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Me:xayHapoaHoe HelaTeHTOBAHHOE HJIH IPYNIIHPOBOYHOE HAUMEHOBAHHE: JTHHE30/HI.

JlekapcTBenHasi popma: TabIETKH, HOKPHITHIE IEHOYHON 000I0YKOI.

Cocras

1 TaGneTka, MOKpHITAs IUIEHOYHOU 000JIOUKOM, COMEPIKUT:

oeticmeylowee eeujecmso: mune3onua — 600,0 mr;

6cnomozamenvhble 6eujecmeq. JIAKTO3bl MoHoruapar — 2220 mr, runpomerio3a — 12,0 wr,

NOJIaKpHIMH Kanus — 12,0 Mr, maraus creapat — 9,0 Mr, KpeMHHS THOKCH KOJIOMIHBIN — 5,0 Mr;

obonouxa: Onanpait Gensrit 03B58895 — 17,2 mr (runpomeruiosa (E464) — 61,5%, TMTaHa JUOKCH]
(E171) — 31,0%, makporosn 400 — 6,25%, Bock kapHay6ckuii (E903) — 1,25%).

Onucanmne
OBajbHBIE IBOSIKOBBIMYKJIBIE TAOJIETKH, MOKPBITHIE IUIEHOYHOW 000JI0UKOH GEI0ro MM MOYTH
Genoro 1Beta, ¢ Hackoi, ¢ rpaBUPOBKOi «I» Ha OIHO# cTOPOHE M «22» Ha APYTOH CTOPOHE.

Ha nonepeunom paspese TabneTku sapo 6e10ro Wi modty 6eoro 1BeTa.

(DapmaKOTepaneBaneCKaﬂ rpymnma: aHTPI6I/IOTI/IK-OKca3OHHHHHOH !

Koa ATX: J01XX08.

®dapmako/iorH4ecKHe CBOHCTBA

Dapmaxkoounamuka

Jlunesomun, cuHTETHYECKHH aHTHOAKTEPHANBHBIA IIpenapar, OTHOCHTCS K HOBOMY KJaccy
NPOTUBOMUKPOOHBIX CPEJICTB, OKCA30JIMAMHOHAM, aKTHBHBIX i Vitro B OTHONIEHHH a’pOOHBIX
IPAaMIIOJIOKUTENBHBIX OaKTepui, HEKOTOPBIX TI'PaMOTPHIATEIbHBIX OakTephii M aHA’POOHBIX
MUKPOOPraHu3MoB. JIMHE30/IMI CeNeKTUBHO MHrHOMpyeT cHHTe3 Genka B GakTepusx. 3a cueT
CBSI3bIBaHMs C OaKTepHaIbHBIMM PHOOCOMAMH OH IPeOTBpaIIaeT 00pa3oBanue (yHKIIMOHATILHOTO
MHHUIUUPYIOLIEro KoMmiuiekca 70S, KOTOpBIA sBIS€TCSs BaXKHBIM KOMIIOHEHTOM IIpollecca

TPaHCIISIWA TIPU CUHTE3EC Oenka.



Yyecmeumenvrhocmep

JIMHE30JIM1 aAKTUBEH in Vitro W in vivo B OTHOIIEHHH CJIIEAYVIOIIMX MUKPOOPTraHU3MOB:

TPaMIIOJIOKUTENIbHBIE a3p00bl — Enterococcus faecium (BKIIOYas INTAMMBI, PE3UCTEHTHBIE K
BAHKOMHMLHHY),  Staphylococcus —aureus (BKIIOYAs METHLMUIMH-PE3UCTEHTHBIE —IITAMMBI),
Streptococcus agalactiae, Streptococcus pneumoniae (BKIHO4as TIOJIUPE3UCTEHTHBIE IITAMMBI),
Streptococcus pyogenes,

ApyTHe MUKpOOpPraHu3Mel: M. tuberculosis.

JInHe30/IM1 aKTHBEH in Vitro B OTHOWIICHHUH CJICAYIOUINX MUKPOOPIraHU3MOB:

TPaMIIOJIOKUTENIbHBIE a3p00bl — Enterococcus faecalis (BKOYas IITaMMBI, PE3HCTEHTHBIE K
BAaHKOMMIMHY), Enterococcus faecium (BKMOYas IITaMMBbI, YyBCTBHTENbHbIE K BaHKOMHIHY),
Staphylococcus  epidermidis (BKmodasi MeTHUMIUIMH-PE3UCTEHTHBIE MTaMMBI), Staphylococcus
haemolyticus, CTPENTOKOKKH Ipynisl Viridans;

rpaMoTpulaTeIbHbIe a3poObl — Pasteurella multocida.

PesuctenTHple K jMHE301MIy MHKpoopranusmel: Haemophilus influenzae, Moraxella catarrhalis,

Neisseria spp., Enterobacteriaceae spp., Pseudomonas spp.

Pezucmernmruocmep

MexaHu3m 1eHCTBHS JMHE30/IMA OTIMYACTCS OT MEXAaHM3MOB JEHCTBHS TPOTHBOMHKPOGHBIX
npenapaToB JPYrMX KJIacCoB (HampuMep, aMHHOTJIHMKO3HMJ0B, O€Ta-JaKTaMOB, AHTArOHHUCTOB
(osmeBol  KMCIOTBI,  IJIMKONENTHIOB,  JIAHKO3aMHIOB,  XHHOJNOHOB,  pH(AMIHIHHOB,
CTPENTOrPaMHUHOB, TETPALMKIMHOB ¥ XJIOpaM(pEHHUKOIIa), II0ITOMY TEPEKPECTHON PE3UCTEHTHOCTH
MEXIy JIMHE30JIM/IOM U 3THMH IIpernapataMy He CyliecTByeT. JIMHE30/HI aKTHBEH B OTHOLICHUH
NaTOTCHHbIX MUKPOOPTaHW3MOB KaK 4yBCTBUTEJIBHBIX, TAK M PE3UCTEHTHBIX K 3THM IIpernaparam.
Pe3uCTEHTHOCTD 110 OTHOIIEHHIO K JIMHE30JIMy pPa3BHBAETCS MEIEHHO MyTeM MHOTOCTAIHHHOMN
myTanuu 23S pubocomanbHON puboHyKIeHHOBOW KucioThl (PHK) M NIpOHCXOAUT ¢ 4YacTOTOM
menee 1x107 — 1x107!1,

DapmakoKkunemuka

Bcacwvisanue

[locne nprema BHYTph JTHHE30/H OBICTPO M MHTEHCHBHO BCACHIBAETCS M3 JKEITyOYHO-KHIIEYHOTO
tpakta (KKT). MakcumanbHas KOHLIEHTpauus JuHe30u1a B mwiasMe KPoBH (Cmax) — 21,2 Mr/i;
CPe/IHHIi [IEPHOJI BPEMEHH JI0 JIOCTH)KEHUSI MAKCHMAIBLHOM KOHIEHTPAIMH JIMHE30JIMa B IUIa3Me
KpoBH (TCmax) — 2 4, abcomoTHas 6HOROCTYmHOCTD cocTaBiseT okoio 100%. Ilpuem numu He
BIIMACT Ha BCAChIBAHHME JIMHE30JM/a. PaBHOBECHAs KOHIEHTpALUs JIMHE30JHIa B IUIA3ME KPOBH

JIOCTUTaeTcs Ha 2 JIeHb IpuemMa.



Pacnpeoenenue

OGbeM pacnipesienieHus TMHE30IHMA IIPH IOCTHKEHHH PABHOBECHOH KOHIIEHTPALH y 3I0pOBOTO
B3pOCIIOTro 4esIoBEKa coCTaBseT B cpetHeM 40-50 11, 4To MPHMEPHO paBHO OOIIEMY COEPKAHUIO
BOJbI B opranusMe. Cs3biBaHHe ¢ OesKaMM IUIa3Mbl KPOBHM cocTaBisieT 31% ¥ He 3aBHCHT OT
KOHIICHTPALMK JINHE30JIH/Ia B IJIa3Me KPOBH.

Memabonusm

YCTaHOBJICHO, YTO M30(ePMEHTH CHCTEMBI LHUTOXpoMbl P450 He yuacTBYIOT B MeTaGoim3Me
JIMHE30/M A in vitro. JIuHe30/1M1 He MHTHOMpPYET W He NMOTEHIUPYET aKTHBHOCTh KIMHHYECKH
BaXKHBIX H30()epPMEHTOB cucTeMBbI IuTOXpoMa P450 (1A2, 2C9, 2C19, 2D6, 2E1, 3A4).
Merabonnyeckoe OKHCIIEHHE NPHBOAMT K OOpa3OBaHMIO JIBYX HEAKTHBHBIX METaGOIMTOB —
THAPOKCHOTUIIIMIMEA  (OCHOBHOM MeTabONMT y denoBeka, oOpasyercss B pe3yJbTare
HEe()EPMEHTATHBHOTO TMpOIECCa) M AMHHOITOKCHYKCYCHOM KHCIOTHI (0Opa3yercss B MEHbBLIMX
KOJIM4YeCTBax). Takke onucaHbl Ipyrue HeaKTUBHbBIE META0OTHTHI.

