COOTBETCTBYET SKCTNEPTHO

ot 12.05.2025 N= 11950

OBILAST XAPAKTEPHCTHKA JIEKAPCTBEHIFOPOTIPEITAPATA U002

MY OTYETY

1. HAUMEHOBAHHME JIEKAPCTBEHHOI'O ITPEITAPATA

Jluneszomua Kanon, 600 mr, TabieTKH, MOKPHITHIC INIEHOYHOW 000JI0YKOM

2. KAMECTBEHHBINA 1 KOJIMYECTBEHHBIA COCTAB
JlelicTByrolee BEIECTBO: JTUHE30IIU .
Kaxxnas Tabnerka comepxut 600 Mr TuHE30IUAA.

[TonHbIi epeueHb BCIIOMOTaTENIbHBIX BEIIECTB MPHUBEIEH B pa3zaene 6.1.

3. JEKAPCTBEHHAS ®OPMA
TabneTKu, MOKPHITHIE MIIEHOYHOM 000TI0YKOA.
TabneTkn OBaJbHBIC JBOSKOBBIMYKIIBIC, TIOKPHITHIC TUICHOYHON O00OJIOYKON OCIIOT0 MU IMOYTH

Oenoro nBera. Ha monepeynom paspese — moutu 0enoro mBeTa.

4. KIMHUYECKUE JAHHBIE

4.1. Iloxka3aHusi K NPUMEHEHHIO

Jleuenne MHQPEKIIMOHHO-BOCTIAINTENBHBIX 3a00JIEBaHH, €CITM U3BECTHO WJIM TIOJJO3PEBACTCS, UYTO

OHM  BbI3BaHbl  YYBCTBUTEIbHBIMH K  JIMHE30JUAY a’3pOOHBIMH M aHa’POOHBIMU

IPaMIOJI0KHUTENbHBIME ~ MUKPOOPTaHM3MaMHu  (BKJIIOYash HMHQEKIHMH, COMPOBOKIAIOIIUECS

OaxkTepreMueil) y B3pocibIX U JeTel B Bo3pacTe oT 12 neT u crapiue:

— BHeOONbHMYHAS  THEBMOHHS, BbI3BaHHas  Streptococcus  pneumoniae  (BkiroYast
MOJMPE3UCTEHTHBIE IITaMMbl), BKJIIOYasl CIyyal, COMPOBOXKIAaeMble OaKTepHeMuei, Wiu
Staphylococcus aureus (ToJIbKO METHITMIITMHYYBCTBUTEIIBHBIC IITAMMBI);

— TrochmuTajbHas  MHEBMOHHUS, BbI3BaHHAs Staphylococcus aureus (BKITFOUAs
METHIMJUTMHYIYBCTBUTENBHBIE ¥ METHIMUTMHPE3UCTEHTHBIE ITaMMbI) i Streptococcus
pneumoniae (BKJtouast MOJIMPE3UCTEHTHBIC IITAMMBI);

—  OCIOXKHEHHBbIE MH(MEKIMH KOXU M MSTKHX TKaHEeHd, BKIIOYass WH(EKIUH MPU CHHIPOME
IMa0eTUYECKOW  CTONBI, HE  COMPOBOXJIAIOUIMECS  OCTEOMHEIUTOM,  BBI3BaHHBIE
Staphylococcus aureus (BKITIOUAS METULUUIMHYYBCTBUTEIbHBIE u
METHIMJUTHHPE3NCTEHTHBIE ITaMMBbI ), Streptococcus pyogenes u Streptococcus agalactiae;

—  HEOCIIO)KHEHHbIC MH(EKIMH KOKM W MATKHX TKaHeH, BbI3BaHHBIC Staphylococcus aureus
(TOJTBKO METHITUIUTHHIYBCTBUTEIBHBIC IIITAMMBI) WIH Streptococcus pyogenes;

— uHbeknuu, BeI3BaHHbIe ENterococcus faecium (mraMMbl, pe3UCTEHTHBIC K BAHKOMHUIIUHY), B

TOM YHCJIE, COPOBOXKIAOIINECS OaKTepHEMHUEH;
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yoepryHdda TR bhrdiiiniofe” TutaN i

— B COCTaBe KOMOMHHUpPOBAaHHOW Tepanmuu

Mycobacterium tuberculosis ¢ MHOKeCTBEHHOI JIEKAPCTBEHHOM YCTOHYHUBOCTBIO.
IIpu onpenenenun, ssisercs au npenapar JInnezonua KaHOH MOAXOIAIIUM JICYEHUEM, CIEAYET
NPUHUMATh BO BHUMAHUE PE3yIbTaThl MUKPOOHOIOTHYECKUX UCCIICAOBAHUH MM HH(POPMAITHIO O
pacnpoCTpaHEHHOCTH  PE3UCTEHTHOCTH K  aHTUOAKTEepUadbHBIM  IpenaparaMm  Cpelu
IPaMIIOJIOKUTENbHBIX OakTepuil. JluHe30inJ HE aKTUBEH MPOTUB HWH(EKIHA, BbI3BaHHBIX
rpaMOTPHULIATENILHBIMU MTATOreHaMu. [Ipu mo103peHun Wi MOATBEPKACHUH TPaMOTPUIIATEIbHBIX
NaTOreHOB JOJDKHA OBITh HadaTa crneur@uyeckas Tepanus TNPOTUB TI'PaMOTPHIIATEIbHBIX

MHUKPOOPIraHHU3MOB.

4.2. Pe:xuM 103UPOBAHMS H CIIOCO0 MPUMeEHEHHUsI

PexxuM J103upoBaHus

[TarueHTOB, KOTOPHIM B Hadaje TepaNuy JIMHE30JIH]I HAa3HAYWIA BHYTPUBCHHO, B JaJIbHEHIIICM
MOYKHO ITEPEBECTH Ha JICKAPCTBEHHBIC (POPMBI JTMHE30JIH/IA JJIs IPHEMa BHYTPb, IPU 3TOM 000D
JI03bI He TpeOyercs, T.K. OMOJOCTYITHOCTh JIMHE30JIUA MPH MPHUEMe BHYTPh COCTABIISET MOYTH
100%. IIpomoKUTENBHOCTh JIEUEHUS 3aBUCHUT OT BO3OYIUTENs, JIOKaIH3alUU U TKECTH

WH(DEKINHU, a TAKKE OT KIMHUYIEeCKoro A dekra.

Bspocibie
IToka3zanus Pa3oBas g03a Pexomennyemas
(BK/II09asi MH(eKnnu, CONPOBOKAAIIINECS H KPaTHOCThb | NPOAOJIKHTEJIbHOCTh
O0akTepuemueii) BBeICHUSA JeYeHUus
BHEOOJIbHUYHAS ITHEBMOHMS, BBI3BaHHAs
Streptococcus pneumoniae (BKIIIOUAs
MOJINPE3UCTEHTHBIE IIITAMMBI), BKJIOYass ciydad, | 600 Mr BHYTpb 10-14 et
COIIPOBOXKAAIOIINECS OaktepuemMueii, uimm | Kaxasle 12 9y
Staphylococcus aureus (TOJIBKO
METUIWLTHHYYBCTBUTEIBHBIE IITAMMBI)
roCIuTaNbHAS ITHEBMOHHMS, BbI3BaHHAas
Staphylococcus aureus (BKITFOUAst
METULUIUIMHYYBCTBUTEIIbHBIE u | 600 mr BHYTpB 10-14 e
METUIUIUTUHPE3UCTEHTHBIE IITAMMBI) WM | Kaxaeie 12 4
Streptococcus pneumoniae (BKJIFOYast
MOJIUPE3UCTEHTHBIE IITAMMBbI)
OCTIO’)KHEHHBIE MH(PEKIIUU KOXKU M MSATKUX TKaHEH,
BKJIFOYast MH(EKINU IPpU CHHJIPOME Ha0eTHYEeCKOM
CTOIbI, HE COIMPOBOXKIAIOIIMECS OCTEOMHUEIUTOM,
Bbi3BaHHBIe  Staphylococcus aureus (Biirouast | 600 Mr BHYTPb 10-14 meit
METUIWJUTUHYYBCTBUTEIbHbBIE U | Kaxnaeie 12 4
METHLWJITIMHPE3UCTEHTHBIE ITaMMBl),
Streptococcus  pyogenes  wmimm  Streptococcus
agalactiae
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(OCAEQOEBaTENEROCTE 0002

HCOCJIIO)KHCHHBIC I/IH(I)GKI_[I/II/I KOXXU U MATKHUX TKAHEH,

Bbi3BaHHbie  Staphylococcus  aureus  (tosibko | 600 Mr BHYTpb

10-14 nueit
METHIWUIMHYYBCTBUTEIBHBIC ~ IITAMMBI) WM | Kaxjblie 12 4
Streptococcus pyogenes
unbekuu, Bb3BaHHBIE Enterococcus faecium
600 Mr BHYTpb .
(ImTaMMbl, PE3UCTEHTHBIE K BAaHKOMHIIMHY), B TOM 14-28 nuei

Kaxnaeie 12 a

YHUCIIE, COIIPOBOXKAAOIINECA 6aKTCpI/ICMHeﬁ

[lpu TyOepkyne3e Jierkux, BbI3BaHHOM mmrtammamu — Mycobacterium  tuberculosis ¢
MHOKECTBEHHOM JIEKapCTBEHHON ycTOoNuMBOCTBIO — 600 Mr 1 pa3 B CyTKM € JUINTEIbHOCTBIO

Tepanuy B UHTEHCUBHOMU (haze 24 Henenu.

Oco0nIe T'pYIIIBI NAIIMCHTOB

Tayuenmor noxcunozo 6ospacma

[ToxunbpIM nanueHTaM KOPPEKIUK 103bl HE TpeOyeTcsl.

HGI/{MEHmbl C NOYEYHOU HEeOOCMAMOYHOCINBIO

[TareHTaM ¢ MOYEYHOM HEJOCTATOYHOCTHIO KOPPEKIIUH J103bI HE TpedyeTcs. B cBsizu ¢ Tem, 4to
30% nuHe30MMAa yaajuseTcs NpH TeMOJIMUAn3€ B TEUCHHE 3 YacoB, JMHE30JIHA JOJKEH
MMPUMCHATBHCA MOCJIC MPOBCACHUA JUaIM3a MMAlUCHTAM, HYXXKJAI0OMUMCA B HEM.

