COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 18.01.2024 N2 733

OBIIAS XAPAKTEPUCTHKA JEKAPCTBERHOT O TIPEITAPATA

1. HAUMEHOBAHMUE JIEKAPCTBEHHOTI O IIPEIIAPATA

Jlunezomuz, 200 mr, TaOIETKH, MOKPBITHIC MJICHOYHOW 000JI0UKOM.
Jlunesomuna, 400 Mr, TabIETKH, MOKPHITHIC TIIICHOYHON 000JI0YKOH.

Jlunesomuza, 600 Mr, TabaeTKH, MOKPHITHIC TIIICHOYHOH 000JI0YKOH.

2. KAUECTBEHHbBIN 1 KOJIMYECTBEHHBIA COCTAB

JelicTByrolee BeEeCTBO: JINHEZ0IU.

Jlunezomua, 200 Mr, TabJIETKU, OKPBITHIE IUIEHOYHON 000J10YKON

Kaxxnas Tabnerka, moKphITas INIEHOYHOU 000J109koid, coaepkut 200 Mr nHe30Iua.

JInrezomua, 400 Mr, TabJIETKU, OKPLITHIE ILIEHOYHOH 000JI0YKON

Kaxxnas Tabnerka, mokpbITas INIEHOYHOM 000J10uK0H, coaepxkuT 400 Mr auHe30IMAA.

Jlunezomua, 600 Mr, TabJIETKH, MOKPBITHIE INIEHOYHON 000J10YKON

Kaxxnas Tabnerka, HOKphITas INIEHOYHOW 000J109K0M, coaepKuT 600 Mr TMHE301/1a.

ITonnbI MEPCUCHb BCIIOMOT'aTCIIbHBIX BCHICCTB IIPHUBCIACH B pa3aciic 6.1.

3. JEKAPCTBEHHAA ®OPMA

TabneTKu, MOKPHITHIE MIICHOYHOM 000TI0YKOM.

JInneszomna, 200 Mr, TaOIETKH, HOKPBITHIE IINIEHOYHOW 000JI0UYKOM

Kpyrible OBOSIKOBBINTYKJIbIE TAaOJIETKH, MOKPBIThIE TUIEHOYHON 000JI04KOW O€l0ro Miud MOYTH
0esoro 1BeTa.

JInnezomma, 400 mr, Ta6J'IeTKI/I, TIOKPBITHIE IIJICHOYHOMN 000JI0YKOU

Kpyrible OBOSIKOBBINTYKJIbIE TAaOJIETKH, MOKPBIThIE TUIEHOYHON 000JI04KOW O€n0ro Mid MOYTH
OeJoro 1BeTa.

JInnezomma, 600 mr, Ta6J'IeTKI/I, TIOKPBITHIE IIJICHOYHOMN 000JI0YKOU

KarncynooOpa3Hbie BOSKOBBITYKIIbIE TaOIETKH C PUCKOW, MOKPBITHIE TIIEHOYHON 000JI04KON
0eJIoro WM No4TH 0enoro IBeTa.
Ha momepeunom paspese TabieTku 10001 JO3UPOBKH BHIHBI J1BA CIIOS: PO OEI0ro WM MOYTH

Oenoro OBCTA U IJICHOYHAasA 000J10YKa.

4. KIMHUYECKHUE JAHHBIE

4.1. Iloxka3aHusi K NPUMEHEHUIO

HpenapaT JInHe3o0mm MoKa3aH K MMPUMCHCHUIO Y B3POCJIbIX U JeTei crapuie 3 J1eT 10 MOKAa3aHMIM.
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YTO OHHU BBI3BaHBl UYBCTBUTEIBHBIMH K JIMHE30JUAY ad’pOOHBIMH M aHa’pOOHBIMU
IPaMIIOJIOKHUTEIBHBIME MUKPOOPraHU3MaMH  (BKJItOYash HMH(EKIHH, COMPOBOXKIAIOLIHECS
OaktepueMueii):
- BHeOONBHMYHAsS ITHEBMOHMs, BbI3BaHHas Streptococcus pneumoniae  (BKirouas
MOJINPE3UCTEHTHBIE IITAMMBbl), BKIIIOYasl CIy4au, COMPOBOXKIAIONINECS OakTepueMueH, Wiu
Staphylococcus aureus (ToJbKO METHIIMIUIMHYYBCTBUTEIIBHBIC IITAMMBI);
- rocmnuTanbHas ~ MHEBMOHHUS,  BbI3BaHHas  Staphylococcus — aureus  (Bkirouas
METULWLTHHYYBCTBUTEIbHBIE U METUIWUIMHPE3UCTEHTHbIE IITaMMBbl) WU Streptococcus
pneumoniae (BKJIro4as MoJIMPE3UCTEHTHBIC [IITAMMBI);
- OCJIO)KHEHHBbIE MH(EKIMH KOXH M MATKAX TKaHEH, BKIIOYas WHPEKUUH MPU CHHIPOME
IMabeTUUECKOM CTOTIBI, HE COMTPOBOXKIAIOIINECS OCTECOMUEITMTOM, BbI3BaHHbIe Staphylococcus
aureus (BKJIHOYash METULUJUIMHYYBCTBUTEIBHBIE M METHIWUITMHPE3UCTEHTHBIC IITAMMBI),
Streptococcus pyogenes uiu Streptococcus agalactiae;
- HEOCJOKHEHHbIe MH(MEKIIMH KOXHM M MATKUX TKaHeW, BbI3BaHHbIe Staphylococcus aureus
(TONBKO METULIMJUIMHIYBCTBUTEIHHBIC IIITAMMEI) WU Streptococcus pyogenes;
- nH(EKIMU, BBI3BaHHbBIC PE3UCTEHTHRIMU K BaHKOMUIIMHY ENnterococcus faecium, B Tom uucie
COIPOBOXKAAIOIINECS OaKTeprueMueH.
[Tpenapat JIunezonua nokazaH K IPUMEHEHUIO y B3POCIBIX 110 MOKA3aHHIM:
e B COCTaBe KOMOWHUPOBAaHHON Tepamuu TyOepKysies3a JEeTKHX, BBI3BAaHHOTO IITaMMaMHU
Mycobacterium tuberculosis ¢ MHOkeCTBEHHO# JIEKapCTBEHHOH YCTOWYHBOCTBIO.
[lpu ompenenenuwu, sBIsieTcs U TpenapaT JIMHE30MWA MOAXOIIIIAM JICYCHHEM, CIEAYeT
OPUHUMATh BO BHUMAHUE PE3yIbTaThl MUKPOOHOIOTHYECKUX UCCIIEA0BAHUH MIIM HHPOPMALIUIO O
pacIpOCTPAaHEHHOCTH  PE3UCTEHTHOCTM K  aHTHOaKTepHalbHBIM  IpernapataM  Cpeau
TPaMIIOJIOKHUTEIBHBIX OAKTEPHIA.
JluHe30/M/] HE aKTUBEH MPOTHB WH(EKIMHA, BBI3BAHHBIX IPaMOTPHUIIATEILHBIMU MaToreHamu. [1pu
MOJIO3PEHIH WJIM TOJATBEPKIECHUH TPaMOTPHUIIATENILHBIX I1aTOTEHOB JOJDKHA OBITh Hayara

CHCI_II/I(l)I/I‘-ICCKaSI Tepalud IMPOTUB I'PaMOTPULATCIIbHBIX MUKPOOPIraHU3MOB.

4.2. Pe:kuM 103UPOBaHNS M CIOCO0 MPUMeEHEHHU s

PexxuMm no3upoBaHus

[TatieHTOB, KOTOpPHIM B Hayaje TEpaluu JIMHE30JUJ Ha3HAYMId BHYTPUBEHHO (B/B), B
JaNbHEHIIeM MOXKHO TepeBeCTH Ha JIIo0ylo JIEKapCTBEHHYIO (opMy mpemnaparta i Mpuema
BHYTPB, IIPH 3TOM MOJ00D A03bl HE TpeOyeTCs, TaK Kak OMOAOCTYITHOCTb JTMHE30JIMa IPU IIpreMe

BHYTpb coctaisieT moutu 100 %.
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ymurenst! hdwalfusHilin irsirecrtr g, a

[Tokazanus (Bkiro4Yas HHGEKIUH,

COITPOBOKIAIOIIMECS OaKTepueMHen)

Pa3oBag nosa

Pexomennyemas
MPOJIOTKUTEIIBHOCTh

JICUCHUA

- BHeOOJBbHUYHAS ITHEBMOHHA, BbI3BaHHaA

Streptococcus pneumoniae (BKITIOUAS

MOJIMPE3UCTCHTHLIC IJ_ITaMMLI), BKJIXO4as
CIIy4au, CONPOBOXKIAIONIUECS OAaKTePUEMHEH,
wm  Staphylococcus — aureus  (Tosbko
MCTUIHWINIMHYYBCTBUTCIIbHBIC IHTaMMLI)

- TrocmnurallbHasd ITHCBMOHHS, BbI3BaHHAas

Staphylococcus aureus (BKITFOUAs
MCTUIHWIINIMHYYBCTBUTCIIbHBIC u
MCTUIHJIMHPE3UCTCHTHLIC IJ_ITaMMLI) 1M
Streptococcus pneumoniae (BKITFOYast
MOJIMPE3UCTCHTHLIC IHTaMMbI)

- OCJIOKHEHHBIC I/IH(l)eKLII/II/I KOXH U MIATKHUX
TKaHeH, BKIOYas WHOEKIUU MPU CHHIPOME
IHa0eTUIECKOM

CTOIIHI, HE

COIMPOBOXKAAOIIHNECAH OCTCOMHUCIIUTOM,
BbI3BaHHBIE Staphylococcus aureus (Bkimovast
MCTUIHINIMHYYBCTBUTCIILHBIC u
MCTUHHIIMHPE3UCTCHTHBIC HJTaMMBI),
Streptococcus pyogenes wmmm  Streptococcus

agalactiae

600 mMr BHYTpb

Kaxkaple 12 yacoB

10-14 nueit

- HCOCJIOKHCHHBIC I/IH(I)CKI_II/II/I KOXHU U MATKUX
TKaHel, BbI3BaHHBIC Staphylococcus aureus
(TOJ‘ILKO MCTUIUJINIMHYYBCTBHUTCIIbHBIC

mTaMMBbl) Wik Streptococcus pyogenes

B3pocanbie: 400 mr
BHYTpb Kaxzple 12 4
IToxpoctku: 600 Mr

BHYTpb Kaxple 12 4

10-14 gueit

- WH(EKIMH, BbI3BAHHBIC PE3UCTEHTHBIMH K
BankomunuHy Enterococcus faecium, B Tom

YHUCJIe COMPOBOXKIAIONINECS OaKTepueMHen

600 Mr BHYTpB

Kaxnpeie 12 gacoB

14-28 nuent
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COOTBETCTBYET 3KCNEPTHOMY OTUYETY
ot 18.071.2024 N= 7335

[Ipu TyOepKyne3e JErkMX, BBI3BAHHOM mTaMMa’Mz’I:'::-N/@éd%g&gﬁmlﬁ'HngEFbm&ié c

MHOXECTBEHHO! JIEKapCTBEHHOH ycToitunBocThio — 600 Mr 1 pa3 B CyTKH C JUIMTEIBHOCTBHIO
TEpanuy B UHTCHCUBHOM (a3e 24 Hexemn.

