COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 02.04 2024 N= 6430

OBIIAS XAPAKTEPUCTHKA JEKAPCTBERHOT O TIPEITAPATA

1. HAUMEHOBAHMUE JIEKAPCTBEHHOTI O IIPEIIAPATA

JleBoduokcarut, 750 Mr, TaOIETKH, TOKPHITHIE TUNIEHOYHON 000I0UYKOM.

2. KAUECTBEHHBII 1 KOJIMYECTBEHHBIN COCTAB

JelicTByto111€€ BEIIECTBO: JICBO(IIOKCAIIMH.
Kaxxnas TabieTka, MOKphITash TUICHOYHOW 00OJIOUKOM, COMEPKUT JIeBO(IIOKCalIMHA TEMUTHAPAT,
SKBHUBAJICHTHBIN 750 Mr JIeBo(I0KCaIMHA.

[TonHbIl epevyeHb BCIOMOTATEIbHBIX BEILIECTB MPUBEICH B pasnene 6.1.

3. JEKAPCTBEHHAA ®OPMA

TabneTku, MOKPBITHIE TNICHOYHOH 000IOYKOH.
KancynoBuHble JBOSKOBBITYK/IbIE TaOJETKHM C PUCKOW, MOKPHITHIE IUIEHOUYHOW OO0O0J0YKON

0€JI0ro Ui IOYTH OEI0T0 usera. Ha IMOIICPCUYHOM Pa3pe3€ AAPO CBCTIIO-KECJIITOIO LBCTA.

4. KINMHUYECKHUE JAHHBIE

4.1. Iloxka3aHusi K NPUMEHEHHIO
Jleuenne WHQEKIIMOHHO-BOCTIAIUTEIFHBIX 3a00JICBaHM, BBI3BAHHBIX UYYBCTBUTEIBHBIMH K
1eBO(IIOKCAIMHY MUKPOOPTaHU3MaMHU:

® TOCIUTaJbHAasA THEBMOHUS;

®  OCJIOKHEHHbIE HH(PEKIIMN MOUEBBIBOAAIIMX MyTeil U MUenoHepHUT.
st nedeHust creayronux nH(QEKIIMOHHO-BOCTIAIUTEIbHBIX 3a00JIeBaHUH J1€BO(DIOKCAIIMH MOXKET
IOPUMEHSTHCS Y B3POCIBIX TOJIBKO B KadeCTBE albTEPHATUBBI JIPYI'MM INPOTUBOMUKPOOHBIM
npenaparam:

e BHEOOJIbHUYHAS THEBMOHUS;

®  OCJIOXKHEHHbIE HH(PEKIIUHN KOXKH U MATKUX TKaHEH;

® OCTpbIi OaKTepUaAIbHbIM CUHYCHT.
[Ipu wucnone3oBaHuM mnpenapata JleBoduokcaluH clenyeT Y4HUThIBaTh O(QUIMaAIbHBIE
HallMOHAJIbHBIE PEKOMEHJAIMM [0  HaJUIeXalleMy NPUMEHEHUI0 aHTHOAKTepUaIbHBIX

mpemnaparoB, a4 TAKKC YyYBCTBUTCIIbHOCTD IMATOTCHHLBIX MUKPOOPTAaHU3MOB B KOHerTHOfI CTpaH€.
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(NOCNEQCBATENEHOCTE 0001)

4.2. Pe:kuM 103UPOBAHUS M CIIOCO0 NMPUMEHEeHUs

PexxuM 103upoBaHus

Jl03b1 ompenensitoTcs XapaKTepoM M TSDKECTbIO MHQEKIUH, a TaKKe YyBCTBUTEIBHOCTHIO
npeanonaraeMoro  Bo30oyaurtens. He  cimeamyer  mpeBblIaTh  PEKOMEHAYEMYK  J103Y.
[TpooIKUTENBHOCTD JI€USHHSI BAPbUPYET B 3aBUCUMOCTHU OT TEUCHUs 3a00J1€BaHNUS.

YuurteiBas, 9T0 OMOIOCTYITHOCTH JeBOQIIOKCALIMHA TIPH TipueMe B TabieTkax paBHa 99-100 %, B
cilydae TepeBoja MaIeHTa ¢ BHYTPUBEHHOW WMH(Y3UM JIeBO(IIOKCAIIMHA HAa MPHEM TaOJIEeTOK
clleflyeT NpOJOJDKATh JIeUeHHE B TOM e /103€, KOTopas IMPUMEHSIAach INpPU BHYTPUBEHHOMH
uHDy3HH.

Ecnu cny4aiiHO nponylieH npueM npenapara, To HaJjo, Kak MOXKHO CKOpee, IPUHATh 0UYEPEIHYIO
7103y U J1ajiee IPUHUMATh MIpenapar COrlaCHO PEKOMEH0BAHHOMY PEKHUMY €T0 JO3UPOBaHUS.
B3pocnvie

PexomeHyeMblli peXUM JO3MPOBAHUSA U MPOJOKUTENIBHOCTh JIEUYCHHMs] Yy MAIUEHTOB C
HOPMAJILHOW WJIM B JIETKOHM CTENEHHM CHIDKCHHOW (yHKIuel nouek (kimpeHc kpearunuHa (KK)
6omee 50 mi/mMuH)

T'ocnumanvnas nneemMoHus:

ITo 750 mr 1 pa3 B nenb, Kypc nedenust 7-14 quei.

OcnooicHennvle uH@eKkyuu Mo4esbleo0AWUX nymel U nueionedpum:

ITo 750 mr 1 pa3 B 1eHb, Kypc JICUECHHS 5 THEH.

Brebonvnuunas nHeeMoHusL:

ITo 750 mr 1 pa3 B neHb, KypcC JICUEHHS S5 THEN.

Ocrnooicnennvie uHGeKyuy Koxtcu u MASKUX MKaHeu.

[To 750 mr 1 pa3 B nenb, Kypc jeuenust 7-14 nuei.

Ocmpuiii 6akmepuanbHulil CUHYCUM.:

ITo 750 mr 1 pa3 B neHb, KypcC JICUEHHS S5 THEN.

Oco0ble TPVIIILI TAIMEHTOB

THayuenmor nodcunozo 6o3pacma

JUis manMeHTOB MOXKWIIOTO BO3pacTa He TpeOyeTcs KOPPEeKIUH pexXruMa JI03UpOBaHMS, 3a
uckmouenneM ciydaeB cHkeHus KK no 50 mi/MuH u Hioke.

TIayuenmul ¢ napywenuem gynxyuu novex (KK < 50 ma/mun)

JleBo(hmOKCaIIH BBIBOJUTCS TIPEUMYIIECTBEHHO TTOYKAMH, TIOITOMY TIPH JICYCHUH TAIUEHTOB C
HapymenueM ¢yHkuun noyek (KK <50 mi/muu) TpeOyercss CHMXKEHHME MA03bI Iperapara:
pexomeHnayemast 103a 750 Mr kaxable 48 yacos.

Iayuenmor ¢ napywenuem yHKkyuu nevenu

[Tpu HapymeHnn QyHKIMU MEUEHU He TpeOyeTCsl KOPPEKIMH peXuMa JO3UPOBAHNUS, IOCKOJIBKY
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1eBO(IOKCAMH METabONU3UPYETCS B IEYEHH B|KpaiiHe estradre i roM %Q&l—l OCTb 0001)

eTH
[Tpenapat JleBoduiokcanuH NPOTHUBOIMIOKAa3aH AJIsl IPUMEHEHHUs y JIeTei U MOAPOCTKOB /10 18 net
(cm. paznen 4.3).

Cnoco0 rmpuMeHeHus

[Tpenapat JIleBomokcanny NpUHIMAIOT BHYTPb OJIUH pa3 B CYTKH.

TabneTku ciieAyeT IpUHUMATh HE Pa3KEeBBIBAs U 3aIIUBasi JOCTATOYHBIM KOJIMYECTBOM KHUJIKOCTH
(ot 2 no 1 crakana). [IpenapaT MOXXHO IPUHUMATH Mepes €10 WK B J1000€ BpeMs MEXay
npuemamu numy. Ilpenapat cienyer npuHUMaTh HE MEHee 4eM 3a 2 yaca J10 WiIM depe3 2 yaca
1ocje IprueMa aHTAUUAHBIX MPEnapaToB, COJEPKAIUX MarHUi W/WIIM aJIOMHHUHN, COITH XkKele3a

i cykpanbdar (cm. pasaen 4.5).

4.3. IIpoTHUBONOKA3AHHS

® TUINEPUYYBCTBUTEIHHOCTH K JICBO(IIOKCAIIUHY, HIIA K APYTUM XHHOJIOHAM H/HITH K JIFOOOMY
U3 BCIIOMOTATENIbHBIX BEUIECTB, IEPEUNCIICHHBIX B pa3fene 6.1;

®  DIUJIENCHs;

e [ICCBJOMApAIIMTHYCCKAs MHUacTeHus (MuacteHus gravis) (cMm. pasmen 4.4, moapasaen
«Ocobble ykazaHus» u pasjen 4.8).

® OpaKEHUS CYXOKWIHIA MTPH npruemMe GTOPXUHOIIOHOB B aHAMHE3E;

e JIETCKUW M TOJIPOCTKOBBIM Bo3pacT A0 18 jer (B CBA3M C HE3aBEPLIEHHOCTHIO POCTa
CKeJIeTa, TaK KaK HeJb3s MOJTHOCTHIO UCKIIIOUUThH PUCK MOPAKEHUS XPSIIEBbIX 30H pOCTa
KOCTeM);

e OEpeMEHHOCTH (HEJb3sI TIOJTHOCTHI0 MCKITFOUHATh PUCK MOPAXKEHUS XPAIMICBBIX 30H POCTa
KOCTeH y mioza);

® [IEpUOJl TPYJHOTO BCKApMIIUBAHUS (HENB3SI MOJHOCTHIO HMCKIIIOUUTH PUCK IMMOPAKEHUS

XPSIIEBBIX 30H POCTa KOCTEH y peOeHKa).

4.4. Ocobble yka3aHus U Mepbl MPeI0CTOPOKHOCTH NPHU MPUMEHEeHHH

C 0CTOPO’KHOCTBIO

e V T[anMeHToB, MpPeIpaclolOXKEHHBIX K PpPa3BUTHIO cynopor (y TMalHueHTOB C
OPEIIECTBYIOIIMMUA TOPAKEHUAMU IeHTpaidbHOM HepBHOH cuctembl (LIHC), y
NAIMEHTOB, OJHOBPEMEHHO MPUHUMAIOIIUX MTPerapaThl, CHUKAIOIIIE OPOT CYAOPOKHOM
AKTUBHOCTH TOJIOBHOTO MO3Ta, Takue Kak (hendyden, teodpuminn) (cMm. pasmen 4.5).

e VYV  panmMeHTOB €  JIATEHTHBIM  WMJIM  MaHU(ECTHUPOBAHHBIM  JEPHUIIUTOM

FHIOK030-6-(I)OC(I)&T,Z[CFI/II[pOFCHaBBI (HOBBIIHCHHBIﬁ PUCK Pa3BUTUA TCMOJIUTUUCCKHUX
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PeaKIMii IpH JIEYeHUN XUHONOHAMH). (MOCNEACBATENBHOCTE 0001)

VY nanmeHToB ¢ HapylieHneM (QYHKIHMU TMoueKk (Tpedyercs 00s3aTelbHBIH KOHTPOJb
(GYHKIMH TIOYEK, a TAKKE KOPPEKIHS PeKUMA TO3UPOBaHMUs, CM. pasneln 4.2).

VY manueHToB ¢ U3BECTHBIMU (haKTOpaMH pUcKa y/unHeHus uHTepBana QT: y manuenToB
NOXWJIOTO  BO3pacTa; y  MAalMEHTOB  JKEHCKOro  TOJda; y  MalueHTOB ¢
HECKOPPEKTUPOBAHHBIMHU AIIEKTPOIUTHBIMU HapyIECHUSIMU (runokanuemus,
TUIIOMarHUeMus); C CHHJIPOMOM BpOXACHHOro yanuHeHuss wuHTepBana QT; c
3a0oneBaHUsIMU  cepaua  (cepledyHas  HEIOCTaTOYHOCTh, HMHGApKT  MHOKapia,
Opaaukapaus); MpH OJHOBPEMEHHOM IpHEME JIEKapCTBEHHBIX MPENapaToB, CIIOCOOHBIX
yrauHATh uHTepBan QT (anTnapurMuueckue cpeacrtsa kiacca IA u III, Tpunuknnueckue
AQHTHUJICTIPECCAHTHI, MAKPOJIU/IbI, HeHpoaenTuku) (cMm. noapasnen «Ocolble yKa3zaHUs» U
paznensl 4.5, 4.9).

VY nanmMeHToB ¢ caxapHbIM IUa0eTOM, MOITYYaIOUINX NEPOPATbHBIE THITOTIMKEMHYECKIE
npenaparsl (Harpumep, MHOSHKIAMUA) WK Mpenaparbl WHCYIUHA (BO3pAcTaeT PUCK
Pa3BUTHS TUIIOTTIUKEMHIH).

