COOTBETCTBYET SKCMEPTHOMY OTYETY
0T 04042024 N GE4T
OBILAS XAPAKTEPUCTHKA JEKAPCTBEHIFOFO TIPEITAPATA “02)

1. HAUMEHOBAHMUME JIEKAPCTBEHHOI'O IIPEITIAPATA
Jlunesomun, 200 Mr, TabaeTKH, TOKPHITHIC TIIICHOYHOH 000JI0YKOH.
Jlunesomuza, 300 Mr, TabaeTKH, TOKPHITHIC TIIICHOYHOH 000JI0YKOH.

Jlunezomuz, 400 mr, TabIETKH, MOKPBITHIEC IJICHOYHOW 000TIOYKOA.

2. KAYECTBEHHbBIN U KOJIMYECTBEHHbBIN COCTAB
JelicTBytolee BENIECTBO: JIMHE30IMUI.

Jlunezomua, 200 Mr, TabJIETKH, OKPBITHIE ILICHOYHON 000J10YKON

Kaxnas Tabnerka, moKpeITast MICHOYHON 0005109K0i, conepxut 200 Mr THHE30IHIA.

JInrezomua, 300 Mr, TabJIETKH, MOKPHITHIE INIEHOYHOH 000JI0YKON

Kaxxnas Tabnerka, HOKphITas INIEHOYHON 000109KOM, cogepkuT 300 Mr TuHE30I1a.

Jlunezomua, 400 Mr, TabJIETKH, MOKPBITHIE IUIEHOYHON 000J10YKON

Kaxxnas Tabnerka, mokpbITas INIEHOYHOM 000J10uKOH, coaepxkuT 400 Mr auHe30IMAA.

ITomubrit MNEPCUCHb BCIIOMOT'ATCIIbHBIX BCIICCTB IIPHUBCACH B Pa3aciic 6.1.

3. JIEKAPCTBEHHAS ®OPMA
TabneTku, NOKPHITHIE MIIEHOYHOW 000I0UKOM.

JInaezomma, 200 mr, Ta6J'IeTKI/I, TIOKPBITHIE IIJICHOYHOMN 000JI0YKOU

Kpyribie OBOSIKOBBITYKIIbIE TAOJNETKH, MOKPBITHIE TUIEHOYHON 000JI0YKOW Oenoro Wiu MOYTH
OeJIoro 1BeTa.

Jlnneszomna, 300 Mr, TaOJIETKH, HOKPHITHIE IJIEHOYHOW 000JI0UYKOM

Kpyribie TBOSKOBBIMYKJIbIE TaOJIETKH, MOKPHITHIC MJICHOYHOH OOOJOYKON OEoro WM MOYTH
0esoro 1Bera.

Jlnneszomma, 400 Mr, TaOJIETKH, HOKPBITHIE ITIEHOYHOW 000JI0UYKOM

OBaJibHBIE JIBOSIKOBBIMYKJIbIE TaOJETKHU, TOKPHITHIE MJIEHOYHOU 000JI0YKON OEoT0 WM MOYTH

0esoro 1Bera.

4. KJIMHUYECKHUE JTAHHBIE

4.1. TIloka3aHusi K IpMMEHEHUIO

. JInne3onn nokaszaH K NPUMEHEHUIO Y B3pPOCIIBIX U AETEH B Bo3pacTe oT 3 10 18 ser i
JiedeHus: NH(EKIIMOHHO-BOCTAIUTEIbHBIX 3a00JI€BaHU, €CIIM U3BECTHO WJIH M0/I03PEBAETCS, YTO

OHH BbI3BAHEI YYBCTBUTCIIbHBIMU K JIMHE30JINAY aBpO6HHMI/I )51 aHaZ-)pO6HBIMI/I
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I'PaMIIOJIOKUTEIbHEIMA ~ MHUKPOOpPraHU3MaMU (BKJHOI%Q{‘ 'T/I—lﬁb%" 'HTEQBII'I‘[‘I)'OB(;I—}K,'Z[E{R)TI[I/IIGCH

OaxTepueMuein):

— BHeOOJIbHMYHAs IHEBMOHHS, BbI3BaHHas  Streptococcus  pneumoniae  (BkioYast
MOJIMPE3UCTEHTHBIE IITAMMBbI), BKJIIOYAsl Cllydad, COMPOBOXKIAIOLIMecs OakTepueMueH, Wiu
Staphylococcus aureus (TOJIBKO METHIIMIIIMHYYBCTBUTEIbHBIE IITAMMEI);

—  rocmWTajbHas ~ TMHEBMOHHWs,  Bb3BaHHas  Staphylococcus — aureus  (Bkirouas
METHLWUTMHYYBCTBUTENIbHBIE M METULMJUIMHPE3UCTEHTHBIE IITaMMBbI) HiIM  Streptococcus
pneumoniae (BKJIro4asi MoJUPE3UCTEHTHBIC IITAMMBI);