Oco0nlie T'PpYHOIIbI TAIKMEHTOB

Tayuenmsi noscunozo 6ospacma
Koppexkiun 10361 He TpedyeTcsl.
Tayuenmoi ¢ Hapywenuem yHKyuu novex
Koppexkuuu no3sl He Tpebyercs. B cBsa3u ¢ tem, uro 30 % nuHe3onuaa ynpaisercs Npu
reMoualn3e B TeUeHUEe 3 4acoB, JMHE30JIU]] JOKEH IPUHUMATHCS T0Cie MPOBEACHUS 1Ualn3a
HalyreHTam, HyX/IaloIIMMCs B HEM.
THayuenmoi ¢ HapywieHuem yHKYuU neveHu
Koppekuuu 10361 HE TpedyeTcs.
eTu
Jlemu 0o 3 nem
[Ipumenenue npenapaTta NpOTUBOIIOKA3aHO (cM. pasnen 4.3).

Ilemu om 3 0o 11 nem

[Toxazanus (BKiIrO4Yast HHGEKITUH, PasoBas nosa Pexomengyemas
COIPOBOXKTAOIHECS OaKTepUEMHUEH) MPOJIOJDKUTENEHOCTh
JICYEHHUS

- BHEOOJbHMYHAs ITHEBMOHHWS, BbI3BaHHAs
Streptococcus pneumoniae (BKIIIOUAs
MOJIMPE3UCTCHTHELIC HITaMMI)I), BKJIXO4as
Clly4au, COMPOBOXKAAIOIINECS OaKTepueMueH,
wi  Staphylococcus — aureus  (Tosibko
METHIMUTAHYYBCTBUTEIILHBIC IIITAMMBI)

- TOoCIUMTaJIbHasA IITHEBMOHHA, BbI3BaHHAasA
Staphylococcus aureus (BKITIOUAs 10 Mr/Kr BHYTpb 10-14 mueit
METHIMUTAHIYBCTBUTEIIBHBIC u KaXK7ple 8 4acoB
METHIIMUTMHPE3UCTCHTHBIC IITAMMBI) WM
Streptococcus pneumoniae (BKITIOUAst
MOJIMPE3UCTCHTHEIC H_ITaMMI)I)

- OCNIOKHEHHBIE MH(EKIUU KOXKHU U MATKHUX
TKaHeH, BKIOYass MHPEKIUU MPH CUHAPOME
IHa0eTUIECKOU CTOIIBI, HE

COIMPOBOXKAAOIIHNECA OCTCOMUECIUTOM,
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COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 18.01.2024 N2 733

EOCOBATENEHOCTE 000T)

BbI3BaHHbIe Staphylococcus aureus (Bkiroyast

MCTUIHJIJIMHYYBCTBUTCIIbHBIC 158
MCTUIUIIJIIMHPE3UCTCHTHBIC IHTaMMBI),
Streptococcus pyogenes mim Streptococcus

agalactiae

- HEOCIIO)KHEHHbIE MH(DEKIINN KOXKU U MATKUX Hetn ot 3 1o <5

TKaHe#, Bb3BaHHBIC Staphylococcus aureus | met: 10 MI/Kr BHYTpb

(TONBKO METHUIUUIMHYYBCTBUTEIIbHBIE KaKObIe 8 4acoB. 10-14 nueit
mramMMbl) uia Streptococcus pyogenes Hetu 5-11 ner:
10 Mr/kr BHYTpB
Kakaple 12 yacoB
- WHQEKIHWH, BBI3BAHHBIC PE3UCTCHTHBIMH K 10 mMr/Kr BHYTpb
BaHkoMuimHy Enterococcus faecium, B tom KaX/ble 8 4acoB 14-28 nueit

qHCIIe CONPOBOXKAAIOIINECS OaKTepueMuen

Jlemu 12 nem u cmapwe
Pexxum no3upoBanust ns aereit ot 12 no 18 ner He oTiMYaercs OT peXuMa JO03UPOBaHUS IS
B3pOCJIBIX.

Cnoco6 IIPUMCHCHUA

Bnytps.

HpenapaT MOKHO IPUHUMATDb KaK BO BpEMs €4bI, TaK U MCXKY NpUEMaMU IMUIIIHA.

4.3. IlpoTuBONOKAa3aHUS

e [ UmepuyyBCTBUTENBHOCTh K JIMHE30JIUAY /MM K JHOOOMY M3 BCIOMOTAaTEIbHBIX BEIIECTB,
IIEPEUNCIICHHBIX B pazzene 6.1.

e OpnHOBpeMEHHBIH IPUEM JIMHE30JIUAA C IpernapaTaMu, MHTHOUPYIOUTMMHA MOHOAMUHOKCHIAa3bl
(MAO) A nnu B (nanpumep, penensus, u3okapookcasui, CeJIerminH, MOKJIOOEeMI ), a TaKxKe
B T€UEHHE 2 HEJEINb MOCIIe IPEKPALCHHs pUeMa Ha3BaHHBIX Iperaparos.

e [Ipu oTCYTCTBUM TIIATEIHHOTO HAOIIONEHUS 32 MTAMEHTAMH M MOHUTOPUHTA apTEePHaIbHOTO
JIaBJICHUS HE ClIelyeT Ha3Ha4yaTh JTUHE30JIN/I;
- TAaUeHTaM C HEKOHTPOJUPYEMOW apTepHalibHON TrumnepreH3uel, (peoxXxpoMOLUTOMOMH,
TUPEOTOKCUKO30M,  KapUMHOMIHBIM  CHHJPOMOM,  OHUIOJSPHBIM  PacCTPOMCTBOM,
1m130a¢(HPEeKTUBHBIM PACCTPOUCTBOM U OCTPHIM COCTOSIHUEM CITYTaHHOCTH CO3HAHUS;
- TaIMeHTaM, OJYYaOIUM CIeTyIONINe TUITBI IPENapaToB: aJpeHOMUMETHKH (HApuMep,

nceBnoddenpus, (EeHWINpPONaHOJIaMHH, OJHOUHEPPUH, HOpPANUHEPpPUH, J0O0yTaMUH),
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nopaMUHOMHUMETUKH (Hampumep, 1o¢pamMuH|), HHrHGiJIjr';'ﬁp-ﬁ-l gé)';%ﬁb-lr_ggﬂﬂg'ﬂa -l_CEpJ)T'cﬂIi/IHa,

= R

TPULUKINYECKHUE aHTUAenpeccanTsl, aroHUCcThl S-HT1 penentopos (Tpurtansl), MEnepuanH
i OyCIIUPOH.

e Jlerckuii Bo3pact A0 3 neT (BBUY HEBO3MOXKHOCTHU a/IeKBATHOTO 11000pa 103bI).

e Jlerckuii Bo3pacT A0 18 jeT mo moka3zaHUIO: TyOepKyse3 JIETKHX, BbI3BAaHHBIN IITaMMaMH

Mycobacterium tuberculosis ¢ MHO>keCTBEHHO# JIEKapCTBEHHOH YCTOWYHBOCTBIO.

4.4. OcoOble yka3aHMsl M1 Mepbl PeI0CTOPOKHOCTH NPH NPUMEHEHUH

C 0CTOPOKHOCTBIO

Tlayuenmoi ¢ noueunoii HeOOCMamMoOyYHOCMbIO

BcenenactBue HEW3ydeHHOW KIMHHYECKOHW 3HAYUMOCTH JIBYX TIEPBHYHBIX METa0OJIMTOB
JUHE30JuJa y IAalMEHTOB C TSDKEJIIOM IIOYEYHOM HENOCTATOYHOCTBIO, JIMHE30JIU] JIOJIKEH
HCIIOJIB30BaThCS C OCTOPOKHOCTBIO Y TAKUX MALIMEHTOB, U TOJIBKO €CJIU MpearoaraeMmas nojip3a
MPEBBIIIAECT MOTEHUUAIbHBIM pUCK. Takke HET JaHHBIX [0 NPUMEHEHUIO JIMHE30JIHAa Yy
MAlMeHTOB, HAXOAUIUMXCS Ha aMOyJIaTOpHOM TEPUTOHEATHPHOM JHANIM3E WKW JPYTHX
aJbTEPHATHUBHBIX METOAAX JICUCHHS TOYEYHOM HEJOCTATOYHOCTH.

Tlayuenmoi ¢ neueHoyHol HEOOCMAMOYHOCTBIO

HMeroTcst orpaHUYEHHbIE KJIMHUYECKUE JTaHHbBIE, PEKOMEHAYIOIINE UCIOIb30BaTh JIUHE30IU]] Y
TaKMX TMALMEHTOB TOJBKO B TOM CJydae, €CIM MpeanojaraemMas MoJib3a MPEBbIIIAET
MOTEHLMAIBHBIN PHUCK.

layuenmul ¢ cucmemHvIMU UHGEKYUAMU

JIuHe30mM OJKEH MCIONIB30BaThCS C  OCTOPOKHOCTBIO Y TALMEHTOB C CUCTEMHBIMHU
WH(OEKIUSIMH, TPEACTABIAIONIMMU PUCK NS JKU3HU, TaKUMH KaK WH(EKIHH, CBSI3aHHBIE C
BEHO3HBIMH KaTE€TEPaMH B OTACJICHUAX NHTEHCUBHOM TEpaIuu.