VY DanMeHTOB € TSHKEIBIMH HEKENATEIbHBIMUA PEAKIHUAMU Ha JApyrue (HTOPXHHOIIOHBI,
TaKUMH KaK TSDKEJIbIle HEBPOJIOTUYECKHAE pEaKIUH (MOBBIIICHHBIA PHCK Pa3BUTHA
AQHAJIOTUYHBIX HEXeNATeIbHBIX PEaKIiid IpY IPUMEHEHUH JIEBO(IOKCALINHA).

VY nmaunueHToB C NCUXO03aMM WIHM y NAallMEHTOB, UMEIOIIMX B aHAMHE3€ ICUXMUYECKHUE
3a0oneBanus (cM. nmoapasnen «Ocolble yKazaHUus»).

VY nanueHToB MOXKMIIOrO BO3pacTa, y MAIMEeHTOB MOCie TPAHCIUIAHTAIMU, a TaKXe MpH
COITYTCTBYIOIIEM NMPUMEHEHUH TIFOKOKOPTUKOCTEPOUIOB (ITOBBIIEHHBIN PUCK PAa3BUTHS
TEH/IMHUTOB U pa3pbIBa CYXOXKWINN) (cM. oapaszaen «Ocobble yKazaHusm»).

VY manuenToB ¢ nopdupueit (puck odocTperus mophupuu, cMm. pasaen 4.8).

VY nanueHToB ¢ MaHKPEaTUTOM B aHaMHe3e (CM. nojapaszen «Ocodble YKa3aHus»).

VY nanueHToB ¢ aHeBPU3MOM a0PThI, C BPOKAECHHBIM TIOPOKOM KJIallaHa cep/ila B CeMEHHOM
aHaMHe3e MM Yy TAalHMeHTOB C JMAarHOCTUPOBAHHOM aHEBPU3MOH aopThl W/WIH
paccioeHreM aopThl, ¢ 3a00JieBaHUEM KJalaHa cepjalla WIM NpUd HAIMYUM JPYTUX
(baKTOpPOB pPHICKA WM COCTOSHHIA, PEAPACTIONATAIOIINX K Pa3BUTHIO aHEBPU3MBI a0PTHI
WIA PpAcCIOCHUS aopThl, WJIH PEryprUTalui/HEJOCTAaTOYHOCTH KIJalaHa Cepla
(manmpumep, cuHapoM Mapdana, cunapom Dnepca-Jlannoca, cunapom Tepuepa, 6051e3Hb
Bexuera, aprepuanbHas runepTeH3us, pEBMaTOMIHBIA apTPUT, COCYAUCTHIE 3a00J1eBaHus,
TakMe Kak aprepuuT Takascy, THTraHTOKJIETOYHBIH apTepPHHT, ITOATBEPKICHHBIN
atepockiepo3, cunHapoMm lllerpena, wWHOEKIMOHHBIN 5SHIOKAPAUT) (CM. TMOApA3ILT

«OcoO0ble yKa3zaHU»).
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COOTBETCTBYET 3KCINEPTHOMY OTYETY
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Ocobble VKa3aHus (NMOCNEOOBATENEHOCTRE 0001)

[ocniuranbHbie WHGEKIIUH, BBI3BaHHBIC CHHETHOWHOW mamoukoit (Pseudomonas aeruginosa),
MOTYT MOTPeOOBaTh KOMOMHUPOBAHHOTO JICYCHHUS.

Puck pazeumus pezucmenmuocmu

PacnipoctpaneHHOCTh pHOOpETEHHOU PE3UCTEHTHOCTH BBICEBAEMBIX ITAMMOB
MHUKPOOPTaHU3MOB MOXKET HM3MEHATHCS B 3aBUCHMOCTH OT Te€OTrpauuecKoro peruoHa u ¢
TEYEHUEM BpeMeHH. B cBs3M ¢ 3TUM TpebyeTcs HHPOpPMALUsS O PE3UCTEHTHOCTH K
aeBO(IIOKCAIIMHY B KOHKPETHOM crTpane. Jlius Tepamuu TsDKENbIX WHQEKIWA WIH TpU
Hed(PPEKTUBHOCTH JICUCHHS JOJDKEH OBITh YCTAHOBJIEH MHKPOOMOJIOTUYECKUH JHMarHo3 ¢
BBIJICIIEHUEM BO30YAUTENS U ONIPENICIIEHUEM €TI0 YyBCTBUTEIBHOCTHU K JICBO(IIOKCAIIHY.
Memuyunnun-pesucmenmuulil 3010mucmolii cmagunoxkokk (Staphylococcus aureus)

Hmeercs BEICOKasi BEPOSTHOCTh TOTO, YTO METUIIUIUTHH-PE3UCTEHTHBIH 30JI0TUCTHIH CTa(hUITOKOKK
OyzeT pe3uCTEeHTHBIM K (DTOPXHMHOJIOHAM, BKIItoUas JieBodiokcanuH. [Toaromy neBodiokcanuu
HE PEKOMEH/IYETCS JUIs JICUCHUS] YCTAHOBJICHHBIX WIIH TIPEAIOIaraeMbIX HH(EKIIHiA, BBI3bIBAEMBIX
METHLMJUTUH-PE3UCTEHTHBIM 30JI0OTUCTBIM CTA(MIIOKOKKOM, B CIIy4ae eciid JiabopaTopHbIe
aHAJIU3bl HE TIOATBEPINIIA YYBCTBUTEIBHOCTH 3TOI0 MHKPOOPraHU3Ma K JIeBO(IOKCAIIUHY.
Ilomepss mpyoocnocobnocmu (uneanuousayusy) u NOMeEHYUalbHble HeoOpamumbvle cepbe3Hvle
HedxcenamenbHble peakyuu, 00yci08ieHHble NPUeMOM PMOPXUHOIOHO8

[IpumeHenne (HTOPXUHOJIOHOB, B TOM YHUCIE JIEBOGUIOKCAIIMHA, OBUIO CBSI3aHO C TOTEepei
TPYAOCIIOCOOHOCTH M Pa3BUTHEM HEOOPATUMBIX CEPhE3HBIX HEIKEIIATEIBHBIX PEAKIIUI CO CTOPOHBI
Pa3IMYHBIX CHUCTEM OpPraHMU3Ma, KOTOPBIE MOTYT Pa3BUTHCS OJHOBPEMEHHO y OJHOTO M TOTO K€
nanueHnTa. HexenatenpHble peakiiy, BBI3BaHHBIC (PTOPXMHOIOHAMH, BKIIOYAIOT TEHIMHHTHI,
paspeIB  CYyXOXHWIWH, apTpalrdio, MHAITHIO, NepudepuyecKyl0 HEHpomaTthio, a TakKe
He)KeNlaTeNIbHbIE PEaKI[MH CO CTOPOHBI HEPBHOW CHCTEMBI (TaTIOIIMHALINN, TPEBOTa, ACTPECCHs,
OeccoHHUIIa, TOOBHAs 00JIb M CIYTAaHHOCTh CO3HaHUA). [laHHBIE peakIuu MOTYT Pa3BUBATHCS B
NEPUOJT OT HECKOJIBKUX YaCcOB JI0 HECKOJIBKUX HEJENb TI0CIIe Hayalla TeParnu JIEBO(IOKCAIIMHOM.
Pa3zButne »THX HeXeNaTeNbHBIX PEaKIWi OTMEYanoch y MAlMeHTOB JII000Oro Bo3pacTta U 0e3
HAIUYUS TPEAMIECTBYIOMUX (pakTopoB pucka. [Ipu BO3HUKHOBEHUH MEPBBIX MPU3HAKOB HIU
CUMITOMOB JIOOBIX CEPHE3HBIX HEXKENaTeNbHBIX PEeaKlUUl CJlelyeT HEeMEUICHHO MpPeKpaTUTh
npuMeHeHue jeBoduiokcanuHa. Cienyer usderatb NpUMEHEHUs (PTOPXUHOJIOHOB, B TOM YHCIIE
neBo(JIOKCallMHa, Y TAlWeHTOB, y KOTOPBIX OTMEUAIMCh JIOObIE W3 DJTHUX CEPhE3HBIX
HEKeNaTEeIbHBIX PEaKIuil.

Tayuenmoi, npedpacnonodicenuvie K pazgumuio cyoopoe

Kak u apyrue xuHOJIOHBI, J1€BO(IOKCAIIMH JOKEH ¢ OOJIBIION OCTOPOKHOCTbIO TPUMEHSATHCS Y

MAIMEHTOB C MPEAPACIIONOKEHHOCTRIO K cyioporaM. K TakuM manueHTaM OTHOCSITCS: TTallMeHTHI
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TpaBMa; NAIUCHTHI, OIHOBPEMEHHO IPUHUMAIOIINE IPETapaThl, CHIKAOIINE ITIOPOT CYI0POKHOM
AKTUBHOCTH TOJIOBHOTO Mo3ra (Hampumep, TeopmuinH); GenOypeH u Apyrue HecTepOUIHbIC
npotuBoBocnanuTenbubie mpenaparsl (HIIBII) (cMm. pasaen 4.5).

[1pu pa3BUTHH CyIOPOT JICYCHUE JTEBO(PIOKCAIIHHOM CIICAYET MPEKPATHTh.
Ilceedomembpano3nblil KOIUM

PasBuBIIAsCS BO BpeMs WM TOCIE JICYCHHS JIEBO(IOKCAIMHOM IHapesi, 0COOCHHO TSDKEIOM
CTEICHHU, YIIOpHAs W/WIK C KPOBBKO MOXET OBITh CHMIITOMOM ICEBIOMEMOPAHO3HOTO KOJIHTA,
Be3eiBacMoro Clostridium difficile. B ciay4yae mogo3penust Ha pa3BUTHE IICEBIOMEMOPAHO3HOIO
KOJIMTA JICYCHUE JICBO(DIOKCAI[MHOM CIICAyeT HEMEIJICHHO MPEKPATUTh U Cpa3y JKE Hadarh
crielu)UUecKyr0 aHTHOMOTHKOTEPANHi0 (BAHKOMUIIMH, TCWKOIUTAHMH WIH METPOHHIA30IT
BHYTpPH). [Ipenaparsl, TOpMO3SIIHe MePUCTATBTHKY KHIIICYHUKA, IIPOTHBOIIOKA3aHbI.

Tenounum u paspwié CyXoucunuil

TeHauHUT, peIKO BOSHUKAMONIHMI HA (HOHE MPUMEHCHHUS XMHOJIOHOB, MOYKET HHOT/IA IPUBOIUTH K
Pa3phIBY CYXOXKWIIMM, BKJIIOYAS aXWILIOBO CYXOXKUIIHE, ¥ MOXET OBITh IBYCTOPOHHHM. JTa
HEKeNaTebHas PEaKIUs MOXKET Pa3BUTHCS B TeUeHHUE 48 4acoB MMOCyIe Havyasa JICUCHHsI UK Yepes3
HECKOJIbKO MECSIIIEB MTOCIIC 3aBEPIICHUS TepAiy GTOPXUHOIOHAMHU.

[TarreHThI MOXKUIIOTO BO3pacTa 0oJiee MpeApacoiOKEeHbl K PA3BUTHIO TCHANHNTA; Y TTAI[HEHTOB,
NPUHUMAIOIINX ~ (DTOPXUHOJIOHBI, PHUCK pPas3pbiBa CYXOKHIIMS MOKET IIOBBIIIATHCS IIPH
OJTHOBPEMCHHOM TPUMEHEHHH TIIFOKOKOPTHKOCTEPOHI0B. KpoMe 3TOro, y mareHTOB IOCie
TPaHCIJIAHTAIMU TOBBIIIEH PUCK Pa3BUTHs TEHAWHHTOB, MIO3TOMY PEKOMEHIYETCsI COOJIOIATh
OCTOPOXHOCTH MPH Ha3HAYECHUH (PTOPXMHOJIOHOB JAHHOM KaTETOPUH IAI[MEHTOB. Y TMAI[HEHTOB C
HapymieHneM (DYHKIUH TOYEK CYTOYHYIO 03y CIIeIyeT CKOppPeKTHpoBarh Ha ocHoBaHmu KK.
[MTanmeHTam clieyeT peKOMEHIOBaTh OCTABaThCs B IMOKOE MPHU MOSBICHUH TEPBBIX MPHU3HAKOB
TCHIUHNATA WK Pa3pbiBa CyXOKWIHS M 00paTUThCs K JjedanieMy Bpady. IIpu mogo3peHuu Ha
pa3BUTHE TEHIMHUTA WM Pa3pbiB CYXOXWIHS CJIEAYeT HEMEJICHHO IMPEKPATUTh JICUCHUE
npenaparoM JIeBOGIIOKCAIIMH ¥ HAYaTh COOTBETCTBYIOIICE JICUCHHUE TIOPAKCHHOTO CYXOKHITHS,
HaIrpuMep, 00ECIeUnB eMy TOCTATOYHYI0 HMMOOMIH3anuio (cM. pasnens 4.3 u 4.8).