HGI/{MEHmbl C NeYeHOYHOU He0oCMaAmoYHOCMbIO

[TarueHTaM ¢ MEYEHOYHON HEIOCTATOYHOCTHIO KOPPEKIIUHU 03Bl HE TpeOyeTcs.

eTH
Pexxum no3upoBanus st geteit oT 12 no 18 et mo 3asBICHHBIM MOKAa3aHUSM COOTBETCTBYET
pEXHUMY TO3UPOBAHUS Y B3POCIIBIX.
be3zonacHocTh 1 3¢ dekTUBHOCTL MpuMeHeHus npemnapara Jlunezonun Kanon y nereit B Bo3pacre
ot 0 1o 12 et Ha JaHHBI MOMEHT HE YCTaHOBJICHBI BBUTY HEBO3MOXKHOCTH aJIEKBaTHOTO M0100pa

J103b1. JlaHHBIE OTCYTCTBYIOT.

Crrocob nmpruMeHeHus

BnyTtps.

HpenapaT MOKHO IPUHUMATD KaK BO BpEMs €bl, TAK U MCKY IpUEMaMU IMUIIIH.

4.3. IIpoTuBONOKA3aHUS

—  TUNEPYYBCTBUTEIBHOCTh K JIMHE30JUAY WIM K JIIOOOMY M3 BCIOMOTaTENbHBIX BEIIECTB,
MePEUYUCIIEHHBIX B pasjene 6.1.;

—  OJIHOBPEMEHHBII IpHEM C MpenaparaMy, HHIMOUPYIOIMMH MOHOAMUHOKcUAa3bl A win B
(Hampumep, ¢eHens3uH, H30KapOOKcazua), a Takke B TEYeHHe JBYX HeAeldb I0cIe
IIPEKPALLEHUS pUeMa Ha3BaHHBIX IIPENaparos;

—  nmetckuii Bo3pact a0 12 net (B BUIy HEBO3MOXKHOCTH aJCKBaTHOTO 1000pa J03b1);
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— JIeTCKHMH BO3pacT 110 18 jer mo mokazaHuio: TV66D£IVH€3 E&r&@( E%aliﬁm In:r;u\-/r‘!-wamn

COOTBETCTBYET 3KCNEPTHOMY OTUYETY

Mycobacterium tuberculosis ¢ MHOKeCTBEHHOI JIEKAPCTBEHHOM YCTOMYHBOCTBIO.

[Tpr OTCYTCTBMHU TINATETHHOTO HAONIOACHHS 32 TMAIMEHTaMU W MOHHTOPHHTA apTEepPHATLHOTO

JIaBJICHUS HE CIIEAYEeT Ha3HAYATh JIMHE30IUI:

— TalnuMeHTaM C HEKOHTPOJIMPYEMOW apTepHalbHON TUIEpTEH3UEH, (HeoXpoMOIUTOMONH,
TUPEOTOKCUKO30M,  KapIUHOUIHBIM  CHHIPOMOM,  OWIIOJSIPHBIM  PAacCTPOHCTBOM,
mm30apHPEKTUBHBIM PACCTPONWCTBOM U OCTPHIM COCTOSTHUEM CITYTAaHHOCTH CO3HAHMS,

—  TManueHTaM, TOJYYaloUIMM CJICIYIOIIUE THUIIBI MPENapaToB: aJIpeHOMHMETHKU (HampuMmep,
nceBnoddenpud, GEHUIIPONaHoJaMuH, JnuHedpuH, HoOpanuHehpUH, T00yTaMUH),
n10ohaMUHOMUMETHUKH (Harpumep, 1oGamMuH), HHTHOUTOPBI 0OPATHOTO 3aXBaTa CEPOTOHUHA,
TPUIMKIMYECKHE aHTUCTIPECCaHThl, aroHUCThI SHT 1-penenTopoB (TpunTansl), METICPUINH

W OyCTIMPOH.

4.4. OcoOble ykazaHus M MepPbl NPeIOCTOPOKHOCTH NPH NPUMEHEHUH

C 0CTOPOKHOCTBIO

Tayuenmuvr ¢ noueunoii HeOOCMamoUHOCmMobIO

BcenencTBue HenM3ydeHHOW KIMHMYECKOW 3HAYMMOCTH JBYX IIEPBUYHBIX METabOIMTOB
JUHE30JIM[a Yy MALMEHTOB C TSDKEIOM IIOYEYHOM HENOCTaTOYHOCTBIO JIMHE30IHUJ AOJDKEH
HCIIOJIb30BAThCS ¢ OCTOPOKHOCTBIO Y TAKUX MALIMEHTOB, U TOJIBKO €CJIM MpeAroaraeMas 1oib3a
IPEBBILIAET MOTEHIINAIbHBIA PHUCK.

Take HeT JaHHBIX 110 IPUMEHEHUIO JIMHE301Aa y NA[UEeHTOB, HaXOASIIUXCsl Ha aMOyJIaTOPHOM
NIEPUTOHEAIBHOM JIHAJM3€ WIM JPYTHX aJIbTEPHAaTHBHBIX METOAAX JIEUEHUS IIOYEUHOMN
HEJ0CTaTOYHOCTH.

Tayuenmol ¢ neyeHoUHOU HEOOCMAmMoOYHOCHbIO

HmeroTcss orpaHYeHHbIE KIMHUYECKUE JaHHbIE, PEKOMEHAYIOIIUE UCIOIb30BaTh JIUHE30IUI Y
TaKUX TAalMEHTOB TOJBKO B TOM CJIy4yae, €CIM Ipeanosaracmas I0Jb3a IPEBbIIIAET
NOTEHLINAJIbHBIN PHUCK.

Tayuenmul ¢ cucmemHvIMU UHGeEKYUAMU

JluHe3onua JOMKEH MCIONb30BaThCsl € OCTOPOKHOCTBIO Yy TMAIMEHTOB C CUCTEMHBIMU
UHQEKIUAMH, TPEJICTABIAIONIMMUA PUCK JUIS JKU3HU, TaKUMH KaK HMH(EKLUUHU, CBSI3aHHBIE C
BEHO3HBIMH KaTeTepaMH B OTAEICHUSAX HHTEHCUBHOW TEPAIINU.

OpnHoBpeMeHHOE MTPUMEHEHHE ¢ OYyITPeHOPPUHOM (OTAEIBHO WIM B KOMOMHAIIUHN C HAJIOKCOHOM)
MOXET IPUBECTH K PA3BUTHIO CEPOTOHMHOBOTO cHHApoMa (cM. pazzaen 4.4. moapazaen «Ocobbie

ykazaHus» u 4.5.).
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(NOCNEOOBATENBLHOCTE 0002)

Oco0nle yKazaHus

CmepmHocmyb y nayuenmos ¢ kamemep-accoyuuposanHblMu UH@eKyusmu

B oTKpBITOM HCCIIEIOBAHUN CPENIU TSAKEIOOOTBHBIX MAIMEHTOB C BHYTPUCOCYIUCTHIMU KaTeTep-
ACCOLIMMPOBAHHBIMU HMHGEKIUSIMH OBLJIO OTMEUEHO IMPEBBIIICHUE JETATBHOCTU Yy IMAllUEeHTOB,
MOJIy4aBIINX JIMHE30JI1 1, o CPaBHEHUIO c MalMEHTaMH, MOJIY4aBIIMMHU
BaHKOMUIIMH/IUKIOKCAMIUTAH/OKcawuuine - [78/363  (21,5%) mpotuB  58/363  (16,0%)].
OcHOBHBIM (DaKTOPOM, OKa3BIBAIONIUM BJIUSHHE HA YPOBEHb CMEPTHOCTH, OBLI CTaTyC
IPaMIIOJIOKUTENbHON MH(PEKIIUNU B UCXOAHBIII MOMEHT BpeMeHu. [lokaszarens JieTanbHOCTH ObLI
CXOX CpelH MalMeHTOB, MHPEKIUH Yy KOTOPBIX ObUIM BBI3BaHBI TOJBKO IPaMIIOJIOKHUTEIbHBIMU
MUKpoopraiusmMamu (otHouenue mancos 0.96; 95% noseputenbhbiii natepsait: 0.58-1.59), Ho
ObL1 3HaunTENbHO BhIME (p=0.0162) B rpymnme nauHE30IMAa, KOTAa OOHAPYKUBAIUCH M JAPYTHE
MUKpPOOPTaHU3MBbI, UM X HE YAaBaJIOCh OOHAPYKUTh HA Ha4YaJIbHOM JTare (OTHOILICHHE IIaHCOB
2.48; 95% noBepurtenbHblii uHTepBal: 1.38-4.46). Hanbonpmmii nucb6anaHc OTMEUYEH BO BpeMs
JICYCHUS W B TCUCHUE 7 JTHEH MOciie OKOHYaHHUS aHTHOWOTHKOTepanuu. B xo1e uccieaoBanus B
TpyNIe JIMHE30IH 12 OOJIbIIe MAIMEHTOB MPUOOPETATN TPAaMOTPHUIIATEILHBIC MUKPOOPTAHH3MBI U
BIIOCJICJICTBUH MOTHOAIH OT MHPEKINH, BEI3BAHHON IPaMOTPULIATEIbHBIMU MUKPOOPTraHU3MaMH,
WIHM MOJUMUKPOOHBIX nHpekuuid. Takum o06pa3oM, B ciiydae OCIOKHEHHBIX MHPEKIUI KOXKHU U
MATKHX TKaHEH JTIMHE30JHJI CJIeyeT MCIOJIb30BaTh y MAIMEHTOB C MU3BECTHOW WJIM BO3MOXKHOM
KO-uH(EKImen rpaMoTpUIIaTeIbHBIMU OpraHu3MaMH, TOJIBKO €CJIM HET aJlbTEePHATHUBHBIX
BapUaHTOB JicueHus (cM. paszaen 4.1.). B aTux ciydasx mokaszaHo 0JJHOBPEMEHHO JOMOJTHUTEIBHOE
MPUMEHEHUE MPEeraparoB, ACUCTBYIOIINX HA TPAMOTPHUIATENEHYI0 MUKPODIOPY.
Muenocynpeccus