Oco0ble yKa3aHus

CmepmHocmb Yy nayuenmos ¢ kamemep-accoyuupo8anHbMu UHGEKyusmu

B OTKpBITOM HCCIIEIOBAaHUM CPENIU TSHKEITOOOIBHBIX MAMEHTOB C BHYTPUCOCYTUCTHIMH KaTeTep-
ACCOIMMPOBAHHBIMU HMH(MEKIHMSIME OBIJIO OTMEYCHO IMPEBBINICHUE JICTAILHOCTH Yy IAIHCHTOB,
TIOJTyYaBIITNX JTMHE30JIU]I, 1o CPaBHECHHUIO c MaIMeHTaMH, MOJTyYaBITAMH
BaHKOMMIIMH/IUKIIOKCanuTuH/okcarmnine (78/363 (21,5 %) npotus 58/363 (16,0 %)).
OcHOBHBIM ()aKTOPOM, OKa3bIBAIOIIUM BIIMSHHE Ha YPOBEHb CMEPTHOCTH, OBLI CTaTyC
TPaMITOJIOKHUTEITLHOW WHPEKIIMA B UCXOJHBI MOMEHT BpeMeHH. [lokazaresns JIeTaIbHOCTH OBbLT
CXOK CPEIH MalMEHTOB, MH(EKIIUH Y KOTOPHIX OBUIM BBI3BAHBI TOJIBKO IPaMIIOIOKHUTEIHHBIME
MUKpoopranu3mamu (oTHoueHue mancoB 0,96; 95 % nosepurensHblil uaTepsan: 0,58-1,59), Ho

ObL1 3HauUMTENBHO BhIIE (p = 0,0162) B rpynme auHE30IUAa, KOTa OOHAPYKUBAIKUCH U IPYTHe
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COOTBETCTEYET ZKCNEPTHOMY OTYETY
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MUKPOOPTaHU3MBbI, UJTU UX HE YAaBaJlOCh OOHAPYKUTh Hé@%%ﬂ%&%ﬁ&@}éﬁ%hgﬁhéﬂ&ﬁcw

2,48; 95 % noeputenbvHblii uHTepBaN: 1,38-4,46). Haubonpmmii qucbananc ObLT OTMEYEH BO
BpeMs JICYCHHS W B TEUYCHHME 7 JHEW TMOCle OKOHYAaHWs aHTUOMOTHKOTepanmuu. B xome
WCCJICIOBAHMS B TPYIIIE JIMHE30JMIa OOJbIIE MAllMEHTOB MPHOOpETAIM TPaMOTpPHIIATEIIbHBIC
MHUKPOOPTaHU3MbI U BITOCJICJICTBUH MOTHOATN OT WH(EKINH, BRI3BAHHON TPaMOTPUIIATEIbHBIMU
MUKPOOPTaHU3MaMH, WIIA TOTUMUKPOOHBIX HHPeKuil. TakuM 00pa3om, B cliydae OCI0KHEHHBIX
WH(DEKINN KOXKU U MSATKUX TKaHEH JIMHE30JIU]] CJICTyeT UCIOJIb30BaTh Y MAIIHCHTOB C U3BECTHOM
WM BO3MOXKHOU KOWMH(DEKIMEH IpaMOTpUIIATEIbHBIMH MUKPOOPTaHU3MaMH, TOJBKO €CJIH HET
aJIbTEPHATHBHBIX BAPUAHTOB JieueHUs (cM. pazzaein 4.1). B aTux ciyuasx mokaszaHo oJHOBPEMEHHO
JIOTIOJIHUTEIbHOE ~ MPUMEHEHHUE TMpenaparoB, JCUCTBYIOIIMX HA  TIPaMOTPULIATEIBHYIO
MUKPOQIIOpY.

Muenocynpeccus

Y HEKOTOpBIX TAIMEHTOB, NPUHUMAIONIUX JIMHE30JUI, MOXET Pa3BUThCA oOpaTUMas
MUeNocymnpeccus (C aHeMuel, TPOMOOIIUTOIICHUEH, JISHKOTICHUEH 1 TTAaHITUTOIICHUEH ), 3aBUCSIIAS
OT TIPOJOJDKUTEIBHOCTH Tepanmuu. TPOMOOIMTONCHUS MOXKET Yallle BO3HUKATH Y IMAlMEHTOB C
TSKEION TOUYEYHOM HEA0CTaTOYHOCThIO, HE3aBUCUMO OT IPUMEHEHHMS y MallueHTa FreMOoInalun3a,
U y MAalMEHTOB C MEYEHOYHON HEJOCTATOYHOCTBIO CPEIHEN WIIM TSAKEJIOW CTEHEHHU. Y MOKUIIBIX
MAlMEHTOB TAaKXXe IMOBBIIICH PUCK Pa3BUTHS JAHHOTO COCTOsSHMSA. B CBsi3u ¢ 3TUM B mporecce
JICYCHHST HEOOXO0IMMO MPOBOAUTH MOHUTOPHHT MTOKa3aTesield KPOBU Y MAIMEHTOB C MOBBIIICHHBIM
PUCKOM pa3BUTHS KPOBOTEUEHHUs, MHUEJIOCYIPECCHUE B aHaMHE3€, C TSHKENION IOYeuHOU
HEJOCTATOYHOCTHIO WJIM TMEYEHOUYHOM HEAOCTATOYHOCTHIO CPEIHEN WM TSKEJIOM CTENeHH, a
TaKkke TMpU OJHOBPEMEHHOM MPUMEHEHHHM TPENapaToB, CHUXAIOUUX TEeMOIJIOOWH WIH
KOJMYECTBO TPOMOOITUTOB WM UX (YHKIMOHAJIbHBIE CBOWCTBA, a TaKXKe Yy TAIMEHTOB,
MOJTy4YaIoLUX JTUHEe301u ] 6osee 2 Heaenb. JINHe301u1 y TAKUX MallMeHTOB MPUMEHSETCS TOIBKO
B TOM Clly4ae, KOTJla BO3MOXEH TIIATENbHBII MOHHMTOPUHT TE€MOTJIOOMHA, KOJHYECTBa
JEHKOLUTOB U TpoMOOLIUTOB. Eciin BO Bpems Teparuu JTMHE30IMI0M Pa3BUBACTCS BhIpaKEHHAs
MHUEJIOCYIIPECCH S, JIEUEHUE TOJHKHO OBITh MPEKPAICHO, €CIIU TOJIBKO MPOJ0JDKEHNUE TEPAIiK He
CUMTaeTCsl aOCOMIOTHO HEOOXOAMMBIM. B 3TOM ciiyyae HEOOXOAMM MHTEHCHUBHBIH MOHUTOPHHT
MoKa3aTeseil KpOBH M COOTBETCTBYMOIIEe JiedeHne. Kpome Toro, peKoMeHyeTcsl, YTOObI aHAIIU3
KpOBH (B TOM 4HCJE, ONpe/eieHre IreMOrJo0nHa, KOJIMYecTBa TPOMOOLUUTOB U JEUKOLUTOB (C
pacyeToM JICHKOIUTApHOU (hOPMYJIBI)) MPOBOAMIICS €XKEHEACIBHO y TMAIMEHTOB, MOJYYarOIINX
JMHE30J1] HE3aBUCHUMO OT TOKa3zaTesied MCXOJHOTO aHaiau3a KpoBU. bojee BbicOkas vacTtoTa
pa3BUTHS TSDKEIOW aHEeMHH OTMEYEHa Yy TAI[MeHTOB, IMOJyYaBIINX JUHE30IU] OOJbIle
MaKCUMaJIbHO PEKOMEHIOBAHHOW MPOJMODKUTEILHOCTH B 28 AHEH. DTUM TalMeHTaM dYaie

TpeboBasock nepenuBanue kpoBu. Cirydan cuaepo01acTHON aHeMUH ObLIH 3aperUCTPUPOBAHBI B
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npessiirana 28 aHeil. Y GONbIIMHCTBA MAIIMEHTOB MPOSIBICHUS OBUTH TOJHOCTHIO HITH YaCTHYIHO
00paTHMBI TIOCIIE IPEKPAIIEHHUS JICUCHHUS THHE30IHI0M ¢/0e3 Crienn(pHUECKOro JeYSHUS aHEMUH.
Anmubuomux-accoyuupoeannas Ouapest u Koaum

V manueHToB, IPUHUMAKONIMX aHTHOAKTEpUATIbHBIC MperapaThl, BKIOYas JTUHE30IHU I, CICAYeT
YUYUTBHIBATH PUCK Pa3BUTHS IICCBJIOMEMOPAHO3HOTO KOJIUTA PA3IMUHOMN CTEIIEHH TSHKECTH.

O cayyasx nuapeu, cBszannoi ¢ Clostridium difficile, cooOranock B ¢BsI3u ¢ UCIOJIb30BaHHUEM
NPAKTHYECKH BCEX aHTHOAKTEPUATbHBIX IPENapaToB, BKIIOYAs JIMHE30MUA. TsKeCTh aAuapeu
MOXET BapbHpPOBaThCs OT JErKuX GopM a0 TsoKenbix. JledeHue aHTHOAKTEpPHATbHBIMU
npernaparamMy HapyaeT HOpMalbHYI0 MEKPOMIOPY KMIIEYHHKA, YTO MIPUBOIUT K H30BITOYHOMY
poctry Clostridium difficile. Clostridium difficile BeipaGaTeiBaeT TokcHHBI A u B, xoTopbie
OPUBOAAT K pa3BuTHIO auapeu, cBszanHoi ¢ Clostridium difficile. M36brounoe xomuuecTBo
TOKCHHOB, BbIpabareiBaemoe mmrammamu Clostridium difficile, moxker BbI3BaTh MOBBIIIEHHUE
JETATBHOCTH CPEOM IMal[MEHTOB, TaK KaK Takhue HWHQPEKIHH MOTYT OBITh YCTOWYHBBI K
IIPOTUBOMHUKPOOHOW Tepanuu, a TaKKe MOXKET MoTpedoBaTbcs KOJOHOIKTOMHUs. Henbss
NPUMEHSATH JICKAPCTBEHHBIE CPEICTBA, TOPMO3SIIUE IEPUCTATBTHKY KHIIICUHHKA.

Bo3moskHOCTh pa3suThs auapeu, cszannoii ¢ Clostridium difficile, nomkna paccmarpuBatbes y
BCEX IAIMEHTOB C JMApPEci, MOCIIEA0BABIICH 32 UCIIOJIb30BAHUEM aHTHOMOTHKOB. TIIATeIbHOE
MEIUIIMHCKOE HAOJI0ICHNE B T€UEHHUE 2 MECSIIEB HEOOXO0IUMO TMAllMEeHTaM, IEPEHECITUM JIUaAPEI0,
ceszannyto ¢ Clostridium difficile mociie BBeeHus aHTHOAKTEPHATIBHBIX MIPEMAPATOB.
Tepugpepuueckas neiponamust u Hetponamusi 3pUMenbHO20 HEPEa

Coobmanocs 0 mepudepuueckoil HeMpomaTuu, a Tak)Ke HEUpPOMaTHU 3pUTEIHLHOTO HEpBa U
HEBPHUTE 3PUTEIHLHOTO HEPBA, KOTOPhIE HHOTA IPOTPECCUPYIOT IO TIOTEPH 3PEHHS, Y MAI[MEHTOB,
KOTOpBIE TOJTy4YalTd JICUCHHE JIMHE30IUI0OM; 3TH COOOIIIEHUS] MMEJIH MECTO, B IIEPBYIO OYEpelb, Y
MAIUEHTOB, MOJYYaBIIMX JE€YCHUE HA MPOTSHKCHUN MEPUOJI0B BPEMEHH, KOTOPbIe ObUIH 0OJIbIIIe
MaKCHMAJIbHON PEKOMEHIOBAHHOM MTPOIOJKUTEIBLHOCTH JICUECHHS, COCTABIISIONIEH 28 THEN.