Buigeoenue

Buernoueunbiii k1MpeHc coctaBiser okono 65% kiupenca suHesonuna. C yBeIHYCHHEM HO3BI
JIMHE30JIH/1a OTMEYaeTcss HeOOobmas CTENEeHb HETMHEWHOCTH KIMPEHCA. JTO MOXET OOBSICHATHCS
CHM)KCHHEM TIO0YE€YHOTO0 M BHENOYEYHOIO KJIMpPEHCa NpPH BBICOKOM 03¢ JMHe3oauaa. OHaKo
Pa3MYMsl KIMPEHCA HEBEIMKU M HE BIIMSIOT HA KaXyIIUICS IEPUOJT 0Ty BBIBEICHHUS.

JIunesomm1 y nmanmeHToOB ¢ HOPMaNbHOW (YHKIHMEH MOYEK W NPH NOYEYHON HEXOCTATOYHOCTH
JIETKOM ¥ CPEJIHEH CTENEHM TSHKECTH BBIBOJMTCS MOYKAMH B BHIE TMAPOKCHITHITIHIMHA (40%),
AMUHOITOKCHYKCYCHOU KuCHOoThl (10%) m B HemsmeneHHoM Buue (30-35%). Kumeunnkom
BBIBOJIMTCS B BU/I€ THAPOKCHITHIIUIMHA (6%) B aMUHOATOKCHYKCYCHOM KHCIOTHI (3%).
JIuHe30/1M/1 B HEU3MEHEHHOM BHJI€ IIPAKTHYECKH HE BBIBOJAUTCS KHIIEYHUKOM.

IIepron nosyBbIBEeI€HHS TMHE30JIM/A B CPEIHEM COCTaBISIET 5—7 .

DapMaKoOKUHEMUKA 6 OMOENbHbIX ZPYRNAX NAUUECHMOE

IHayuenmur ¢ noveunoii HedocmamoyHocmoio

Ilocne opnokpatHoro mnpuema 600 Mr IMHE30/IMIa NAMEHTAMH C TSDKENOM IMOYEYHON
HEJIOCTATOYHOCTBIO (KIMpEeHC KpeaThHHHA <30 MJI/MHH) KOHIIEHTpAIHs B IJIa3Me KPOBH JIBYX €0
OCHOBHBIX MeTabOJMTOB BO3pacTaeT B 7—8 pa3. OnHako yBenW4eHMs 3HAYEHHS IUIOMAAN MOJ
KpUBOH «KoHUeHTparms-Bpems» (AUC) ucxonHoro mpenapara He HaGmonaercs. HecMoTps Ha To,
4TO IIPU TEMOJHMAIM3€ BBIBOJUTCS HEKOTOPOE KOJIMYECTBO OCHOBHBIX METabOIMTOB, HUX
KOHIEHTpalus B IUIa3Me KpoBH mocie npuema 600 Mr JIMHE30MJa W MPOBEAEHHs MPOLELYPHI
AMAJIH3a OCTAETCs CYIIECTBEHHO BbIIE KOHLEHTPALMH B IJIa3Me KPOBH Yy MAIHEHTOB ¢ HOPMAIHLHON

(bynkuuei noyex, Jerkoi Wi CpeHETIKENION T0OYEeUHOH HEJOCTATOUYHOCTHIO.



Iayuenmul ¢ nevenounol HedocmamoyHoCcmvio

VImMetotcst orpaHAYeHHbIE TAHHBIE O TOM, YTO y MAIMEHTOB C JIETKOM 1 CPeAHETSIKENOH MeYeHOYHOMH
HEJI0CTaTOYHOCTHIO (Ki1ace A u B no knaccudukaunn Yaiina-I1si0) GapMakoKMHETHKA JTHHE30/ M
¥ JIByX €r0 OCHOBHBIX METabOJIMTOB He M3MeHseTcs. PapMaKOKWHETHKA JTMHE30/IM/IA Y MAHEHTOB
C TSKEIOH TNEeYCeHOYHOH HeM0CTaToyHOCThI0 (Kimacc C mo Kmaccudukanum Yaitng-I1e10) He
u3ydanack. OJHAKO, MOCKOJNbKY JHMHE30MHJ MeTaGo/n3upyeTcs He)epPMEHTHBIM IyTeM, TO He
OJKHJIACTCS 3HAYMMOTO HapyIEHHs €ro MeTaboIu3Ma pH NMeYeHOYHOM HEI0CTaTOYHOCTH.

Hemu u noopocmxu

Y moapoctkoB (12-17 net) (apmakOKWHETHKAa JIMHE30NIMAa, NPHHATOrO B n03e 600 Mr, He
OTIMYACTCS OT KMHETUKH Yy B3pOC/bIX. Takum o6pa3oM, MpH MPHUMEHEHHH y MOAPOCTKOB 600 Mr
JIMHE30JIM/1a KaX/ble 12 4 ero KOHIEHTpalus B IIa3Me KPOBH Oy/eT Tako# ke, KaK y B3POCIBIX
IpY IPUMEHEHUH B TOH XKe J03€.

Toorcunvie

Y HOXHIIbIX TAMEHTOB B BO3pacTe 65 JieT u crapiie (papMaKOKMHETHKA JIMHE30/HA CYIIECTBEHHO
HE U3MEHSIETCS.

Kenuwjunor

Y KeHIUH 00beM pacrpeIeeHUst THHE30IH/a HECKOJILKO HIKE, YeM y MYKUHH; y HEX TaKXke Ha
20% cHuKeH cpeHHH KIMPEHC IIpH pacyeTe Ha Maccy Tena. KoHIeHTpanus TMHEe30 1A B IIa3Me
KPOBH JXCHILMH BBIIIC, YEM Y MYXKUHH, YTO MOXKET OTYACTH OOBSICHATHCS Pa3IHUMsIMH MacChl TEa.
OpHako, NOCKOJIBKY NEPHOJT TOTYBBIBEICHHS JIMHE30/IMIa Y MYKUMH M )KEHIIHH CYIIECTBEHHO He
OTJIMYAeTCs, HET MOBOJA OXKMJATh IIOBBINICHHUS KOHIIEHTPAIlMH JIMHE30JHJa B IUIa3ME€ KPOBH

JKCHIIMH BBIIIE IIEPEHOCUMOT'0 YPOBHSI, TaK YTO KOPPEKLIUH 1036 HE TpC6yeTC$I.

IlokazaHusi K NPEMEHEHHIO

Jleyenne MHQEKIHOHHO-BOCTIATUTEBHBIX 3a00IeBaHMM, €CIIM M3BECTHO MIIM IOJ03PEBAETCS, YTO
OHM  BBI3BaHbl ~ YYBCTBHTEJIbHBIMH K  JIMHE30JHAY  a’pOOHBIMH M aHadpOOHBIMH
IPaMIOJIOKUTENIBHBIMA ~ MHKPOOpPraHM3MaMu  (BKIIO4Yas  MHQEKIHH,  COMPOBOXKIAIOIINECS
Oakrepuemueii):

- BHEOO/IbHUYHAS ~ TTHEBMOHHS, BBI3BaHHas  Strepfococcus  pneumoniae  (BKIIOYAs
TIOJIMPE3UCTEHTHBIE ITAMMBI), BKJIKOYAs CIIy4ad, CONPOBOXAAIOUIHECS OaKTepUeMHEN, I
Staphylococcus aureus (TOJTbKO METHIIMJUTHH-4Y BCTBUTEILHBIE IITAMMBI);

- roCIUTaIbHAsl THEBMOHUS, BbI3BaHHas Staphylococcus aureus (BKIIOYas METHIMIUIMH-
YyBCTBUTE/IbHBIE W METHUHW/UIMH-PE3UCTEHTHBIE INTaMMBI) WIH Streptococcus pneumoniae

(BKJIFOYAst TTIOJIMPE3UCTEHTHBIE [IITAMMEI);



- OCJIOKHEHHBIE MH(MEKIMH KOXKH M MATKHX TKaHeH, BKIOYas HWHOGEKIHMH MPH CHHIPOME
IMabEeTHYECKON CTOMbI, HE COMPOBOXIAIOIIMECS OCTEOMMEIMTOM, BBI3BAHHBIE Staphylococcus
aureus (BKJIIOYas METHLUWUIMH-YYBCTBHTEIbHBIE ¥ METHIM/UIMH-PE3HCTEHTHBIE INTaMMBbI),
Streptococcus pyogenes wiu Streptococcus agalactiae;

- HEOC/IOXKHEHHbIE MHQEKIMM KOXKU M MATKUX TKaHel, BeI3BaHHBIE Staphylococcus aureus
(TOJIBKO METHIMIUIMH-Yy BCTBUTENbHBIE IITAMMBI) W Streptococcus pyogenes;,

- MHQEKIMH, PE3UCTEHTHbIE K BaHKOMWIIMHY, BBI3BaHHBIE Enterococcus faecium, B TOM
YHCJIE, COIIPOBOKAAIOIHUECS OaKTEpUEMHEH.