Y HEKOTOpBIX TAIMEeHTOB, NPUHUMAIONIUX JIMHE30JU, MOXET pPa3BUThCSI oOOpaTUMas
MueNnocymnpeccus (c aneMuei, TpPOMOOLIUTOIEHUEH, IEHKONIEHHeH 1 TaHIIUTONIeHUEH ), 3aBUCAIIas
OT MPOAOKUTEIBHOCTH Tepanuu. TpoMOOIMTONEHUSI MOXKET Yallle BO3HUKATh Y IMAallMEHTOB C
TSDKETION TTOY€YHOW HEA0CTaTOYHOCThIO, HE3aBUCUMO OT MPUMEHEHHS y MaIlieHTa TeMOInaln3a,
Y y TAIUEHTOB C MEYEHOYHON HEJOCTATOYHOCTBIO CPEAHEN WIIM TSHKEJIOW CTENEHU. Y MOMKHUIIBIX
MAlMEeHTOB TAKXe IMOBBIIIEH PUCK Pa3BUTHUA JAHHOTO COCTOSHMS. B CBsI3M ¢ 3TUM B mporecce
JIe4eHUs1 HEOOXOAMMO MPOBOIUTH MOHUTOPUHT TTOKa3aTeNIel KPOBH y TAIIIEHTOB C TOBBIIIICHHBIM
PUCKOM Ppa3BUTHS KPOBOTCUCHHUs, MHUEJIOCYIPECCHEH B aHaMHE3€, C TSDKEIOH IMOYedHON
HEJIOCTaTOYHOCTHIO WJIM MEYEHOYHOW HENOCTATOYHOCTBbIO CPEAHEH WIIM TSKEJIOMW CTENEHH, a
TakKe TpPU OJHOBPEMEHHOM TMPUMEHEHHH IMPEmapaToB, CHUKAIOMIMX TEeMOTJIOOWH WIH
KOJIMYECTBO TPOMOOIIMTOB WIU UX (YHKIMOHAIBHBIE CBOWMCTBA, a TakXKe Yy TMAlMEHTOB,
MOJTy4YaIoLUX JIMHE30u ] Oosee 2 Heaenb. JInHe30MM 1 y TaKUX MalueHTOB MPUMEHSETCS TOIBKO

B TOM CcCllyda€, KOraa BO3MOKCH THlaTeHBHBIﬁ MOHUTOPHHT FGMOFJ’IO6I/IHa, KOJIM4YECTBA
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JIEHKOUMTOB ¥ TpoMOouuTOB. Eciii BO Bpems Tgpanuu J'Igﬁémw'p“a@%ﬁﬂ%@fc'ﬂ -ll;ﬁllllj'lei‘}lI(IGHIHaﬂ

MHEJIOCYIIPECCHSs, JICYCHUE JIOJDKHO OBITh MPEKPAICHO, €CIIA TOJIBKO MPOAOIDKCHUE Teparuu He
CUUTAETCS a0COJIIOTHO HEOOXOAMMBIM. B 3TOM cityuae HE0OXOIMM MHTCHCUBHBI MOHHUTOPHHT
MOKa3aTesieii KpOBH M COOTBETCTBYIOIIEE JieueHHe. Kpome TOro, peKoMeH1yeTcs, YTOObI aHaIN3
KPOBH (B TOM YHCJIE, ONpPE/CICHHEe TeMOITI00MHA, KOJIMYECTBA TPOMOOIIUTOB U JIEHKOIUTOB (C
pac4eToM JICUKOIMTAPHON (HOPMYJIbI)) MPOBOIUICS SKEHEJCIbHO y MAIMCHTOB, MOJYYaIOIINX
JIMHE30JIM]] He3aBUCHMO OT IOKa3aTejeld MCXOJHOI0 aHaln3a KpoBW. boiee BbICOKas 4yacToTta
pa3BUTHS TSKEJIOH aHEeMHUH OTMEYEeHA ) MAIMEHTOB, IOJYYaBIIMX JIHHE30JUI OOJIbIle
MaKCUMaJIbHO PEKOMEHJOBAHHOW MPOJOJIKUTEIIBHOCTH B 28 JHEW. DOTUM MalMeHTaM 4Yallle
TpeboBasioCch nepennBanue KpoBu. Citydan cuiepo0acTHON aHEMUU ObLIN 3apETrUCTPUPOBAHEI B
HOCTPETUCTPALIMOHHOM Tieproie. B OONMBbIIMHCTBE ClTy4aeB IIUTEILHOCTD TEPAITUH JIMHE30IUIOM
npeBbitiana 28 aHeil. Y OONBIIMHCTBA MAIIMEHTOB MPOSBICHUSA OBUTH TIOJHOCTHIO MM YACTHYHO
00paTHMBI TIOCIIE IPEKPAIICHHUS JICUYCHHUS THHE30IHI0M ¢/0e3 crienn(pHUECKOro JCUCHUS aHEMUH.
Anmubuomux-accoyuupo8annas Ouapest u Koaum

VY nanueHToB, NPUHUMAIOIIUX aHTUOAKTEPUAIIBHBIC MperapaThl, BKIOYAs JUHE30IH], CICAYeT
YUYUTBHIBATH PUCK PA3BUTHUS IICEBIOMEMOPAHO3HOTO KOJIUTA PA3IMYHON CTEIEHH TSHKECTH.

O cnyuasix nuapewu, cBszannoi ¢ Clostridium difficile, coobanocsk B CBsI3u ¢ UCMOJIb30BAHUEM
NPAKTHYECKH BCEX AHTUOAKTEPHAJIbHBIX MPENapaTroB, BKIIOYAs JTUHE30JUA. TsKeCTh auapeu
MOXET BapbUPOBATh OT JIETKUX (POPM 110 TsKeIbIX. JIedeHne aHTHOAKTepUaIbHBIMU MTpernapaTaMu
HapyIIaeT HOPMAIBbHYIO MHUKPOQIOPY KHUIICYHHKA, YTO MPHBOAMT K H30BITOYHOMY pOCTY
Clostridium difficile. Clostridium difficile BeipabarsiBaeT ToKCHHBI A U B, KOTOpBIE IPUBOAAT K
passutuio auapew, cBs3anHoit ¢ Clostridium difficile. M30bTounoe KOMHMYECTBO TOKCHHOB,
BeIpabateiBacMoe mrammamu Clostridium difficile, Moxer BbI3BaTh MOBBIINICHUE JIETATBHOCTH
CpelM MAaIlMeHTOB, TaK KaK Takue WH()EKIMH MOTYT OBITh YCTOWYHMBBI K MPOTUBOMUKPOOHOM
TEpanuy, a TAaKKE MOXKET MOTPEOOBAThCS KOJIOHIKTOMHMS. Henb3si MPUMEHSTh JIGKapCTBEHHBIC
CpEJ/ICTBA, TOPMO3SIIIHE TEPHUCTATBTHKY KHICUYHHKA.

Bo3moxkHOCTh pa3zBuThs quapeu, cs3annoit ¢ Clostridium difficile, nomxna paccmarpuBatbes y
BCEX MALMEHTOB C JMApeci, MOCIEA0BABILICH 3a NCIIONIb30BaHUEM aHTHOMOTHKOB. TIIaTeIbHOE
MEeIUIIMHCKOE HAOII0/ICHNE B TEUSHHE 2 MECSIIeB HEOOXOJMMO MaIleHTaM, IEPEHECIIIUM IUapero,
ceszannyto ¢ Clostridium difficile mociie BBeeHust aHTHOAKTEPHATIBHBIX MPETAPATOB.
Tlepugpepuueckas netiponamusi u Hetlponamus 3pUmMenbHO20 HEPEa

Coobmuianoch 0 nepuepudecKkord HEeHpomaTHH, a TakKe HEHpONmaTHHM 3pHUTEIFHOrO HEpBa H
HEBPHUTE 3PUTEILHOTO HEPBA, KOTOPhIE HHOTAA POTPECCUPYIOT A0 MOTEPH 3PEHUS, Y AIUEHTOB,
KOTOPBIC TIOJTyYalTH JICUCHHE JIMHE30IUIOM; 3TH COOOIIICHHUS] UMEITH MECTO, B IEPBYIO O4EPE/b, Y

ManycHTOB, IOJYYaBUIUX JICUCHUEC HA MPOTSXKCHUHN IMEPUOAOB BPEMEHHU, KOTOPEBIC ObLIM OOJIBIIIE
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MaKCUMaJIbHON PEKOMEHI0BaHHOM MPOJAOIAKUTEILHOCTH! ge:léH%%Tagﬁ%lﬂe;l:Z%'ﬂH 191:'

[Tpu MOSIBIIGHUU CUMIITOMOB YXYAIICHUS 3pUTEIbHON (DYHKIIMU, TAKUX KaK U3MEHEHUE OCTPOTHI
3peHUsi, W3MEHEHWE I[BETOBOTO BOCHPHSTHS, 3aTYMaHEHHOCTh, AC(PEKTHI IOJCH 3pEHUs,
PEKOMEHJIYeTCsI CPOYHO O0paTUTHCSA K O0(TanbMOJIOry JUisl KOHCynbTauud. CieayeT mpoBOAUTh
MOHHUTOPHUHT 3pUTEIbHONW (YHKIIMHM y BCEX MallMEHTOB, NIPUHUMAIOIIUX JIMHE30JIU B TeUCHUE
JUTUTENIbHOTO BpeMeHu (Oosee 28 aHel), a Takke y BCEX MAllMEHTOB C BHOBBb MOSBUBIIUMUCS
CUMITOMAaMU 3PUTEIBHBIX HAPYIICHUH HE3aBHCHMO OT IMPOJIOJDKUTEIBHOCTH Tepanuu. B ciaydae
pa3ButTus nepudepuueckoil HelponaTuu U HeHponaTuu 3pUTEIHLHOTO HEpBa, CIENyeT OLEHUTh
COOTHOILIEHUE PUCK/TONb3a MPOJOJDKEHUS TEpanuu JUHE30JIMIOM Y 3THUX IMalHUeHTOB. Puck
pPa3BHUTHS HEHPONIATHH BHIIIIE, €CITH JTMHE30JIU IPUMEHSICTCS Y TTAIIHCHTOB, KOTOPHIE UCITOJIB3YIOT
B HACTOSIIIIEE BPEMSI MJTH KOTOPBIC HEJJAaBHO MPUHUMAIA aHTUMUKOOAKTEPHATLHBIC TPETapaThI IS
JedeHus TyOepKynesa.

Jlakmoayuoos

B cBsi3u ¢ nmpuMeHEeHHEeM JTMHE30JIMIa COO0MAIOCh O JIaKToarua03¢e. [laiueHThl, y KOTOPhIX Ha
doHEe TpHeMa JIMHE30JIHJa BO3HHMKACT MOBTOPHAs TOIIHOTA FJIM PBOTA, OOJb B KHBOTE,
HEOOBSICHUMBINA allU03 WM OTMEYAeTCS CHIKEHHE KOHIEHTpPAlMU THAPOKapOOHAT-aHHWOHOB,
TpeOyIOT TIIATEIBHOTO HAOIIOIEHUS CO CTOPOHBI Bpaya.

Mumoxonopuanvras oucynkyus

Jlunesonua wuHruOupyer cuHre3 Oenka MUTOXOHApHUH. IloGouHble >(deKxThl, Takue Kak
JAKTOAIMI03, aHEeMHUs M HedpomnaTus (mepudepudeckas WU 3PUTETHLHOTO HEPBa), MOTYT
BO3HUKHYTH B pe3ylbTaTe€ »dSTOr0 TOPMOXKEHUs; dSTU dhdexTsl sgBisAOoTCS  Oosee
pacrpocTpaHeHHBIMH, KOT/Ia Ipenapar UCIoab3yeTcs 0oibiie, yeM 28 THEeMH.