Ipu TOSABJIEHUH CUMIITOMOB VX Y/IIIEHHUS 3PUTEIBHON (YHKIIMH, TAKAX KaK M3MEHEHHE OCTPOTHI
3peHHs, WM3MEHEHHE I[BETOBOTO BOCIPHUSITHS, 3aTyMaHEHHOCThb, Ae(EKTHI TMOJICH 3peHus,
PEKOMEHIYeTCsl CPOYHO 00paTUThCs K OTasbMONOry i KoHCybraiuu. ClieyeT mpoBOIUTH
MOHHUTOPHHT 3pUTEILHON (PYHKIIMK y BCEX MAIMEHTOB, NMPHHUMAONIMX JHHE30IM B T€YECHHUE
JUTUTEIBHOTO BpeMeHu (Oosee 28 gHel), a TakKe y BCEX MallMeHTOB C BHOBBH MOSBUBITUMUCS
CHMITTOMAaMH 3PUTENIbHBIX HAPYIICHUH HE3aBUCHMO OT MPOIODKHTEILHOCTH Tepanuu. B ciydae
pasBuTHs TieprdepuIecKoil HeHpomaTHu U HEHpPOMaTHH 3PUTEIBHOTO HEpPBa, CIEAYET OICHUTH
COOTHOIIEHHE PHCK/TIONB3a MPOIOIDKEHUST TEPAIUK JIMHE30IUIOM y OTHX Ial[MEHTOB. PHCK

Pa3BUTHA HeprOHaTPIH BBIIIC, C€CJIN JIMHE30JIN MPUMCHSACTCA Y MAIITMCHTOB, KOTOPBIC NCITOJIB3YIOT
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B HaCTOsIIIee BpeMSI WJIM KOTOPbIE HEJJaBHO MPUHUMAIIN aﬂ&l};{\/{:m}%@é%%épﬁgﬂlﬁﬂg " eﬁ%ﬂf TUIs

JiedeHus TyOepKyesa.

Jlakmoayuoos

B cBsi3u ¢ mprMeHeHHeM JIMHE30JIuAa COO0Ianoch o JakToanuao3e. [lanueHTsl, y KOTOPBIX Ha
¢doHe mpueMa JMHE30MJa BO3HHKACT IOBTOPHAs TOINHOTA WM PBOTA, OOJb B JKUBOTE,
HEOOBSACHUMBIN aIMI03 WM OTMEYAETCS CHIDKEHHE KOHLEHTPAIMH THAPOKapOOHAT-aHHUOHOB,
TpeOYIOT TIATETHFHOTO HAOIIOIEHHUS CO CTOPOHBI Bpaya.

Mumoxonopuanvras oucyukyus

Jlunezonmua wuHruOupyer cuHTe3 Oenka MuTOoXOHApuM. IloGounble 3¢ dexTh, Takwe Kak
JAKTOAIMI03, aHeMus M Heipormatus (nmepudepudeckas HIM 3pUTEIBHOTO HEpPBAa), MOTYT
BO3HUKHYTh B  pe€3ylbTaTe »3TOT0 TOPMOXKEHUS; OTH AIPQEeKTsl  sABISAIOTCS  Oosee
pacrpoCTpaHCHHBIMH, KOT/a MPerapar UCIoJIb3yeTcs 00JIbiie, yeM 28 JTHEeH.

Cyoopoeu

Coobmanocs o cynoporax y HalMeHTOB, TPUHUMABIINX JIMHE30JIU, IPA 3TOM B OOJBIIMHCTBE
CJIydaeB B aHAMHE3€ MMEJIOCh YKa3aHHe Ha CYJIOPOTH MM Hatnyie (PaKTOPOB PUCKA UX PA3BUTHUS.
Y manueHToB HEOOXOIUMO coOpaTh MOAPOOHBIN aHAMHE3, KAaCAIOUIMICS IMPEIIISCTBYIOIUX
SMHU30/I0B CYIOPOT.

Hneubumopvr MAO

Jlunezomuy sBIsIETCST OOpaTHMBIM HECENEKTHBHBIM HHrHOMTOpoM MAOQ; OmHaKo B 032X,
NPUMEHSIEMBIX JUIsl aHTUOAKTEPHATIbHOMN TePaIiK, OH HE MPOSBIISICT aHTUACTIPECCAHTHBIN 3P deKT.
HmeroTcs oueHb OrpaHMYCHHbIE JTaHHBIE U3 UCCIIE0BaHUI JIEKapCTBEHHBIX B3aUMOJICHCTBHI U B
OTHOIIEHWH OE30MacHOCTH JIMHE30JMIa NpU TPUMEHEHHH Yy TAIUEHTOB C OCHOBHBIMHU
3a00JIeBaHUSIMHU H/HITH TIPU OJJHOBPEMEHHOM IIPUMEHEHUH JICKApPCTBEHHBIX MIPENapaToB, KOTOPHIE
MOTYT MOJIBEPTHYTh HX PHUCKY, 00ycioBieHHOMY HHruouposanuemM MAQO. CnenoBaTeibHO,
NpUMEHEHHE JIMHE30JIMa HE PEKOMEHIYeTCsl B 3TUX OOCTOSTENhCTBAX, KPOME CIydaeB, KOrja
BO3MOXKHO TIPOBEJIEHHE TIIATEIHHOTO HAOIOJCHNUS W MOHUTOPUHTA TMAIMEHTA, MOJIyYarollero
npenapart (cM. pa3aens 4.3 u 4.5).

CepomoHunogulii CuHOpom

Coo01manoch 0 CIOHTAHHBIX CIydasX pa3BUTUS CEPOTOHMHOBOTO CHHIPOMA, CBSI3aHHOTO C
OJTHOBPEMEHHBIM TIPUMEHEHHUEM JIMHE30JIUAa M CEPOTOHHMHEPTHYECKHUX MpEernapaToB, BKIFOUYAs
AQHTHJIETIPECCAHTBI, TaKWe KaK CeJIEKTUBHBIE WHTHOMTOPHI OOpaTHOTO 3axBaTa CEPOTOHHMHA
(CUO3C) u onuouas! (cM. pazaenst 4.3 u 4.5). [Ipn He0OX0IMMOCTH IPUMEHEHHUS Tpenapara B
coyeranun ¢ CHO3C cnenyer moOCTOSHHO HaOMIONATh 3a MALlMEHTAMU C IIENbIO BBISBICHUS
NPU3HAKOB M CHUMIITOMOB CEPOTOHHHOBOTO CHHIPOMA, TAaKMX KaK HapylleHHe KOTHUTHBHOMN

GyHKIMM, THIEpIUpEKCcHsi, runeppedekcus 1 HapyluleHHe KOOpAUHAIUH JIBHKEHUI.
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npenapata. [Ipu npekpaiieHun mpueMa CepoTOHMHEPTUYECKOT0 CPEICTBA MOTYT HaOII0AaThCsS
CUMITOMBI CHHJIPOMA «OTMEHBI».

T'unonampuemus

Y HEKOTOpBIX MAIMEHTOB, IOJYYaBIIUX JIMHE30JMA, HAOIIOAANUCh THIIOHATPUEMHUS W/UIU
CUHJIPOM HEAaJIeKBAaTHOM cekpeluu aHtuauyperuueckoro ropmona (SIADH). Pekomennyercs
PEryJIIpHO KOHTPOJMPOBAaTh YPOBEHb HATPHUSl B CBHIBOPOTKE KPOBH Yy HOXKWIBIX JIIOJEH, Y
MAIMEHTOB, IPUHUMAIOLIUX TUYPETUKH, U Y IPYTUX MAIUEHTOB C PUCKOM T'MIIOHATPUEMUHU.
Oxpawuearue 3y0HOU SManu

Coo0mianock 0 ciiydasx o0paTUMOro OBEPXHOCTHOTO U3MEHEHUS OKpAIIMBaHUs 3yOHOM dMau
IIPU UCIOJIb30BaHUM JIMHE30/1M1a. J[aHHbIE U3MEHEHUS! OKPALMBaHUS yIAISUIUCh ITOCPEICTBOM
po(hecCHOHANBFHOTO OYHIIEHUS 3Y00B.

T'unoanuxemus

Coo0manocs o cirydasix CHMITOMAaTHYECKOW THIIOTIIMKEMHUH Y TIAIIMEHTOB C CAXapHBIM THA0ETOM,
MOJIyYaBLINX JIMHE30JIU1 OJTHOBPEMEHHO C MHCYJIMHOM WJIM TMIIOTVIMKEMUYECKUMU TpernapaTaMu.
XOTs MPUYMHHO-CIICJICTBEHHAS! CBSI3b MEXK/1y IIPUEMOM JIMHE30JIU/Ia U PA3BUTHEM THIIOTIIMKEMUN
HE YCTAaHOBJICHA, MAIMEHTOB C CaxapHbIM AHa0eTOM HEOOXOAMMO MpenynpexaaTh o
BO3MO>XHOCTH Pa3BUTHUS TUIIOTIMKEMUU. B cilydae BO3HUKHOBEHUS TMIOMIMKEMUN HEO0OX0uMa
KOPPEKIHsI 1036l HHCYJINHA/TUTIOTIMKEMUYECKUX MPETapaToB WM OTMEHBI JIMHE30JIUAA.
Ilpumenenue c npodykmamu numaHus, 602amvimu MUPAMUHOM

[TanvenTam creayer peKOMEHJIOBaTh OTKAa3aThCsl OT IpHeMa OOJBIIMX KOJIWYECTB IHIIH,
coJiepkalieil TupaMuH (Takhe Kak KpacHO€ BUHO, CO3PEBIIMH ChIP, HEKOTOPBIE aJIKOTOJIbHbIE
HAIUTKH, KOMMYEHOE MSCO, IKCTPAKTBI APOXKKEH, MPOIYKTHl M3 (EPMEHTUPOBAHHBIX COEBBIX
6000B, TakHe KaK COEBbII COYC).

Cynepunghexyus

Knunnueckux uccienoBanuii, nzydaBmux 3G@exT npuMeHeHHUs JIMHE30JIUa Ha HOPMAaJbHYIO
MUKpOQIIOpY OpraHu3Ma 4elioBeKa, He MPOBOIUIOCE.

[TpumeHeHne aHTHOAKTEPUAIBHBIX MTPENAapaTOB MHOTIA MOXKET MPUBOJUTH K YCUIEHHOMY POCTY
HEBOCHPUUMYMBBIX K HEMY MUKPOOPTaHU3MOB. B KIIMHUYECKUX UCCIIE0BAHUAX OBLIO MOKA3aHO,
YTO MPUMEPHO Y 3 % MalMeHTOB, MOJyYaBIIMX PEKOMEHI0BaHHBIE 103bI JIMHE30JIU1a, pa3BUBAJICS
KaHJU03, aCCOLIMMPOBAHHBIN C IPUEMOM aHTUOMOTUKOB. [Ipy BO3ZHUKHOBEHUH CyNEpUH(EKITUN
Ha (hoHEe mpuema JHMHE30JMJa CIeAyeT NMPUHUMATh COOTBETCTBYIOIIHME MEPhl MEAULUHCKOTO
Xapakrepa.