Peakyuu eunepuyscmeumenvrnocmu

JIeBOo(IOKCAIIMH  MOXET BBI3BIBATH CEPbE3HBIC, IMOTCHIUAIBHO JICTAIBHBIE PEAKIIUH
THIICPYYBCTBUTEIBHOCTH (aHTHOHEBPOTHYECKUI OTEK, aHA(DWIAKTHYIECKHH IIIOK) JaXe TpH
NPUMEHEHUH HadalbHBIX 103 (cM. pasgen 4.8). B ciyuae WX pa3BUTHs MAlMEHTaM CJIEIYET

HEMEJUIEHHO MPEKPaTUTh IPUEM Mpernapara U 0OpaTUThCS K Bpady.
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Tsorcenvie KoorcHble HeofcellameilbHole peaKkyuu

[Tpu npumeHneHnu eBoduIOKcalnHa ObLTH 3apEerUCTPUPOBAHBI TSKEIbIE KOXKHBIC HeXKeNaTeIbHbIS
peakluy, BKIIOYAsi TOKCHYECKUW 3MHUACpMalbHbI Hekponu3 (cuniapom Jlaitenna), cuHApoM
Crusenca-JI>xoncona 1 DRESS-cunapom, KoTtopble MOTYT OBITH >KH3HEYTPOXKAOIIMMHU HITH
netanbHbMH  (cM. pa3gen 4.8). Ilpu HazHayeHWM mpemapaTa MalUEHThl JOJKHBI OBITH
POMH(OPMUPOBAHBI O TIPU3HAKAX U CUMIITOMAX TSKEIIBIX KOKHBIX HEXKEJIATEIbHBIX PEAKITHA 1
HaXOJUTHCS IOJ TUIATEIbHBIM MEIUIMHCKUM HaOmogeHueMm. [Ipu mosBieHUM NPU3HAKOB U
CUMITOMOB, CBHUJETEIbCTBYIOIIUX O PAa3BUTHUM OSTUX HEXKEIATEIbHBIX peakUui, cleayeT
HEMEIJICHHO NpPEeKpaTUTh MpueM mnpenapara JleBodokcallMH UM pacCMOTPETb BO3MOKHOCTh
Ha3HAYEHUS AIbTEPHATHBHOTO JiedeHus. Ecnu npu nmpuMeHeHHH JIeBO(IIOKCAIMHA y MallUeHTa
pa3BUIIaCh TsDKEJasi HEXKeNnaTeabHas KOJKHasl peakius, Takas Kak cunapom CtuBeHca-/[oHCoHa,
TOKCHYECKHI snuaepManbHbiii Hekponn3 win DRESS-cunapom, He criegyeT BO300HOBIATH
MPUMEHEHHUE Iperapara y 3TOro MaiueHTa.

Hapywenus co cmoponvl neuenu u y#cenuesbleo0auux nymeti

Coobmanoch 0 ciay4asx pa3BUTHSI HEKpo3a II€YEHH, BKIIOYAs pa3BUTHE MEYEHOYHOH
HEJOCTAaTOYHOCTU C JIETANbHBIM KCXOJOM, NpU TNPUMEHEHHH JIeBO(JIOKCAIMHA, TJIABHBIM
o0pa3oM, y TAalMEeHTOB C TSHKEIBIMH OCHOBHBIMH 3a00JIEBaHUSIMHU, HAIllpUMEp, C CEICHUCOM
(cM. paznen 4.8). IlarueHTbI TOMKHBI OBITH MPEIXYNPEKICHB O HEOOXOAUMOCTH MPEKpaIIeHUs
JICYEHUST U CPOYHOro oOpallleHuss K Bpady B clydyae MOSIBICHHUS NPU3HAKOB U CUMIITOMOB
MOpaXCHHsI TICYECHU, TAKUX KaK aHOPEKCHUS, JKeITyXa, IOTEMHEHHE MOYH, KOXKHBIN 3y U 00NHU B
JKUBOTE.

llayuenmul ¢ napywenuem ynkyuu novex

Tak kak J1eBO(IOKCALIMH 3KCKPETUPYETCsl TJIaBHBIM 00pa3oM 4Yepe3 IMOYKH, Yy MalMeHTOB C
HapylieHneM (yHKIUU Touek TpeOyercst o0si3aTelnbHBI KOHTPOJIb (DYHKIHMU MOYEK, a TaKxkKe
KOpPEKILIHS peKuMa Jo3upoBaHus (cM. pazzaen 4.2). [Ipu nedeHnn naineHToB MOKUIIOT0 BO3pacTa
CJIelyeT YYMTHIBATh, YTO y MALIMEHTOB ATOW I'PYIIBI YACTO OTMEUAIOTCS HapyHIEHUs (QYHKIUU
MOYEK.

Ilpeoomepawenue pazgumus peaxyuii homocerncubuIU3AyUU

Xots oToceHcHOMIM3aNMS TPU TIPUMEHEHUH JIeBO(IIOKCAIIMHA Pa3BUBACTCSI OUEHBb PEIKO, AJIs
MPEIOTBPALCHHS €€ Pa3BUTHS MAleHTaM HE PEKOMEHAYETCsl BO BpeMsl JICUEHUS U B TeUEHHUE
48 yacoB 1ocJiie OKOHYaHUs JIeUYeHUs JIEBO(IOKCAIIMHOM TOJIBEPTaThCsl CUIBHOMY COJIHEYHOMY
WIN UCKYCCTBEHHOMY YJIbTpauoIeTOBOMY OOIyUEeHHUIO (HapUMep, MOCeaTh COMpUil).
Cynepunghexyus

Kak u npu nmpumeHeHMM IpYruX aHTUOMOTUKOB, IPUMEHEHHE JeBo(dIoKkcalHa, 0COOEHHO B

TCYCHHUEC AJIUTCIIBHOT'O BPEMCHHU, MOXKET IPUBOANUTD K YCUJICHHOMY PAa3MHOXKCHUIO PE3NUCTCHTHBIX
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K HEMY MHUKPOOPTaHU3MOB (0akTepuii U TpuOOB), YTO MORET-BREH Eﬁ%éﬁ%ﬂ%phﬁﬂﬁoﬁ

MHUKpOGIIOpbl 4enoBeka. B pesymbraTe MoxeT pa3BuThes cynepuHpekuus. [lostomy B xone
JeYeHHUsI HeOOXOMMO 0053aTeNIbHO MPOBOANUTH MOBTOPHYIO OIIEHKY COCTOSIHUS MAIMEHTa, U, B
cilyyae pa3BUTHSA BO BpeMs JIEUEHUs CyNepUH(EKLNH, ClIeAyeT MPUHUMATh COOTBETCTBYIOIINE
MEpBI.

Yonunenue unmepsana QT

Coobmanocs 00 0OYeHb peAKUX Clydasx yAauHeHus narepsaia QT y manueHToB, IPUHIMAIOIINX
(TOPXUHOJIOHBI, BKJIFOYAs JIEBO(IIOKCALIHH.

[Ipy npumeHeHun (HTOPXMHOJIOHOB, BKJIOYas JIeBO(IOKCALMH, cileayeT coOIrAaTh
OCTOpPOXKHOCTh y MAIIMEHTOB C M3BECTHBIMHU (haKTOpamMH pHcKa yanuHeHus uHTepBasia QT: y
NAIMEHTOB C HECKOPPEKTHPOBAHHBIMU AJIEKTPOJIMTHBIMUA HAPYIICHUSMH (C THIIOKAINEMHEH,
THUIIOMarHueMuen); ¢ CUHJIPOMOM BpOXKAEHHOro yanuHeHus untepBana QT; ¢ 3a0oneBaHUsIMU
cepaua (cepaeyHast HEZJOCTaTOYHOCTb, HH(PAPKT MUOKapaa, Opaaukapaus); Npu OJHOBPEMEHHOM
NPUMEHEHUN JIEKapCTBEHHBIX MpPENaparoB, cnocoOHBIX ymmHATH uHTEpBan QT, Takmx kak
aHTHapuTMuU4eckue cpeacrna kiacca IA u IIl, Tpunukianyeckue aHTUAEIPECCaHTbl, MAaKPOIUbI,
HEUPOJICNITUKH.

[TanMeHThl MOXWIOrO BO3pacTa M MalMEHThl JKEHCKOro Ioja MOryT ObIThb Oouee
YYBCTBUTEIBHBIMU K Mpemnapartam, ymumHstonmM uHTepBan QT. Ilostomy y HuX criemyer c
OCTOPOYKHOCTBIO TPUMEHATh (TOPXMHOJIOHBI, BKJIIOYas JEBO(MIOKCAIIMH (CM. TMOIpa3ien
«C 0CTOPOKHOCTBION ¥ pasneinsl 4.5, 4.8, 4.9).

Tayuenmsi ¢ deghuyumonm enoxo30-6-ghocgpamoezuopozenasvi

v MAIEHTOB c JTaTEHTHBIM WA MaHH(ECTUPOBAHHBIM neunuToM
TIII0K030-6-(ocdaTaernaporeHassl uMeeTcs IPEIPaCTION0KEHHOCTh K Pa3BUTHIO
TeMOJINTUYECKUX PEAKLUH TPU JICYUEHUH XUHOJIOHAMH, YTO CJIeAyeT MPUHUMATh BO BHUMaHHE MPH
JI€YCHUHU JIEBO(DIIOKCALITHOM.

Hucenuxemus (cuno- u 2unepenukemus)

Kak w mnpu mnpumeHeHUM Jpyrux (HTOPXHHOJIOHOB, MpPH TNPHUMEHEHHWU JIEBO(IIOKCAIIMHA
HaOJIofaMMCh Cilydyad pa3BUTHUA THUIEPIIMKeMUH U TunornukeMuu. Ha ¢one Tepanmuu
71eBO(IOKCAIMHOM JMCTJIMKEMHUsl 4Yallle pa3BUBajach y MAIlMEHTOB IOXHJIOrO BO3pacra MU
MAIMEHTOB C CaXapHBIM JUA0ETOM, MOTYJAIOIIUX COIYTCTBYIOIIYIO TEPAIHIO TEPOPATLHBIMU
THIOTTIMKEMHYECKUMHE  TIpernapaTaMu  (HampuMmep, TIHOSHKIAMUAOM) WIH HWHCYyIuHOM. [lpwm
OPUMEHEHUH JIEBO(IIOKCAIIMHA y TAaKUX MALMEHTOB BO3PACTAET PUCK Pa3BUTHSI TUIOTTTUKEMHH,
BIUIOTH J0 THIOTTUKEeMHYecKor KoMbl. HeoOxoaumo nH(pOpMUpOBaTh MALMEHTOB O CUMIITOMAx
THITOTIINKEMHH (CITyTaHHOCTh CO3HAHMS, TOJIOBOKPYKCHHE, «BOTYHN» alIEeTUT, TOJIOBHAs 00JIb,

HEPBO3HOCTb, ONIYIIEHUE CEPALICONCHUS UM YYaIlleHHE Myabca, OJETHOCTh KOXKHBIX MTOKPOBOB,
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WCIapuHa, JIpOXb, clabocth). Ecim y manugHTa paéﬂfgaéggt]%ﬁgﬁﬁkﬁlﬂ;ﬂ', -EIEC;&Q)E&/IMO

HEMEJUICHHO MPEKPATUTH JICUeHHUE JIEBO(IIOKCAIIMHOM M HayaTh COOTBETCTBYIOIIYIO Tepanuio. B
ATHX CIy4asX PEKOMEHJYyeTCs MEpeHTH Ha Tepamnuio APYruM aHTHOMOTHKOM, OTIMYHBIM OT
(TOPXUHOJIOHOB, €CIM A3TO BO3MOXKHO. [Ipu mnpoBeneHMM JeueHHs JIEBO(IOKCALIMHOM Y
NAIMEHTOB TOXKHJIOTO BO3pacTa W Yy TAIHMEHTOB C CaXxapHbIM JTUa0ETOM pPEKOMEHIyeTCs
THIATETHHBI MOHUTOPHHT KOHIICHTPAIUH TTFOKO3bI B KPOBHU.

Iepughepuueckasn netiponamus

VY manueHToB, NPUHHMAKONIMX (DTOPXMHOIIOHBI, BKJIIOYas JIeBO(IOKCAlMH, COOOIIAIoCh O
CJIydasix pa3BUTHUSI CEHCOPHOW M CEHCOPHO-MOTOPHOHN TepuepudecKoil HEeHponaTHH, Ha4aio
KOTOpPO MOXKET ObITh ObICTphIM. Ecim y marueHTa pa3BUBAIOTCS CHUMITOMBI HEHpOTATHH,
npUMEHEeHHEe JIeBO(IIOKCalMHA JOJDKHO OBITh MPEKpaIleHO. DTO MUHHMHU3HPYET BO3MOXKHBIN
PHCK pa3BUTHsI HEOOPATUMBIX U3MEHEHHI.

[TareHThl MODKHBI OBITh MH(OOPMHUPOBAHBI O HEOOXOIUMOCTH COOOIIATh CBOEMY JICHAIEMY
Bpauy O TOSBJICHUHU JIIOOBIX CUMITOMOB HeWponatuu. OTOPXHWHOJIOHBI HE CIEAyeT Ha3HAYaTh
narreHTaM, UMEIOIMM B aHaMHEe3€ YKa3aHHsI Ha epupepuiIecKyro HeHpOmaTHio.