Cyodopoeu

Coo0mranock 0 cyaoporax y MaiueHTOB, MPUHUMABIINUX JIMHE30IUI. IPU 3TOM B OOJIBIIUHCTBE
CIIy4aeB B aHAMHE3€ UMEJIOCh YKa3aHHe Ha CYIOpPOTH WM HaMuuue (PaKTOPOB PUCKA UX Pa3BUTHSL.
Y manueHToB HE0OXOIUMO COOpaTh MOJPOOHBIN aHaMHE3, KaCArOIIMHUCS TMPEIIeCTBYIOIIHX
STHM30/I0B CYIOPOT.

Uneubumopuvl monoamunoxcuoasvi

Jlunezonuy siBisieTcss 0OpaTUMBIM HECETEKTUBHBIM MHTUOUTOPOM MOHOaMHHOKcHa3bl (MAO);
OJIHAKO B J103aX, NPUMEHIEMBIX I AHTHOAKTCPUAIBHOW TEpalud, OH HE MPOSBIISICT
aHTHIeTIpeccanTHhI d(dekT. MMeroTcs odeHb OrpaHWYCHHBIC JAaHHBIE W3 HCCIICIOBAaHUI
JICKapCTBEHHBIX B3aMMOJICHCTBHI U B OTHOIICHUU 0€30MacHOCTH JIMHE30JIMa MPH TPUMEHEHUN
y TMallMeHTOB C OCHOBHBIMH 3a00JICBaHUSMH W/UIU TP OJHOBPEMEHHOM MPUMEHEHUU
JICKapCTBEHHBIX IIPENapaToB, KOTOPbIE MOTYT MOJBEPrHYTh HUX PHUCKY, OOYCIOBIECHHOMY

uaruouposanreM MAO. CrenoBaTenbHO, MPUMEHEHUE JIMHE30JIM/1a HE PEKOMEHIYETCSl B 3TUX
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00CTOSITENTLCTBAX, KPOME CIIyYaeB, KOTIa BO3MOIKHO np&elreﬂﬁélﬂﬁﬁg%%—ﬁa%moneMﬂ u

MOHUTOPHUHTA MAIIMEHTa, MOJyYalouIero npemnapat (cM. pazaenst 4.3. u 4.5.).

Cepomonunoswlii CUHOpoOM

Coo01manoch 0 CIOHTAHHBIX CIIydasX pa3BUTUS CEPOTOHMHOBOTO CHHIPOMA, CBS3aHHOTO C
OJTHOBPEMEHHBIM NPUMEHEHUEM JIMHE30JIUJa U CEePOTOHMHEPTHYECKUX HpPEenaparoB, BKIOYAs
AQHTHUJICTIPECCAHTBI, TAaKWE KaK CEJIEKTUBHBbIE WHTUOMTOPHI OOpaTHOrO 3axBaTa CEPOTOHHHA
(CUO3C) u onmounas! (cM. pazaenst 4.3. u 4.5.). [Ipu HeoOXOAMMOCTH TPUMEHEHHS Tperapara B
COYETaHUH C CEJIEKTUBHBIMM HHTHOUTOpAaMHU 0OPATHOTO 3aXBaTa CEPOTOHMHA CIIEyeT TOCTOSIHHO
HaOJII0aTh 3a MALMEHTaMHU C LENbI0 BBIABICHHS IPU3HAKOB U CUMITOMOB CEPOTOHHHOBOI'O
CHHJIpOMA, TAKMX KaK HAapYIIEHWE KOTHUTUBHOW (DYHKIIMH, THIIEPIUPEKCHs, Tunieppedaexcus u
HapylIeHUE KOOPJAUHAIINY IBUKEHUI.

B ciaydyae mosiBieHus JaHHBIX CHUMITOMOB CIIEAYeT OTMEHHMTb OAMH MM 00a INPUHUMAEMbIX
npenapata. [Ipu npekpaiieHun mpueMa cepoTOHMHEPTrHYEeCKOro CpesicTBa MOT'YT HaOIr0aThCs
CHUMIITOMBI CHHIJPOMAa «OTMEHBI.

OnHOBpeMEHHOE MPUMEHEHHE JTMHE30IHIa U OynpeHopduHa (OTAETbHO WM B KOMOMHAIIUU C
HAJIOKCOHOM) TaKXe MOXET NPHUBECTU K Pa3BUTUIO CEPOTOHMHOBOro cuHapoma. Ecimm Takoe
OJTHOBPEMEHHOE INPUMEHEHHUE SBISETCS KIMHUYECKM OOOCHOBAHHBIM, CJelyeT 00ecneuuTh
THIATENbHBIM KOHTPOJIb 3a COCTOSIHUEM NAIlMeHTOB, OCOOEHHO B Hayaje JIeYEeHUs M MpuU
TIOBBILICHUSX J103bI (CM. pasnen 4.5.).

Paboomuonus

Coobmanocs 0 ciydasx padaomMHuoiIM3a MpU NPUMEHEHUH JuHe3onuja. Eciau HabmromaroTcs
NPU3HAKU WIM CUMIOTOMBI pabOMHOIN3a, MPUEM JIMHE30JIMIa CIEeAyeT MPEKpaTuTh M HayaTb
COOTBETCTBYIOILYIO TEPAIIUIO.

T'unonampuemus

VY HEKOTOpBHIX NAalMEeHTOB, MOJYYaBIIUX JUHE30JIM], HaAOIIONANUCh THIOHATPUEMHUS W/WIN
CHHJIPOM HeEaJIeKBaTHOW CeKpeluu aHTuauypetudeckoro ropmona (S1ADH). Pexomenmyercs
PEryJispHO KOHTPOJUPOBAaTh YPOBEHb HATPHUS B CBHIBOPOTKE KPOBH Yy MOXKWIBIX JIIOJEH, Y
NalMEeHTOB, NMPUHUMAIOUIMX TUYPETUKU, U Y APYTUX MAIMEHTOB C PHCKOM THIIOHATPHEMHUHU.
Oxpawusarue 3yOHOU SManU

CooOmranocs o ciiydasx 00paTUMOro MOBEPXHOCTHOTO U3MEHEHHS OKpAlllMBaHus 3yOHON 3Mau
IIPU UCIOJIb30BAaHUM JIMHE30/IH1a. J[aHHbIE NU3MEHEHHS] OKPALIUBAHUS YIAISUIUCh MTOCPEICTBOM
po¢eCCHOHATBLHOTO OYHILEHHS 3Y0O0B.

T'unocnuxkemus

Coo01manocs o ciyyasix CUMITOMAaTHYECKOW THIIOTIMKEMUH Y MTALIMEHTOB € CaXapHbIM T1a0eToM,

MMOoJIy4aBIIHX JTUHE30JIHUT OAHOBPEMEHHO C MHCYJIIMHOM MJIU TUIIOTTIMKEMUYCCKUMU ITpEIiapaTaMu.
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HE YCTAaHOBJICHA, TMIAIMEHTOB C CaxapHbIM JAMa0ETOM HEOOXOAMMO TNPEAyNpexIaTb O
BO3MO>XHOCTH Pa3BUTHS TUTIOTIMKEMUU. B cilydae BOZHUKHOBEHUS TUTIOTIIMKEMUH HE00X01uMa
KOPPEKIIHsI J03bl HHCYJIUHA/TUTIOTIMKEMUYECKUX MPETIapaToB WM OTMEHBI JIMHE30JIU/A.
Ipumenenue ¢ npooykmamu numarus, 602amviMu MUPAMUHOM

[TarueHnTam cieayeT pPEeKOMEHIOBAaTh OTKa3aThCS OT MpHeMa OONBIIUX KOJMYECTB ITHIIH,
coJlepKaliel THpaMuH (Takue, Kak KpacHOE€ BHUHO, CO3PEBIIUHN CHIP, HEKOTOPHIE aTKOTOJHHBIE
HAIUTKH, KOIMYCHOE MSICO, SKCTPAKTHI JIPOXOKEH, MPOAYKTHl M3 (EPMEHTHPOBAHHBIX COEBBIX
0000B, TaKHE KaK COEBBII COYC).

Cynepunghexyus

Kimandecknx ucciieioBaHuid, n3ydaBmux d(Q(EeKT mpuMeHeHus JMHE30JIMa Ha HOPMAaJIbHYIO
MUKPOQIIOpY OpraHu3Ma 4ejoBeKa, He MPOBOIUIOCH.

[TpumMeHeHne aHTHOAKTEPUATBHBIX MTPENapaToB MHOTIA MOXKET MPUBOJUTH K YCUIICHHOMY POCTY
HEBOCIIPUUMYHBBIX K HEMY MHUKPOOPTaHU3MOB. B KIMHHUYECKUX HCCICTOBAHUSIX OBLIO ITOKA3aHO,
YTO IpUMEPHO y 3% MaIMeHTOB, MOTYYaBIINX PEKOMEHIOBAHHBIC JTO3bI JIMHE30JIH/1a, PA3BHBAJICS
KaHIM]103, aCCOLIMUPOBAHHBIN ¢ TPUEMOM aHTHOMOTUKOB. [Ipy BOSHUKHOBEHHH CyNepUHDEKIINN
Ha (oHE mpHeMa JMHE30JHJA CIeAyeT MPUHUMATh COOTBETCTBYIOIIHME MEPhl METUIIMHCKOTO
Xapakrepa.

Knunuueckue uccnedosanus

bezonacHocTh 1 3P PEeKTUBHOCTh MPUMEHEHHS JIMHE30IM/Ia JUIUTEIHHOCTRI0 Oosiee 28 mHEl He
YCTaHOBJICHBI.

B KOHTpOMMpYyeMBIX KIMHHYECKUX HCCICIOBAHUSAX HE MPHHUMAIU Yy4YacCTHS TAIHCHTHI C
CUHAPOMOM «IMA0ETUYECKOW CTOMBI», TPOJICKHAMU WU HWIICMHYSCKHUMHA HAPYIICHUSIMH,
TSOKEIIBIMU 0)KOTAMH WMJIM TaHTPEHO3HBIMU MOPAKEHUSAMH. TakuM 00pa3oM, ONBIT PUMEHEHHUS

JIMHE30JIn[a B TCPAIINU 3TUX COCTOSIHUM Or'paHHYCH.