B cocraBe KOMOMHHMpOBAaHHOW Tepamud TyOepKyje3a JIETKMX, BBI3BAHHOIO IITaMMaMH

Mycobacterium tuberculosis ¢ MHOXECTBEHHOM JIEKAPCTBEHHON YCTOHYUBOCTHIO.

IIporuBonoka3zanus

[loBblEHHAs 4yBCTBUTEIBHOCTD K JIMHE30JIHAY W/HIIH PYTUM KOMIIOHEHTAM Ipenapara.
OnHoBpeMeHHBIH NpHEM JIMHE30JIUIa C NpenapaTaMi, MHTHOMPYIONIMMHA MOHOAMHHOKCHAA3bl A
Wi B (nanpumep, ¢eHemsuH, H30KkapOOKCa3HI), a TaKkKe B TEYEHHE JBYX HeeNb IIOCIe
NpeKpalleHys IpreMa Ha3BaHHbIX IPEnapaTos.

[Ipu orcyrcTBHM TmarensHOro HaOMIOAEHHS 3@ MAMEHTAMH MW MOHHTOPHHIA apTepHAIbHOTO
JIaBJICHUS HE CJIelyeT Ha3HAyaTh JIMHE30JIH/I:

- NAllMeHTaM C HEKOHTPOJHMPYEMOW apTepHabHOM TUIepTeH3uel, (eoXpOMOIMTOMOM,
TUPEOTOKCHUKO30M, KapIMHOUTHBIM CHHJIPOMOM, OUNOISIPHBIM paccTpocTBOM,
mH30a(GEeKTHBHBIM PACCTPOMCTBOM H OCTPHIM COCTOSHHEM CITyTAHHOCTH CO3HAHHS;

- NalUeHTaM, MOJTyYalollkM CJIeIyIOIUe THIIBI MIPENapaToB: aApeHOMUMETHKH (HampuMep,
nceBo3(enpuH, (beHWImponanoIaMuH, snuHEePpUH, HOpANUHEPPUH, no0yTamuH),
70haMUHOMUMETHKY  (HampuMmep, A0(aMHH), MHIHOMTOPHI OOPATHOTO 3aXBaTa CEPOTOHHHA,
TPUIMKJINYECKHE aHTUAenpeccanThl, aroHucThl 5-HT1 penentopoB (TpuntaHbl), MENEpUIUH MM
OycHHpoH.

HenepenocumocTh 1akTO3b1, IEPUIMT JIaKTa3bl, [TIFOKO30-TATAKTO3HAsS MaTbabCcoOPOIHL.

Jetckuit Bo3pacT 10 12 net (U1st TaHHO# JieKapCTBEHHON (HOPMBI).

Jerckuii Bospact no 18 ner mo mokasaHMIO: TyOepKyje3 JIErKHX, BBI3BAaHHBIH IITAMMAMH

Mycobacterium tuberculosis ¢ MHOXXECTBEHHOM JIEKApCTBEHHOH YCTOHYUBOCTBIO.

C ocTOpOXKHOCTBIO
Iayuenmei ¢ noyeyno HedocmamoyHocmuio
BernenictBre HeM3ydeHHOH KIMHHYECKON 3HAYMMOCTH JIBYX IEPBHYHBIX METa0OIUTOB JIMHE30IH A

Yy TALUEHTOB C TSKEJIOH IMOYEYHOM HEIOCTAaTOYHOCTBIO, JIMHE30JIM AOJDKCH IIPUMEHSITHCS C



OCTOPOXKHOCTBIO Y TaKMX IIallAEHTOB, M TOJIBKO €CIM IpeanojaraemMas IOjb3a IPEBHIIAET
NOTEHIMAIbHBIA PHUCK.

Ilayuenmoi ¢ neueHo4HOU HEOOCMAMOYHOCMbIO

Mmerorcst orpaHiyYeHHbIE KIMHUYECKUE JIaHHBIE, PEKOMEH/TYIOIIHE IPUMEHSTh JTUHE30H I Y TaKHX
NAIHEHTOB TOJILKO B TOM CJIy4ae, €CJIM Mpearoiaraemas 1nojb3a IpeBblIacT NOTCHIMATBHBIA PUCK.
JIuHEe30/11 1 10TKEH MCTIONB30BaThCS ¢ OCTOPOKHOCTHIO Y MAMEHTOB C CHCTEMHBIMH HHPEKIUIMH,
NPE/ICTABIAIOMAME  PHCK I JKM3HH, TaKUMH Kak HHQEKIMH, CBS3aHHBIE C BEHO3HBIMH

KaTe€T€paMu B OTJACIICHUAX WHTEHCUBHOM TEparuu.

IIpumenenne npn 6epeMEHHOCTH H B IEPHO/ IPYAHOT0 BCKAPMJIHBAHHSA

HccnenoBanuii 6€30macHOCTH NPUMEHEHHs JIMHE30JIHa TpH OEpEMEHHOCTH HE IPOBOIMIIOCE,
MO3TOMY TPHUMEHEHHWE Npenapara IpH OEpeMEHHOCTH BO3MOXHO TOJBKO B TOM Cilydae, €CIH
OXKH/1aeMasi 1oJib3a OT TEePaIMHy JJIsl MaTepH IPEBOCXOAUT MOTEHIIHAIBHBINA PHCK JUIA ILIOA.
HeussecTHo, BblIENAETCS 1M JIMHE30JHJ B TPYIHOE MOJIOKO, B CBS3H C 4YeM, TIPYIHOE

BCKapMJIMBaHHUE CJICAYCT IIPEKPATUTH HA IEPUOJ JICUCHMS IIpEeIIapaToOM MAaTE€pH B NIEPHOJ] JIaKTallUH.

Cnocod npuMeHeHHSI B 103bI

[IpenapaT MOXHO IPHHUMATh KaK BO BPEMsI €/Ibl, TAK ¥ MEXIy IPHEMAMH ITHIIH.

[lanineHTOB, KOTOPHIM B Hayajle TepalHU JIMHE30JW] Ha3HAYWIM BHYTPHUBEHHO, B JaJbHEHIIeM
MOXHO MEPEBECTH Ha TI00YIO JIEKapCTBEHHYIO (hOopMy JHHE30/MIa Ui IIpUeMa BHYTPb, IIPH 3TOM
noabop n03bl He Tpebyercs, T.K. OHOJOCTYNHOCTh JIMHE30JUAA IIPH MIPHUEME BHYTPh COCTABISET
oyt 100%. IIpolomKUTENbHOCTD JICUeHHs 3aBUCHT OT BO30YAMTENs, JIOKAIH3AMH H TSKECTH
MHQEKIHNH, a TaKXKe OT KIMHAYECKOTro 3¢ dexTa.

B3pocible u getu (12 et u crapiue)

[Toxazanus (BmrOUast nHbekuuy, | PasoBas no3a wu | Pexomenayemas
COIIPOBOKIAIOIIHUECS OaKTepUeMHEi) KpaTHOCTh IPOJIOJKUTETBHOCTD
BBEJICHHUS JICYSHHS

- BHEOOJIbHMYHAS ~ [THEBMOHHsS,  BbI3BaHHas
Streptococcus pneumoniae (6xnrouas
NOJUPe3UCMEHMHble  WMAMMbL), BKJIIOYAs CITydaw,
COIIPOBOXKAAIOIIHECS Oakrepuemueii, wm | 600 Mr BHYTpH
10-14 nueit
Staphylococcus — aureus — (monvko — memuyunniun- | kaxasle 12 9
Yy6CMEUMENbHbLE ULMAMMDbL)

- rocinuTajabHasa ITHCBMOHHMUS, BbI3BaHHas

Staphylococcus — aureus — (skniovas — memuyuiiun-




yyecmeumenvHvle U - MEeMUYUIIUH-PEIUCMEHMHbIE
wmammbl) WA Streptococcus pneumoniae (6Kka04as
noaupe3ucmenmHvle Umammoi)

- OCJIO)KHEHHbIE HMHQEKIUH KOXKH U MSITKHX
TKaHed, BKmouyas HWHPEKIMH 0OpUd  CHHAPOME
I1abeTHYecKod CTONBI, HE  CONMPOBOXKIAIOIINAECS
OCTEOMMEJIUTOM, BbI3BaHHbIE Staphylococcus aureus
(6xnrouas MEeMUYUNIUH-YYBCBUMETbHBLE u
MeMUYUINIUH-Pe3UCMEHMHbIe wmammol),
Streptococcus pyogenes uimm Streptococcus agalactiae
- HEOCJIO)KHEHHBIE MH(EKIMH KOXH M MITKUX
TKaHel, BbI3BaHHBIE Staphylococcus aureus (moavko
MEMUYUNIUH-YYECMBUMENbHbIE — WMAMMbL) WA

Streptococcus pyogenes

- MH(EKIUH, pEe3NCTEeHTHbIE K BAHKOMHIIHHY,
600 Mr BHYTpB
BbI3BaHHble FEnterococcus faecium, B TOM 4YHCIIE, 14-28 nueii
Kaxxaple 12 g
COIIPOBOXKIAtOIuUeECs OaKTepueMuei

Bspocnvie: mpu TyOepkyiese JErkuX, BBI3BAaHHOM InTammamu Mycobacterium tuberculosis ¢
MHO)KECTBEHHO! JIEKapCTBEHHOW ycTOH4MBOCTBIO — 600 Mr 1 pa3 B CyTKH ¢ JJIMTEIBHOCTHIO
Tepanuy B UHTEHCUBHOM (a3ze 24 Heaemu.