Obocmpenue ncegdonapanumuyeckoi muacmenuu (myasthenia gravis)

DTOPXUHOIOHBI, BKITIOYAs 1eBO(IIOKCAIUH, XapaKTePU3YIOTCS OJIOKHpYIOLICH
HEPBHO-MBIIIIEYHOE IPOBEACHNUE AKTHBHOCTHIO M MOTYT YCHJIMBATh MBIIICYHYIO CIA0OCTh Y
MAalMEHTOB C IICEBJOMAPATIUTUYECKOM MHUACTEHUEH. B MOCTperncTpaliOHHOM MEPHOJIE
HaOJTI01aJTMCh HEeXeaTeIbHbIE PEaKIINH, BKITFOYAs JISTOYHYIO HEIOCTaATOYHOCTh, TIOTPEOOBABIIYIO
MpOBEJCHNE WCKYCCTBEHHOW BEHTWUJISIMM JIETKUX, M JIETadbHBIH HCXOJ, KOTOpBIE
ACCOIMHMPOBATNCH C TPUMEHEHHEM (PTOPXMHOJIIOHOB Yy TAIMEHTOB C TICEBIONAPATHTUYECKON
muacteHuei. llpuMeHeHne IeBOQIIOKCalMHA Y TMAIMEHTOB C YCTAHOBJICHHBIM JTHAarHO30M
TICEBI0NAPATUTUIECKON MHACTEHUHU HE peKOMeHIyeTes (cM. paszen 4.8).

Ipumenenue npu 6030YUHO-KANETbHOM NYMU 3APANHCEHUSL CUOUPCKOTL 53801

[TpumeHenne neBOQIIOKCAIMHA Yy YENOBEKAa MO ATOMY IOKa3aHWI0 OCHOBAHO Ha JAHHBIX II0
yyBCcTBUTENbHOCTH K Hemy Bacillus anthracis, momyueHHbIXx B ucciaemoBaHusx in VItro u B
HKCIIEPUMEHTATIbHBIX UCCIEIOBAHUSIX, TPOBEECHHBIX HA )KHUBOTHBIX, a TAK)KE HA OTPAHHMUEHHBIX
JTAHHBIX TMPUMEHEHUs JieBO(JIOKcalMHa y uenoBeka. Jledamye Bpauu JOJDKHBI 0Opamiatbest K
HAIIMOHAJTFHBIM W/WJTM MEXIYHApOTHBIM JOKYMEHTaM, KOTOPBIE OTPAXKAIOT BBHIPAOOTAHHYIO
OOIIMMH YCHIIMSIMHU TOYKY 3PEHUS TI0 JICYCHUIO CHOMPCKOH SI3BBI.

Tcuxomuueckue peaxyuu

[IcuxoTuveckue peakiuy, BKIIIOYasi CYUIIHIATbHBIE MBICTH/TIONBITKH, OTMEYAIIUChH Y TIAIIHEHTOB,
MPUHUMAIOIINX (PTOPXUHOJIOHBI, BKIIOYast JIEBO(DIOKCALIMH, MHOT' /1A [TOCIIe TpHeMa pa30BOH J03bI.

B cnydae pasBuTus m00bIX HeXenaTeNbHBIX peakiuid co ctoponsl [THC, Brimrovas HapymeHus
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NICUXUKH, JICYeHHE JIeBO(DIOKCAIIMHOM CledyeT Heﬁ\%/gf&eﬁﬁ;c#ﬁéﬂgﬂlﬁﬂ: W ErtasHddus

COOTBETCTBYIOILYIO Tepaluioo. B 3THX ciydasx peKOMeHIyeTcs NEPEeHTH Ha TEpanuio APYTruM
AHTUOMOTUKOM, OTJIMYHBIM OT (PTOPXHUHOJIOHOB, €CITH 3TO BO3MOXKHO. CIie1yeT ¢ 0CTOPOKHOCTHIO
Ha3HauyaTh npemnapar JleBogiokcayH nmanueHTaM ¢ ICUXO03aMU WMJIM NallMeHTaM, UMEIOUIMM B
aHaMHe3e Icuxudeckue 3abosieBanus (cM. nozapaszaen «C oCTOPOKHOCTBION).
Aneepusma u paccioenue aopmol, peypeumayus/HedocmamoyHocme KIanana cepoya
[To JaHHBIM MUAEMUOIOTHYECKUX HCCIEOBAHUIN COOOIIAIOCh O MOBBIICHHOM PUCKE Pa3BUTHUS
aHEBPU3MbI A0PTHl M PACCIOEHUs a0pThl, OCOOCHHO Y MALIMEHTOB MOXHUJIOTO BO3pACTa, a TAKKE
perypruTaiyy aopTajJlbHOTO U MUTPAJIBHOIO KJIAIIAHOB IOCJIE MPUMEHEHHs (PTOPXMHOJIOHOB. Y
NAIMEeHTOB, MOJYYaBIIMX (TOPXUHOJIOHBI, OBUTM OTMEYEHBbI CIy4aW DPa3BUTHUS AHEBPU3MBI U
paccioeHHs a0pThl, MHOI/Ia OCJIOKHEHHBIX pa3pblBOM (B TOM YHCIIE C JIETAJIBHBIM MCXOJIOM), a
TaK)Ke PEerypruTaliu/He0CTaTOYHOCTH JF000r0 U3 KIIAmaHoB cepana (cM. pasuen 4.8).
B cBa3u ¢ 3TuUM, (TOPXHMHOJOHBI CIEIyeT MNPUMEHATh TOJbKO IIOCHIE TIIATENbHOM OLEHKU
COOTHOILEHUS «I0JIb3a — PUCK» U PACCMOTPEHMS IpPYrMX BapUaHTOB TEpalHUM y MAlUEHTOB C
AQHEBPU3MOM aOpThl UM BPOKICHHBIM IOPOKOM KJIallaHa CEp/lla B CEMEMHOM aHaMHE3e, U Y
NAllMeHTOB C JIMAarHOCTUPOBAHHOM aHEBPU3MOM aopThl W/MIM PACCIOCHHUEM aopThl, MU
3a00jIeBaHMEM KJallaHa cep/la, WIK NpU HAJUYuU JIpYTux (PakTopoB pUCKA MM COCTOSHHA,
Ipeipacroiaraoux K pa3BUTHIO:
® KaK aHEBPU3MBI M PACCIOCHHS AOPTHI, TaK U PEryprUTAlUU/HEIOCTATOYHOCTH KilaraHa
cepana (Hampumep, 3a00JIeBaHUs COSAMHUTENBHONW TKaHU, TAKHE KaK CHHAPOM Mapdana
Ui cuHApoMm Onepca-llannoca, cunnpom Tepuepa, Oone3nbp bexuera, aprepuanbHas
TUIEPTEH3Us, PeBMAaTOUIHBIN apTpHT);
WIH TOTIOJTHUTEIIBHO:
® QaHEBpPU3MBI U PACCIIOCHHUS aopThl (HANpUMEpP, COCYIUCThbIE 3a00JeBaHMs, Takue Kak
aprepuuT TakasCy, TMIaHTOKJIECTOYHBIA apTEpUUT, MOATBEPKACHHBIM aTEPOCKIECPO3,
cunapoum lllerpena);
® perypruTalii/HeIOCTaTOYHOCTH  KJjlanaHa cepaua  (Hampumep, HHQPEKIHOHHBIN
SHOKAPJIUT).
Puck pa3BuTHs aHEBPU3MBI U PACCIOEHHS aOPThI, a TAKXKE UX pa3pbiBa MOXKET ObITH MOBBILIEH Y
NAIUEHTOB, OJTHOBPEMEHHO MOIYYaIOIINUX CUCTEMHBIE TIFOKOKOPTUKOCTEPOUIBI.
B cnydae mosiBieHus BHe3almHOM OOMM B KUBOTE, TPYAM WM CIMHE IAllUEHTaM CJIEAyeT
HEMEIJIEHHO 00paTUTHCS K Bpayy B OT/I€JICHHE HEOTIOKHOMN MTOMOIIIH.
[TatmenTam cienyeT peKOMEHAO0BaTh HEMEIJIEHHO OOpaTUTHCS 3a METUIIMHCKOH MOMOIIbIO B
Cllydae IOSIBJICHMsSI OCTPOM OJBIIIKH, BIEPBbIE BO3ZHUKILETO OLIYIIEHUS YYalllEHHOTO

C@p}IHe6I/IeHI/I$[ HJIN pa3BUTHUA OTCKA )KMBOTA UKW HUKHUX KOHEUYHOCTEMN.
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Hapywenus 3penus

Ilpu pasBuTUH JIOOBIX HAPYIICHWH 3pEHHs HEOOXOoAMMa HEMEICHHAs KOHCY/IbTAIlHsI
odranemosora (cM. paszen 4.8).

Ocmpuii nankpeamum

VYV nanuMeHToB, NPHHAMAIONIMX JEBOQGIIOKCAIIMH, MOXET pa3BUThCS OCTPBIA MAHKPEATHUT.
[MTanueHToB ciexyeT HHPOPMUPOBATH O XapaKTEPHBIX CHMIITOMAax OCTPOro IMaHKpeaTwTa. IIpu
HOSIBJIEHUH TOIIHOTHI, HEIOMOTaHMs, TUCKOM(OPTa B )KHBOTE, OCTPO OOJIH B JKHUBOTE HITH PBOTHI
HAlMEHTY CJeIyeT HEeMEJICHHO OOpaTHThCS K Bpauy Uil MEAMIMHCKOro obciemoBanus. [Ipu
NOJIO3PCHUM Ha OCTpPBIA MAHKPEATUT CICAyeT MPEKPaTHTh NpUeM JIeBOGUIOKCAllMHA W HE
BO300HOBIISITH €0 IPUMEHEHUE.

[pemapar ciaeayer MPHUMEHSATh C OCTOPOKHOCTHIO Yy MAIMCHTOB C MAHKPCATHTOM B aHAMHE3E
(cMm. pasgen 4.8).

Bnusinue na nabopamopmvle mecmoi

VY HanueHToB, MPUHUMAOIIHX JICBO(GIIOKCAIIMH, OTPEICTICHIE OIIMATOB B MOYE MOXKET PUBOIUTD
K  JIOXKHOIOJIOXKUTEIFHBIM ~ pe3yJibTaTtaM, KOTOpPBIC  CIIEAyeT  IOATBEpPXKAaTh  Ooiee
creupUIeCKIMH METOIaMHU.

JleBodhiiokcane Mo:keT HHruOmposath poct Mycobacterium tuberculosis u mpuBoguTh B
JajdbHEWIIEM K JIOKHOOTPHIIATEIBHBIM PE3yJIbTaTaM OaKTEPUOJIOTHUCCKOW JHATHOCTHUKH

TyOepKyIesa.

4.5. BzaumojeiicTBie ¢ JPYrHMH JeKAPCTBEHHbIMM TMpenaparaMd M JApPyrue BH/IbI
B3aUMO/1eCTBUA

B3aunmMoaerictBus, TpeOVIOMME COOIOIEHNS OCTOPOKHOCTH

Ilpenapamul, cooeporcawjue macHuil, ANOMUHUL, Hcene30, KalbYull Uil YUHK, OUOAHO3UH
[Tpenapatsl, cogepxkaline JByXBaJCHTHbBIE WM TPEXBAJICHTHBIE KATHOHBI, TAKUE KaK COJIM IIMHKA
WIM JKene3a (JeKapCTBEHHbIE IpemapaThl Jjs JICUEHUs AaHEMHH), MAarHuii- u/wim
aNIOMHUHUICoZiepKallye mpenapaThl (Takue Kak aHTalu/bl), AMJAHO3UH (TOJIBKO JIEKapCTBEHHbIE
dopmsbl, cofepxkale B kadyecTBe Oydepa amoMUHUI WM MarHui), pekoOMeHaAyeTcs IPUHUMATh
HE MeHee YeM 3a 2 yaca JI0 WK Yyepe3 2 yaca mocie rnprema npenapata JleBoaokcaru.

Conu Kanplidsg OKa3bIBAlOT MUHUMAaJbHBIN 3((eKkT Ha BcackiBaHHE JEBOQIIOKCALIMHA TPU €Tr0
pUeMe BHYTPb.