4.5. B3amMmopeiicTBMe ¢ JIPYrHMH JeKAPCTBEHHBLIMH IpenapartaMM W JApyrue BH/bI
B3aUMO/1eiCTBUA

YcTranoBneHo, 4To n3opepMeHThl nuToxpoma P450 He yyacTBYyIOT B MeTaO0JIM3Me JIMHE30IUA
in vitro. JIuHe3onaua He WMHTHOMPYET M HE IMOTEHIMPYET AKTHBHOCTh KIMHUYECKH Ba)KHBIX
uzopepmentoB nuroxpoma P450 (1A2, 2C9, 2C19, 2D6, 2E1, 3A4). Takum o6pa3om, He
oxkumaercst CYP450-uHmyninpoBaHHOTO B3aWMOJICHCTBUS NIPU NMPUMEHEHWHU JmHe3onmuaa. [lpu
OJTHOBPEMEHHOM NPUMEHEHNH JTMHEe301ua 1 (S)-BapdaprHa, KOTOPbIH B 3HAYUTEILHON CTEIICHH
merabonusupyercss  u3opepmentom  CYP2C9, dapmakokMHETHUECKHE  XapaKTEPHUCTUKU

Bap(dapuHa He MEHSAIOTCA. Takue mpemnapaThl Kak BappapuH u (QEHUTOWH, SBISIOUTUAECS
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COOTBETCTBYET ZKCNEPTHOMY OTUETY

KOPPEKIUHU JO3BI.

I/IHI‘I/I6I/ITODLI MOHOAMMHOKCHAa3bl

Jlunezonu sBISIETCA HECEIEKTUBHBIM 00PAaTUMbIM HHTHOUTOPOM MOHOAMUHOKCHAA3bI, TOITOMY
Yy HEKOTOPBIX MAlMEHTOB, MOJYYAIOUIUX JIMHE30JIH/I, MOXKET OTMEUYaThCsl YMEpEeHHOe 00paTuMoe
YCUJICHHE MPECCOPHOTO IeHCTBUS IceBaoddenprHa u heHwmponanoiaMmuta. B cBs3u ¢ atum
PEKOMEHIYeTCSl CHI)KATh HAYaJbHBIC JO3BI CICAYIOMIMX TPYII MPENnaparoB: aJIpeHOMUMETHUKU
(manpumep, niceBnoddenput, GeHUIIPOIIaHOIaMIH, dMUHEGPUH, HOpAnuHEeDpUH, T0OyTaMuH),
nodpaMUHOMUMETUKH (Hanmpumep, nodaMUH) U B JAJbHEHUIIEM OCYIIECTBISITH MOAOODP 03I
TUTPOBAHUEM.

B wuccnenopanmsix I, II, III da3er HE oTMeHalloch pa3BUTHS CEPOTOHUHOBOTO CHHIPOMA Y
NAIMEHTOB, TOJYYaBIIMX JIMHE30JH COBMECTHO C CEPOTOHUHEPTUYECKUMHU MpenaparaMu.
Opnnako OBLJIO HECKOJIBKO COOOIIEHHII O pa3BUTUM CEPOTOHMHOBOIO CHHApoMa Ha (oHe
MPUMCHCHHUS JTMHE30JIU/Ia U aHTH/ICIIPECCAHTOB-CEICKTUBHBIX HHTHOUTOPOB 00paTHOTO 3axBaTa
CEpOTOHHHA.

JluHe3onu ciaenyeT ¢ OCTOPOKHOCTHIO IPUMEHSTh OJTHOBPEMEHHO ¢ OympeHOpPHUHOM (OTAETHHO
WM B KOMOHMHAIIMM C HAJOKCOHOM), TaK Kak MOBBIIIAETCS PHUCK Pa3BUTHUS CEPOTOHHMHOBOTO
CHHJPOMA, MIPEACTABIISIONIETO MOTEHIIMAIBHYIO YTpo3y IS KU3HU (CM. pazzen 4.4. moapaszien
«Oco0bIe yKa3zaHus»).

[Ipy ogHOBpEMEHHOM TMPHUMEHEHHMH C a3TPEOHaMOM M TeHTAMHIIMHOM HW3MEHEHUE
(dhapMaKOKMHETHKH JIMHE30JIU1a HE OTMEUYaIoCh.

Pudpamnuuun Be3bIBan cHMkeHHE Cmax U AUC nune3onuaa B cpeaneMm Ha 21% u 32%,

COOTBETCTBCHHO.

4.6. ®epTHIBHOCTD, 0€PEMEHHOCTD H JIAKTALMSA
bepemenHoCTh
[lpumeHeHne mpenapaTa BO BpeMsi OEPEMEHHOCTH BO3MOXHO TOJBKO B TOM cllydae, KOria

npearojgaracMas 1mojb3a JJIs1 MaTCpy NPCBhIIIACT HOTGHHHaJILHBIﬁ PHUCK AJId TL1044.

JlakTanus

HewusecTHO, BBIIEIAETCS JIU TUHE30IU C TPYAHBIM MOJIOKOM KOPMSIIUX KEHIIWH, IO3TOMY IIPU
HEOOXOJUMOCTH Ha3HA4YeHHUs Mpernapara B NEPUOJ JIAKTALlUU CJIEAYeT NPEeKpaTUTh TPYIHOE

BCKapMJIMBaHHEC.
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4.7. BausiHde HA CNMOCOOHOCTH YINPAaBJIATH Tpchnbg%ﬁBM'tﬁéﬁIm' ¥ T[ﬁ'lai)'{"xr'b c

MeXaHU3MaMH
B nepuon nedeHust ynpasieHUE TPAHCHOPTHBIMU CPEACTBAMM M 3aHATUSA IOTCHUUAIBHO
ONaCHBIMU BHUJIAMHU JI€ATEIIBHOCTH, TPEOYIOIMMH IMOBBIIICHHON KOHLEHTpAallMd BHUMAaHUSA U

OBICTPOTHI ICUXOMOTOPHBIX pPEaKLUi, He PEKOMEHIYIOTCSI.

4.8. HexkenaTe/ibHbIE peaKINU

Pesrome npoduiist 6e3onacHocT

HexxenarennHbie SABJICHUS, CBA3aHHBIC C IMIPHEMOM JIMHE30JIMAA, OBIBAIOT OOBIYHO JIETKOM WJIM
CpC,I[HGﬁ CTCIICHU BBIPAXXCHHOCTH. an_Ie OCTAJIBHBIX OTMEUYAKOTCA Auapes, IroJIOBHAA 6OJ'II>,

TOIIHOTA, PBOTA.

PesroMe HexxenaTeabHbIX PeaKIUi

Yactota mO00YHBIX A(PQPEKTOB, MPHUBEIACHHBIX HWXKE, OIpPEIeNsjach COOTBETCTBEHHO
cienyronieMmy (knaccudukamnus BceMuUpHO# opraHu3anuy 31paBOOXPaHCHHS): OYCHb YacTO
(>1/10), gacro (>1/100 - <1/10), neuacro (>1/1000 - <1/100), peaxo (>1/10000 - <1/1000), oueHn
peako (<1/10000), wactoTra HeW3BeCTHa (HAa OCHOBAaHWUW WMECIONIMXCS JAHHBIX OICHUTH

HEBO3MOJKHO).

B3pocable nalueHThl

Hnpexyuu u uneasuu

Yyacmo: KaHAu03 (B TOM 4HClie, KaHAKU/103 MOJOCTH PTa, BArMHAJIBHBIN KaHANU103), TPUOKOBbIE
WH(EKIINN;

Heuacmo: BaruHMT;

peoKO’ KOJUT, BbI3BAaHHbIN MPUMEHEHNEM aHTUOMOTUKOB (B T.4. IICEBIOMEMOPAHO3HBIN KOJIUT)™.
Hapywenus co cmopoHbl Kposu u tum@amuieckoi cucmembl

yacmo: TpOMOOIIUTONIEHUS *, aHEMUS™;

Heuacmo' MIAHIUTONECHUA ™, TelKoneHus ™, HeHTporeHus1, S03MHOPIIIUS;

pedko’ cuaepodacTHas aHeMus™;

yacmoma Heuz8ecmua. MUCIOCYTIPECCHs ™.
Hapywenus co cmoponbl uMmyHHOU cucmembl
pedko: aHaumakcus’™.

Hapywenusa memabonuzma u numaHusi
Heuacmo: TUTIOHATPUEMUS,

peoKo’ TaKToalu03*.

Icuxuueckue HapyweHus

yacmo: OECCOHHUAIILA.
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(NOCNEQCBATENEHOCTE 0002)

Hapywenus co cmoponvl nepénoti cucmemol

4acmo' TOJNOBHas 00JIb, TOJIOBOKPYKEHUE;
Heyacmo: cynoporu*®, mepudepuueckas HeWpomnaTtus®, H3MEHEHHE BKYCOBBIX OIIYIICHUH,
TUIIOCTE3UsI, TapeCcTe3ns;

yacmoma Heu3eecninag. CepOTOHI/IHOBHﬁ CUHAPOM.

Hapywenus co cmoponul opeana 3penus
Heuacmo: HEHpONaTus 3pUTEIbHOTO HepBa™, 3aTyMaHeHHOE 3peHne™;
pedko: TosiBlieHne AedEeKTOB MOJeH 3peHus™;

yacmoma Heuzgecmua. HEBPUT 3PUTCIBHOIO HepBa*, IOTEPA 3peHI/I$I*, HN3MCHCHHUE OCTPOThI

3peHus*, U3MEHEHHUE IBETOBOTO 3PEHUS .

Hapywenus co cmoponul opeana ciyxa u aabupunma

Heuacmo: 3BOH B ylIax.

Hapywenus co cmoponwl cepoya

Heuacmo: apuTMHUsl (TaXuKapIus).

Hapywenus co cmoponsl cocy0os:

Yacmo' NOBBIILIEHUE aPTEPUATILHOIO 1aBICHHUS;

Heuacmo. TpaH3UTOPHAs UIIeMUYecKas aTaka, piedut, TpoMmOodaeouT.

Kenyoouno-kuuieunvie napyueHus

Yyacmo: PBOTA, AMApes, TOIIHOTA, JIOKAIM30BAaHHAs WM TEeHEpalu30BaHHas O0oib B 0OJacTu
KMBOTA, BKJIOYAsl CIIa3MBbl B )KHMBOTE, 3aI10p, TUCTIETICHUS;

Heuacmo: CasMbl B )KMBOTE", B3[lyTHE KUBOTA, U3MEHEHHUE 1[BETA A3bIKa*, TAHKPEATHT, FACTPHT,
CYXOCTb BO PTY, TJIOCCHUT, )KHJKUAN CTYJ, CTOMAaTHUT, TPOYHE HAPYIICHUST COCTOSTHUS S3bIKA;
peoKo: TIOBEPXHOCTHOE U3MEHEHHE 11BETa 3y0OB™.

Hapywenus co cmopoHbl neyenu u sceniesvi8o0auux nymeti

Yyacmo: W3MEHEHHE pe3yJbTaToB ()YHKIIMOHAJIBHBIX TECTOB IEUYEHM, IMOBBIIIEHHE AKTUBHOCTH
bepmMeHTOB NIEYCHU (B TOM qucie, aJlaHMHaMUHOTpaHcepasbl (AJIT),
acmapraramuHoTpancdepassl (ACT), menounoit Gocdarassl (LLD));

Heuacmo: TIOBBIIIEHNE KOHLEHTPAIMH 00I1ero OUIpyoHrHa.