IToxcunvie nayuenmopi: KOPPEKLUH 10361 HE TpeOyeTcs.

Ilayuenmor ¢ noveunou HedocmamoyHocmulo: KOPPEKIMHU 1036l He TpebyeTcs. B cBs3u ¢ TeM, 4to
30% nmBe3ommaa ypanseTcs NpPH TeMOAMATH3e B TEYEHHE 3 YacoB, JIMHE30JMI JIOJDKEH
MPUHUMATHCS MTOCIIE IPOBEICHMs Haln3a MalMeHTaM, HY KIAIOIKUMCS B HEM.

ITayuenmyi ¢ nevenounoil HeOOCMaMOYHOCMbIO: KOPPEKIMH 10361 He TpebyeTcs.

ITo6ounoe neiicTBHE

Yacrora 1000uHBIX 3(@¢eKToB, NPUBEJAECHHBIX HIXKE, OINPENEIsIach COOTBETCTBEHHO
crenyroneMy (knaccudukanuss BceMupHO# oOpraHu3aiM 37paBOOXPAHEHHUsS): OYEHb YaAcmo
(=1/10), wacmo (= 1/100 — < 1/10), wewacmo (> 1/1000 — < 1/100), peoxo(> 1/10000 —
<1/1000), ouenv peoko (< 1/10000), vacmoma Heuzsecmna (10 UMEIOMIUMCS JaHHBIM OLIEHUTH

4acTOTy Pa3BUTHs HEBO3MOXHO).




HexenarenbHple sBIEHUS, CBS3aHHBIE C NMPUEMOM JIMHE30JH/IA, OBIBAIOT OOBIYHO JIETKOM HIIH
CpeIHEH CTENEHH BBIPAKEHHOCTH. Yame OCTaJbHBIX OTMEYAKOTCS JAuapes, roJioBHas OO0Jb,
TOIIHOTA, PBOTA.

B3pocibie nanueHThI

Hugpexyuu u uneasuu: yvacmo — xaumuno3 (B T.4. KaHIHWI03 IOJOCTH pPTa, BarWHAIBHBIHA
KaHIu/103), TIpHOKOBBIE WH(DEKIMH; Heyacmo — BarWHHUT, peoKo — KOJHT, BBI3BAHHBIMA
IPHMEHEHHEM aHTHOMOTHKOB (B T.d. IICEBAOMEMOPAHO3HBINH KOJHT)' .

Hapywienusa co cmoponst Kpoeu u J1umM@amuqeckoii CUCmempl: 4acmo — aHEMMs ; Heuacmo
— JeliKoleHus , HEHTPONEeHHs, TPOMOOIMTONEHHS , S03MHOGHIAS; pedko — NAHIATOICHHUS
4aACMOma Heu36ecmHa — MAEIIOCYTIPECCHs , CHIepoOIacTHas aHeMHUS .

Hapywenusa co cmoponst umMMyHHOU cucmemsl: yacmoma xHeuzgecmua — aHaUIaKCus.
Hapywenua memabonusma u numanus: Heuacmo — THIOHATPUEMHS; yacmoma
Heuseecmna — NaKTOAIUI03 .

Hcuxuueckue paccmpoiicmea: wacmo — 6eCCOHHMIIA.

Hapywenun co cmoponst HepeHoll cucmembpi: wacmo — roJioBHas 60J1b, U3BpallleHHe BKyca
(«MeTaIM4ecKuii» MPUBKYC BO PTY), TOJIOBOKPYKEHHE, HEYacmo — CyJOpOTH , THIOCTE3HUs,
MapacTe3us; Yacmoma Heus8echHa — CepOTOHMHOBBIN CHHIPOM, Tlepudeprueckas HelponaTus .
Hapywenua co cmoponsl opzana 3penus: neyacmo — 3aTyMaHEHHOE 3peHHE ; peoko —
nosiBjieHue 1e(eKTOB I0Nel 3peHns ; Yacmoma Heuseecmna — HeHpoNaTHs 3PUTEIHHOrO HepBa
HEBPHT 3PUTEIILHOTO HEPBA , OTEPS 3pEHHS , H3MEHEHHE OCTPOTHI 3PEHHS , H3MEHEHHE IBETOBOTO
3peHus .

Hapywenusa co cmoponsl opzana cayxa u n1abupunma: neuacmo — 3BOH B yIIax.

Hapywenusa co cmoponst cepoua: newacmo — aputMus (Taxwkapaus), TPaH3UTOPHAs
UIIEMHYECKas aTaka.

Hapywenua co cmoponst cocy0os: yacmo — NOBBILIEHAE apTEPUATHLHOTO JIaBICHUS; HeYacmo —
Gnedbut, Tpombodetur.

/Kenyoouno-kuweunvie napywenua: uacmo — nuapesi, TONIHOTA, PBOTA, JOKAIM30BAHHAS HIIH
madpdysnas Gomp B 00MacTH XKHBOTA, 3alOp, AMCIEICHS; HeYacmo — TNAHKPEaTHT, TacTpHT,
B3JlyTHE XMBOTA, CYXOCTb BO PTy, IJIOCCUT, JXKHJIKHH CTyJI, CTOMATHT, H3MEHEHHE OKDPACKH
CIIU3HUCTON O00OJIOUKM $3bIKA M IIPOYME HAPYIICHHE COCTOSHHUS S3bIKA; PeOKO — MOBEPXHOCTHOE
U3MEHEHUE OKpPacKH SMaid 3yOoB.

Hapywienua co cmoponst neuenu u HcenueevleoOAUUX nymeil: 4acmo — W3MEHEHHE
pe3ysbTatoB  (PyHKIMOHAIBHBIX TECTOB IEYEHH, MOBBIIIEHHE AKTMBHOCTH «II€YEHOUHBIX)

(epmentos (B ToM umcre, ananmHamuHOTpanchepasst (AJIT), acmapraTammHOTpaHChepasbl



(ACT), menounoii ¢ocharazpr (IL1P)); Heuacmo — mnoBbILIEHHE KOHIEHTPAMH OOIIETO
Ounupy6uHa.

Hapywenusa co cmoponst Koxycu u nOOKONCHOU KIemMYamKu: 4acmo — 3yJi, ChIllb, Heuacmo —
KpaliBHMIIA, JEPMATHT, IIOBBINCHHAs IOTIMBOCTD;, YaAcmoma HeuzsecmHa — OyJUIe3HBIE
nopaeHus: KOXH (Takue kak cuHApoM CtHuBeHca-J[PKOHCOHA, TOKCHYECKHI 3IHIepMaIbHBIMA
HEKPOJIN3), AHTHOHEBPOTUYECKHI OTEK, AJTOTIEIIHS.

Hapywenua co cmoponsl novek u Mo4eevleo0AwWUX nymeu: yacmo — TIOBBIIIECHHE
KOHIICHTPAIlMd MOYEBHMHBI KPOBH; Heyacmo — TIOY€YHas HEJAOCTaTOYHOCTh, ITOBBIIIEHUE
KOHIICHTPAIIM¥ KPEaTHHHHA B IUIa3Me KpPOBH, IOJIUYPHSI.

Hapywenua co cmoponsi penpooyKmugeHoul cucmemvl u MONOYHBIX MHCEle3: Heyacmo —
HapyIIEHHUs CO CTOPOHBI BJIAraJIuIla U BYJIbBBI.

Obuwgue HapywieHua u peaxkyuu 6 mecme 66e0€HUA: HACMO — TMXOPAJKa, JOKAIM30BaHHAS
001b; Heuacmo — 03HO0, CIabOCTh, KaXKIA.

