, CYAOPOTH,
TaJUTIOLIMHAIIH U TPEMOD.

Bo3MOXXHO pa3BUTHE TOUTHOTHI MU BO3HUKHOBEHHE JPO3UM CIM3UCTOM OOOJOYKH KEITYJOUHO-
kumeyHoro Tpakra (OKKT).

B kiamHUKO-(hapMaKoJIOTHYECKUX HCCIICAOBAHMAX, MPOBEACHHBIX C J03aMHU JIEBOQIIOKCAIIMHA,
MIPEBBIMIAIOIIMMHE TEepareBTHUECKHe, Habmoanock yumaenne uatepsana QT.

JleyeHune
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COOTBETCTBYET ZKCNEPTHOMY OTUETY

MOHUTOpUpOBaHue. JleueHne cuMmnromMatuueckoe. B ciaydae octpoil mepeno3upoBku TabieTKamu
npenapata QIEKCHI IMOKAa3aHO TNPOMBIBAHME JKEIyJKa M BBEICHUE AHTAlUAOB IS 3allUTHI
clu3ucTOd  000NMOuKM Jkedmyaka. JleBodiokcanuH He BBIBOOUTCS IOCPEICTBOM  JHAN3a
(remoauanu3a, NEPUTOHEATBHOTO [WANINM3a M IOCTOSHHOIO aMOyJaTOpPHOIO IEpUTOHEATbHOTO
nuanuza). Crenuuyeckoro aHTUI0Ta HE CYIIECTBYET.

5. PAPMAKOJIOTMYECKHUE CBOMCTBA

5.1. ®apmakoauHaMHYeCKHe CBOICTBA.

dapmakoTepanieBTUYeCKas TIpyIa: aHTHOAKTepHalbHBIE IpernapaTbl CHCTEMHOTO JIEHCTBUS;
MIPOU3BOIHBIC XMHOJIOHA; (PTOPXHUHOIOHBI.
Kong ATX: JOIMA12

MexaHu3M OelCTBUSA

deKcu] CHHTETHYECKU aHTUOAKTEpHUATIbHBIN MpenapaT IIMPOKOTO CIIEKTpa ACHCTBUS U3 TPYIIIBI
(TOPXMHOIOHOB, COJEPKAIINN B KAUeCTBE aKTUBHOTO BEIIECTBA JIEBO(IIOKCAIIMH JICBOBPAIIAIOIINN
n3omep odioKcarHa.

JleBodnokcarun 6nokupyer JJHK-rupasy u Tonounszomepasy IV, Hapymiaetr cynepcnupanu3anuio 1
cmmBKy paspbiBoB JIHK, muru6upyer cunare3d [IHK, Be3biBaeT riny06okme mopdomoruueckue
M3MEHEHHMS B IIUTOILIA3ME, KIIETOYHON CTEHKE M MeMOpaHax MUKPOOHBIX KJIETOK.

dapmakogmnaamMudeckue 3O HEKTEI

JleBoiioKCaniiH aKTUBEH B OTHOIIIEHUH OOJIBIIMHCTBA IITAMMOB MUKPOPTaHU3MOB, KaK B YCIIOBUSIX
in vitro, TaK W in vivo.

In vitro
o Yyecmeumenvuvle muxpoopeanuzmvl (MIIK <2 me/n, 30na uneubuposanus >17 mm)