Hapywenus co cmopoHul Kodcu u NOOKOMCHBIX MKAHelU

yacmo: 3y, ChIMb ™,

Hewacmo: OyJUIe3HbIE TOPAKEHUS KOXKH, TSDKEIbIe KOXHBIC HEeXelaTelIbHbIe pEeaKIH,
AQHTMOHEBPOTUYECKUN OTEK™®, KpalnuBHUIIA, IEPMATUT, MTOBBILICHHAS! TOTJIUBOCTD;

pedko: TOKCMUECKHil smuiepMabHbIil Hekponus*Y; cunnpom Ctusenca-JloHcoHa*S, BacKynuT

IIPU TUIEPUYYBCTBUTEIBLHOCTU®, ajomnenus.
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. . 10 B A HOCTS 00027
Hapywenus co cmoponvl mvluieunot, ckenemHoy u coed%um’e}g i %KEEEE HOCTL 0002)

pedko: pabpoMuonmus™A,

Hapywenus co cmopoHuvl nouex u Mouesvbl8o0aWux nymetl

4acmo: TIOBBIIIIEHNE KOHLIEHTPALlM MOYEBUHBI B KPOBU;

Heyacmo': IOYe€YHasi HeI0CTaTOYHOCTh, OBBIIICHUE KOHLIEHTPALlMU KPEaTUHUHA B IJIa3Me KPOBH,
MOJILYPHUSL.

Hapywenus co cmoponvl penpo0yKmueHot cucmembsl U MOJIOYHBIX Jcele3

Heyacmo: HapyUIEHHs CO CTOPOHBI BJIarajuIla U BYJIbBHI.

Obwue HapyweHus u peakyuu 8 Mmecme 68e0eHus

yacmo: MMX0pajika, TOKaJIN30BaHHAs 0OJIb;

Heuacmo: 03H00, yTOMIISIEMOCTb, JKaX/1a.

Jlabopamopnvlie u uncmpymenmanvHole OaHHble

yacmo: OTKJIOHEHHWE OT HOPMBI MOKa3aTelned (QYHKIMM TEYEeHU, TMOBBIIICHHUE KOJIWYEeCTBa
HEUTpOoUIOB, 703UHO(PUIIOB, CHIDKEHHE TeMOrTIO0NHA, TeMAaTOKPUTa WM YHUCIIa SPUTPOLIUTOB,
MOBBILICHUE WJIM CHUKEHHUE KOJIMYECTBA TPOMOOIIUTOB WJIM JIEMKOLIMTOB, OBBIILIEHUE AKTUBHOCTU
JaKTaTAECTUAPOTreHa3bl, KpEaTUHKUHA3BL, JIUIa3bl, aMUJIa3bl, IOBBIIIEHUE KOHIIEHTPALIUH [TIFOKO3bI
HE HATOIIAK, CHIDKEHHE olmiero Oenka, anpOyMHHA, HATPHs WIM KalblMsl, MOBBIINICHUE WU
CHIDKEHHE KaJIUsl UM THIPOKapOOHATOB;

Heyacmo: OTKIIOHEHHE OT HOPMbI I'€MaTOJIOTMYECKUX IMOKa3aTesied, MOBBIIICHUE COAECpHKaHUS
HaTpUs WM KalbliUs B IJJa3M€ KPOBH, CHIIKEHHE KOHIIEHTPAllMM IJIIOKO3bl HE HATOLIAK,
MOBBILICHUE WU CHUYKEHUE XJIOPUI0B KPOBH, MOBBILLIEHHE KOJUYECTBA HEUTPO(DUIIOB.

* HexenarenbHble peaklMY, BBISIBJICHHBIE B [IOCTPETUCTPALIMOHHOM IIEPUOJIE.

Y Yacrora HeXenmaTeNbHBIX SBIEHHH, MpeiCTaBIeHHAs OLIEHOYHOM BepxHell rpanumeit 95%
JIOBEPUTENIBHOIO UHTEPBAJIA, PACCUNTAHHOU ¢ ucnoabs3oBaHueM «lIpasuma 3».

# HexenaTenpHble peaKkIMH «CIa3Mbl B KMBOTE» ONpeNeAroTca mo knaccudukanun MedDRA
KaK TEPMUH HM)KHETO YPOBHS, a HE IPEAIOYTUTENbHbIN TEPMUH.

A Cwm. paszen 4.4. moapasaen «OcoOble yKa3aHus».

Crnenytrouue noOouHble 3P PEeKTh MpU MPUMEHEHUN JTUHE30JIM/Ia B PEIKUX CIydasiX OTHOCHINCH
K KaTeropuu Cepbe3HbIX: JOKATM30BaHHAas 00Jb B 00JaCTH )KUBOTA, TPAH3UTOPHAS UIIEMUYECKast
aTaka, apTepHhalibHasi TUIIEPTEH3HS.

B KOHTponMpyeMbIX KIMHHYECKHX HCCIEIOBAHUSX, B KOTOPBIX JIMHE3O0JH] IPUMEHSJICS
MakcUMyM 28 naHell, Tonpko y 2% manueHTOB pa3BuBajach aHemus. [lpu mnpumeHeHun
HE3apernucTpUpPOBAaHHOIO IpernapaTa B paMKax IPOrpaMM PaHHEro JOCTymHa Jjsl MalUeHTOB C
KU3HEYTpoXxKaromuMu  uHpekusmu, y 2,5% (33/1326) nanueHToB, KOTOpBIEC MOJTYyYasu

nuHe3omua < 28 mHeH, pa3BUBAJaCh aHEMHs, B TO BpeMs KaK NMPH IMPUMEHEHUHW JTUHE30JIMIa
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Oonbiie 28 aHel, anemus pas3BuBanack y 12,3% (53/430f Q%Q%QEEE;'TEHEHG CTb 0002)

CooTHOIIICHHE CITy4aeB Pa3BUTHUS aHEMHH, TPEOYIOIIEH IMepelrBaHus KPOBH, cOocTaBUiio 9%
Cpeu MalrueHToB, oyJyaronux JuHezomu < 28 nueit (3/33), u 15% (8/53) B Tex cinyyasx, Koraa

JIUHE30JIU ] PUMEHsUTH OoJiee 28 mHel.

eTu
JlanHpie MO 0G€30MacHOCTH, MOJTYYEHHBbIE B KIMHUYECKHX HCCIEAOBAHHIX C ydacTHeM Ooiee
500 nanueHToB AeTCKOro Bo3pacTta (C poxkaeHHs 10 17 jer), He yKa3bIBalOT, YTO MPOQPHUIH
0€30IaCHOCTH JIMHE30JIUAA IS IeTeH OTIInYaeTcs OT npoduiist 6€30MacHOCTH ISl B3POCIIBIX.

B xonme mpoBeneHuss MHOTOLEHTPOBOTO, MPOCIEKTUBHOTO, PaHIOMH3HPOBAHHOTO JBOHHOTO
CJIETIOTO, TUIANe00 KOHTPOJIUPYEMOTO HCCICNOBaHUS 10 OleHke J(p(eKTHBHOCTH U
NEPEHOCUMOCTH PeXHMa XMMHUOTEPAINH, BKIIOYAIOIIETO MPenapar JIMHE30IN]], Y TalueHTOB C
TyOEpKYJIE30M JIETKHX C MHOXKECTBEHHOM JIEKAPCTBEHHOW YCTOHYUBOCTBIO M. tuberculosis, ObLau
BBISIBIICHBI HE)KEJIATEIIbHBIC PEAKIIUU:

Hapywenus co cmopoHbl Kposu u tumgpamuieckoli cucmemyl

yacmoma Heu3secmua. aHeMusl, 303I/IHO(1)I/IJII/I$I.

HapymeHuﬂ CO CNOpPOHDbL H€p6H012 cucmemnsl

yacmoma Heuszsecmua. TOJI0BHasA 6OJ'II>, cyaoporu, TpeMop pyK, 4yBCTBO OHCMCHUA B KOHCYHOCTH,

HEBPAITHS TPOWHHYHOTO HEPBA, FTeHEPATN30BAHHBINA CYTOPOKHBIN MPUTIATOK, TOTEPST COSHAHMSL.
OHOOKpUHHbBLE HAPYUleHUs]

yacmoma Heusgecmua . TUNIOTUPEO3, NMoBbIIIeHUe ypoBHs TTT.

Ilcuxuuecxue HApyueHusl

yacmoma neuzgecmua’. 6ECCOHHUIIA, TAPOKCU3MAIBHOE TPEBOKHOE PAacCTPOMCTBO, MIIAKCUBOCTD,
TpEBOra, pacCTPOMCTBO SMOLIUI U TOBEJCHHUS.
Hapywenus co cmoponwl opeana ciyxa u nabupunma

yacmoma Heu3eecmua:. CHUXKCHUE CIyXa, 3BOH B yIlIax.

Hapywenus co cmoponvwl cepoya

yacmoma Heus3secmua. CUHYCOBAs apUTMMA, HADKCIIYAOYKOBAsS SKCTPACUCTOJIUS, CHHMKCHMHEC

cermMeHTa ST Ha 3IeKTpoKapAHOrpaMMe.

Hapywenus co cmoponul Ovixamenvhotl cucmemsl, opeanos 2pyOHOU KIemKU U CPe00CmeHUs

Yyacmoma Heuseecmua’ Kaueib ¢ MOKPOTOM, KaTapallbHbII pUHO(QAPUHTHUT.
Kenyoouno-Kuueunvie HapyuleHus

yacmoma__Heuzeecmuna. 0O0Nb B ONUTaCTpur, AUCHCICUYCCKUC SABJICHHA, TOIIHOTA, PBOTA,

OPO3UBHBIN IaCTPUT.
Hapywenus co cmopoHbl neuenu u s#ceniesvigo0auux nymeti

yacmoma Heu3zsecnna. MOBBIIICHUE aKTHBHOCTHU (i)epMeHTOB INEYCHHU, I€IIaTOTOKCUYHOCTD.

C.14u321



COOTBETCTBYET ZKCNEPTHOMY OTHETY

ot 12.05.2025 N= 11930

(NOCNEQCBATENEHOCTE 0002)

Hapymeﬂuﬂ CO CMOPOHbL KOJMHCU U NOOKONCHBIX MKaHel

yacmoma Heuszeecmrd. 3yl KOKHBIX ITOKPOBOB, MCANKAMCHTO3HOC aKHEC.

Hapywenus co cmopoHvl MbluieyHot, CKelemHolt U COeOUHUMENbHOU MKAHU

yacmoma Heu3secmua. apTpainrus, 00JIb B CYXOKUJIUAX.