Knunuuecxue uccreoosanus

be3onacHocth 1 3(peKTBHOCTh MPUMEHEHHMS JIMHE30JM/a JJINTEILHOCTRIO Oosiee 28 mHel He
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YCTaHOBJIEHBI (110 BCEM MOKa3aHUM, 32 HCKITIOUEHUEM Ty&ﬁéﬁ'@é‘%@rﬁgﬂB'k'k;ﬁT]éémﬁﬂ%me

KIIMHUYCCKUX HUCCIICAOBAHUAX HC IPUHUMAIN YUACTUA MMAlIUCHTBI C CHHAPOMOM ((I[I/IaGGTI/I‘{eCKOI‘/’I
CTONbD», MPOJICKHAMHU HJIM HHICMUYCCKUMU HAPYIICHUAMU, TAKCIBIMHA OXOraMu HJIN
TaHI'PCHO3HBIMU IMOPAKCHUAMMU. Taxum 06pa30M, OIIBIT IPUMCHCHUS IMHE30JIMJa B TCPAIIUU 3TUX

COCTOSIHUM OrpaHUYCH.

4.5. B3aumopeiicTBue ¢ APYrMMH JIeKapCTBEHHBIMH TMpenapataMd W Jpyrue BH/bI
B3aNMOJAEHCTBUSA

YcranoBiaeHo, 4yTo n30pepMeHTH TuToXpoMa P450 He ydacTByIOT B MeTaOOIM3ME JIMHE30JIUIa
in vitro. JluHe3omux HE MHTUOMPYET W HE MOTEHIMPYET AKTHBHOCTh KIMHUYECKH Ba)KHBIX
uzopepmentoB nuroxpoma P450 (1A2, 2C9, 2C19, 2D6, 2E1, 3A4). Takum oOpa3om, He
oxugaercs CYP450-unaynupoBaHHOTO B3aUMOJCHCTBUS THpu MpHeme nuHe3zonuaa. l[lpu
OJIHOBPEMEHHOM MPUMEHEHUH JTnHe30u/1a U (S)-BapdapuHa, KOTOPHI B 3HAUUTEIHHON CTETICHU
metabonmsupyercss  m3opepmentom  CYP2C9, dapmakoKMHETHYECKHE  XapaKTEPUCTUKU
Bapdapura He MeHstoTcs. Takwe mnpemnaparpl, Kak BaphapuH W (EHUTOWH, SBISIOMIAECS
cyoctparamu n3zodpepmenta CYP2C9, MOKHO NPUMEHATH OJHOBPEMEHHO C JIMHE30JIUAOM 0e3
KOPPEKIHHU O3B

Nuruburopst MAO

JluHe30MM SBISETCS HECENEKTUBHBIM OOpPAaTUMBIM HHTHOHTOPOM, TOATOMY Yy HEKOTOPBIX
HAlMEHTOB, MOJYYalOUIMX JIMHE30JU, MOXET OTMeuaTbCs yMEpPEHHOe 00paTHMMOE YCHUJICHHE
IPECCOPHOro JeHCTBUs TMceBaoddenpuHa u  (eHwInmponaHonaMuHa. B cBsi3u ¢ aTuMm,
PEKOMEHAYETCSl CHUKAaTh HadaJbHbIE J03bl CIEAYIOUIMX TPYII MPEnaparoB: apeHOMUMETHKU
(manpumep, nceBnoddenpuH, GpeHnInponaHoIaMuH, dSIUHEGPUH, HOpINUHEPPHUH, T00yTaMUH),
n0(haMUHOMUMETHKH (Hampumep, 1o(paMuH) U B JalibHEHIIEM OCYLIECTBIATh MOAOOP 03Bl
TUTPOBAHUEM.

B uccnenoanusax I, II u III ¢a3el He oTMeudanoch pa3BUTHA CEPOTOHHHOBOTO CHHApPOMA Yy
NAlMEHTOB, MOJYy4YaBIIMX JIMHE30JMJI COBMECTHO C CEpPOTOHMHEPTHYECKHMMH IpenapaTraMu.
Coob1manocs 00 0OYeHb PeIKMX CIIOHTAHHBIX CIIydasiX pa3BUTHsSI CEPOTOHMHOBOI'O CHHJIpOMa MpHU
OJTHOBPEMEHHOM NMPUMEHEHHUH JIMHE30JIUa U CEPOTOHUHEPTUYECKUX MPernapaToB (CM. pa3zesnsl
4.3 u 4.4, nonpazaen «OcoOble YKa3zaHUI»).

[Ipy oAgHOBpeMEHHOM MPUMEHEHMH C a3TPeOHaMOM M TIEHTAaMHIIMHOM  H3MEHEHUs
(apMaKOKUHETHKH JIMHE30JIUa HE OTMEUYAIOCh.

PugamnuiyH BI3bIBaT CHIKEHUE MAKCUMaTbHON KOHIIEHTpAIHU (Cmax) ¥ TUTOIIAU 11O KPUBOM

«kouneHrpanus-spems» (AUC) nmunesonuaa B cpeanem Ha 21 % u 32 %, COOTBETCTBEHHO.
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CTb 0001)

4.6. ®epTHIBHOCTD, 0EPEMEHHOCTD U JIAKTAIMSA

bepemeHHOCTB

HccnenoBanuii 0€30MaCHOCTH MPUMEHEHHs JTMHE30JUAa NP OEPEMEHHOCTH HE MPOBOIUIOCH.
[Tpumenenue MHE30JIM 1A P OEPEMEHHOCTH BO3MOKHO TOJIBKO B CIy4ae, €CJIu MpenoiaraeMas
M0JIb3a OT TE€PAIUU IS MAaTePH MTPEBOCXOIUT MOTCHIIMAIBHBINA PUCK JJIS IJI0/1A.

JlakTanms

HeusBectHo, BbIAENsAETCS U JUHE30JHU] C TPYAHBIM MOJOKOM KOPMSIIMX EHIIUH, MO3TOMY
clemMyeT MPEeKpaTUTh TPYIHOE BCKapMIIMBaHWE NPH HA3HAYCHUHW TIperapara MaTepu B MEPHOT

JJaKTalluHu.

4.7. BiusiHue Ha CrnocoOHOCTH YNPaBJATH TPAHCIOPTHBIMHM CpeJcTBaMH M padorarh ¢
MeXaHU3MaMH

Bo BpeMmsi neyeHHs JMHE30JUIOM YIPABISATh TPAHCIOPTHBIMH CpPEICTBAMH, CHEI[HAIBHON
TEXHUKOW WM 3aHUMATbhCsl JESITEIbHOCTHIO, CBSI3aHHOW C IIOBBIIIEHHBIM PHCKOM, HE
pexomenayercs. [lanueHToB cienyer npeaynpeauTb 0 BO3MOKHOCTH Pa3BUTHSI TOJIOBOKPYKEHUS
WIM CHMIITOMOB HapylleHusl 3peHus (kak omucaHo B pazaene 4.4, moxpazaene «OcoOble

yKa3aHus» U B pazaene 4.8).

4.8. Hexkes1aTeibHbIE peaKIUH

Pe3roMe HekenaTenbHBIX PeaKIUN

Yactota mn0OO0YHBIX A(GEKTOB, MPUBEICHHBIX HIKE, OIpPEeNsIack COOTBETCTBEHHO
ciaenyromeMy (knaccudukanus BceMupHOW opraHu3auu  3paBOOXPAHEHUS):0UeHb YACMO
(= 1/10); uacmo (= 1/100, vHO < 1/10); Heuacmo (= 1/1000, HO < 1/100); peoxo (> 1/10000, Ho
< 1/1000); ouens peoxo (< 1/10000); uacmoma neuzsecmua (He MOXKET ObITH OICHEHA HA OCHOBE
UMEIOIIUXCS JaHHBIX ).

HexenarenbHble siBI€HMS, CBSI3aHHBIE C MPUEMOM JIMHE30JIU/IA, ObIBAIOT OOBIYHO JETKOM WIH
CpeIHEel CTeNeHU BBIPAXKEHHOCTH. Yalie ocTajdbHBIX OTMEYaloTCs JAuapesi, rojoBHas OOJb,
TOILIHOTA, PBOTA.

B3pocnvie nayuenmut

Hngpexyuu u uneazuu

Yacmo: kaHnua03 (B TOM 4HCie, KaHIU03 MOJOCTH PTa, BarMHAJIBHBIN KaHIU03), TPUOKOBBIE
WH(EKIINY;

Heuacmo: BaruHur;

Peoko: xonuT, BbI3BaHHBIA MPUMEHEHHEM aHTUOMOTUKOB (B TOM 4YHCIE TICEBAOMEMOpPaHO3HBIN

KOJIUT)*.
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Hapywenus co cmoponul kposu u numpamuueckoit cucidhy |[EACBATENEHOCTS 0007

Yacmo. TpOMOOIIUTONICHUS ¥, aHEMUST*;

Heyacmo: nanuuToneHus™, TeHKONEHUS *, HEUTPOTICHHS, Y03UHO(DUITHS;

Peoko: cunepobnactHas anemMus™;

Yacmoma Heuzsecmua: MUeNOCypeccus™.

Hapywenus co cmoponvl ummyHnot cucmemsl

Peoxo: anapunakcus*.

Hapywenus memabonuzma u numanus

Heuacmo: runonarpuemus;

Peoxo: nakToanmmos*.

Tcuxuueckue napyuenus

Yacmo: 0eCCOHHULIA.

Hapywenus co cmoponul HepaHoli cucmemul

Yacmo: TonoBHast 60JIb, TOJIOBOKPYKEHHE;

Heuacmo: cynoporu®, mepudepudeckass HEUpONaTHs™, W3MEHEHHE BKYCOBBIX ONIYIICHHH,
TUIOCTE3UsI, TapacTe3ns;

Yacmoma HeuzsecmHa.: CEPOTOHUHOBBIN CHHIIPOM.

Hapywenus co cmopoHbl opeana 3peHus

Heuacmo: neliponiatusi 3puTEIBHOTO HEPBa™, 3aTyMaHEHHOE 3peHne™;

Peoko: nosiBnenune neexToB mosei 3peHus *;

Yacmoma Heussecmua: HEBPUT 3PUTEINBLHOTO HEpBa™®, MOTEps 3pEHUS®, M3MEHEHHE OCTPOTHI
3peHus*, I3MEHEHHUE [IBETOBOTO 3PEHUS .

Hapywenus co cmopoHul opeana ciyxa u iabupunma

Heuacmo: 3BOH B ylIax.

Hapywenus co cmoponwl cepoya

Heuacmo: aputmus (Taxukapaus).

Hapywenus co cmopoHbl cocy0os

Yacmo: OBBILIEHUE apTepUaTbHOTO JaBICHHUS,

Heuacmo: TpaH3uTOpHas HIlIeMUYecKas aTaka, Gpiaedut, TpoMOo0paeOuT.