- AdpoOHBIE T'PaMIOJIOKHUTEIbHBIE MUKpOOpranusmsl: Bacillus anthracis, Corynebacterium
diphtheriae, Corynebacterium jeikeium, Enterococcus faecalis, Enterococcus spp., Listeria
monocytogenes,  Staphylococcus  coagulase-negative  methi-S(I)  (koaryna3oHeraTUBHBIC
METUIWJITHH-9yBCTBUTEIIbHBIC/-yMEPEHHO UYyBCTBUTENbHBIC), Staphylococcus aureus methi-S
(METULIMJUTMH-9YBCTBUTENBHBIC),  Staphylococcus  epidermidis ~ methi-S  (MeTHIMIIINH-
qyBCTBUTENbHEIC), Streptococci rpynmbl C u G, Streptococcus agalactiae, Streptococcus pneumoniae
peni-1/S/R (MEeHUIMIUTUH-YMEPEHHO qyBCTBHUTEJIbHBIE/-UyBCTBUTEIbHBIE/-PE3UCTCHTHBIE),
Streptococcus  pyogenes, Viridans streptococci  peni-S/R  (ICHUIWIIIHH-9yBCTBUTEIbHBIC/ -
PE3UCTEHTHBIE).

- AspoOHBIE TpaMOTpUIIATEIbHBIE MUKPOOPTaHU3MBL: Acinetobacter baumannii, Acinetobacter
spp., Actinobacillus  actinomycetemcomitans, Citrobacter freundii, FEikenella corrodens,
Enterobacter aerogenes, Enterobacter cloacae, Enterobacter spp., Escherichia coli, Gardnerella
vaginals, Haemophilus ducreyi, Haemophilus influenzae ampi-S/R (aMIUIIUITHH-9yBCTBUTEIIbHBIE/ -
pesuctenTHbie), Haemophilus parainfluenzae, Helicobacter pylori, Klebsiella oxytoca, Klebsiella
pneumoniae, Klebsiella spp., Moraxella catarrhalis [+/f- (mpoayuupyroIiye U HEMPOAYyIUPYIOLTHE
Oeta-nakramasbl), Morganella  morganii,  Neisseria  gonorrhoeae non  PPNG/PPNG
(HempoayLHMpyOIMe ¥ TPOAYLMPYIONUEe NEeHUIWIINHA3Y), Neisseria meningitidis, Pasteurella
canis, Pasteurella dagmatis, Pasteurella multocida, Pasteurella spp., Proteus mirabilis, Proteus
vulgaris, Providencia rettgeri, Providencia stuartii, Providencia spp., Pseudomonas aeruginosa
(rociutanbHble  HMH(EKIMH, BbI3BaHHBIE Pseudomonas aeruginosa, MOryT TmOTpeOOBaThH
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KOMOWHHUPOBAHHOTO JieueHus), Pseudomonas spp., S lmonellﬂ;z;jAgé;?;%ﬁ%kéjgelng :Selrrlz}‘t:z'a

Spp.

- AHa’poOHBIE MUKPOOPTAaHU3MBL: Bacteroides fragilis, Bifidobacterium spp., Clostridium
perfringens, Fusobacterium spp., Peptostreptococcus, Propionibacterium spp., Veillonella spp.

- Hpyrue mukpoopranusmel: Bartonella spp., Chlamydia pneumoniae, Chlamydia psittaci,
Chlamydia trachomatis, Legionella pneumophila, Legionella spp., Mycobacterium spp.,
Mycobacterium leprae, Micobacterium tuberculosis, Mycoplasma hominis, Mycoplasma
pneumoniae, Rickettsia spp., Ureaplasma urealyticum.

o  Vmepenno uyscmeumenvnvie muxpoopeanusmvl (MIIK = 4 me/n; 30na uneubuposanus 16-
14 mm)

- AdpoOHBIE  TI'paMIOJIOKHUTENbHBIE MUKpooprauusmbel:  Corynebacterium  urealiticum,
Corynebacterium  xerosis, Enterococcus faecium, Staphylococcus epidermidis methi-R
(MeTHLMIUTMH-PE3UCTEHTHEIE), Staphylococcus haemolyticus methi-R (MEeTHIIMIUTHH-PE3UCTEHTHEIE).
- AbspobHBIE TpaMoTpHUIIaTeNbHBIE MUKpoopranu3mel: Campylobacter jejuni/coli.