Jlabopamopnvie u uHCmMpyMeHmManbHble OGHHBIE: YACMO — TIOBBIIIEHHE KOJIWYECTBA
HEUTPOPUIIOB, 203UHOPHUIIOB, CHIKEHHE TeMOITIO0MHA, FeMAaTOKPUTA MM YHCIIa SPUTPOLIUTOB,
NOBBIIICHUE WM CHHM)KEHHE KOJMYeCTBA TPOMOOIIMTOB WM JIEWKOIIMTOB, ITOBBIIIEHHE
aKTUBHOCTH JIAKTATAECTHAPOreHa3bl, KpEaTUHKUHA3bl, JIMMAa3bl, aMWjia3bl, IIOBBIIICHUE
KOHLIGHTPAllMM TJIIOKO3bl HE HATOIIAK, CHM)KEHHMe obmero Oeinka, anbOyMHHA, HATpHs WM
KaJIbllMsl, TOBBIIIEHUE WIIM CHH)KEHHE Kalusl WM THMAPOKapOOHATOB, HEYacmo — TMOBBIIIECHHE
COJICp)KAaHUs HATPHUs WIIM KaJblMs B IUIa3M€ KPOBM, CHH)KEHHE KOHLIEHTPAIIMHM TJIFOKO3bI HE
HATOINAK, TIOBBIIIEHHE WJIM CHUKEHHE XJIOPDHIOB KpPOBH, IIOBBIIIEHHE KOJMYECTBA
PETHKYJIOLIMTOB, CHUKEHHUE KOJIMYECTBA HEUTPO(DHIIOB.

" Cwm. paszienn «Ocobble yKa3aHHs».

Cnenyromune 106ounble >(¢exThl NpH NPHMEHEHWH JMHE30JMAa B DEIKMX CIIydasx
OTHOCUJIUCh K KaTeropMM CEpbE3HBIX: JIOKAJIW30BaHHas 0o0ib B 00JacTH JKHUBOTA,
TPaH3UTOpPHAs HIIEMHUYECKas aTaka, apTepuajibHas TUIEPTEH3US.

B KOHTPOJIMpYEMBIX KJIMHHYECKHX HCCIICJOBAHUSX, B KOTOPHIX JIMHE30IMI IPUMEHSIICS
MaKCUMyM 28 IHEH, TOIbKO y 2% INalMeHTOB pa3BHBalaCh aHeMHs. B Jpyrom mcciaenoBaHUH
Cpeli MAalMEHTOB C ONACHBIMHM Ui XHM3HM HHOexkuusmu, y 2,5% (33/1326) nanueHTOB,
KOTOpbIE I10JTy4Yald JIMHE30JIU/ MeHblle 28 nHel, pa3sBHUBajlaCh aHEMHUs, B TO BpeMs KakK IpH
NPHUMEHCHHH JHMHe30/1MaAa Oombme 28 jHell, aHemus pasBuBaiach y 12,3% (53/430)
IallUEHTOB.

CooTHowenue ciyyaeB pa3sBUTHs aHEMHH, TPEOYIOLIEH MepeaMBaHUs KPOBH, COCTaBHIIO 9%
Cpel NALMEHTOB, MOJy4YaroIlux auHe3oaua MeHee 28 nueit (3/33), u 15% (8/53) B Tex

CiIy4asiX, Korja JIMHE30JIM IPUMEHsUH Oojiee 28 JTHEH.



JlaHHble 10 6€30MacCHOCTH, NOJYYeHHbIe B KIMHUYECKUX MCCIEI0BaHMAX ¢ ydactHeM 500
NalKMEHTOB JIETCKOro Bo3pacrta (¢ poxaeHus 10 17 jieT), He yKa3bIBalOT, 4TO NPOQHiIb
Oe3omacHOCTH JIMHE30NMMAA JUIS JeTel oTin4aercs oT mpoduis 6e30macHOCTH JUIs
B3POCIIBIX.

B xome mpoBenenns MHOronEHTPOBOro, MPOCIEKTUBHOTO, PaHIOMH3HPOBAHHOIO
JIBOMHOTO CJIENOro, Iu1anebo KOHTPOIMPYEMOro HCCIEA0BaHuUs MO OlleHKe 3((EKTHBHOCTH
M TEPCHOCUMOCTH peXHMMa XHMHOTEpAnuM, BK/IIOYAIOMIEro Ipenapar JWHE30Nud, Y
MAllMeHTOB ¢ TyOepKyJie30M JIETKUX C MHOXKECTBEHHOW JIEKApCTBEHHON YCTONYMBOCTBIO
M. tuberculosis, GbLIM BBISIBIIEHBI HEXKeJIaTeIbHbIE PEAKIIMN:

Hapywenua co cmoponst Kposu u aumpamuueckoii cucmemsl: uwacmoma neuzéecmma —
aHemusi, 503uHOpUTHS.

Hapywenusn co cmoponst nepenoit cucmemsi: wacmoma neuszgecmna — rojoBHas 6oJb,
CyAOpOrH, TPEMOP PYK, 9yBCTBO OHEMEHHsI B KOHEYHOCTH, HEBPAJITUsl TPOMHUYHOIO HEPBA,
IeHEepAIIM30BaHHBIN CyIOPOXKHBIN NIPUITAIOK, IOTEPS COZHAHMS.

Icuxuueckue paccmpoiicmea: wacmoma neuzéecmna — GeCCOHHMIIA, NAPOKCH3MAIBHOE
TPEBO’KHOE PacCTPOMCTBO, IJIAKCHBOCTH, TPEBOTA, PACCTPOMCTBO AIMOLUI M ITOBEICHHSL.
Hapywenus co cmoponst mbluieunoii, ckeiemmoii u coeounumenbHoli mKanu: wacmoma
Heuseecmna — apTpaJIrus, 60JIb B CYXOKUJIUAX.

Hapywenua co cmopomnst opeama cayxa u nabupunma: vacmoma neuseecmuna —
CHMDKEHME CIIyXa, 3BOH B yIIIax.

Hapywienua co cmoponst 3HOOKPUHHOU cUCMEMBI: YaCmMOmMa Heu36eCmua — TUIIOTEPHUO3,
noseienue yposus TTT.

Hapywenun co cmoponst Ovixamenvhoii cucmemol, 0pzano6 2zpyoHoii Kiemku u

cpedocmenua: uacmoma —HeuseecmHa ~— Kamledb C  MOKPOTOH, KaTapaibHbIi
PUHOG(APUHTHUT.
Hapywenua co cmoponst cepoua: uwacmoma neuséecmna — cuHycoBas apUTMus,

HaJDKeIly I04KOBas SKCTPACUCTOIINS, CHIDKEHHE cerMeHTa ST Ha 3JIeKTpoKaparuorpaMme.
Kenyoouno-kumeunvie napywenun: uacmoma neuséecmna — 60Nb B OIMUACTPHN,
JAMCIIETICHYECKHE SBJIEHUS, TOUIHOTA, PBOTA, SPO3UBHBIN TaCTPHT.

Hapywenus co cmoponst neuenu u xcenueewvleo00amux nymeii: 1acmoma neuzeecmma —
NOBBIIIEHUE aKTUBHOCTH (EPMEHTOB ME€YEHH, IE€NIaTOTOKCUYHOCTD.

Hapywenun co cmoponst koscu u nodkoscnot knemuamxu: wvacmoma neuzeecmna — 3y1
KOJKHBIX [TIOKPOBOB, METUKAMEHTO3HOE aKHE.

Hapywenusa co cmoponst nouek u moueevieo0auqux nymeii: uacmoma Heuseecmua —

THIIEpYypPUKEeMUsL, HEPPOTOKCHYHOCTD.
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Hapywenua co cmopoust penpoOoykmueHou cucmemsl u MONOYHBIX MHeele3: uacmoma
Heuzéecmna — rajakTopes.

Obwiue nHapywieHus u peaKyuu 6 Mecme 66e0CHUA: 1ACMOMA HEUZEECMHA — OTBPAILCHHE
K IUIIE, MoTeps annetura, peOpuabHas TeMIepaTypa, OKpPACHEHHUE 110 X0y MOIKOXKHBIX
BEH.

Jlabopamopnsie u uHcmpymeHmanvHvle OAHHbBIE: YACMOMA HEUIBECMHA — CHUKEHUE

KOHIICHTpAallu! KaJius B IJIa3M€ KPOBH.

IlepenosupoBka

O ciyyasx nepeno3upoBKH He coo0Ianocs. PekoMeHIyeTcss CHMIITOMATHYECKOE JICYEHHE (B TOM
YHCNIe  HEOOXOIMMO MOIEPXKMBATh CKOPOCTh KiIy6oukoBo# (uibTpammu). Her maHHBIX
OTHOCHTEJIbHO ~YCKOPEHHs BBIBEJIEHHS JIMHE30JIM/a TPH TEPUTOHEATLHOM [HAIN3e WK

remonepdysuu. Ilpumepro 30 % IMHe30/11/1a BHIBOAUTCS B TEUEHHE 3 4aCOB IIPH reMOIHAIH3E.