Hapywenus co cmoponsl nouek u mMouesvbi800auux nymeti

yacmoma Heuszeecmrd. TUIICPYPUKCMU, He(i)pOTOKCI/I‘-IHOCTB.

Hapywenus co cmoponvl penpo0yKmueHoU cucmembl U MOJIOYHBIX Jicele3

yacmoma Heu3secmua. ralakTopes.

Obwue HapyweHus u peakyuu 8 Mmecme 8e0eHuUs

yacmoma HeuzgecmHa. OTBpAIICHWE K THINE, MOTEpsl ammeTrurta, GpedpuibHas TemIieparypa,

MMOKPACHEHHUE 10 XOAY MOJKOKHBIX BEH.
Jlabopamophvie u uncmpymenmanvHovle OaHHblE

yacmoma Heuszsecmna. CHUKCHUE KOHLICHTpallM1 KaJIus B IJIa3ME KPOBH.

COO6HI€HI/I€ 0 ITOA03PEBACMBIX HCXKCIIATCIbHBIX PCAKIINAX

BaxxHo cooOmarb 0 T10OJ03pEBAEMbBIX HEXKEJATENbHBIX PpEAKUUsAX II0CJIE PErucTpaluu
JIEKapCTBEHHOT'O Tperapara ¢ 1elbio 00ecrnedeHns HeMpepbIBHOIO MOHUTOPUHTA COOTHOIICHUS
«T0JIb3a—PUCK» JICKApCTBEHHOTr0 Tpenapata. MeIuIuMHCKUM paOOTHUKAaM pPEKOMEHIyeTcs
co00IaTh O JIIOOBIX MOJ03PEBAEMBIX HEXKENATENbHBIX PEAKIUAX JEKapCTBEHHOIO Ipernapara
yepe3 HallMOHAJIbHBIE CHUCTEMBl COOOIIEHUS O HEKEIATEeNbHBIX PEAKIHUAX IOCy1apCTB — YJICHOB
EBpa3uiickoro 53K0OHOMHUYECKOTr'0 COI03a.

Poccuiickas ®edepayus

®denepanbHas cinyx0a mo Haa30py B cdepe 3apaBooxpanenus (PocsnpaBuanzop)

Anpec: 109012, r. Mocksa, CraBsiHCKasl IIIomiaap, 1. 4, ctp. 1.

Tenedon: + 7 (800) 550-99-03.

OnekTponHas noyra: pharm@roszdravnadzor.gov.ru

Caitt B MH(OPMaLMOHHO-TEIEKOMMYHUKAMOHHON cetu «HTEpHETY!

https://www.roszdravnadzor.gov.ru

4.9. Ilepeno3npoBka
CHMIITOMBI

Het cooOuienuii o ciydasx nepeao3upoBKH.

Jleuenue
[Ipy HEOOXOIMMOCTH TPOBOAST CHMITOMATHYECKYI Tepamuio (B T.4. HEOOXOIUMO

MOJIJIEP)KUBAThH YPOBEHB KITyO0oukoBo# punbTpanun). [Tpumepro 30% 10361 BHIBOAUTCS B TEUECHUE
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COOTBETCTEYET 3K
ot 12.05.

3 4 npu remouanu3e. Het manHbIX 00 YCKOPEHHH BLIBeﬁQfﬁﬁ'Méb%E%bJﬁﬁleﬁjthM

JTUaTA3e Wi reMonepdy3uu.

5. PAPMAKOJIOTMYECKUE CBOMCTBA
5.1. @apmakoauHaMHuYecKHe CBOiicTBA
dapMakoTepareBTUYECKass TPYIa: aHTHOAKTepUAIbHBIC CpPEACTBA CHCTEMHOIO JCHCTBHS,

Jpyrue anTUOAKTepHaIbHBIC CPENICTBA.

Kon ATX: JO1XX08

MexaHu3M IeHCTBUS

JIluHe30MM], CHHTETHYECKMH aHTHOAaKTepHUalbHbIM Ipernapar, OTHOCUTCS K HOBOMY KJaccy
POTUBOMHUKPOOHBIX CPENICTB, OKCA30JIMIMHOHAM, aKTHBHBIX IN VItr0 B OTHOLICHUH a’3pPOOHBIX
IPaMIIOJIOKUTEIBHBIX OaKTepHUil, HEKOTOPBIX I'PaMOTPULATENIbHBIX OaKTepud MU aHa’pOOHBIX
MHUKPOOpPraHu3MoB. JIMHE30/uj CEeJIeKTUBHO HWHIrUOMpYyeT cuHTe3 Oeika B OakTepusax
IIOCPEJICTBOM CBSI3bIBaHUS C OAaKTEpHAIbHBIMU pHOOCOMAMU M IPEJOTBpAleHUsT 00pa30BaHUs
(YHKIIMOHAJIBHOTO HWHULMUpYIOUlero komiiekca 70S, SBISIOLIETOCs BaKHBIM KOMIIOHEHTOM

nporecca TPaHCISIIUN TP CHHTEe3e OerKa.

Ddapmakoangamuueckue 3P EKThI

YyecmeumenbHocnb
[Mpenapar akTuBeH in Vitro u in vivo

I pamnonoorcumenshole a3D06bl

Enterococcus faecium (Bkirodast rraMMbl, pE3UCTEHTHBIE K BAHKOMHITHHY)
Staphylococcus aureus (Bkiro4ast METHIMUTHHPE3UCTEHTHBIC IIITAMMBI)
Streptococcus agalactiae

Streptococcus pneumoniae (BkJIro4ast IoJMPE3UCTEHTHBIE IIITAMMBI)
Streptococcus pyogenes

Llpyeue mMukpoopeanuzmoi

M. tuberculosis
[penapat akTuBeH In Vitro

I pamnonooxcumensvHole a3l706bl

Enterococcus faecalis (Bkirouast mrraMmbl, pe3UCTEHTHBIE K BAHKOMUIIMHY)
Enterococcus faecium (taMmbl, 9yBCTBUTEITbHBIC K BAHKOMHIIUHY)
Staphylococcus epidermidis (Bxirouast METHITMITMHPE3UCTEHTHBIC [IITAMMBI )
Staphylococcus haemolyticus

CtpenTokoKKH rpymisl Viridans
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(NOCNEQCBATENEHOCTE 0002)

I pamompuyamenvuvie 6131?06bl

Pasteurella multocida

Pe3ucteHTHBIE K IMHE30JIM1y MUKPOOPTaHU3MBI
Haemophilus influenzae

Moraxella catarrhalis

Neisseria spp.

Enterobacteriaceae spp.

Pseudomonas spp.

Pe3ucTeHTHOCTE

MexaHu3M JEHCTBHS JMHE30JIUAa OTIMYACTCS OT MEXAaHH3MOB JCUCTBHUS MPOTHBOMUKPOOHBIX
[IPEnapaToB JAPYrux KIJIAccoB (HAaNpuMep, aMUHOIVIMKO3MJIOB, OeTa-JakTaMoB, aHTarOHHCTOB
¢donueBol  KHCIOThHI, IJIMKONENTHUJOB, JIMHKO3aMMJOB, XHUHOJOHOB, pPHU(aMUIMHOB,
CTPENTOIPaMMHOB,  TETPALMKIMHOB U  XJIOpaM(pEHHKOJa), IO3TOMY  IEepEeKpPecTHOU
PE3UCTEHTHOCTH MEXKIYy JIMHE30JIMAOM M 3THMM IIperapataMu He cyuiectByer. JInneszomun
AKTMBEH B OTHOIICHWHM IIATONE€HHBIX MHKPOOPTraHW3MOB, KaK YYyBCTBUTEIIBHBIX, TaK U
PE3UCTEHTHBIX K 3TUM IIpenaparaM. Pe3MCTEHTHOCTD 110 OTHOLLIEHUIO K JIMHE30JUAY Pa3BUBACTCS
MEIJIEHHO — IyTeM MHOrocraiuifHol myramuu 23S pubocomanshoit PHK u mpoucxomur c

yactoToii menee 1 x 10°—1 x 10712,

5.2. apmakoKuHEeTHYeCKHUE CBOHCTBA

AGcopbuus

[Tocne mprieMa BHYTpb JIMHE30JIH]] OBICTPO M MHTEHCUBHO BCACBIBACTCS U3 HKETYA0UYHO-KUIIEYHOTO
TpakTa. MakcuMalibHasi KOHIICHTpaIus JIMHe30uaa B 11a3Me KpoBU (Cmax) — 21,2 Mr/i, cpeaHuit
HIePHOJ BPEMEHH JI0 JOCTHYKEHHSI MAKCUMAIbHOW KOHIEHTpaliu JuHe30 a2 B KPOBU (TCmax) —
2 4, abcomoTHast OMOJJOCTYITHOCTh cocTaBisieT okoo 100%.

[Tpriem UM HE BIMSET HA BCAChIBAHME JIMHE30JI1/1a. PaBHOBECHAsI KOHLIEHTpALUs JINHE30JIM1A B

KpPOBH OOCTHUTACTCA HA 2 JACHb IIprueMa.

Pacnopenenenune

O06mbeM pacnipesieneHus JIMHE30JIUAa PU JOCTHKEHIH PABHOBECHON KOHIIEHTPAIMU Y 3/I0POBOTO
B3pOCJIOr0 YelioBeKa cocTaBisieT B cpeaneM 40—50 11, 4To mpuMEpHO paBHO 00IIEMY COAEPIKAHUIO
BO/AbI B opranu3me. Cs3piBaHue c Oenkamu Mia3Mbl cocTaBiseT 31% u He 3aBUCUT OT

KOHICHTpPAUHX JIMHE30JI1Ja B KPOBH.
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(NOCNEOOBATENBLHOCTE 0002)

Bbuorpancdhopmarimsg

YcranoBneHo, uTO n30hepMeHThI IuToXpoMa P450 He ydacTBYyIOT B METa0OIM3ME JIMHE30IUIa
in vitro. JluHe30omua HE UHTHOMPYET M HE MOTEHIMPYET AKTHBHOCTh KIMHUYECKH BaXKHBIX
nzodepmentoB nuroxpoma P450 (1A2, 2C9, 2C19, 2D6, 2E1, 3A4).

Metabonnueckoe OKHCIEHHE MPUBOIUT K OOpa3OBaHUIO JIByX HEAKTHBHBIX METaOOIMTOB —
THIPOKCUATUATIMIMHA (OCHOBHOM METa0OJIMT Yy 4YelloBeKa, oOpasyercs B pe3yibTare
He()EPMEHTATUBHOTO TPOIIECCa) U aMHUHOATOKCUYKCYCHOM KHCIOTHI (00pa3yercs B MEHBIIUX

KOJ'II/ILIGCTBaX). Taxske onmcanbl APYyru€ HCaKTUBHBIC METaOOIUTEI.