- AHa3poOHBIE MUKpOOpPTaHU3MBIL: Prevotella spp., Porphyromonas spp.

e Pesucmenmnule Kk neso@aoxcayuny muxkpoopearnuzmol (MIIK >8 me/n; 30na uneubuposanus
<I3 mm)

- AdpoOHBIE TPaMITIONIOKHUTEIBHBIE MHUKPOOPTaHU3MBL:  Staphylococcus aureus methi-R
(MEeTULMIJUTMH-PE3UCTEHTHEIE), Staphylococcus coagulase-negative methi-R (koaryna3oHeraTHBHBIC
METHIMUTNH-PE3UCTCHTHBIE).

- AspoOHBIE TpaMOTpHIIATEIbHBICE MUKPOOPTaHU3MblL: Alcaligenes xylosoxidans.

- AHa3poOHBIE MUKPOOPTAaHU3MBIL: Bacteroides thetaiotaomicron.

- Jpyrue mukpoopranusmel: Mycobacterium avium.

Pe3ucTeHTHOCTD

Pe3ucTeHTHOCTh K JI€BO(IIOKCAIIMHY pa3BHBACTCS B PE3yJbTaTe MOATAHOIO IMPOIECCa MYTAIUH
TeHOB, Koaupyomumx 0oe Tonmonzomepassl Tumna I1: JIHK-rupasy u ronmounzomepasy IV (moaudukamms
MUIICHH AeUCTBHs). J[pyrue MeXaHW3Mbl PE3MCTEHTHOCTH, TAaKHME€ KaK MEXaHW3M BIUSHUS Ha
MEHETPAIMOHHBIE Oapbepbl MHUKPOOHOW KJIETKH (MEXaHHM3M, XapaKTepHbIH mis Pseudomonas
aeruginosa) U MexaHusM 3¢ ¢urokca (aKTHBHOTO BBIBEICHUS MPOTHBOMHUKPOOHOTO CpPEICTBA W3
MUKPOOHOH KIETKH), MOTYT TaKX€ YMEHbIIATh YYyBCTBHTEIBHOCTH MHKPOOPTaHU3MOB K
neBo(IOKCaLUHY.

B cBs3u ¢ ocoOeHHOCTSAMH MeXaHW3Ma ACUCTBHs JeBo(dokcanmHa OOBIYHO He HabIomacTcs
MEPEKPECTHON PE3UCTECHTHOCTH MEXKAY JIEBO(IOKCAIIMHOM MW JPYTUMH MPOTHUBOMHUKPOOHBIMH
CpeICTBaMHU.

Kimmanueckast 3 dhekTUBHOCTE ¥ 0€30I1aCHOCTE

Knunuueckaa s¢ghgpexmusnocmo (3¢pghexmusnocms 6 KIUHUYECKUX UCCIEO08AHUAX NPU JledeHUul
uH@eKkyull, 8b1361860AEMbIX NEPEUUCTIEHHBIMU HUNHCE MUKPOOP2AHUSMAMU)

o AspoOHBIE TPaAMITOJIOKUTETBLHBIE MUKPOOPTAHU3MBIL: Enterococcus faecalis, Staphylococcus
aureus, Streptococcus pneumoniae, Streptococcus pyogenes.
o AspoOHBIE TpaMoTpHIaTeNbHbie MHUKpoopraHusMmel: Citrobacter freundii, Enterobacter

cloacae, Escherichia coli, Haemophilus influenzae, Haemophilus parainfluenzae, Klebsiella
pneumoniae, Moraxella (Branhamella) catarrhalis, Morganella morganii, Proteus mirabilis,
Pseudomonas aeruginosa, Serratia marcescens.

o Hpyrue muxpoopraumsmbl: Chlamydia pneumoniae, Legionella pneumophila, Mycoplasma
prneumoniae.