BsaumopeiicTBHe ¢ APYrHMHE JIEKAPCTBEHHBIMH CPeICTBAMH

YcranossieHo, 9T0 u3opepMeHThl uToxpoma P450 He ydacTByIOT B MeTaGoMH3Me JIMHE30IH/IA in
vitro. JluHe3omua He HMHrHOMpYeT W HE IIOTEHIMPYET AaKTHBHOCTh KIHHHYECKH BAXKHBIX
u3odepmentos nuroxpoma P450 (1A2, 2C9, 2C19, 2D6, 2E1, 3A4).

Huzubumopsr monoamunoxkcudasvi

JInHe3om sIBIseTCS HECENeKTHBHBIM 00PaTHMBIM HHIHOUTOPOM MOHOAMHHOKCH/IA3hI, IO3TOMY Y
HEKOTOPBIX MallMCHTOB, MOIYYAIOIMX JIMHE30JIMJ, MOXET OTMEedYaThCs YMEPEHHOe 00paTHMoe
YCHJICHHE TIPECCOPHOTO JEHCTBUS ICeBAOd(enpuHa M (EHWIPONmaHOJaMUHA. B CBA3M ¢ HTUM
PEKOMEH/IYETCSl CHHMJKaTh HaYalbHBIE 03Bl CIEAYIOIIUX TPYINI MPENapaToB: AOPeHOMUMEMUKU
(Hanpumep, nces0oagedpun, Genunnponanoramun, snunedpun, Hopanunedpun, Oobymamun),
dopamuromumemuxu (HanpuMep, Oonamun) ¥ B JaIbHEHIIEM OCYIIECTBIATH MOAOOP O3Bl
TUTPOBAHUEM.

B uccienoBanusX HE OTMEYalOCh pPa3BHTHSA CEPOTOHMHOBOTO CHHIPOMA Y IALMEHTOB,
NOJIy4aBIIMX JIMHE30JIUW/I COBMECTHO € CEPOTOHMHEPIHYeCKHMMH mpemnapartamMu. OHaKo ObLIO
HECKOJIBKO COOOIIEHHH O pa3BUTHH CEPOTOHHHOBOTO CHHAPOMA Ha (JOHE IPHMEHEHHs INHE30IH A
Y aHTU/ICTIPECCAHTOB — CEJIEKTUBHBIX HHTHOUTOPOB 0OPATHOTO 3aXBaTa CEPOTOHMHA.

Ilpy  oxHOBpeMEHHOM INPUMEHEHHH C  A3MPeoHaMOM W  CeHMAMUYUHOM  W3MEHEHHs
(apMaKOKMHETHKH JIMHE30JIH/1a HE OTMEYAIOCH.

Pupamnuunn BebBan cHmkenne Cmax . AUC nuHesomuaa B cpenseM Ha 21% u 32%,

COOTBETCTBCHHO.
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Oco0ble ykazanus

B OTKphITOM HCCIEOBaHUM CpelM TSKENOOOIBHBIX IAllMEHTOB C BHYTPHCOCYIMUCTBIMU
KaTeTep-aCCOMMPOBAHHBIMU HMH(EKUUAMH OBUIO OTMEYEHO NPEBBINIEHHE CMEPTHOCTH Y
MalMEHTOB, IIOJYYaBIIMX JIMHE30/JHJA, II0 CPAaBHEHUIO C TMAalMEHTaMH, I10JIy4YaBIIUMH
BaHKOMHIIMH/TMKJIOKCAITMILTHH/OKcayutnH [78/363 (21,5%) npotus 58/363 (16,0%)]. OcHOBHBIM
(axTopoM, BIMSIOIMM Ha CMEPTHOCTH, ObLI IPAMIIOIOKHTEIbHBIH BO30yauTeNb MHPEKIUU Ha
HavyaJbHOM dtare. [lokaszareb cMEPTHOCTH ObLT CXOX CpPEIH TAIMEHTOB, HH(EKIHH y KOTOPBIX
ObLIH BBI3BaHBI TOJBKO IPAMIIONOXHTEILHBIMA MUKPOOPTAHU3MaMH, HO ObLT 3HAUMTEIHHO BHIIIE B
rpynne JUHe30JIk/Ia, Korjaa 0OHapyKHUBAIUCh U JPYTHE MHKPOOPTaHW3MBI, WM MX HE y/IaBajoCh
Oo0HapykHTh Ha HayaJbHOM 3Tane. HambGonpmuii aucOanaHc OTMEYEH BO BpeMsl JICUEHUS U B
TeYCHHEe 7 JHEH I0CIe OKOHYAHMS AHTHOMOTHKOTEpANMH. Y MHOTMX INAlMEHTOB TI'PYIIIBI
JIMHEe30J/1a OOHApYKUBATUCh B XOJ€ HMCCIIENOBAHHUS IPaMOTPULATENLHbIE MHKPOOPTaHU3MBI, H
OHH TOrMOamM OT MHQEKNIHMH, BBI3BAHHON TI'PAMOTPHUATEIBHBIME MHKPOOPTaHM3MAMH HIIH
NONMMUKPOOHBIX MH(peknui. Takum o6pa3oM, B cllydae OCI0KHEHHBIX HHPEKIHMH KOKH U MATKHX
TKaHE! JIMHE30JIMJl CIEQyeT HCIOJIb30BaTh y MAMEHTOB C HM3BECTHOW WM BO3MOXHOM KO-
MH}EeKIne IpaMOTPHIATEIbHBIME MHKPOOPTaHM3MOB, TOJNBKO, €CJH HET aTbTePHATUBHBIX
BApHAHTOB JIeYeHUS. B 5THX Cilydasx Noka3’aHO OJHOBPEMEHHO ONOJHHUTENLHOE IPUMEHEHHE
NpenapaToB, IEUCTBYIOMUX HAa IPAMOTPHIATENBHYIO MHKPOQIIOpY .

Y HEKOTOpBIX NalMEeHTOB, NPHHUMAIOIIMX JIMHE30JHJ, MOXET pPa3BHTHCS oOpaTtumast
MHEJIOCynpeccus (¢ aHeMHuel, TPOMOOIIMTONIEHHEH, TIeHKOeHHEeH U NaHIUTONICHUEH ), 3aBUCSINAS
OT MNPOJOJKHUTENBHOCTH Tepanmud. Y MOXHIBIX NAlMEHTOB TAKXKE IOBBILEH PHCK Pa3BUTHS
JIAHHOTO COCTOsHUA. TpoMOonuTONEeHUs Yaie BO3HHKAla y MALMEHTOB C TSDKEIOH MOYSYHOM
HEJOCTaTOYHOCTBIO, HE 3aBHCHMO OT IIPUMEHEHHs Yy MallMeHTa reMojuaiu3a. B CBS3M C 3THUM B
Tporecce JICYCHHs] HeOOXOJMMO IPOBOJAUTH MOHHTOPHHI IOKa3aTeliell KpPOBH Y NALMEHTOB C
TMOBBIIICHHBIM PHUCKOM DPa3BHTHs KPOBOTECYEHHMs, MHEJIOCYNpeccHell B aHAMHE3e, a TaKkkKe HpH
OZIHOBPEMCHHOM IIPUMEHEHUHM I[IpenaparoB, CHIDKAIOIUX TIE€MOIVIOOMH WJIM KOJWYECTBO
TPOMOOIMTOB /WM MX (YHKIMOHAIbHBIE CBOHCTBA, C TSHKEJIOW IOYEUHOM HEJIOCTaTOYHOCTHIO,
a TaKXKE y NAaNMECHTOB, NMPUHUMAIONIMX JIMHE30ua Oonee 2 Henenb. JIMHE30IMI Yy Takux
TMAIMEHTOB NIPUMEHSAETCs TOJNBKO B TOM CllyYae, KOrjJa BO3MOXEH TIIATeIbHbI MOHHTOPHHT
reMOorjIo0KHa, KOJIMYeCTBa JIEHKOIMTOB M TPOMOOLUTOB. ECIM BO BpeMms Tepaluu JTHHE30IHAOM
Pa3sBHBACTCA BBIPAKCHHAS MHEJIOCYNIPECCHS, JIEYEHHE IOJDKHO OBITh MPEKPAIIEHO, €CIIH TOJIBKO
NPOJOJDKEHHE TEpalui HE CYMTAeTCs abCOMIOTHO HeoOXoauMbM. B stom ciiyyae HeoOXomuM
MHTECHCHBHBIH MOHHTOPHHI IOKa3aTejeld KPOBH M COOTBETCTBYyIOLIEe JedeHue. Kpome Toro,
PEKOMEH/IyeTCsl, YTOOBl aHaIM3 KPOBH (B TOM YHCIIE, ONpEE]eHHE IeMOrIo0HHA, KOJIHYeCTBa

TPOMOOLMTOB M JIEHKOIHUTOB (C pacyeToM JICHKOLMTAPHOH (hOPMYJIBI)) HPOBOIMICS €XKEHELETBHO
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y TNalnUEHTOB, INOJTYYalOIIUX JIMHE30JH HE3aBHCHMO OT IIOKa3aTeleld MCXOMHOTO aHali3a
kpoBH. bojee BbicOkas 4YacToTa pasBHTHS TSKENOH aHEMHH OTMEYEHAa Y [ALMEHTOB,
MOJTy4aBINX JIMHE30JU] OOJIbIIE MAKCUMATBHO PEKOMEHIOBAHHOM MPOIOKHTEIHHOCTH B 28
JHEH. OTHM MNauMeHTaM dame TpeboBatoch nepenuBanue KpoBH. Cllydadm CHAEpPOGIACTHORM
aHeMHMH OBUTH 3APErMCTPHPOBAHBI B MOCTPETHCTPALMOHHOM IepHosie. B GobImHCTBe Cirydaen
JUIMTEIBHOCTE TE€pANUU JIMHE30JIMZ0M TpeBblmana 28 gHedl. Y OOJBIIMHCTBA NAIMEHTOB
NPOSABICHUs OBUIM MOJHOCTBIO HMIM YaCTHYHO OOpPAaTHMBI TIOCHE NPEKPAIECHHS JIeYEHHs
JIMHE30JIMJI0M ¢/6e3 crnenu(UuIecKoro jJeYeHus aHEMUH.