JKenyoouno-kuweynvle Hapyuienus

Yacmo: nuapesi, TOUIHOTA, PBOTA, JIOKATM30BAaHHAS WM TEHEpalM30BaHHas O0Nb B 00JacTu
JKUBOTA, BKIIIOUAs CMIa3MbI B )KUBOTE, 3aI10p, AUCIICTICHUS;

Heyacmo: cia3Mbl B XKUBOTEH, B3AyTHE KUBOTA, N3MEHEHHE I[BETA SA3bIKa™, TAHKPEATUT, TACTPUT,
CYXOCTb BO PTY, TJIOCCHUT, KHIKHAN CTYJ, CTOMATUT, MPOYHE HAPYIICHHUS COCTOSIHHS SI3bIKA;

Peoko: moBepxHOCTHOE U3MEHEHHE 11BETa 3y00B*.
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Hapywenus co cmoponvl neuenu u sxcenuegoleodauux n}mgﬁ:-—IE-‘]G BATEIEHO

CTb 0001)

Yacmo: W3MEHEHUE pe3yNbTaToB (YHKIHMOHAIBHBIX TECTOB IEUEHH, MOBBIIIEHUE AKTUBHOCTU
bepmeHTOB Ne4YeHU (B TOM qHClIE, allaHMHAMHUHOTpaHchepassl (AJIT),
acniaptatamuHoTpancdepassl (ACT), menounoit pocdarassl (I1[D));

Heuacmo: noBbIIeHNE KOHIIEHTPAIMH O0IIET0 OMIIMpyOnuHa.

Hapywenus co cmopoHul Kodcu u NOOKOMCHbIX MKAHel

Yacmo: 3y1, ChIIL*;

Heuacmo: Oysnne3Hble TMOpPaKEHUS KOXHU, TSDKENbIE KOXKHBIE HEXKeJIaTelbHbIe peakini,
AQHTMOHEBPOTUYECKHUI OTeK™, KpalMBHUIIA, I€PMATUT, TIOBBIIICHHAS [TOTJIUBOCTb;

Peoxo: BaCKynuT NpU TUNIEPUYBCTBUTEIBHOCTH™;

Yacmoma Heu36ecmHa: TOKCUYECKUN OSNHIEPMANbHBIM HeKpoiau3*, cuHapom CruBeHca-
JI>xoHCcOHa, anonerus.

Hapywenus co cmopoHuvl nouex u Mouegbl00sauux nymetu

Yacmo: TIOBBIICHNE KOHIIEHTPAIIMH MOUYEBUHBI B KPOBH;

Heuacmo: mo4eyHast HeJJOCTaTOYHOCTD, MOBBIIICHUE KOHIIEHTPAIIMH KPEaTHHHUHA B IIa3Me KPOBH,
MOJINYpHSL.

Hapywenus co cmopoHuvl penpodykmusHotl cucmemsl U MOJIOYHBIX Jicelle3

Heuacmo: HapylIeHUs! CO CTOPOHBI BIIATAJIHINA U BYJIbBHI.

Obwue Hapywenus u peakyuu 8 mecme 68e0eHUs.

Yacmo: nuxopajka, JJIOKaIu30BaHHas 00JIb;

Heuacmo: 03H00, yTOMIJIIEMOCTb, JKaXK/1a.

Jlabopamopnvie u uncmpymenmanvHole OaHHble

Yacmo: OTKIIOHEHWE OT HOPMBI IOKa3aTeliell (YHKIMU TIEUeHH, IOBBIIICHHE KOJINYECTBA
HEUTPO(UIOB, F03MHOPUIIOB, CHI)KEHUE TeMOIJIOONHA, TeMaTOKpUTa WK YKCcia 3pUTPOLIUTOB,
MOBBIIIIEHUE UIT CHUYKEHHE KOJIMYEeCTBA TPOMOOIIMTOB MIIN JIEUKOIIUTOB, TOBBIILIEHHE aKTUBHOCTH
JAKTAaTJIeTUAPOTEHA3Bl, KPEaTHHKNHA3BI, JIMTIA3bl, aMUJIA3bl, TIOBBIIIICHHE KOHIICHTPAIIUH TJTIOKO3bI
HE HATOINAK, CHI)KEHHE o0Iero Oenka, anbOyMHWHA, HATPHUS WM KaJblWs, MOBBIIMICHUE WU
CHIDKEHHE KaJIUsl UM THIPOKapOOHATOB;

Heuacmo: OTKJIOHEHHE OT HOPMbI I'€MaTOJIOTUYECKUX IOKa3aTeseil, MOBBIIEHUE COJIEPKaHUSL
HATPUSl WM KaJbIMsl B TUTa3ME€ KPOBH, CHIDKCHHE KOHIIGHTpPAIlMHM TIIFOKO3Bl HE HATOINAK,
MOBBIIIEHUE WM CHIDKEHHE XJIOPHIOB KPOBH, TIOBBINICHHE KOJHYECTBA PETHKYJIOIUTOB,
CHIDKEHHE KOJIMYeCcTBAa HEUTPO(DHUIIOB.

* HexenaTenbHble peaKLMH, BHISIBICHHBIE B IIOCTPETUCTPALIIOHHOM TIEPHOJIE.

# HexxenarenbHble peakUU «CHa3Mbl B )KUBOTE» olpeaenstorcs no kiaccupuxanuun MedDRA

KaK TCpMUH HUXXHCTO YPOBH:, 4 HC Hpe,I[HO'-ITI/ITeHBHI)II\/’I TCPMHH.

Crpanwnma 14 u3 22



COOTBETCTEYET 3KCNEPTHC
ot 18.01.2024 N=7 _
Crnenyromnue mooouHbie 3G HEKTH MPU MPUMEHHUT nnﬁ@&m}[@%'pg)ﬁ&@g!% i) T AnCE

MY OTUETY

= R

K KaTeTOPUU CEPhE3HBIX: JJOKAIM30BaHHAsL OOJb B 00JIACTH )KHBOTA, TPAH3UTOPHAS UIIIEMHUYECKasI
aTaka, apTepuaabHas TUIIEPTEH3US.

B KOHTponHMpyeMbIX KIMHUYECKHX HCCIEIOBAHUSX, B KOTOPBIX JIMHE3O0JH] IPUMEHSJIICS
MakCcUMyM 28 paHel, ToibkOo y 2 % DauuMeHToB pa3BuBajack aHemus. llpu npumenenuun
HE3aperucTpUpOBAaHHOIO IpernapaTa B paMKaxX IPOrpaMM paHHEro JI0CTyla JJjisi NAlUeHTOB C
XKHU3HEYrpoxaromuMu uHbekuusamu, y 2,5 % (33/1326) nanmeHToB, KOTOpBIE MONTyYald
auHe3onu < 28 nHeH, pa3BUBaNach aHEMUS, B TO BpeMs Kak MPU MPUMEHEHHUH JIMHE30JIUa
Oonbie 28 gHeit, anemus pazsuBanach y 12,3 % (53/430) naiueHTos.

CooTHoIlIeHHE CiTy4yae pa3BUTHsSI aHEMHH, TPeOyIOLIeH nepeInBanus KpoBH, cocTaBuiio 9 % cpenu
MAIUEeHTOB, NonyJarommx JuHesonua < 28 mueit (3/33) u 15 % (8/53) B Tex cimywasx, kKorma
JIUHE30JIU PUMEHsUTA OoJiee 28 mHel.

Jlannble 1o 6€30MacHOCTH, MOJTyYeHHbIE B KIIMHHUECKUX HUCCIIeI0BaHUAX ¢ yyacTruem 6onee 500
MAIMEHTOB JIETCKOrO Bo3pacta (C poxkacHWs A0 17 JeT), He YKa3bIBalOT, 4YTO MNPOdHIH
0€30IaCHOCTH JIMHE30JIUAA IS IeTeH OTINYaeTcst OT MpoduIist 6€30MacHOCTH IS B3POCIBIX.

B xoxe mpoBeneHuss MHOTOIIEHTPOBOrO, MPOCHEKTUBHOTO, PAHIOMH3UPOBAHHOTO JBOMHOIO
CJIETOro, Iulaledo KOHTPOJIUPYEMOTO HCCIEeNOBaHUS MO oueHke d(pdekTUBHOCTH U
NEPEHOCUMOCTH PEKMMa XMMHUOTEpalHU, BKIIOYAIOLIETr0 MpernapaT JIUHE30I1 ], y MallUeHTOB C
TyOEpKYIIe30M JIETKHX C MHOKECTBEHHOH JIEKAPCTBEHHON YCTOHUMBOCTBIO M. tuberculosis, Obiam
BBISIBJICHBI HEXKEJIATEeNbHBIE PEaKIUu:

Hapywenus co cmoponvl kposu u aumgpamuueckoui cucmemol

Yacmoma neuzsecmna: aneMus, Y03WHODUITHSL.

OHOOKpUHHbBLE HaPYUleHUs]

Yacmoma neuzéecmua. TUIIOTUPEO3, MOBbIIEHUE YpOBHS TTI .

Tcuxuyeckue napywenus

Yacmoma neussecmua: 6€CCOHHUIIA, TAPOKCU3MAIbHOE TPEBOKHOE PACCTPONUCTBO, INTAKCUBOCTb,
TpEBOra, pacCTPOMCTBO SMOLUI U TOBEJCHHUS.

Hapywenus co cmoponwl HepeHoti cucmembl

Yacmoma wHeussecmua: TOJOBHas OO0Jb, CYIOpPOTH, TPEMOpP pPYK, UYyBCTBO OHEMEHHUS B
KOHEYHOCTH, HEBpPAITHUS TPOMHUYHOTO HEPBA, TCHEPATU30BAHHBIA CYIAOPOKHBIM TMPHUITAJIOK,
MOTepsl CO3HAHMS.

Hapywenus co cmoponul opeana cnyxa u rabupunma

Yacmoma neuzeecmua: CHUKEHUE CIIyXa, 3BOH B yIax.

Hapywenus co cmoponwl cepoya

Yacmoma neuzsecmua: CHUHYCOBasA apuTMUA, HAPKCIYOAOYKOBAsA JSKCTPACUCTOJINA, CHHIKCHUC
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cermenTa ST Ha AIEKTpoOKapaHOrpaMMe. (MOCNEOOBATENEHOCTE 0001)

Hapywenus co cmoponul OvixamenvHotl cucmemsl, 0peanos 2pyOHOU KIemKU U Cpe0oCmeHUs
Yacmoma neuzéecmua: Kaueiab ¢ MOKPOTOH, KaTapalbHbI PUHODAPUHTHUT.
Kemyoouno-kuuieunvie HapyueHus

Yacmoma wneuzsecmua: ©0Nb B SIUTACTPUH, AUCIEIICHYECKHE SIBICHHS, TOLIHOTA, PBOTA,
OPO3UBHBIN IaCTPUT.

Hapywenus co cmoponvl neuenu u scenuesvi800Amux nymei

Yacmoma HeuzéecmHa: TOBBIIIEHNE aKTUBHOCTH (DEPMEHTOB MEYEHH, TeMaTOTOKCUYHOCTb.
Hapywenus co cmoponsl Kodtcu u nOOKOINCHbIX MKAHell

Yacmoma neuzsecmua: 3y KOXKHBIX TIOKPOBOB, MEAMKAMEHTO3HOE aKHE.