Cykpanvgham

HeiictBue mnpenapara JleBodmokcaluH 3HAYUTETBHO OCIA0NIAETCS MpPH OJHOBPEMEHHOM
MPUMEHEHUN CyKpaib(dara (JIEKapCTBEHHOE CPEICTBO IS 3alUThl CIU3UCTOW OOO0JIOYKH

xenyzaka). Ilanuentam, mnody4aromuM JIeBO(JIOKCAMH U CyKpanb(aT, peKOMEHIyeTcs

Crpanwnma 11 u3 25



COOTBETCTEBYET 3KCNEPTHOMY OTYETY
0102042024 N2 6430
IpMHMMATh CyKpanbdar yepes 2 "aca rmocie npgema neﬂ%ﬁo%&ﬁéﬁTEﬂbH"J CTb 0001)

Teogunnun, gpenbypen uru opyeue nexapcmeetnuvie cpedcmaa u3z epynnvl HIIBII, chudcarowue
nopo2 CyOOPOACHOU 20MOBHOCNU 20JI08HO20 MO32d

DapMaKOKMHETUYECKOTO B3aUMOJICHCTBUS JIeBO(JIOKCAlMHA C TEO(PUUIMHOM HE BBISBIICHO.
OnHako TpU OJHOBPEMEHHOM IPUMEHEHHWH XUHOJOHOB W Teodwmimna, HIIBIT u apyrux
IpenapaToB, CHIDKAIOMIMX IOPOT CYIOPOKHOW TOTOBHOCTH TOJOBHOTO MO3Ta, BO3MOXHO
BBIPKEHHOE CHIKEHHE TIOPOTa CyJJOPOKHON TOTOBHOCTH T'OJIOBHOTO MO3Ta.

Konnenrpanus neBodiokcalria npu 0AHOBpeMEHHOM prueMe ¢peHOy(deHa MOBbIIIAaeTCs TOJIbKO
Ha 13 %.

Henpsamvie anmukoazynaumel (aumazonucmol umamuna K)

VY m[anMeHToB, NONYYaBIIMX JICYEHHE JIEBO(IIOKCAIIMHOM B KOMOHMHAIMM C HENpPSIMbIMU
AHTUKOAryJIssHTaMu (Hampumep, Bap(apuHOM), HAOIIOJANOCh MOBBIIICHHE MPOTPOMOUHOBOIO
BPEMEHH/MEKIyHAPOIHOTO  HOpManu3zoBaHHoro otHomenus (MHO) w/unu  pa3Butue
KPOBOTEUCHHSI, B TOM YHUCIIE U THKENIOT0. [103TOMY pH 0THOBPEMEHHOM IPUMEHEHHUN HETIPSIMBIX
AHTUKOAryJITHTOB U JIeBO(JIOKCAIMHA HEOOXOAWM PETYJISpHBIH KOHTPOJIb ITOKa3aTelei
CBEPTHIBAEMOCTU KPOBH.

Ilpobeneyuo u yumemuoun

[lpy oAHOBpPEMEHHOM TPHUMEHEHHH JIEBO(IIOKCAlMHA W JIEKAPCTBEHHBIX IPEnapaTos,
HApYyIIAIOIMUX MOYEUYHYI0 KaHAIBLEBYIO CEKPELHUIO, TaKUX Kak MPOOCHEUWI W LUMETHIVH,
cienyer co0IoaaTh OCTOPOKHOCTh, OCOOCHHO y MAIMEHTOB C TOYEYHON HEIOCTATOYHOCTBIO.
BriBenenue (movyeuHslii KIIHMPEHC) JeBodIOKcaIlHA 3aMeIIAeTCs MO AeCTBUEM IMMETHINHA Ha
24 % wu npobenernmna Ha 34 %. ManoBeposTHO, YTO ATO MOXKET UMETh KIIMHHYECKOE 3HAYCHUE
IPH HOPMAJTLHOU (DYHKITUU TIOYECK.

Luxnocnopun

OnmHOBpeMEHHOE TMpHMEHEHHE JEeBO(IOKCAlMHA YIUIMHIO Tepuo mnonyBbiBeaeHus (T1/2)
nukinocnopua Ha 33 %. Tak Kak 3TO YHAJIMHEHHE HE SBISICTCS KIMHUYECKH 3HAYUMBIM,
KOPPEKIIMH JI03bI IIUKIJIOCTIOPUHA MPH €T0 OJTHOBPEMEHHOM MPHUMEHEHHUH € JIeBO(IOKCAITMHOM He
TpebyeTcs.

I'nroxoxopmuxocmepououl

OmHOBpEMEHHBIH MPHEM TITIOKOKOPTHKOCTEPOHU/IOB ITOBBIIIAET PUCK PA3PhIBA CYXOKIITHH.
Jlexapcmeennvie npenapamui, yorunsaowue unmepean QT

JleBodiokcanyH, Kak W Apyrue (TOPXUHOJIOHBI, JOJDKEH MPUMEHSTHCS C OCTOPOXKHOCTBIO Y
MAlMEeHTOB, TMONy4YaloUIMX [pemapaThl, ymauHstomme uHTepBan QT  (Hampumep,
aHTHapuTMUYeckue cpeacTna kiacca [A u |, Tpunuknuyeckue aHTHAEIPECCAHTHI, MAKPOJIUIBL,

HEHPOJIETITUKH).
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[Ipoune

[IpoBeneHHBIE KIMHUKO-(PApPMaKOIOTHYECKHE HCCICNOBAHUS TI0 HW3YYCHHIO BO3MOXKHBIX
(hapMaKOKMHETHYECKUX B3aUMOCHCTBHIA JIEBO(IIOKCAIIMHA C KBS KApOOHATOM, TUTOKCUHOM,
[NIMOCHKIAMHJIOM, PAaHUTHIMHOM U  BaphapuHOM TMOKa3aid, YTo (hapMaKOKHHETHKA
neBo(IIOKCaMHA TP OJHOBPEMEHHOM TPUMEHEHUHU C 3TUMU IperaparaMi He M3MEHSETCS B

I[OCTaTOqHOﬁ CTCIICHU, YTOOKI 3TO UMEJIO KIMHUYSCKOES 3HAYCHHE.

4.6. ®epTHIBHOCTD, 0€PEMEHHOCTDb U JIAKTAIUSA

bepeMeHHOCTB

[Tpumenenue npenapara JieBodiokcauy MpOTUBOIIOKA3aHO TIPU OEPEMEHHOCTH.

Jlakrarust

[Ipumenenue mnpemnapata JleBoduiokcanuH  MOPOTHBONOKA3aHO B MEPUOJ ~ TPYAHOTO

BCKapMJIMBaHH.

4.7. Biusinue Ha CcrnOCOOHOCTH YNPaBJATH TPAHCIOPTHBIMM CpeJcTBaMH M padorarh ¢
MeXaHMu3MaMH

Takue no6ounsle 3¢ ¢dexTsl npenapara JleBogokcaiH, Kak TOJOBOKPYKEHHUE WIM BEPTUTO,
COHJIMBOCTb M paccTpoucTBa 3peHHUsI (CM. pazjien 4.8), MOI'yT CHUXKATh OBICTPOTY IICUXOMOTOPHBIX
peakuuii W CIOCOOHOCTh K KOHIIGHTPAIlMM BHHUMAaHUSA. OJTO MOXET TMPEACTaBIATh COOOM
OIpE/IeIEHHBbI PUCK MPH 3aHATHM JEATEIbHOCTBIO, TPeOyole ObICTPOThI NCUXOMOTOPHBIX
peakuMii M CHOCOOHOCTM K KOHLEHTpAlMM BHUMAaHUs (Hampumep, MpH YIpPaBICHUU
TPAHCIIOPTHBIMU CPEACTBAMHU MW MCXAHU3MAaMM, IIPpHU BBIITOJHCHUA pa60T B HGyCTOfI‘-IPIBOM

TTOJIOKEHUN ).

4.8. Hexkenare/jibHbIE peakKUNU

PesroMme HexxenaTeabHbBIX PEAKIIUT

Knaccudukanus dactorsl pa3BuTus MMOO0YHBIX 3((eKToB, pekoMeHayeMmas BcemupHoit
opranmzanueit 3apasooxpanenus (BO3): ovenv uacmo (= 1/10); yacmo (= 1/100, vHo < 1/10);
neuacmo (> 1/1000, vo < 1/100); peoxo (> 1/10000, Ho < 1/1000); ouenv peoxo (< 1/10000);
yacmoma neuszeéecmua (Ha OCHOBAHUM UMEIOIIIUXCSI JAHHBIX OIIEHUTh HEBO3MOYKHO).

JlaHHBIE, TIONYYCHHbIE B KJIMHUYECKUX WCCICIOBAHUAX W TPH TOCTPETHCTPAMOHHOM
NpUMEHEHHUH Ipernapara;

Hugpexyuu u uneazuu

Heuacmo: rpubkoBble HH(EKINH, pa3BUTHE PE3UCTEHTHOCTH MAaTOT€HHBIX MUKPOOPTaHU3MOB.
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Hapywenus co cmoponul kposu u numpamuueckoti cuchidty |EACBATENEHOCTS 0001

Heuacmo: yMeHbIIEHHE KOJIMYECTBA JIEHKOIMTOB B mepudepuyeckoldl KpoBH (JEHKONEHHS),
YBEJIMYEHUE KOJIMUECTBA F03MHOPMIOB B nepupeprueckoil KpoBU (303UHODMITHSA);

Penxo: ymenblieHHe KoimdecTBa HeHTpoduioB B mnepudepuueckoil KpoBu (HEHTponeHus),
YMEHBIIEHUE KOJIUYECTBA TPOMOOIIMTOB B MIepu(epuuecKOi KpOBH (TPOMOOITUTOTICHUS );
Yacmoma Heussecmna (NMOCTPETUCTPALIMOHHBIC JAaHHBIC): YMEHBUICHHE KOJMYECTBA BCEX
(OPMEHHBIX AJIEMEHTOB B Nepuepuyeckoil KpoBU (MAHLUTOINEHHS), OTCYTCTBHE MIIM PE3Koe
YMEHBIIEHWE KOJHMYECTBA TIPaHYJOLUUTOB B HepUPEepUUecKoil KpoBH (arpaHysoOLUTO3),
IeMOJINTUYECKAsl aHEMHUSL.

Hapywenus co cmoponvl uMMynHOU cucmembl

Peoxo: aHTHOHEBPOTUYECKHI OTEK;

Yacmoma  neuzgecmna  (IOCTPETMCTPALIMOHHBIE  JIaHHbIE): aHA(PUIAKTUYECKUH  LIOK,
aHa(pUIAKTOUHBIH LIOK.

AHadpwmiakTiyeckue ¥ aHapWIAKTOMTHBIE PEaKIMH MOTYT HHOTJA pa3BUBAThCS Jake IIOCIIE
IIpueMa IepBOM 1036l IIpenapara.

OHOOKpUHHbBLE HAPYWEHUS]

Peoko: cuHApOM HeaJleKBaTHON CEKpeLH aHTHINYPETUYECKOI0 TOPMOHA.

Hapywenus memabonuzma u numanus

Heuacmo: aHopekcus,

Peoko: runoriukeMusi, 0COOEHHO y MAallUEHTOB C CaxapHbIM Jua0eToM (BO3MOXKHBIE MPHU3HAKU
TUIOTJIMKEMHH: «BOTYUID) alleTUuT, HEPBO3HOCTh, UCIIAPUHA, TPOXKD);

Yacmoma mneuzéecmua: THUIEPTIIMKEMUs, TsDKENash TUIOTJIIMKEMHs, BIUIOTH JIO0 Pa3BHTHUS
THITOTIINKEMIYECKONW KOMBI, 0COOEHHO Y MAIIEHTOB MOYKUIJIOTO BO3PACTA, TTAIIMEHTOB C CaXapHbIM
nradeToM, MPUHUMAIOLINX MEepopalbHble THIOITUKEMHUYECKUE MpenapaThl WIK HHCYIHUH (CM.
pazznen 4.4, noapasnen «OcoOble yKa3aHHs).

Icuxuueckue napywenusn™

Yacmo: OECCOHHHUIIA,

Heuacmo: yyBcTBO O€CrOKOICTBa, TPEBOra, CIIyTaHHOCTb CO3HAHUS;

Peoxo: mncuxuyeckue HapylleHHs (HampuMmep, TaUIIOLNUHALIMK, NapaHoWs), JAenpeccus,
BO30YyKIeHHE (aKUTallKs), HAPYILIEHUE CHA, HOYHBIE KOIIIMAapHI;

Yacmoma neuzéecmua (MMOCTPETUCTPAIIMOHHBIE JTAHHBIE): HAPYIIEHUE IICUXUKH C HAPYIICHHEM
MOBEJICHUs C TpUYMHEHHEeM ce0Oe Bpela, BKIOYas CYyWUUAAIbHBIE MBICIH M CyWLIUAATIbHBIE
HOTBITKY, HApyIIEHHE BHUMAHUS, 1€30pUEHTAalUsl, HEPBO3HOCTb, HAPYIICHNUE MTAMATH, JEIUPHHA.
Hapywenus co cmoponvl nepénoti cucmemot *

Yacmo: ronoBHast 00Jib, TOJIOBOKPYKEHUE;
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Heuacmo: COHNUBOCTB, TPEMOD, U3BpALICHHE BKyca (zxn&%gﬁ}ﬁﬂ-c BATENBHOCTE 0001)

Peoxo: mapecresusi, cynoporu (cM. pasaen 4.4, moapazaen «OcoOble yKazaHUS»);

Yacmoma Heuzsecmua (TOCTPETHCTPALMOHHBIC JaHHBIC): mepudepuyeckas CEeHCOpHAas
HeliponaTus; nepudepuyeckas CEHCOPHO-MOTOpHasi Helpomartus (cM. pasnen 4.4, monapaszaen
«Oco0ble yKa3zaHUs»); TUCKUHE3US; SKCTpalmupaMUIHbIE pPAaCCTPOMCTBA; MOTEPS BKYCOBBIX
OLIYIICHUH (areB3usi); pacCTPOMCTBO OIIYIIEHHS 3araxa, OCOOCHHO CYObEKTHBHOE OLIYIICHUE
3araxa, 00BbEKTHUBHO OTCYTCTBYIOLIETO (ITApOCMUSs), BKIIIOYAsi aHOCMHUIO; OOMOPOK; TOBBIILICHHE
BHYTpHYEpPEITHOTO  JaBlieHusi  (JOOpOKayecTBeHHass  BHyTpUYEpEenHas  THIIEpTeH3US,
MICEB00MYXO0Jb TOJIOBHOTO MO3Ta).