5.2. apmakoKknHeTHYECKHE CBOIICTBA
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JleBoiokcania OBICTPO U MPAKTUYECKU MOJHOCTHIO BCACBIBACTCS IMOCHE MpPUEMa BHYTPb, IPUEM
MUY MaJio BIKSAET Ha abcopOruio. AGcontoTHas OMOAOCTYITHOCTh MPU MIPUEME BHYTPb COCTABIISET
99—-100 %. ITocne ogHokpaTHOTO NMpremMa 500 Mr 1eBoGIIOKCAIITHA MAaKCUMaJIbHast KOHIICHTPALUs B
ma3Me KpoBH (Cmax) JocTUTAETCs B TeueHue 1-2 1 u coctasisieT 5,2+1,2 Mxr/min. @apMakoKWHETHKA
neBo(IIOKcauHa sIBIIsieTCs TMHEeHHOo# B nuana3one 103 ot 50 1o 1000 mr. PaBHOBecHOE cocTosiHHE
KOHIICHTpaIluu JIeBoIOKCaIiHa B Tu1azMe KpoBH mpu npueme S00 mr neBodokcaraa 1 wim 2 pasza
B CYyTKH JIOCTUTaeTcs B TeueHue 48 u.

Ha 10 nenp mpuema BHyTpbh mpemnapata Dnexcug 500 mr 1 pa3 B cyTKM Cax JI€BOgIIOKCAITHA
cocraBisieTcst 5,7+1,4 MKr/mi, a MHHHMalbHAs KOHIEHTpaIus JieBodaokcanHa (KOHIEHTPAIUs
nepe mpueMoM ouepeHoi 103b1) (Cmin) B TU1a3Me KpoBu coctaBisieT 0,5+0,2 MKT/MIL.

Ha 10 nenp npuema BHyTps npenapara ®nexcug 500 mr 2 pasza B cyTku Cmax cocTaBisina 7,8+1,1
MKI/MI, @ Cpin - 3,0+£0,9 MKI/MII.

Pacnpenenenue

Ces3p ¢ Oenkamu miuazMbl kKpoBu coctaBisieT 30—40 %. [locie omgHokpatHOoro mpuema 500 mr
neBo(IoKcalinHa 00beM pacmpenesieHus JeBO(pIOKCallMHA COCTaBIseT, B cpeaneM, 100 j, dro
YKa3bIBaeT Ha XOpoIliee TPOHUKHOBEHUE JIEBO(IIOKCAIIMHA B OPTaHbl M TKAHW OpPraHU3Ma 4eJIOBEKa.
Ilponuknosenue 6 cauzucmyro 000J104YKY OPOHX08, HCUOKOCMU INUMETUATLHOU  BbICIUIKU,
anveeoapHble Makpogazu

[Tocne omHokpatHoro mpuema BHYTph S00 mr seBoiokcammHa: MaKCUMalbHBIE KOHIIEHTpAIUH
neBoQIIOKCAllMHA B CIU3UCTOM 000JO0YKEe OpOHXOB U IKUAKOCTH SIUTEIUATHHOW BBICTHIIKH
JOCTUTAJIMCh B TeueHue | 4 wiu 4 9 u coctaBiasan 8,3 MKI/T U 10,8 MKI/MI, COOTBETCTBEHHO; C
KO3 PHUIUEHTAMH TEHEeTPallud B CIM3HCTYI0 O0OJOYKY OpOHXOB M >KHAKOCTH SMUTETUAIBHON
BBICTHJIKH, TI0 CPAaBHEHHIO C KOHILEHTpAIMEH B IJIa3Me KpoBH, cocTaBisromumu 1,1-1, u 0,83,
COOTBETCTBEHHO.

[Tocne 5 nueit mpuema BHYTph 500 Mr seBoduIOKCalIMHA CPEeTHUE KOHIIEHTPALIUH JIEBO(IOKCAIIHA
yepes 4 4 mociie NoCIeHEro npruema rnpemnapara B )KUJIKOCTH SMUTEIHATBHON BBICTUIIKM COCTABIISIIIN
9,94 MKr/MJ 1 B aJIbBEOJISIPHBIX Makpodarax — 97,9 MKr/miL.