Hapywenus co cmopoHvl MbluieyHot, CKelemHol U COeOUHUMENbHOU MKAHU

Yacmoma HeuzsecmHa: apTpanrusi, 00JIb B CYXOKUITHSIX.

Hapywenus co cmopoHuvl nouex u Mouegbl00sauux nymetu

Yacmoma neuzsecmua: TUNIEPYPUKEMUS, HEPPOTOKCUIHOCTD.

Hapywenus co cmoponvl penpo0ykmusHou cucmembvl U MOJTOYHBIX JHcele3

Yacmoma HeuzsecmHa. TanakTopesl.

Obwue HapyweHus u peakyuu 8 Mmecme 68e0eHuUs

Yacmoma Heuszsecmmua: OTBpAllCHHWE K MUIIE, MOTEPs ammeTuta, (heOpuiibHas Temmeparypa,
MOKPAaCHEHHUE TI0 XO/1y MOIKOKHBIX BEH.

Jlabopamophvie u uncmpymenmanvHovle OaHHble

Yacmoma HeuzsecmHa: CHUKEHUE KOHIIGHTPAIIMH Kallus B TUIa3Me KPOBHU.

Coo011eHne 0 moI03pEBAEMBIX HEXKEIATEIBHBIX PEAKIIMIX

BaxxHo cooOmarb 0 NOJ03PEBAEMBIX HEXKENATENbHBIX pEeaKUusX I0ClIe pPETUCTpaluu
JIEKapCTBEHHOTO Tpernapara ¢ 1eliblo 00ecIeyeHNs HeNPEephIBHOIO MOHUTOPUHTAa COOTHOILICHUS
«I0JIb3a — PHUCK» JIEKapCTBEHHOIO Mpenapara. MenuIUMHCKUM paOOTHUKaM pPEKOMEH]yeTCs
co00IaTh O JIIOOBIX MOJ03PEBAEMBIX HEXKENATENbHBIX PEAKIUAX JEKapCTBEHHOTO Ipernapara
yepe3 HallMOHAJIbHBIE CHUCTEMBI COOOIIEHHSI O HEKEIATEeNbHBIX PEAKIUAX IOCy/1apCTB — YJIEHOB
EBpa3uiickoro 53K0OHOMHUYECKOTr0 COI03a.

Poccuiickas ®enepanus

®denepanbHas cayx0a 1Mo Haa30py B chepe 31paBoOXpaHEHUS

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 «HTepHeT»:

https://www.roszdravnadzor.gov.ru/
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Coo0miasi 0 HEeXeNnaTeNbHBIX peakuusx, Bb HOMOIJQ%:';II%%;E%BT%EE%: -E:Ee'-ire'r'l;/lﬁ 0

o

0€30IacHOCTH Ipernapara.

4.9. Ilepeno3upoBka

O ciydasx nepeo3upoBKH JTUHE30JIUIa HE COO0IAIoCh.

Jleuenue

PGKOMGHI[yeTCH CUMIITOMATHUYCCKOC JICUCHUC (B TOM YHUCIIC HGOGXO[[I/IMO MOAACPIKUBATD
CKOPOCTh KITyOOuKOBOHM (uibTpanuu). Her naHHBIX OTHOCUTENBHO YCKOPEHHS BBIBEIICHUS
JMHE30JIMa MPH MepUTOHEANbHOM aAuanu3e win remonepdysuu. Okono 30 % 10361 BHIBOAUTCS B

TEUCHHE 3 YacoB IIpu réMoJuajin3e.

5. DPAPMAKOJIOTMTYECKUE CBOMCTBA

5.1. ®apmakoauHaMuYecKHe CBOiCTBA

®dapMakoTepaneBTUYECKas TPyIa: aHTUOAKTepUaldbHbIE CpPEACTBA CHUCTEMHOTO JEHCTBUS;
Ipyrue aHTHOAaKTepuanbHbIE CPEACTBA.

Kox ATX: JO1XX08

Mexanusm aeiicteus u hapMakoauHaMmudeckue dhheKThl

JIune3onuy, CUHTETMYECKHI aHTHMOAKTEpUAJIbHBIM Npernapar, OTHOCHUTCS K HOBOMY Kiaccy
POTHBOMHUKPOOHBIX CPEJICTB, OKCA30JMINHOHAM, aKTHBHBIX IN VItr0 B OTHOLICHWH a3pPOOHBIX
TPaMIIOJIOKUTEIBHBIX OaKTepHil, HEKOTOPBIX TI'PaMOTPHUIATENBHBIX OaKTepui M aHa’POOHBIX
MHUKpPOOPTaHU3MOB. JIMHE307M/] CEIEeKTUBHO MHTHOUPYET CUHTE3 Oellka B OakTepusix. 3a cuer
CBS3bIBAHUSA C  OakTepHAJbHBIMA  pUOOCOMaMM OH  MPEJOTBpamiaeT  o0Opa3oBaHUE
(GYHKIIMOHATIBFHOTO MHUIIMHPYIOIIEro KomIuiekca 70S, KOTOPBIil SBNsSETCS BaKHBIM KOMIOHEHTOM
mpolecca TpaHCIALUY TIPU CUHTE3€e Oernka.

qyecmeumeﬂbnocmb

JIuHe3onua akTUBeH in Vitro u in vivo

I'paMII0I0KUTEILHEIE 3300651

Enterococcus faecium (Bkiro4ast ITaMMBbI, pE3UCTEHTHBIC K BAHKOMHIIUHY)
Staphylococcus aureus (Bkirouasi METHIIMITMHPE3UCTEHTHBIC IITAMMBI)
Streptococcus agalactiae

Streptococcus pneumoniae (BKJIro4ast MoJUPE3UCTEHTHBIE I TAMMBI)
Streptococcus pyogenes

Jlpyrue MUKPOOPraHU3MBI

Mycobacterium tuberculosis
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JIuHe3onu akTUBEH iN Vitro

COOTBETCTEBYET ZKCNEPTHOMY OTUETY

I'paM1iosioKUTEIBLHBIE 23D00BI

Enterococcus faecalis (Bkirouas rraMMbl, pe3UCTEHTHBIE K BAHKOMHUIIUHY)
Enterococcus faecium (mrraMMbl, 9yBCTBUTEIbHBIC K BAHKOMUIHHY)
Staphylococcus epidermidis (Bkirouasi METHIIMIUTMHPE3UCTEHTHBIC IITAMMBI)
Staphylococcus haemolyticus

Streptococcus spp. rpymmsl Viridans

I'pamoTpuIIaTeIbHEIC 8,3]30651

Pasteurella multocida

PesucreHTHBIEC K IMHE30JIMY MUKPOOPIaHU3MBbI

Haemophilus influenzae
Moraxella catarrhalis
Neisseria spp.
Enterobacteriaceae spp.

Pseudomonas spp.

Peszucmenmnocmo

MexaHu3M JIeiCTBUS JIMHE30JUAa OTIIMYAETCA OT MEXaHHU3MOB JIEHCTBHS MPOTUBOMUKPOOHBIX
IpenapaToB JAPYrMX KJIaccoB (Hampumep, aMMHOIJIMKO3MJIOB, OeTa-JlaKTaMOB, AaHTaroOHHWCTOB
¢GonmeBol  KHCIOTBHI, TJIHMKONENTHIOB, JIMHKO3aMHIOB, XWHOJOHOB, pH(aMHUIIHOB,
CTPENTOrpaMHHOB,  TETPALMKIMHOB M  XJIOpaM(eHHKOJa), TMOITOMY  IEPEKPECTHOMN
PE3UCTEHTHOCTH MEXKAY JIMHE30JIMIOM M 3THMHU IIpenaparaMd HeE CyLEecTByeT. JImHezommn
aKTUBEH B OTHOLICHMM TAaTOT€HHBIX MHUKPOOPTaHU3MOB, KaK UYYBCTBHUTEJIbHBIX, TaK U
PE3UCTEHTHBIX K 3TUM IIpenapaTaM. PE3UCTEHTHOCTD 110 OTHOILIEHUIO K JIMHE30JINY Pa3BUBAETCS
MEIJICHHO ITyTeM MHoroctanuitHoi wmytammu 23S pubocomansHoit PHK m mpoumcxomut c
gacroroii menee 1 x 10°-1 x 1071L,

5.2. ®apmakoKMHeTHYECKHE CBOIiCTBA

Abcopbrus

[Tocne mnpuema BHYTPb JMHE30JMJ  OBICTPO W HMHTEHCHBHO  BCAChIBAaeTCsl U3
KEITYTOIHO-KAMETHOTO TpakTa. Cmax — 21,2 Mr/n, cpemHuii mepruo BPeMEHH 0 JOCTHKCHHUS
MaKCHMaJIbHOH KOHIIGHTpanuu JuHe3onuna B KpoBH (Tcmax) — 2 dYaca, aOcoiroTHas
6uonocTynHocTh cocTaBisgeT okosio 100 %. ITpuem nuiy He BIUSET Ha BCaChIBaHHE JIMHE30JIUA.
PaBHOBecHast KOHIIEHTpAIHS JIMHE30JIU1a B KPOBU JOCTUTAETCA Ha 2 JIeHb IpueMa.

Pacnopenenenne

O0beMm pacnpeaciiCcHus JJMHC30JIuAa Ipru JOCTUKCHHUN paBHOBCCHOﬁ KOHIICHTpaluK y 310pOBOT0
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BOJIbI B opranu3mMe. CBsi3pIBaHHE ¢ OeiKaMH I1a3Mbl KpoBU cocTaBisieT 31 % M He 3aBHCHUT OT
KOHLEHTPALUH JINHE30JIM]1a B KPOBH.

BI/IOTDaHC(bODMaHI/IH

YcraHnoBiaeHo, 4yTo U30pepMeHTHI ITuToXpoMa P450 He ydacTByIOT B MeTabOIM3ME JIMHE30JIUIa
in vitro. JluHe3onuJ HE MHTHOUPYET W HE MOTCHIMPYET AKTHMBHOCTh KIIMHHUYECKH BaKHBIX
uzopepmenToB uToxpoma P450 (1A2, 2C9, 2C19, 2D6, 2E1, 3A4).

Metabonnueckoe OKHCIEHHUE MPUBOIUT K OOpPa30BaHUIO JBYX HEAKTHUBHBIX METaOOJIUTOB —
TUAPOKCUATUITIUIMHA (OCHOBHOM MeTaboNIUT Yy 4YelloBeKa, o0pa3yercs B pe3yibTare
He()EPMEHTATUBHOTO TPOIIECCa) U aMHUHOATOKCUYKCYCHOM KHCIOTHI (00pa3yercs B MEHBIIUX
KoJim4ecTBax). Takke OMUCaHbl IPyTrue HEAKTUBHBIE META0OHTHI.