Hapywenus co cmoponul opeana 3penus™

Peoko: HapylieHue 3peHusi, HalpuMep, pacIIbIBYATOCTh BUIUMOTO H300PaKESHHUS;

Yacmoma Heuzsecmta (IOCTPETUCTPALIMOHHBIE TAHHBIC): IPEXOASIIAs TOTEPs 3PEHHUSI, YBEHT.
Hapywenus co cmoponul opeana cnyxa u iabupunma’™

Heuacmo: 4yBCTBO OTKJIOHEHHS WM BpAUICHUS COOCTBEHHOTO TeJa HWIIHM OKPYKAIOIIUX
IIPEIMETOB (BEPTHUTO);

Peoxo: 3BOH B yiax;

Yacmoma HeuzsecmHa (IOCTPETUCTPALIMOHHBIE TaHHBIC): CHUKEHHE CITyXa, TOTeps CiIyXa.
Hapywenus co cmoponul cepoya™*

Peoko: cunycoBast Taxukapius, OUIyIIeHUE cepIleOueHHUS;

Yacmoma wHeu3gecmua (TMOCTPETUCTPALlMOHHBIE JaHHBIC): yanuHeHuWe wuHTepBana QT,
JKEITY0YKOBBIC HAPYIICHUSI PUTMA, KEITYJA0YKOBAs TaXUKApIUsS TUIA «ITUPYIT», KOTOPHIE MOT'YT
MPUBOANTH K BHE3AIMHOW OCTaHOBKE cepina (cMm. pazaen 4.4, moapazaen «Ocobble yKazaHus» 1
paznen 4.9).

Hapywenus co cmoponut cocyoos™*

Peoxo: cHmxeHne apTepruallbHOTO JaBICHUS.

Hapywenus co cmoponsl OvixamenbHOU cucmemyl, 0Op2aHos epyOHOU KIemKU U cpedoCmeHts]
Heuacmo: onpIIKa;

Yacmoma meuzeecmua (IMOCTPETHCTPAIIMOHHBIE JIaHHBIE): OpOHXOCHa3M, aIePrUYecKuil
MTHEBMOHMT.

Kenyoouno-kuwieunvie HapyueHus

Yacmo: nmuapesi, pBOTa, TOIIHOTA;

Heuacmo: 6onb B )XUBOTE, TUCIETICUs, METEOPHU3M, 3a110p;

Yacmoma neuzéecmua (MOCTPETUCTPAIMOHHbBIE JaHHbBIE): TeMOpparuueckas auapes, KoTopas B
OUYCHb PENIKUX CIydasiX MOXET OBITh MPU3HAKOM YHTEPOKOJINTA, BKITFOYASI IICEBAOMEMOPAHO3HBIN

KoauT (cM. pasnen 4.4, moapazaen «OcoOble yKa3zaHus»), TaHKpeaTuT (cM. pazaen 4.4).
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CEENEOOBATENEHOCTE 0001)

Hapywenus co cmoponvl neuenu u sxcenueableodaujux n)%eu

Yacmo.: TOBBIICHHE aKTUBHOCTH «IIEYEHOUYHBIX» (EPMEHTOB B IJIa3Me KPOBH (HAMPUMED,
ananuHamuHotpanchepassl  (AJIT), acmapraramunorpancgepassl (ACT)), mnoBbIIeHHE
aKTHBHOCTH mIeiouHoi ¢ocdaraszpl (IIID) u ramma-riyramuntpancdepassl (ITT) B mmazme
KpOBH;

Heuacmo: noBbIlIeHNE KOHIIEHTPALUHN OMIIMpyOrHA B IJ1a3Me KPOBH;

Yacmoma meuzéecmua (NMOCTPETUCTPALIMOHHBIC [aHHBIC): [E€YEHOYHAss HEJOCTaTOYHOCTh
TSDKEJION CTENEeHH, BKIIIOYas CIydau pa3BUTHUS OCTPOM MEYEHOYHON HEJ0CTaTOYHOCTH, MHOT/IA C
JIETabHBIM HUCX0JI0M, OCOOEHHO Yy MallMEHTOB C TSHKEIbIM OCHOBHBIM 3a00JIEBaHUEM (HAMIpUMED,
y MaIUEHTOB ¢ cercucom) (cm. pazzaen 4.4, moapasnen «OcoOble yKa3aHUs»); TEMATUT, KENTyXa.
Hapywenus co cmoponvl Kodtcu 1 NOOKOICHBIX MKAHEl

Heyacmo: xoxHas Chlllb, KOXKHBIN 3y/l, KpalMBHUIIA, TUIIEPTHAPO3;

Peoxo: nexapcTBeHHass peakiuss C D03MHOUIMENH W  CHUCTEMHOW CHUMIITOMATHKOU
(DRESS-cungpom (cMm. pasgen 4.4, moapazgen «OcoOble yKazaHHs»)), (GUKCHpOBaHHAS
JICKapPCTBEHHAS CHIIb,

Yacmoma Heuzéecmna (NMOCTPETUCTPALIMOHHBIC JaHHBIC): TOKCHUYECKUN AIUAEPMAIbHBIN
Hekponu3, cuHApoM CrtuBeHca-/[>KOHCOHA, OKcCcyAaTWBHAas MyIbTU(OPMHAS dSpUTEMA,
THIIEPYYBCTBUTEIBHOCTD K COJTHEYHOMY MJIM HCKYCCTBEHHOMY YIBTPa(UOJIECTOBOMY U3ITYYCHHUIO
(peakuun  (dotoceHcmOmmm3anuu) (cMm. pazgen 4.4, moapazgen «OcoOble  yKazaHUSN»),
JEHKOIMTOKIACTHYECKUN BaCKYJIUT, CTOMATHUT.

Peakuuu co cTOpOHBI KOXKH M CIM3UCTBIX 00OJIOYEK MOTYT MHOT/Ia Pa3BUBATHCS Ja)Ke TMOCTE
IIpueMa epBOM 1036l IIpenapara.

Hapywenus co cmoponvl mbiuieunotl, CKkeiemHou U cOeOuHUmMenbHOU MmKaHu

Heuacmo: apTpanrus, MUAITHS;

Peoxo: mopaxeHne CyXOXWIMH, BKIIOYas TEHAWHUT (HApHUMEp, aXWJIOBA CYXOXKWIIHS);
MBIIIIEYHast ~ CIa0OCTh, KOTOpasi MOXKET OBITh OCOOCHHO OIAacCHa Yy TMAaIMeHTOB C
TNICeBIOMapaIuTHUECKOW MuacTenueit (myasthenia gravis) (cm. pasaen 4.4, moapasaen «Ocobbie
yKazaHus»);

Yacmoma wmeuzgecmua (MOCTPETUCTPAIMOHHBIE TaHHBIE): PAOJOMUONN3; PA3PbIB CYXOXKHIIHUA,
HalpuMep, axuiuioBa CyXOXWIHS (9TOT MOOOYHBIN 3(P(HEeKT MOXKET HaOII0IaThCsl B TEUEHUE
48 yacoB ToCJie Hayaia JICYCHUSI U MOXKET HOCUTh JABYCTOPOHHHUI XapakTep (CM. Takke pa3ziel
4.4, noapazaen «OcoOble yKa3aHUs»)); pa3pbiB CBSI30K; Pa3pbIB MBIIIIL; apTPHT.

Hapywenus co cmoponvl nouex u mouesvbi8o0sauux nymetl

Heuacmo: oBBIIIIEHNE KOHIICHTPAIMHA KPEATHHIHA B CBIBOPOTKE KPOBH;

Peoko:  octpas  moueuyHas  HEJOCTATOYHOCTb  (HAampuUMep,  BCIEACTBHE  Pa3BUTHUS
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(NOCNEQCBATENEHOCTE 0001)

WHTEPCTUIMATBHOTO HEDpHUTA).

Obwue Hapyuienus u peakyuu 8 mecme 68e0eHuUs

Heuacmo: actenus,

Peoko: noBeiieHne TeMiepaTypsl Teia (TMPEKCHs);

Yacmoma Heuszsecmua: 005b (BKIt0UYasi 60J1b B CIIUHE, TPYIU U KOHEYHOCTSX ).

pyaue 803modicHbIe HedwceramenvHvle dhdexmol, OMHOCAUWUECS KO 8CeM PMOPXUHOTIOHAM
Oyenwv pedxo: TPUCTYIBI OYCHD PEAKONM OoJie3HH oOMeHa BemecTB (MophUpun) y MalueHTOB C
nopupuei.

* B oueHb peaKuX ciaydasx Ipu MPUMEHEHUN XUHOJIOHOB U (PTOPXUHOJIOHOB, HHOT/Ia HE3aBUCUMO
OT UCXOJIHO UMEIOIINXCS (PaKTOPOB PHCKa, OBLIN 3apETUCTPUPOBAHBI ATTUTEIHHO COXPAHSIOLIHECS
(10 HECKOJIbKMX MECALEB WM JIeT), MHBAJUIW3ZUPYIOIIME W MOTEHIMAJIbHO HEoOpaTUMbIE
cepbe3HbIe MOOOYHBIE PEAKIH Ha Ipernapar, 3aTparuBaroliue HeCKOIbKO, a HHOT/1a U MHOXKECTBO,
KJIACCOB CHCTEM OpPraHOB M OPraHOB YYBCTB (BKJIIOYAs TaKHe PeaKlMU, KaK TEHAWHUT, Pa3pbIB
CYXOXKHIIUS, apTpaiTus, 00Jb B KOHEUHOCTSX, HAPYIICHUE TTOXOAKH, HEWPONIATHH, CBSI3aHHBIE C
NapecTe3MsIMHU, JICTIPECCHS, TOBBIIICHHAS YTOMIIIEMOCTh, HAPYIICHNE TAMSTH, HapyIIEHHE CHA, a
Tak)Ke HapyIlIeHUs CiIyXa, 3peHus, BKyca u oOoHsHus) (cMm. pazaen 4.4, nmoapaznen «OcobObie
YKa3aHUS).

** YV manueHToB, TOMYYaBIIMX (TOPXHHOIOHBI, OBUTH OTMEUEHBI CIydal AaHEBPU3MBI H
paccioeHusl a0pThl, HHOT/Ia OCIIOKHEHHBIX Pa3phIBOM (B TOM YHCIE C JICTATbHBIM HCXOJIOM), &
TaK)Ke PerypruTalnvu/He0CTaTOYHOCTH JH00ro KiamaHa cepamna (cMm. pasnen 4.4, moapasnen
«Oco0ble yKa3aHUs»).

Coo0111eHne 0 MoI03pPEBAEMBIX HEXKEIATEIBHBIX PEAKIIHIX

BaxxHo cooOmarb 0 NOJ03PEBAEMBIX HEXKENATENbHBIX pEeaKUusX I0ClIe pPETUCTpaluu
JIEKapCTBEHHOTO Tpernapara ¢ 1eJIbl0 00eCeUeHHs HEMPEPbIBHOIO MOHUTOPUHIa COOTHOILICHHS
«I0JIb3a — PHUCK» JIEKapCTBEHHOIO Mpenapara. MenuIUMHCKUM paOOTHUKaM pPEKOMEH]yeTCs
co00IaTh O JIIOOBIX MOJ03PEBAEMBIX HEXKENATENbHBIX PEAKIUAX JEKapCTBEHHOTO Ipernapara
yepe3 HallMOHAJIbHBIE CHUCTEMBbl COOOIIEHHSI O HEKEIATEeNbHBIX PEaKlUsiX rocyapcTB — YICHOB
EBpa3uiickoro 53K0OHOMHUYECKOTr0 COI03a.

Poccuiickas ®enepanus

®denepanpHas cayx0a Mo Haa30py B chepe 3paBOOXpaHEHUS

Anpec: 109012, r. MockBa, CraBstHCKasl TUIOIIaab, 1. 4, cTp. 1

Tenedon: +7 800 550 99 03

OnekTpoHHas noyra: pharm@roszdravnadzor.gov.ru

Caiit B uHGOpMaIIMOHHO-TEIEKOMMYHUKAIIMOHHOM ceTu «HTepHEeT»:

https://www.roszdravnadzor.gov.ru/
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4.9. Ilepeno3upoBka

CuMITOMBI

Hcxons w3 JaHHBIX, MOMYYCHHBIX B TOKCHKOJOTHYECKHX HCCIIECIOBAHMIX, MPOBEICHHBIX Ha
YKUBOTHBIX, BAKHEHIIIMMU 0KHJIaEMBIMHU CUMIITOMAMH OCTPOI NEepeJ03UPOBKHU JIEBOGIIOKCALINHA
ABIISAIOTCS CUMIOTOMBI co cTopoHbl LIHC (Hapymienue co3HaHusl, BKIIOYasi CHyTaHHOCTb CO3HAHMUS,
TOJIOBOKPYKEHHE U CYAOPOTH).