IIponuxHnosenue 8 1e204HyI0 MKAHb

MaxkcuMaabHbIe KOHIIEHTPALUY B JITOYHOW TKaHU Tociie mpuema BHYTph 500 Mr neBoduiokcannHa
COCTaBJSUIA MPUOIM3UTEIbHO 11,3 MKI/T B mocTuraimch depes 4—6 4 mociie mpuemMa mpemnapara ¢

Koa(purmeHTaMu neHeTpanuu 2—>5, Mo CpaBHEHUIO C KOHIICHTPAIIMEH B TIa3Me KPOBH.
IIponuxnosenue 6 anvb8eonsApHyIO HCUOKOCHb

ITocne 3-x nueit mpuema 500 mr neBodiokcanmna 1 wim 2 pa3a B CyTKHM MaKCHMallbHbIC
KOHIICHTpalluU JIeBO(DIIOKCAIIMHA B aJIbBEOJISIPHOM JKMIKOCTH JOCTHUTAIMCh 4epe3 2—4 49 mocie
npueMa npermnapara u coctasiisiia 4,0 u 6,7 MKT/MI1, COOTBETCTBEHHO, € KOA((PUITMEHTOM TIEHETpaIuu
1, MO cCpaBHEHUIO C KOHIIEHTPALUSIMU B TJ1a3Me€ KPOBHU.

IIponuxHnosenue 8 KOCMHYI0 MKAHb

JleBouiokCcaliH XOpOIIO MPOHUKAET B KOPTHKAIBHYIO M TyOUYaTyH0 KOCTHYIO TKaHb, KaK B
MIPOKCUMAJIbHBIX, TaK M B IUCTAIbHBIX OTJENaX OeAPEeHHOM KOCTH, ¢ KOA(PIUIIUEHTOM MEeHETPaIU
(kocTHas TKaHb/T1a3Ma kpoBH) 0,1—3. MakcuManbHbIe KOHIICHTpAIHH JIeBO(IOKCaIHA B Ty0UaTon
KOCTHOH TKaHH IMPOKCUMAJIBHOTO 0T Iesa OeipeHHOo KocTu nociie mpueMa 500 Mr npenapara BHyTpb
COCTaBJISUTA MPUOIM3UTENRHO 15,1 MKT/T (Wepe3 2 4 mocie npruemMa BHYTPb).

IIponuknosenue 6 CNUHHOMO3208Y10 HCUOKOCHID

JleBouiokcanyH MI0X0 MPOHUKAET B CIIMHHOMO3TOBYIO KHJIKOCTb.

IIponuxnosenue 6 mkaHu NPeocmamenbHOu Hcene3vl

[Tocne mpuema BHyTph 500 Mr sneBoduiokcamuHa 1 pa3 B CyTKM B TE€UeHHE 3-X JHEH, CpemHsIs
KOHIIEHTpaIUs JIeBO(JIOKCAIIMHA B TKAaHHU MPECTATeLHOM kKelle3bl COCTaBisia 8,7 MKI/T, CpeaHee
COOTHOIIICHUE KOHIIEHTPAINI MpeIcTaTebHas Keye3a/Ia3Ma KpOBH cocTaBiisiio 1,84.
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Konyenmpayuu 6 mose (NOCNEQCBATENEHOCTE 0002)

COOTBETCTBYET ZKCNEPTHOMY OTUETY

CpenHue KoHIEHTpauuu B Moue depe3 8—12 4 mocie npueMa BHYTph 10361 150, 300 u 600 mr
neBogokcanuaa coctaBisiu 44 Mxr/mit, 91 Mkr\wmut 1 162 MKT/Mi1, COOTBETCTBEHHO.