Y NalMeHTOB, NPUHAMAIOMUX AHTHOAKTEPHAIbHbIE NPENaparhl, BKIIOYAs JTHHE3ONH, CIIEAyeT
YYHUTBIBATh PUCKPA3BUTHS ICEBIOMEMOPAHO3HOTO KOJIUTA PA3INYHOM cTeneHn TshkecTd. O caydasx
nuape, csisauHoi ¢ Clostridium difficile, cooGmAnOCh B CBSA3M C UCTIONB30BAHHEM TIPAKTHYECKH
BCEX AaHTHOAKTePUAIbHBIX MPENapaToB, BKIIOYAs JIMHE30JIHMA. TSDKECTh JMAPEH  MOXKET
BapbHpOBaTh OT JIErKHX (opm 10 Taxenbx. JledeHne aHTHOAKTEPHATBHBIMH IpeNapaTaMH
HapyIIaeT HOPMaJbHYIO MHKPO(IOpY KHIIEYHHKA, YTO NPHBOAMT K H30BITOYHOMY pPOCTY
Clostridium difficile. Clostridium difficile BoipabaTbiBaeT TOKCHHBI A U B, KOTOpbIe IIPHBOIAT K
pa3BUTHIO Juaped, cBs3aHHOM ¢ Clostridium difficile. VI30bITOYHOE KOIMYECTBO TOKCHUHOB,
BbIpabaTeiBaeMoe mrammamu Clostridium  difficile, MoXeT BBI3BaTh MOBBINICHHE JETAIBHOCTH
CpelM TAlMEHTOB, TaK KaK TaKue HHQEKIMH MOTyT OBITh YCTOHYMBBI K HPOTHBOMHKPOOHOI
TEpaluy, a TaKKe MOXET MOTPeOOBaThCS KOJOHIKTOMHS. Henb3si MpUMEHSTH JIEKapCTBEHHBIE
CPeICTBA, TOPMO3SIINE EPUCTAIBTHKY KHIIEYHUKA. BO3MOXKHOCTD pa3BUTHS AHAPEH, CBSI3aHHOM ¢
Clostridium difficile, nonmxHa paccMaTpHBaThCs y BCeX OONBHBIX ¢ JMApeei, MocieaoBaBIIeil 3a
UCII0JIb30BaHHEM aHTUOMOTUKOB. TInarenbHOe MEIUIMHCKOE HAOIIIONEHHE B TEUEHHE 2 MECSIIECB
HEOOXO/MMO MalMEeHTaM, IepeHeclnM Juapero, cBszanHyio ¢ Clostridium  difficile mocne
BBEJICHUSI aHTUOAKTEpHATBbHBIX IMpernapaToB.

IIpu mosiB/IeHAH CHMIITOMOB yXY/IIEHHS 3PHTENbHOM (YHKIMH, TAKMX KaK W3MEHEHHE OCTPOTHI
3PEHUS, H3MEHEHHe [BETOBOIO BOCIPHUSATHS, 3aTyMaHEHHOCTh, Ae(pEKThl TMoJed 3peHus,
PEKOMEH/IyeTCsi CPOYHO 0OpaTUThCA K OdTanbMosory st KoHcyiabrauuu. CleayeTr npoBOIUTE
MOHHUTOPHHI 3PHTENbHOH (QYHKIMM y BCeX MAMEHTOB, MPUHAMAIOIIMX JMHE30IHI B TCUCHHE
JUTATEJILHOTO BpeMeHH (Oosee 28 nHei), a Takke y BCeX MAMEHTOB C BHOBb IOSBHBLIMMHCS
CHUMITOMaMH 3PUTENIbHBIX HAPYIIEHHH HE3aBUCHMO OT MPOJOJDKUTEIBHOCTH TEPAIMH.

B ciyuae passutus nepuepuyeckoil HefponaTHu W HEHpPONATHH 3PUTENBHOTO HEPBA, CIELYET
OLICHUTH COOTHOLIEHHE PHCK/NOJIB3a MPOJOJDKEHHs Tepaliy JIMHE30JIHA0OM Y JTHUX NAIHEHTOB.
Puck passuTvs HeHponaTHH BbIE, €CIH JIMHE30JM IPUMEHSETCS Y MAlHEHTOB, KOTOPHIE
MCIOJIB3YIOT B HACTOSINEE BPEMsl MJIM KOTOpBIE HEJABHO NPHHUMAIIM aHTUMHUKOOAKTEpHUAJIbHBIE

npenaparsl JUls JIe4eHus: TyOepKyiesa.
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B cBs3M Cc npuMeHeHWeM TMHE30HM1a coo0Ianoch 0 Jakroanuao3e. [lanuenTtel, y KOTOphIX Ha
¢doHe mnprema JMHE30JWAa BO3HHKAET IOBTOpHAs TOIIHOTA WJIM pPBOTa, OOJb B JKHUBOTE,
HEOOBSICHUMBIN alMJ03 WIA OTMEYAeTCsl CHM)KEHHWE KOHLEHTpAlMH TI'MIpPOKapOOHAT-aHUOHOB,
TpeOylOT TIIATeNbHOrO HaOMIONEHHs CO CTOpPOHBI Bpaya. JIWHe307aMa WHrHOMpyeT CHHTE3
Oenka muroxoHapuid. [loOounble 3¢ deKThl, Takhe KaK JIAKTOAMI03, aHEMHUS W HeHpomaTHs
(mepudepuueckas WIH 3pUTEIBHOTO HEpBa), MOTYT BO3HHUKHYTH B pe3yjbTaTe 3TOro
TOPMOXEHHUs:; 3TH dpdekTl sBasOTCS Oo0Jiee pacnpoCTpaHEHHBIMHM, KOTJa Impenapar
UCToab3yeTcs Oomble, yeM 28 nHei.

Coobmanocs 0 cygoporax y MalMeHTOB, NMPHHUMABIINX JIKHE30JM, MPH 3TOM B OOJBITHHCTBE
CJly4aeB B aHAMHE3€ UMEJIOCh yKa3aHUe Ha CyJJOPOTH WM Hadu4ue (PakTopoB pUCKa MX pa3BUTHSL.
VYV nanueHTOoB HeoOX0auMMO coOpaTh MOAPOOHBIH aHAMHE3, KaCAIOIIMHCS MPeIIeCTBYOMHX
3MU30I0B CYyA0POT.

IIpn HeoOXOOMMOCTH TNpPUMEHEHHs Npemnapara B COYETAaHHH C CEJICKTHBHBIMH HHTHOMTOpaMH
o0paTHOro 3axBaTa CEpOTOHWHA CJEAYeT MOCTOSHHO HaOMIoJaTh 3a MalMeHTaMH C  IEJIbIo
BBIBJIEHHs ITIPU3HAKOB M CHMIITOMOB CEPOTOHMHOBOTO CHHIPOMA, TaKHX KaK HapylleHHe
KOTHUTUBHOH  (QYHKIMM, TUNEpPIUpEKCHs, Tuneppedaekcuss W HapylleHHE KOOpPIMHAIUH
JABWKEHUH. B cioy4yae mnosBiIeHUs MaHHBIX CHUMIOTOMOB CJIEIyeT OTMEHHUTh OJMH WU oba
NPUHUMAEMBIX Ipenapara. [Ipu npekpameHuu npueMa CepoOTOHHHEPTUYECKOTO CPEJICTBA MOTYT
HaOII0aThCSl CUMIITOMBI CHHJIPOMA «OTMEHBIY.

Coobmanoch 0 caydasx oOpaTHMOro MOBEPXHOCTHOTO M3MEHEHHs OKpAIlWBaHHs 3yOHOU SMallH
IPH MCIOJIb30BaHMM JIMHE30JIUA. JlaHHbIE N3MEHEHUS! OKpPalIMBAaHUS YJAISUIUCH MOCPEICTBOM
NpoecCHOHATBHOTO OUHIIEHHUS 3y0OOB.