[Ipy MOCTPErUCTPAllMOHHOM TPUMEHEHUU JeBO(IIOKCAllMHA B Cllydae MepeIo3upPOBKHU
Habmonanmuch 3pdextsl co croponbl [IHC, Bkiro4as CIYTaHHOCTh CO3HAHUSA, CYIOPOTH,
TAUTIOUUHAIIN U TPEMOD.

Bo3MoxkHO pa3BUTHE TONMIHOTHI M  BO3HUKHOBEHHE OSPO3UH  CIU3HCTOM  00OJIOYKU
KEITYT0IHO-KUIIIEYHOTO TPAKTA.

B xnuHMKO-papMakoIOrHueckux HCCIeIOBaHUSAX, MPOBEICHHBIX C J103aMHU JIeBO(IOKCAIIUHA,
MPEBBIIIAIOIIMMU TEPANEeBTUYECKUE, HAOMIOAANOCh yanuHeHue uareppaia QT.

Jleuenue

B cnywyae mepemo3upoBku TpeOyeTcs THIATEIIbHOE HAONIOJCHHWE 3a TAIMEHTOM, BKIIIOYast
MOHHUTOPHUPOBAHHE 3JIEKTpoKapauorpaMMbl. JleueHue cummnroMatudeckoe. B ciydae octpoit
nepeno3upoBk mpemnaparoM JleBodmokcalliH MOKa3aHO MPOMBIBAHUE KeNlylKa M BBEICHUE
AHTAIMJIOB IS 3aIIUTHI CIM3UCTOW 000JI0UKHM keimyaka. JleBodiokcanud HE BBIBOJIUTCS
MOCPEACTBOM JUaI3a (TeMOIMaIi3a, TICPUTOHEATHFHOTO TUAJIi3a U TOCTOSTHHOTO aMOyJIaTOPHOTO

neputroHeansHoro auanusa (ITAIL/)). Cneunduueckoro aHTUI0Ta HE CYIIECTBYET.

5. PAPMAKOJIOTUYECKHE CBOMCTBA

5.1. ®apmakoaMHAMHYeCKHE CBOICTBA
dapmakoTepaneBTHUECKasi TpyMna: aHTHOAKTepUalbHbIE CpPEACTBA CHCTEMHOIO JeHCTBHUSA;
MMPON3BOJHBIC XWHOJIOHA, (1)T0pXI/IHOJ'[OHI)I.

Kon ATX: JOIMA12

MexaHu3M ASUCTBUS U d)aDMaKOHI/IHaMI/I‘IeCKI/IC 3d)d)eKTLI

JleBo(h1OKCaIMH — CHHTETHUYECKUI aHTHOAKTEepHUaIbHBIH Mpenapar MHUPOKOTo CIIeKTpa AeHcTBUs
U3 rpynnsl GTOPXUHOIOHOB, JIEBOBPAILAIONINI U30Mep odIoKkcalHa.

JleBoduokcanun 6mokupyet JHK-rupasy u ronouzomepasy 1V, Hapyiiaer cynepcnupain3anuio
u cmuBKy paspeiBoB JIHK, unrubupyer cunrez /IHK, Bbi3biBaeT rimy6okue mMopdosornyeckue
U3MEHEHU B IIUTOIIa3Me, KJIIETOYHOH CTeHKe 1 MeMOpaHax MUKPOOHBIX KIIETOK.
.HeBO(bJ'IOKCZLHI/IH aKTHUBEH B OTHOIIEHUH OOJILIIMHCTBA IIITAMMOB MHUKPOOPTaHU3MOB, KaK B

yCIOBHSX N VItro, Tak u in vivo.
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Yyscmeumenvhvle MUKPOOP2AHUIMbBL  (MUHUMBNbHASL '%t)c;e;l)gﬂ;lt}ﬂ;?z“-i_a:jﬁbteﬁ'rnpc;@ﬂ 0 I.(:']\-JI:YYK)

< 2 me/n, 30Ha uneubuposanusn > 17 mm)

AnpoOHBIe rpaMIIoNoKuTeIbHbIC MUKpoopranu3mel: Bacillus anthracis, Corynebacterium
diphtheriae, Corynebacterium jeikeium, Enterococcus spp. (¢ m. u. Enterococcus faecalis),
Listeria monocytogenes, methi-S(1)

Staphylococcus coagulase-negative

(Koazynazonezamugtbvle, MEeMUYUITUH-Y)YBCMBUMENbHbLE/-YMEPEHHO UYBCMBUMENbHblE),
Staphylococcus aureus Staphylococcus
spp. CNS
(koacynazonecamuenwvie), Streptococci epynner C u G, Streptococcus agalactiae,

I/SIR

methi-S  (memuyunnun-uyecmeumenshoie),
epidermidis methi-S  (memuyunnun-uwyecmeumenvuvie), Staphylococcus
Streptococcus pneumoniae peni (neHUYUTUH-YMEPEHHO
yyecmeumenvbHvie/-uyscmaeumebHvle/-pesucmenmusie), Streptococcus pyogenes, Viridans
streptococci peni-S/R (nenuyunnun-uyecmeumenvhvle/-pesucmenmuvie).
Acinetobacter

AdpoOHBIE TpaMOTpHUIIATETIbHBIE MHKPOOPTaHU3MBI: (6 m.u.

spp.
Acinetobacter baumannii), Actinobacillus actinomycetemcomitans, Citrobacter freundii,
Eikenella corrodens, Enterobdiphtheracter aerogenes, Enterobacter spp. (¢ m. u.
Enterobacter cloacae), Escherichia coli, Gardnerella vaginalis, Haemophilus ducreyi,
Haemophilus influenzae ampi-S/IR  (amnuyuniun-vyscmeumenvuoiel-pesucmenmmuote),
Haemophilus parainfluenzae, Helicobacter pylori, Klebsiella oxytoca, Klebsiella spp. (¢
m.y. Klebsiella pneumoniae, Klebsiella oxytoca), Moraxella catarrhalis p+/f-
(npooyyupyrowue u nenpooyyupyrowue 6ema-rakmamasol), Morganella morganii,
Neisseria gonorrhoeae non PPNG/PPNG (renpooyyupyiowue u npooyyupyrowue
nenuyuinunazy), Neisseria meningitidis, Pasteurella spp. (s 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 (cocnumanvuvie ungpexyuu, evizeannvie Pseudomonas
aeruginosa, moeym nompebosams Kombunuposanno2o newenus)), Salmonella spp.,
Serratia spp. (¢ m. u. Serratia marcescens).

AmnaspobHble Mukpoopranu3Msel: Bacteroides fragilis, Bifidobacterium spp., Clostridium
perfringens, Fusobacterium spp., Peptostreptococcus, Propionibacterium spp., Veillonella
spp.

JNpyrue mukpoopranusmsl. Bartonella spp., Chlamydia pneumoniae, Chlamydia psittaci,
Chlamydia trachomatis, Legionella pneumophila, Legionella spp., Mycobacterium spp.
(6 m.u. Mycobacterium leprae, Mycobacterium tuberculosis), Mycoplasma hominis,

Mycoplasma pneumoniae, Rickettsia spp., Ureaplasma urealyticum.
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e AbdpoOHBIE TI'paMIONIOKUTEIbHBIE MHUKpoopranu3Mel: Corynebacterium urealyticum,
Corynebacterium xerosis, Enterococcus faecium, Staphylococcus epidermidis methi-R
(memuyunnun-pezucmenmusie), Staphylococcus haemolyticus methi-R  (memuyuniniun-
pe3ucmenmubie).

e AdpoOHBIE  IpaMOTPUIATEIbHBIE  MHKPOOPTaHU3MBI: Campylobacter  jejuni,
Campylobacter coli.

e AmnaspobHble MuUKpoopranu3mel: Prevotella spp., Porphyromonas spp.

Pesucmenmuvie x nesoghroxcayury muxpoopeanusmol (MIIK > 8 me/n, 30na uneubuposanus
<13 mm)

e AbdpoOHBIC T'paMIOJIOKHUTEIbHBIC MHKpoopranu3mbl: Staphylococcus aureus methi-R
(MemuyunuH-pe3ucmenmmbie), Staphylococcus coagulase-negative methi-R
(koazynazonezamugnvle Memuyuiiun-pesucmenmuvie), Corynebacterium jeikeium.

e AbnpoOHbIe TpamMoTpuUllaTeabHBIC MUKpoOopranu3mel: Alcaligenes xylosoxidans.

e Amna’poOHbIe MUKpOOpraHu3Mel: Bacteroides thetaiotaomicron.

e Jlpyrue mukpoopranuzmMer: Mycobacterium avium.

Pesucmenmnocmo

Pe3ucTeHTHOCTD K J€eBO(MIOKCAIIMHY Pa3BUBACTCS B PE3YJIBTATE MOITAITHOTO MPOIecca MyTaluit
TeHOB, Koaupyomux ode Tomonsomepassl tumna II: JIHK-rupa3y un Tomomsomepasy IV. [lpyrue
MEXaHHU3MBbl PE3UCTEHTHOCTH, TaKHMEe KaK MEXaHH3M BIUSHUS Ha TEHETPAI[MOHHBIE Oapbepsl
MHKpPOOHON KJIeTKH (MeXaHu3M, XapakTepHbIi mis Pseudomonas aeruginosa) u MexaHu3Mm
a¢¢darokca (aKTUBHOTO BHIBEACHHSI IPOTUBOMUKPOOHOTO CPEACTBA U3 MUKPOOHOH KJIETKH ), MOT'YT
TaK)Xe YMEHBIIATh YYBCTBUTEIHLHOCTh MUKPOOPTAaHU3MOB K JIEBO(IIOKCALIUHY.

B cBs3u ¢ 0coOEHHOCTSIMM MeXaHHW3Ma ACUCTBUS JIeBO(IIOKCAllMHA OOBIYHO HE HAOIIOJaeTcs
MEPEKPECTHON PE3UCTEHTHOCTH MEXIY JIEBO(DIOKCAIIMHOM M APYTUMH MPOTHBOMHUKPOOHBIMU
CpeICTBaMHU.

Knunuueckasn sgpgpexmusnocmo (3¢pgpexmusnocms 8 KIUHUUECKUX UCCIe008AHUAX NPU JedeHUU
UH@MeEKYUIL, 8bI3bI6ACMBIX NEPEYUCTEHHBIMU HUINCE MUKPOOPSAHUIMAMU)

e AdpoOHble  TrpaMIOJNIOKUTEIbHBIE  MHKpoopranusmbel:  Enterococcus  faecalis,
Staphylococcus aureus, Streptococcus pneumoniae, Streptococcus pyogenes.

e AbspoOHbIe TpamoTpHLaTeldbHbIe MUKpoopranu3msel: Citrobacter freundii, Enterobacter
cloacae, Escherichia coli, Haemophilus influenzae, Haemophilus parainfluenzae,
Klebsiella pneumoniae, Moraxella (Branhamella) catarrhalis, Morganella morganii,
Proteus mirabilis, Pseudomonas aeruginosa, Serratia marcescens.

e Jlpyrue: Chlamydia pneumoniae, Legionella pneumophila, Mycoplasma pneumoniae.
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(NOCNEQCBATENEHOCTE 0001)

5.2. ®DapmakoKHMHeTHYECKHE CBOMCTBA

AOGcopbuus

JleBodiiokcarnuH OBICTPO U MPAKTHYECKH MOJHOCTHIO BCACHIBACTCS MOCIIE ITPHEMa BHYTPb, TIPUEM
UM MaJlo BAMseT Ha ero abcopOuuio. AOcConmoTHAs OMOIOCTYHNHOCTh NPHU MPHEME BHYTPb
cocraBimsier 99-100 %. Ilocme omHOKpaTHOro TmpueMa JeBodiokcanuHa B 03¢ S00 mr
MakcuMainbHas KoHUeHTpanus (Cmax) JIeBO(IOKCAIMHA B IJIa3Me KPOBU JIOCTHTAETCS B TCUCHUE
1-2 wacoB wu cocraBuser 5,2+1,2 mxr/min. ®apmMakOKHHETHKA JIEBO(MJIOKCAIIMHA SBISICTCS
JuHeHoN B nuama3zoHe 103 oT S0 mr go 1000 mr. PaBHOBECHOE COCTOSIHUE KOHUEHTpALIMHU
neBo(IOKCallMHA B TIa3Me KpoBH mpu npueme B go3e 500 mr neBoduiokcanuna 1 wim 2 pasa B
CYTKH JIOCTUTAETCsl B T€UEHHE 48 4acos.