Buorpaunchopmariust

JleBoduiokcanun merabonu3upyercs B He3HauuTelbHOH creneHu (5 % mnpuHsToi m03b1). Ero
MeTaboNMUTaMH  SBJISIFOTCS  TUMETHIIEBOQIIOKCAIMH U N-OKCHI JEBOQIJIOKCAIIUH, KOTOpHIE
BBIBOJISITCS TIOYKaMH. JIeBO(IIOKCAIINH SIBIISIETCS CTEPEOXUMHUYECKH CTAOMIIBHBIM U HE MTOJIBEPraeTCs
XUPaTbHBIM MPEBPALICHUSIM.

OIMMUHALIMS

[Tocne npuema BHYTPb J€BOGIIOKCAIIMH OTHOCUTENILHO MEJUICHHO BBIBOAMUTCS U3 T1a3Mbl KpoBH (T1/2
— 6-8 u). BriBenenue, nmpenuMyniecTBEHHO, yepe3 nouku (6onee 85 % mpunaToil no3s1). OOmmii
KIIMpEeHC JeBo(dokcanuHa mnocie ogHokparHoro npuema 500 mr cocrapisin 175+29,2 mi/mMuH.
OTCYTCTBYIOT  CYLIECTBEHHbIE  pa3iuyusi B  (apMaKOKMHETHKE JIeBOQUIOKCAllMHA  MpU
€ro BHyTPUBEHHOM BBEJCHMM W TpPHEME BHYTpPb, YTO MOATBEPXKIACT, YTO IPHEM BHYTPb U
BHYTPHUBEHHOE BBEICHHE SBIISIOTCS B3aMO3aMEHSIEMbIMHU.

Tloueunas neoocmamounocmo

[Ipu moueuHoOW HENOCTaTOYHOCTH (papMakoKMHETHKa JeBodiokcanuHa uzmensercs. [lo mepe
yXyameHus: (GyHKIIMHY MOYEK BBIBEICHNUE Yepe3 TTOUKH M MoYeqHbIl kKiupeHc ymeHnbinaroTes (CIR), a
nepuo noiaysbiBeneHus (T1/2) yBennuuBaeTcsl.

DapMaKOKMHETHYECKHUE IT0KA3ATEIN PU MIOYEYHOM HEJOCTaTOYHOCTH I10CIIE OMHOKPATHOTO IIPHEMa
BHYTph 500 Mr npenapata Prnexcua nMpeacTaBiIeHbl B Ta0IuUIE 2.

Tabmuna — 2 — dapMakKOKMHETHYECKUE MapaMeTphbl JIeBO(IOKCcallMHA Y MAIlMEHTOB C MOYEYHOU
HEJOCTaTOYHOCTBIO

KK, mia/MuH <20 20-49 50-80
[ToveuHnsrit KITUPEHC, MJI/MUH 13 26 57
Tip, u 35 27 9

J]uua nooaicus10co so3pacma

dapMaKOKMHETHKA y TALMEHTOB IMOXUJIOTO BO3pacTa HE OTJIMYAETCA OT TAKOBOM Yy MOJIOMBIX
MalMEHTOB, 32 UCKJIIOYECHUEM Pa3IuIil (apMaKOKMHETHKH, CBA3aHHBIX ¢ pa3znuuusamu B KK.
Ilon

®dapMaKOKMHETHKA JIEBO(IIOKCALIMHA Y MYXUMH U KEHIUH HE Pa3INyacTcs.

6. PAPMALIEBTUUECKUE CBOMCTBA
6.1. Ilepeyenb BcnoMoOraTeibHbIX BelIECTB

JlakT03BI MOHOTHAPAT

IToBunoun K30

KapOokcumernnkpaxmai HaTpus

Tanbk

Kpemuns nuokcua KOJJTOUIHBINA O€3BOTHBIN
Kpockapmennosza Hatpust
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(NOCNEQCBATENEHOCTE 0002)

['munepun nuberenat

IInenounas obonouxa

['unpomennosa

['unpomno3a (THaAPOKCUTTPOTTHIIIIEIUTION03a)
Makporon

Kpacurens xene3a okcu xKeNnThIi
Kpacurens xene3a okcu1 KpacHBIN
Turana nuokcug

Tanbk

6.2. HecoBMecTUMOCTH

He npumenumo.