OIMMUHALMSA

Brenoueunslii KIIMpeHC cOCTaBisieT 0KOJI0 65% wimupenca nuHezonuaa. C yBelInyeHUEM 1036l
JMHE30JIM]a OTMEYAeTCsl HeOOIbIIas CTETeHb HETMHEHHOCTH KIMPEHCca. DTO MOKET OOBSCHITHCS
CHI)KEHHMEM IIOYE€YHOT0 M BHEMOYEUHOro KJIMPEHCa MPH BBICOKOHM a03e nmuHe3onuaa. OnHako
pa3Inurs KIMPEeHca HEBEIUKHU U He BIUSIOT Ha KaKYIIUNACS IEPUOJ MOTYBBIBEACHHUS.
JIune3onuy y MallMeHTOB ¢ HOPMaJIbHOW (PYHKLMEH MOYEK U MpPHU MOYEUHOH HEIO0CTaTOYHOCTHU
JETKOM ¥ CpeAHell CTEeNeHW BBIBOAUTCA IMOYKaMU B Buje TuapokcudTuiarmnuHa (40%),
aMUHOITOKCUYKCycHOW KucaoTel (10%) u B HemsmenenHoMm Bujae (30-35%). Kumeunukom
BBIBOJIUTCS. B BUJE TUAPOKCHATHWINIHIMHA (6%) W aMHUHOSTOKCHUYKCYCHOM KHCIOTHI (3%).
Jlune3onu B HEU3MEHHOM BH/JIE€ TPAKTHUYECKH HE BBIBOJIUTCS KUIIICUHUKOM.

Ilepnon nonyBbIBEICHHUS INHE30JIMA B CPETHEM COCTABISAET 5—7 4.

(I)apMaKOKI/IHeTI/IKa B OTACJBbHBIX Ipynnax manpueHToB

IloyeuHas HEAOCTATOYHOCTh

[Tocne omHOKpaTHOTO MpUeMa JinHe30iuaa B o3¢ 600 Mr manmueHTaMu C TSDHKEJIOW MOYeUHOU
HEJ0CTAaTOYHOCThIO (KIMpeHC KpeaTuHuHa <30 MJ/MUH) KOHUEHTpalus JBYX €ro OCHOBHBIX
MeTaboJIMTOB Bo3pacrajia B 7—8 pas.

Opnako yBenmunuyenus AUC (miomans Mmoja KpPUBOKW «KOHIEHTPALUS-BPEMS») HCXOTHOTO
npenaparta He Habmoganock. HecMoTpst Ha TO, 4TO IpU reMo/IMaIN3e BBHIBOAUIIOCH HEKOTOPOE
KOJIMYECTBO OCHOBHBIX METAa0OJIUTOB, UX KOHIIEHTpAIHs B I1a3Me KpoBH mocie npuema 600 mr
JIMHE30JIUAa U IPOBEIECHUS TPOLEAYPHI AUATIN3a OCTABAJIACh CYLIECTBEHHO BbIIIE KOHLIEHTPALUU
B KPOBHU Y MAIlMEHTOB C HOPMAJIbHON (PYHKIIMEH MOYeK, JETKOM MM CpeAHETHKEIoN MoYeyHON

HEAOCTATOYHOCTHBIO.

IIeueHOUHAS HEAOCTATOYHOCTDH

HMmeroTcss orpaHUYeHHbIE JaHHbBIE, YTO Yy MAlUEHTOB C JIETKOW M CPEIHETSDKEION MEUEHOUHOU
HesmocTaToyHocThio (kMacc A u B mo knaccudukaumm Yaitna-Ilsio) ¢apmakokuHeTHKa

JIMHE30JIn[Ja U IBYX €0 OCHOBHBIX METa0O0IUTOB HE U3MEHSIETCH. cDapMaKOKI/IHCTI/IKa Y NaluCHTOB
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ot 12.05.2025 N= 11930

C TOKEJIOU IIEUEHOYHOM HEIOCTATOYHOCTHIO (Kiracc c”ﬁb-%%ﬂ%ﬁqﬁﬁﬁiﬁﬁéi HE

COOTBETCTBYET 3KCNEPTHOMY OTUYETY

u3ydanack. OHAKO MOCKOJBKY JMHE30JIH] METa0oIM3upyeTcsi HehepMEHTHBIM IyTeM, TO HE

OKHNIACTCA 3HAYUMOI'O HAPYHICHUS €TI0 MeTa0oa13Ma npu IICYCHOYHOM HEAOCTATOYHOCTH.

JInIia moKMI0Tro BO3pacTa

VY manueHtoB B Bo3pacte 65 jer u crapiie ¢papMaKOKHMHETHKA JIMHE30JIUa CYIIECTBEHHO HE

HU3MCHACTCA.

[TanmeHThI )KEHCKOI'O 10JIa

v KECHIIMH 00BeM pacrpeaciICHuA JTUHE30JIMAa HECKOJIBKO HUXKE, UYEM Y MYXKUHMH; Y HUX TAaKXKC Ha
20% cHmKeH CpeI[HI/Iﬁ KIIMPCHC ITPU paCvYCTEC HA MACCY TCJIA. KOHLICHTpaLII/ISI JIMHEC30JIMJa B I1J1a3MC
KPOBH JKCHIIIMH BBIIIC, YEM Yy MYXKXYUH, YTO MOXKCT OTHACTU O0OBICHATHCS pasiiniusiM MacCChbl
TCIa. OI{HaKO, INOCKOJIBKY IHI€pUOa IIOJYBBIBCACHHUA JIMHC30JIUAA Y MYXYMH MW KCHIIUH
CYHICCTBCHHO HE OTJIMYACTCA, HCT IOBOAA OXUIAATH IMOBBIIICHUA KOHOCHTPAIWU JIMHC30JMAa B

IJ1a3M€ KPOBHU KCHIIUH BbIIIC [ICPEHOCUMOT'O YPOBHS, TaK YTO KOPPCKIHU NO3bI HE Tpe6yeTc;1.

eTn
VY mnoapoctkoB (12—-17 ner) dapmakokuHeTHKa JTWHE30JUIA, MPUHIATOrO0 B 03¢ 600 mr, He
OTJIMYAIACh OT KMHETHKHU Yy B3pPOCIbIX. TakuM 00pa3oM, MpU Ha3zHAueHUH mojapoctkam 600 mr
JTUHE30NMa Kax/able 12 4 ero KoHIEeHTpalus OyIeT Takoi ke, Kak Y B3pOCIbIX MPH Ha3HAUCHUHU

TOW K€ JI03EI.

6. PAPMAIIEBTUYECKHE CBOMCTBA
6.1. IlepeyeHb BCIOMOraTeIbHbIX BellleCTB
—  Kpaxmall KyKypy3Hbli;

— KpOCKapMeiio3a HaTpus,

— MaHHUTOI,

— Mar"ws cTeapar;

— nosunoH K-30;

—  [EJUTIONI032 MEUKPOKPHCTAIUINIECKAs!.

[TneHoyHas 000I0YKa.

— Omanpait 6emnblil, B TOM YUCIIE!

— TUnpomesnio3a (THUIAPOKCUTIPOTTUIMETHIIIEILTION03A);
— TUMNpoio3a (TUAPOKCUTTPONUIIIIEILTION03a);

—  TaJbK,

— THTaHa JUOKCHUI.
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6.2. HecoBMecTHUMOCTH

He npumenumo.

6.3. Cpok roaHocTu (CpoOK XpaHeHHs )

3 rona.

6.4. OcoOble Mepbl MPEIOCTOPOKHOCTH NMPU XPAHEHUH

XpaHuTb 1pu Temieparype He Bbiie 25 °C B yriakoBKe NPOU3BOAUTEIS.

6.5. XapakTep U cofep:kaHHe NEPBUYHOI YIAKOBKH

[To 10 TabneToK B KOHTYPHYIO STUEHKOBYIO YIIAKOBKY U3 INICHKH NOTMBUHUIXJIOPUIHON U POITBTH
QIIOMUHUEBON NIEYaTHOHN JJaKUPOBaHHOIA.

[To 1, 2, 3 KOHTYpPHBIX SYEHKOBBIX yMakoBKH Mo 10 TabimeTok BMecTe C HHCTPYKIMEH IO

MPUMCHCHUIO ITOMCHIAIOT B ITAYKY M3 KapTOHA.

6.6. Oco0ble Mepbl NPeIOCTOPONKHOCTH NPH YHUYTOKEHHH HMCIOJb30BAHHOIO
JIEKAPCTBEHHOI0 mNpenapara WJH OTX0JA0B, TMOJYYEeHHBIX IOcCjd€e NPUMEHEeHUs
JIEKAPCTBEHHOI0 Mpenapara, ¥ Apyrue MaHuIMyJIsiiHU ¢ NPenapaTom

Oco0ble TpeOOBaHUS OTCYTCTBYIOT.

7. IEPKATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHUSA
Poccuiickas ®enepanus

3A0 «KaHoHpapma MpogaKIIH»

141100, MockoBckas 00u1., T.0. [1]&nkoBo, r. [I]énkoBo, yn. 3apeunas, a. 105.
Ten.: +7 (495) 797-99-54.

OnexTpoHHas noyra: safety@canonpharma.ru

7.1. IIpeacTaBUTE/Nb AEPKATEIS] PETHCTPALMOHHOI0 YI0CTOBEPEeHHUs

[Iperen3un norpedUTENEH HAOPABIATE 110 aIPECY:

Poccuiickas ®@enepanns

3A0 «KaHoHpapma MpogaKIIH»

141100, MockoBckast 0011., r.0. lI{énxoBo, T. [I{énkoBo, yn. 3apeunas, a. 105.
Ten.: +7 (495) 797-99-54,

+7 (800) 700-59-99 (GecmnatHas ropstuast TuHMs 24 daca).

OnekTponHas noyra: safety@canonpharma.ru

8. HOMEP PETUCTPAIIUOHHOI'O YIOCTOBEPEHUS

C.20m321
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9. JIATA TMEPBUYHOIN PETMCTPAIIMU (MOATBEPAEHMS PEFMCTPAILMY,

INEPEPETUCTPALIMN)

JlaTa nepBoi perucTpanuu:

10. JATA NEPECMOTPA TEKCTA
OOmiass xapakTepucTUKa JieKapcTBeHHOro mpenapara Jlunesomua KaHoH noctynmHa Ha

UHPOPMALIMOHHOM TopTane EBpa3suiickoro SKOHOMHYECKOTO0 COI03a B HH(POPMAIIMOHHO-

KOMMYHHKaIMOHHOM cetu «HTepHeT» http://eec.eaeunion.org/.
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