Ha 10-i1 nens mpuema BHYTpSH JeBoduiokcanaa 500 mr 1 pa3 B cyTku Cmax JeBo(dIoKcarmHa
cocrapisiia 5,7+1,4 MKr/mi, a MUHUMaJbHas KOHLIEHTpalus jeBoduokcanuHa (KOHIEHTpaIus
nepea npueMoM ouepeaHou 103b1) (Cmin) B u1azme kpoBu coctapiisiia 0,5+0,2 MKr/mi.

Ha 10-# nenp npuema BHyTph JeBo(daokcanuna B 1o3e 500 mr 2 pasza B cyTkd Cmax COCTaBIIsiIa
7,8+1,1 Mxr/mi, @ Cmin — 3,0+£0,9 Mxr/min.

Pacupenenenue

CBs3pb ¢ Oenkamu chIBOpOTKH KpoBH cocTaBisieT 30-40 %. Ilociae ogHOKpaTHOTO U MOBTOPHOTO
npuema 500 mMr teBodIokcanaa 00bEM pacIpeiesieHus IeBO(IIOKCAIIMHA COCTABIISET B CPEITHEM
100 71, 9yTO yKa3bIBAET HA XOPOIIee MPOHUKHOBEHHE (IEHETPALINIO) JIEBO(IIOKCAIIMHA B OPTaHBI U
TKaHU OpraHU3Ma YeOBeKa.

Ilponuknosenue 6 causucmyo 00010YKY OPOHXO08, IHCUOKOCMb ONUMENUATbHOU BbICIMUIKU,
anveeosipHvlie MaKkpogacu

[Tocne ogHOKpaTHOTO TIpHeMa BHYTPh JeBoduiokcanuHa B 703¢ 500 Mr Cmax 1eBodiiokcamia B
CIIM3UCTON 000JI0UKE OPOHXOB M KUJKOCTH SMUTETHATBLHON BBICTHIIKH JIOCTUTAINCH B TEUCHUE
1 yaca wim 4 yacoB u coctaBisuin 8,3 MKr/T u 10,8 MKr/mi.

Koaddummentsl neHerpanuu B CIU3UCTYI0 000JIOUKY OpPOHXOB M JKHUJKOCTH AMUTEIHAIBHON
BBICTHJIKH TIO CPaBHEHHWIO C KOHIICHTpaIMed B mia3me kpoBu coctaBisitor 1,1-1,8 u 0,8-3,0
COOTBETCTBEHHO.

[Tocne 5 nuelt mpuema BHYTpb JeBoduiokcannHa B no3e 500 Mr cpeiHue KOHIEHTPALUU
neBodoKcaliHa depe3 4 daca Toche TMOCIEAHEr0 TMpHueMa Mpernaparta B OKHIKOCTH
SIUTETUATHHON BBICTWIIKM COCTaBISLIA 9,94 MKI/MII M B albBEOJSIPHBIX Makpodarax —

97,9 MKr/mi1.
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IIponukHnoeenue 6 n1e20unyo mkams (MOCNEAOBATENEHOCTE 0001)

Cmax B JIETOYHOH TKaHU MOCJIE pUeMa BHYTpb JeBodiokcanuHa B 1o3e 500 Mr gocturanach uepes
4-6 gacoB U cocTaBisiIa npuomm3uTensHo 11,3 MK/t ¢ koaddunmentamu neaerpannu 2,0-5,0 mo
CPaBHEHMIO C KOHLIEHTpallUel B I1a3Me KPOBHU.

IIpoHukHoseHue 6 anb8eoNAPHYIO HCUOKOCTb

[Tocne 3-x nueit mpuema neBoduiokcarmaa B go3e 500 mr 1 wimm 2 pasa B cyTkH Cmax
7eBO(IIOKCAIMHA B AJIbBEOJIIPHOM JKUIKOCTH JIOCTUTAINCHh 4epe3 2-4 yaca W COCTaBIISLIH
4,0 MKr/™MI 1 6,7 MKI/MJI, COOTBETCTBEHHO, ¢ K03 duiineHToM renerpanuu 1,0 mo cpaBHEHUIO C
KOHIEHTPAUSIMU B IIa3M€ KPOBH.

IIponuknosenue 6 KOCMHYI0 MKAHD

JleBo(hIOKCaIIMH XOPOIIO NMPOHUKAET B KOPTUKAJIBHYIO M Ty0UaTyl0 KOCTHYIO TKaHb, KaKk B
MPOKCUMAJbHBIX, TaK M B JUCTAIBHBIX OTAeNax OeIpeHHOW KOCTH, ¢ Kod(dduireHrom
neHeTpanuu (KocTHasl TKaHb/mazma kposu) 0,1-3,0.

Cmax eBoiokcariiHa B TyO04aTOi KOCTHOM TKaHW MPOKCHMAIBHOTO OT/Aea OCIPEHHON KOCTH
nociie mpuema JieBoduiokcanunaa B go3e S00 Mr cocraisuia mpubau3uTenbHo 15,1 Mxr/t (depes
2 yaca mocJe nmprema fnpemnapara).

IIpoHukHoBeHUe 8 CNUHHOMO3208)10 HCUOKOCD

JleBo(OKCaIMH MI0X0 MPOHUKAET B CTUHHOMO3TOBYIO KHKOCTb.

Ilponuknosenue 6 mxanb npedcmamenbHoU dcenesvl

[Tocne mpuema BHYTpS JeBoduiokcannta B 03¢ 500 mr 1 pa3 B cyTku B TeueHHe 3-X THEH cpeqHsis
KOHIIEHTpalusi JeBodUIOKcalliHa B TKaHM TPEACTaTeIbHOW >KeNme3bl CocTaBisiia 8,7 MKI/T,
Cpe/Hee COOTHOIIIEHNE KOHIICHTPALMU MTPeICTaTeNIbHAS JKeJe3a/mia3mMa KPoBU COCTaBIsuio 1,84.
Konyenmpayuu 6 moue

Cpennue KOHLEHTpauuy B Moue yepe3 8-12 yacoB nocie npueMa BHyTpb 1036l 150 mr, 300 mMr u
600 mr neBodiokcannna coctaBisiu 44 Mkr/mi, 91 MKr/mMia u 162 MKI/MJI COOTBETCTBEHHO.

buorpancdopmarms

JleBoduiokcanuH MeTabonu3upyeTcsl B HE3HAUUTENbHOM creneHu (5 % mnpunsaToi nos3bl). Ero
MeTa0OoJIUTaMu SBISAIOTCS JecMeTmiieBogiaokcaud U N-okcua JeBo(IOKCalluH, KOTOpbIE
BBIBOAATCA ToYKamH. JIeBoduioKcallMH SIBJISETCS CTEPEOXMMHUYECKH CTaOMWIBHBIM M HE
MIOJIBEPTaeTCsl XUPAITHHBIM IPEBPAIIICHUSIM.

DJIMMUHALMS

[Tocne mpuema BHYTpPD JIEBOGIIOKCAIIMH OTHOCUTENHHO MEUIEHHO BBIBOJUTCS U3 TIA3Mbl KPOBU
(T2 — 6-8 yacoB), mpeuMyIIeCTBEHHO, uepe3 Mmouku (Oomee 85 % mpuHATONH M03b1). OOMIUI

KJIMPEHC JIeBoQIIOKCcaIiHa nociie ogHokpatHoro npuema 500 mr coctaBisin 175+£29,2 mur/muH.
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BHYTPUBEHHOM BBEJICHUU U MpPHUEME BHYTPb MOATBEPKIACT TOT (akT, YTO MPHEM BHYTPh U
BHYTPUBEHHBIN IIyTh BBEJCHUS SABIIIOTCS B3aMMO3aMEHIEMbBIMU.
Oco0ble rpyninbl NalkeHTOB

Ilon

DapMaKOKHHETHKA JIEBO(IIOKCAIIMHA Y MY)KUMH M KECHIIIH HE Pa3IHyacTCs.

Jluya noowcunozo eospacma

®apMaKOKMHETHKA y TMalMEeHTOB MOXHIJIOTO BO3pAcTa HE OTIMYAETCS OT TAKOBOM y MOJOIBIX
MAIMEHTOB, 32 UCKIIIOYCHUEM pa3inuuil (hapMaKkOKMHETHKH, CBsI3aHHBIX ¢ n3MeHeHusmu KK.
Iloueunasn nedocmamoynocmuy

[Ipr moyeuHOW HEAOCTATOYHOCTH (hapMaKOKHMHETHKA JieBoduioKcanuHa uaMensercs. [lo mepe
yxyameHus GyHKIUY MOYeK BhIBeIeHUE Yepes Mouku U modeunslil kiupeHc (CIR) ymenbarorcs,
a Ty yBenuuuBaercs.

Dapmakokunemuxa npu NOYEUHOU HeQOCMAMOYHOCIU NOCAE OaHOKDaI’I’IHOZO npuema 6Hympbo

500 m2 nesorokcayuna

KK (my1/mMun) <20 20-49 50-80
CIR (Mu1/mMuH) 13 26 S7
T2 (1) 35 27 9

6. PAPMAIIEBTUYECKHUE CBOMCTBA

6.1. IlepeyeHp BCIOMOraTeJIbHBIX BEIECTB
[emtono3a mukpokprctammdeckas (MKII-101)
KapOoxcumernnkpaxmai HaTpus

[ToBunon-K25

Kpockapmeriosa HaTpust

Maruus creapat

Kpemuus nuokcua KOO AHBIA

CocraB 000JI0YKH:

I10JIMBUHUIIOBBIN CIIUPT
Makporomn-4000

Turana quokcun

6.2. HecoBmecTumocTh

He npumennmo.

6.3. Cpok rogHocTu (CpOK XpaHeHus1)

3 roxa.
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OCNEOCEBATENEHOCTE 0001)

6.4. OcoOble Mepbl MPEI0CTOPOKHOCTH NMPH XPAHEHU

XpaHutb npu Temneparype He Boie 25 °C.

6.5. Xapakrep u cojep:kaHue NePBUYHONH YIIAKOBKH

ITo 5, 10 TabmeTok B KOHTYPHYIO SUYEHKOBYIO YITAKOBKY W3 TUICHKU MOJTMBUHUIXJIOPHIHOM, JTHOO
IUICHKH TOJIUBUHWIXJIOPUTHOW/ TIOTUBUHIINACHXIOPUAHON U (POJIbIU aTIOMUHHEBOM MEeYaTHON
JTAKUPOBAHHOM.

Wnu o 5, 10 TabneTok B KOHTYPHYIO STYEHKOBYIO YIIAKOBKY M3 MaTrepHaja KOMOMHUPOBAHHOTO
Ha OCHOBe (hoJIbrU (TPEXCIOWHBIN MaTepua, BKIIOYAIOUN aTIOMUHUEBYIO (QOJIBIY, IJICHKY U3
OPUEHTUPOBAHHOTO MOJUAMHA, TMOJIUBHHWIXJIOPUIHYIO IUIEHKY) U (OJBIU allOMHMHHUEBOMN
ME€YaTHOW JIJAKUPOBAHHOM.

1,2,3,4, 5 unmn 10 KOHTYpHBIX SIYEHKOBBIX YIIAKOBOK BMECTE ¢ MHCTPYKLUEH 110 PUMEHEHHUIO
MOMEIIAIOT B KAPTOHHYIO YIAaKOBKY (TAuKYy).

6.6. Oco0Oble Mepbl MPEIOCTOPOKHOCTH NPH  YHMYTOXKEHUH  MCIOJIb30BAHHOIO
JIEKAPCTBEHHOI0  Npenapara WJIM OTXO0A0B, TMOJYYEHHBbIX IOcjde NPHMEHEeHHus
JIEKApCTBEHHOI'0 NpenapaTa u Apyrue MaHUILYJISIUM C IPenapaToM

Oco0ble TpeOoBaHUS OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAIHMOHHOI'O YIOCTOBEPEHUS
Poccusa
000 «ATomm»

445351, Camapckas o0:., r. XKurynesck, yin. ['mapoctpourenei, . 6.

7.1. IlpencraBuTe/ib AepaKaTelisi perHCTPALIMOHHOIO YI10CTOBepPeHus

[Iperen3uu HOTDC6I/ITCJ'IGI\;I HalpaBJIATH IO aaAPECy:

Poccus

000 «O308»

445351, Camapckas 0611., r.0. Kurynesck, r. XKurynesck, yi. ['uapocrpourenei, 1. 6.
Ten.: +79874599991, +79874599992

E-mail: ozon@ozon-pharm.ru

8. HOMEP PETMCTPAIIMOHHOTI'O YAOCTOBEPEHUA
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9. JIATA MEPBUYHOW PErUCTPAIIIF-“GIOATBEPK AL

PETUCTPALIUU, HEPEPETUCTPALIUN)

JlaTa nepBoi perucTpanuu:

10. JATA IEPECMOTPA TEKCTA

OOmast xapakTepuCTHKa JIEKApCTBEHHOTO Ipemnapara JleBodmokcaumH [gocTynmHa Ha
uH(pOpMallMOHHOM TMopTaje EBpasuiickoro SKOHOMHMYECKOTO C€O03a B HH(DOpPMAIMOHHO-

KOMMYHHUKaIMOHHOM cetn «uTepueT» http://eec.eaeunion.org/.
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