6.3. Cpok rogHocTH (CPpOK XpaHeHus1)

3 roxa.

6.4. OcoOble MepbI NPEAOCTOPOKHOCTH IPH XPAHECHUHU
XpaHuTh TIpu Temreparype He Bbiie 25°C.

6.5. XapakTep u cofep:kaHue NEPBUYHON YIIAKOBKH

IlepBuyHas ynakoBKa

5, 7 wnn 10 tabnerok B 6muctepe u3 [IBX/TI/TIBIX/amomunmus.

BropuyHas ynakoBka

1, 2, 3 wiu 5 OMUCTEpOB B KapTOHHYIO MayKy BMECTE C HHCTPYKIMEH IO METUIMHCKOMY
IIPUMEHEHHUIO.

IIpumeuanue: ¢ 1€IBI0 KOHTPOJIS IIEPBOTO BCKPHITHUS C IBYX CTOPOH KAPTOHHOM MMAYKH JOIYCKAETCs
HaJINYME IPO3PAYHBIX HAKJIEEK.

6.6. OcoOble Mepbl MPEIOCTOPOKHOCTH NMPH YTHIN3ALUH MCIOJIb30BAHHOIO JIEKAPCTBEHHOI0
npenapara WM OTXOJ0B, MOJYYEeHHBIX IOcJe NPUMEeHEeHHs JIEKAPCTBEHHOIro Ipenapara, u
Apyrue MAHUMYJISALUHU ¢ TPenapaTomM

Oco0plie TpeOOBaHMS OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAIMOHHOI'O YOCTOBEPEHMUSA

CnoBeHnus

Canpo3s n.1.

Beposmikosa 57, 1000 JIro6sstHa
Tenedon: +386 1 580 3332
dakc: +386 1 568 3517

E-mail: info.sandoz@sandoz.com

20m3 21



COOTBETCTBYET 3KCNEPTHOMY OTUYETY

ot 17.12.2025 N= 31365

7.1. llpencraBuTeb AepKaTessi PerucTpPalMOHHOID VIIOCT(')E(IETI):EI;IEﬂ]L' BATEINBHOCTS 0002)

IIperen3un norpedburTesieil HaopPaBIATh 10 AIPECY:

Poccuiickas ®exepanus

AO «Cannos»

125315, r. Mocksa, JIenuHnrpaackuii mpocnekr, 1. 70;

Tenedon: +7 (495) 660 75 09;

dakc: +7 (495) 660 75 10.

E-mail: adverse.event.russia@sandoz.com (A1 HeXKeNaTEIbHBIX SIBICHU)
E-mail: complaint.eacu@sandoz.com (117151 TpeTEH3UM 11O Ka4ECTBY)

8. HOMEP PEI'UCTPALIMOHHOI'O YAOCTOBEPEHUA

9. KATEI'OPUA OTIIYCKA JIEKAPCTBEHHOTI'O ITPEITAPATA

JlexapcTBeHHBIH MpenapaT OTHOCUTCS K KaTErOPUH OTIYCKa 10 PEeLenTy.

OOmiasi xapakTepuCTUKa JIEKapCTBEHHOro mpenapara Diekcua AOCTYNMHA B E€IMHOM peecTpe
3apEeTUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB EBpa3MiicKOro 3KOHOMHYECKOTO COI03a W Ha
ouIaTEHOM caiite YIOJIHOMOYEHHOTO oprana (9KCTIepTHOM OpTaHHU3aIIH)
https://Ik.regmed.ru/Register/EAEU_SmPC.
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