DJIMMUHALNS

BHernoueuyHblll KIIMPEHC COCTABIAET OKOJIO 65 % kinupeHca nuHe3onuaa. C yBelInueHUuEeM I03bl
JUHE30JIMIa OTMEUYACTCSI HEOObIIasi CTETICHh HEJTMHEHHOCTH KIIMPEHCA. DTO MOXKET OOBICHATHCS
CHIDKEHHEM IMOYEYHOTO0 M BHEMOYEUHOI'0 KJIMPEHCA MPU BBICOKOW J103€ JMHe3oiauaa. OaHaKko
pa3ianurs KJIMPEeHCa HEBEJMKH U HE BIMSIIOT Ha KQXKYIIHICS epHOJ MOTyBbIBeIeHUs. JInHezomm
y TMalMeHTOB C HOpMaibHOW (PYHKIMEW MOYEK W MPU MOUYEYHOW HEJOCTATOYHOCTU JIETKOW U
CpelHeW CTENeHW BBIBOAMTCSA IMOYKAMH B  BHAC  THApokcudTHaraunuHa (40 %),
aMUHOITOKCUYKCycHOW KHUCIOTH (10 %) m B HemamenenHoMm Buue (30-35 %). Kumeunukom
BBIBOJIUTCSL B BHJI€ THIPOKCHATUITTUIMHA (6 %) U aMMHOATOKCHYKCYCHOM KucCIOTH (3 %). B
HEU3MEHEHHOM BUJIE JIMHE30JIU]I TPAKTUYECKHU HE BHIBOJUTCS KMILIEUHUKOM.

[Tepuon moyBBIBEICHUSI IMHE30JMIA B CPETHEM COCTABIISIET S5-7 4acoB.

Oco0ble TPVIIILI TAIMEHTOB

Tayuenmoi ¢ noueunoii HedOCMamouHoOCmMuio

[Tocne onHokpatHoro mpuema 600 Mr mnpenapaTa MNalUEHTaMH C TSOKEJIOW MOYEUHOU
HEJ0CTAaTOYHOCThIO (KJIMpeHC KpeaTMHHHa < 30 MJI/MMH) KOHLEHTpPALHUs JIBYX €ro OCHOBHBIX
MeTabomuTOB BO3pactasia B 7-8 pa3. Omnako yBemwdenwmss AUC ucxomHoro mpemapara He
HaOmronanocs. HecMoTpst Ha TO, 4TO HpU reMOAMAIM3€ BBIBOAMIOCH HEKOTOPOE KOJIMYECTBO
OCHOBHBIX METa0O0JIMTOB, UX KOHIIEHTPALUS B IUIa3Me KpoBH 1ocie npruema 600 Mr auHe3onmuaa u
NPOBEICHUST TPOLEAYPHl JAWalM3a Yy TAlUEHTOB C TSDKEIOH TOYEYHOW HEIOCTaTOYHOCTHIO
OCTaBaJIaCh CYIIECTBEHHO BHIIIE KOHIICHTPAIIMU B KPOBH Y TIAIIMEHTOB ¢ HOPMaIbHOU (DyHKITHEH
MOYEK, JIETKOM MIIM CPEeTHETSIKENION MOUEYHOM HEe10CTaTOYHOCTBIO.

Iayuenmel ¢ neueHouHoU HEOOCMAMOYHOCMbIO

HmeroTcst orpaHWYeHHBIE TaHHBIE O TOM, YTO Yy TAlMEeHTOB C JIETKOW W CpPEeIHETSHKEION

MEYECHOUYHON HEIOoCTaTOuHOCThI0 (kmacckl A w B mo knaccubukarmum  Yaitna-I1sr0)

Crpanwnma 19 u3 22



COOTBETCTEYET 3KCNEPTHC
. oT I-Ei.:_ 2024 N2 _ _
dbapMakOKMHETHKAa JIMHE30JIMJa M JIBYX €10 ocroBHEx | MetdbdmroR e hiMelsercs.

MY OTUETY

= R

®apMaKOKMHETHKA JTMHE30JUa Y AalUEHTOB € TSHKEJIOW IEYEHOYHON HETOCTaTOUYHOCTBIO (KJ1ace
C mo wraccupukanmu Yainna-Ileto) He wm3ydamack. OmHAKO, TOCKOJIBKY JTHUHE30JIH]T
METa0O0IU3UPYETCs HEPEPMEHTHBIM IyT€M, TO HE OXMJIAeTCid 3HAYMMOIO HApYyLIEHUs €ro
MeTaboIM3Ma MPH IeYEHOYHONW HEI0CTaTOUYHOCTH.
Tayuenmuwr nodwcunozo eospacma
Y noXWIbIX NalMeHTOB B Bo3pacte 65 et u crapime (apMakOKMHETHKA JIMHE30JUAa
CYIIECTBEHHO HE U3MEHSETCS.
Kenwunoi
VY xeHIuH 00beM pactpeaeeHNs JINHE30J1/1a HECKOJIBKO HIKE, YEM y MYXKUMH; Y HUX TaKKe Ha
20 % cHUXEH cpelHUI KIUPEHC IIPU pacueTe Ha Maccy Tena. KoHieHTpanus npenapara B Iasme
KPOBHU JKEHILMH BBILIE, YeM y MYXKUUH, YTO MOXET OTYACTH OOBSACHATHCS PA3IUYUIMU MaCCh
tesna. OnHAKO, IOCKOJBbKY IEPHUOJA TOJIYBBIBEACHUS JMHE30IMJA Y MYXKYMH M OKEHIIMH
CYILIECTBEHHO HE OTJIMYAETCs, HET MOBOJA OXHUAATh IMOBBIIICHUS KOHLIEHTpALMU IpernapaTa B
KpPOBH JKEHIIMH BbIIIE IEPEHOCUMOT0 3HAUEHUS, TAK YTO KOPPEKLIUU J103bI HE TpeOyeTcs.

eTu
VY moapoctkoB (12-17 ner) dapmakoKMHETHKa JIMHE30JHMIA, NMPHHATOrO B jgo3e 600 mr, He
OTJIMYaJIaCh OT KMHETUKU Y B3pocibiX. Takum oOpa3om, mpu Ha3HaueHUH mnojapoctkam 600 mr
JMHE30JIMJa Kax/Iple 12 9acoB KOHIIEHTpAIs npenapaTta OyAeT Takoi ke, KaK y B3POCIBIX MPH
Ha3HAUYEHUH TOU XKe J03bl.
V nereit B Bo3pacte 10 12 jeT npuMeHeHue JIuHe30auAa B 103e 10 MI/KT eXXeHEBHO Kax/ble 8
4acoB IMO3BOJISIET JOCTUYb TOM K€ AKCIO3UIUH, YTO M y B3pOCIBIX Ipu npumeHeHuu 600 mr

JIMHE30JIMJa ABa pa3a B ACHDb.

6. PAPMAIIEBTUYECKHUE CBOMCTBA

6.1. IlepeyeHp BCIOMOraTeJIbHbIX BEIIECTB
[emon103a MUKPOKpHCTAIUINYECKAs
Kpaxmain kykypy3HbIil
Kap6okcumeruiikpaxman HaTpHst

I'uniposioza

Marnus creapar

CocraB 000JI0YKH:

I'unpomeriosa
Maxkporo-4000

Turana nuokcun
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(MOCNEOCBATENEHOCTE 0001)

6.2. HecoBMecTHUMOCTL

He npumenumo.

6.3. Cpok rognocTu (CpOK XpaHeHus1)

3 rona.

6.4. OcoOble Mepbl MPEI0CTOPOKHOCTH NMPU XPAHEHUN

Xpanutb 1pu Temrneparype He Boiie 25 °C.

6.5. XapakTep u coepxkaHue NePBUYHON YIIAKOBKHU

ITo 5, 10, 14, 25 wumm 30 TabneToK B KOHTYPHYIO SYCHKOBYIO YIIAKOBKY W3 IUICHKH
MOJIMBUHUWIXJIOPUAHON JHOO TUIGHKH MOJMBUHIIXJIOPUIHOW/ MOMUMBUHUINACHXIOPUAHON U
(donbry aMIOMUHUEBOHN MEYaTHOM JTAKUPOBAHHOM.

Wmu no 5, 10, 14, 25 unu 30 TabieTok B KOHTYPHYIO SYEHKOBYIO YIIAKOBKY M3 Marepuasia
KOMOMHHPOBAHHOTO Ha OCHOBE (POJIBI'H (TPEXCIOWHBIN MaTepuall, BKIIOYAIOMINN aTIOMUHUEBYIO
domnbry, mIeHKy U3 OPUEHTUPOBAHHOTO MOJUAMHU/IA, MTOTUBUHIIXJIOPUIHYIO MJICHKY) U (OJIBIH
AJTIOMUHHUEBOM NI€YaTHOM JTAaKUPOBAHHOM.

1,2,3,4,5,6,7,8 9 win 10 KOHTYpHBIX STYEUKOBBIX YIIaKOBOK BMECTE C MHCTPYKLIHEU IO
MEAUIIMHCKOMY MPUMEHEHUIO TOMELIAIOT B KAPTOHHYIO YIIAKOBKY (TIauKy).

6.6. Oco0Oble Mepbl MPEIOCTOPOKHOCTH MNPHM  YHMYTOXXKEHUH  HMCIOJb30BAHHOIO
JIEKAPCTBEHHOI'0  Mpemapara WJIM OTXO0JA0B, TMOJYYEHHBIX TOCJe NpPUMEHeHus
JIEKAPCTBEHHOI'0 Mpenapara u Apyrue MaHUIMYJIALIMHU ¢ PenapaToM

Oco0ble TpeOoBaHUS OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAIHIMOHHOI'O YIOCTOBEPEHUSI
Poccus

00O «ATomn»

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

Ten.: +79874599991, +79874599992

E-mail: ozon@ozon-pharm.ru

7.1. IlpencraBurtennb AepaaTessi periCTPALMOHHOIO YA0CTOBEPEHHUS

[Iperensnu moTpeOUTEIEH HAIIPABIISITH 10 AAPECY:

Poccus

000 «O308»

445351, Camapckas 0011, T.0. XKurynesck, r. XKurynesck, yi. ['mapocrponrenei, 1. 6.
Tem.: +79874599991, +79874599992

E-mail: ozon@ozon-pharm.ru
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8. HOMEP PETUCTPAIIMOHHOI'O Y IOCTOBEPEHIs =MV T5 0007)

9. JATA TIEPBUYHOW PETMCTPALIMM (MMOATBEPKIEHUS
PETACTPAIIAU, TEPEPETVCTPALIAN)

JlaTa nepBoi perucTpanuu:

10. JATA IEPECMOTPA TEKCTA

OO0mas xapakTepucTHKa JIEKapCTBEHHOT 0 Ipenapara JInHe30111 A0CTyHa Ha UH(OPMAITMOHHOM
noprane EBpa3uiickoro 3KOHOMHYECKOr0 COI03a B MH(POPMAIIMOHHO-KOMMYHUKALIMOHHON CETU

«Uutepuer» http://eec.eaeunion.org/.
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