Coobmaoch 0 ciaydasx CUMITOMATHYECKOH THIIOTIIMKEMHH y TAIMEHTOB C CaXapHbIM JHA0ETOM,
MOJTy4aBIIUX JIMHE30JH OJHOBPEMEHHO C MHCYJIMHOM HJIM THIOTTTMKEMHUYECKHMH TperiapaTaMy.
XO0Ts NPUYMHHO-CIIEICTBEHHAs CBS3b MEXIY NIPUEMOM JIMHE30IM/Ia ¥ Pa3BUTHEM THIIOTIIHKEMUH
HE yCTaHOBJIEHA, AIIMEHTOB C CaXapHbIM JAuabeTOM HEOOX0AUMO MPEAYNPEkKAaTh O BOZMOKHOCTH
pa3sBUTHs TUIOIVIMKEMHH. B cilydyae BO3HMKHOBEHMS TUIOTTIMKEMHH HEOOXOAMMa KOPPEKIIHS
J103bl MHCYJIMHA/TUIIOTIMKEMUYECKUX MPEenapaToB WIH OTMEHA JTMHE30JIU/Ia.

[Tanmentam crexyer peKOMEHIOBaTh OTKa3aThCs OT TMpHEMa OOJBIIMX KOJWYECTB ITHIIH,
colepKalled THpaMHMH (TakMe KaK KpacHOe BHMHO, CTapblii CHIp, HEKOTOpBIE aJKOTOJIbHBIE
HAlUTKU, KOITYEHOE MSICO).

Kimnnyecknx wHccnenoBaHui, M3y4aBIIUX A((GEKT NpUMEHEHHs JIHHE30JHIa Ha HOPMAIbHYIO
MHKpOQJIOpY OpraHu3Ma 4eioBeKa, He MPOBOIUIOC.

[Ipumenenne aHTHOAKTEpHAIBHBIX NpENapaToB WHOTAA MOXET MPHUBOIUTH K YCHIEHHOMY DPOCTY

HEBOCIIPUHUMYHUBBIX K HEMY MHUKPOOPTaHU3MOB. B xiuHMYEeCKHX HCCIICIOBAHUAX OBLIO ITOKa3aHo,
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YTO MPUMEPHO y 3% MAlKMEeHTOB, MOJIyYaBIIUX PEKOMEHIOBAHHBIE 03bI JTHHE30JIU/IA, PAa3BUBAJICS
KaH/IM/103, aCCOIMMPOBAHHBIA C MPUEMOM aHTHOMOTHKOB. [IpH BO3HMKHOBEHHHM CyNnepUH(EKIHH
Ha (oHe mpuema JMHE30JIMJA CIeIyeT NPUHUMATh COOTBETCTBYIOIIME MEPHl MEIHIIHHCKOTO
Xapakrepa.

Knunuueckue uccnedosanus.

BesonmacHocTh ¥ 3 (PEKTHBHOCTD NMPUMEHEHHs JIHHE30JHIa JIUTEIBLHOCThIO Oonee 28 nHed He
yCTaHOBJICHBI (110 BCEM MOKa3aHMsIM, 32 HCKJIIOUEHHEM TyOepKyJie3a JIETKUX).

B KOHTpOIMUpYEeMBIX KIMHUYECKHX HCCIEIOBAaHUSX HE MPUHMMAaJIM Y4YacTHsl IIAlMEHTH C
CHHIPOMOM  «IMa0EeTHYeCKOH CTONBI», TPOJEKHSIMU WIM HIIEMHYECKHMH HapylICHHIMH,
TSDKEJIBIMH 0)KOTaMHM HJIM T'aHTPEHO3HBIMU IMOpaXeHHsMHU. TakuMm o00pa3oM, ONBIT IPUMEHEHHS

JIMHE30JIn1a B TEPAIIUH 3THX COCTOSIHUM OIrpaHHUYCH.

Biausinue Ha cniocoOHOCTH YUpaBJsSTh TPAHCIHIOPTHBIMH CPeACTBAMH H MEXaHU3MaMH.
Bo BpEMs NPUMCHCHHUS JIMHE30JIM[Aa YIHIPaBIATH TPAaHCIIOPTHBIMU CpPEACTBAMH, CrenraIbHON
TEXHUKON WM 3aHUMAaThCs JACATCIIBHOCTBIO, TpCGyIOHICﬁ IIOBBIINICHHOI'O BHUMAaHHUSA H 6I>ICTpOTbI

TICHXOMOTOPHBIX PeaKIuii, He PEKOMEHIYETCSl.

®opMa BbIITYCKA

TabneTku, noKpeITHIE IIIEHOUHOH 0001049K0#1, 600 MT

Ipu npouseoocmee, ghacoexe u ynakoeke na «Xemepo Jlaoc ;Tumumeor

[To 10 Tabnerok B 6mucrep u3 [IBX/amomunneBoit Gpoabru.

[lo 20 nmm 100 Tabnetok B OaHKy W3 NOJMATHIIEHA BBICOKOH IUIOTHOCTH, YKYNOPEHHYIO
IUTACTUKOBOM KPBILIKON C LEUIIOJIO3HOM IMPOKIAAKOM, 3aIMUINEHHON OT CIy4allHOrO OTKpPBIBAHMUS
netbMu. [Ipy HeoOXoqMMOCTH Kaxias OaHKa MOXKET COZIEpPIKaTh KOHTEHHEDP ¢ CHITMKAresIeM.

ITo 1, 2, 3 wiu 6 GiucTepoB wiK 1o 1 6aHKe BMeCTe ¢ HHCTPYKIUEH 110 IPUMEHEHHUIO B KAPTOHHYIO

naukKy.

Ilpu npouseoocmee u/unu pacoeke w/unu ynakoexe na 000 «MAKH3-PAPMA»

ITo 10 TabneTox B KOHTYPHYIO SYEHKOBYIO YyHAKOBKY (OHMCTEpP) U3 TUIEHKU MOJIMBUHIIXJIOPHIHON
¥ (GoJIbru ATFOMUHHEBOIA.

ITo 20 nimm 100 Tabnerok B OaHKe M3 MOJUATUIICHA HU3KOTO JABJICHUS, YKYIIOPEHHON KPBIMIKOH ¢
KOHTPOJIEM IE€PBOr0 BCKPBITHS WM B OaHKE U3 MOJIMATUICHA BBHICOKOHM MJIOTHOCTH, YKYIOPEHHOMN
KPBILIKON C KOHTPOJIEM IIEPBOTO BCKPBITHS.

[To 1, 2, 3 wim 6 KOHTYpHBIX SUEHKOBBIX YMakoBOK (OmmcTepoB) wiM nmo 1 OGaHke BMecTe C

MHCTPYKIMEH 110 MPUMEHEHHIO IOMEINAIOT B KAPTOHHYIO MAuKYy.
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YcaoBusi XxpaHeHust
B 3amumeHHoM 0OT cBeTa MecTe Npu Temreparype He Bbime 25 °C.

XpaHUTb B HEIOCTYITHOM JUIs JIETel MecTe.

Cpoxk roaHocTu
3 roga.

He IPUMEHATH IO UCTECYCHUHU CPOKA T'OJHOCTH.

YcenoBus OTIyCKa

OTmyckaroT 1o penenty.

IIponsBoauTen

Xemepo Jlaoc JTumumeo, Huoun

Aopec mecma npouzeoocmea: Ouut-V, yu. Ne 439, 440, 441 u 458, TCUUK @opmymaiimn CI3,
[lonenannu Bunnamxk, Jxaguepna Mannaan, paiton MaxaOy6Onarap, Tenanrana, 509301, Unaus.
WIIN

000 «MAKH3-DAPMA», Poccus

Aopec mecma npoussoocmsa: r. MockBa, ABTOMOOWIBHBIN Tpoe3n, 1. 6, cTp. 4, cTp. 6, cTp. 8

Biajgesien perucTpanMoOHHOrO Y10CTOBepEeHHS

Xerepo Jlabc JIumuren, Uuaus

Aopec: «Xertepo Kopnopeiity, 7-2-A2, Unnactpuan Jctaiite, Canar Harap, Xaiinapaban —
500018, Tenanrana, Unaous.

Oprasuzanus, NPHHAMAIOIIAS NIPeTeH3HH NOTpedHTe e

MockoBckoe mpeicTaBUTENbCTBO KoMnanuu « Xetepo JIaobc Jlumureny (Muaus).
Aopec: 109029, r. MockBa, ABTOMOOMJIBHBIH 1poe3 ], 1. 6, cTp. 5.

Ten./daxc: +7 (495) 981-00-88

e-mail: DrugSafety-Russia@heterodrugs.com

I'naBa npeacraButenscTBa Komnanum : ._ X i JxpyBan Kactypu Moxan Acypu

16