— OCJOXHEHHbIe MHQEKIUU KOXKHU M MSITKMX TKaHel, BKItouas MHQPEKIUU MpPU CHHIPOME
JMa0ETUYECKON CTOIIbI, HE COIPOBOXIAIOIIUECS OCTCOMHEIMTOM, BbI3BaHHbIC Staphylococcus
aureus (BkJitoyass METULWUIMHYYBCTBUTENIbHbBIE W METULUWUIMHPE3UCTEHTHBIE ILTAMMBI),
Streptococcus pyogenes uiu Streptococcus agalactiae;

— HEOCJIOKHEHHbIe MH(EKIMU KOXHM W MITKUX TKaHeHd, BbI3BaHHbIe Staphylococcus aureus
(TOJIBKO METHUIUJUTMHIYBCTBUTEIIBHBIE IITAMMBI) Wi Streptococcus pyogenes;

— MH(QEKIINHU, BI3BAHHBIC PE3UCTCHTHBIMH K BaHKOMUIIMHY Enterococcus faecium, B Tom umcie
COTPOBOXKAAIOIINECS OaKTEepUEeMHUeit;

. VY B3pocibIX B COCTaBe KOMOMHHPOBAHHOW Tepanmuu TyOepKylie3a JerKHX, BbI3BAHHOTO
mrammamu Mycobacterium tuberculosis ¢ MHOMECTBEHHO JIeKapCTBEHHOM YCTONYHBOCTBIO.
IIpn ompenenenuu, sBiasfercs JM npenapar JIMHE30MMa NOAXOAAIIMM JIEUEHHEM, CIENYET
INPUHUMATh BO BHUMAHUE PE3yIbTaThl MUKPOOMOIOTMUECKHUX UCCIEI0BaHUI UM UH(POPMALIHIO O
pacipoCTpPaHEHHOCTH  PE3UCTEHTHOCTM K  aHTUOAKTepHAIbHBIM  IIpernaparaMm  cpeau
IPaMIOJI0KHUTENbHBIX OAKTEPUH.

JIuHe30/1M/] He aKTUBEH MPOTUB MH(EKIHMH, BBI3BAHHBIX IPaMOTpULIATENIbHBIMU NaToreHamu. [1pu
MOJIO3PEHUM WM TOATBEPKACHUM TI'PaMOTPULIATENIBHBIX IaTOT€HOB JIOJDKHA OBbITh HaudaTa

cnenuduyeckas Tepanus NpOTUB rPaMOTPULIATEIbHBIX MUKPOOPTaHU3MOB.

4.2.  Pexxum 103MpOBaHUS U CIOCO0 NPUMEHEHUS
[Ipenapat no/KeH Ha3HayaTbCcs BPayoM, MMEIOUIMM OMBIT HPUMEHEHHsS aHTUOMOTHKOB-
OKCa30JIUINHOHOB.

PexuMm no3upoBaHus

[TatieHTOB, KOTOPHIM B Hayaje TEpaluu JHMHE30JUJ Ha3HAYMJId BHYTPUBEHHO (B/B), B
JaNbHEMIIEeM MOXKHO TepeBeCTH Ha JIIo0Yylo JIEKapCTBEHHYIO (opMy mpenaparta s Mpuema
BHYTPB, IIPH 3TOM MOJ00P 036l HE TpeOyeTcs, TaKk Kak OMOJ0CTYITHOCTh JIMHE30JIUIa IPU IIpreMe
BHYTpb cocTtaisieT moutu 100 %.

[TpooKUTENHHOCTD JIEUEHUS 3aBUCUT OT BO30YIUTEINS, JIOKAIN3ALUHU U TSHKECTH MH(pEeKIuy, a

TakKe OT KIMHUYEeCKOoro ¢ dekTa.



Bspocnvie

COOTBETCTBYET 3KI

CINEPTHOMY OTUETY

o1 04.04_ 2024 Nz 6641
(MOCNEOOBATENBEHOCTE 0002)

IMoka3anus (BK/I0O4Yasa uHdexunu,
CONPOBOXKAAOIIMECH DaKTepuemMueil)

PasoBas 103a

Pexomennyemas
NPOAOKMTEIBbHOCTh
JIeYeHHU s

- BHGGOHBHI/I‘-IHaSI IIHECBMOHUs, BBbI3BAHHAs
Streptococcus pneumoniae (BKITFOUast
MOJIUPE3UCTCHTHEIC IJ_ITaMMBI), BKJIO4Yasa
ClTy4au, COIPOBOXKIAIOIIHECS OaKTepHeMHEH,
wm  Staphylococcus  aureus  (TOJBKO
MCTUIHUIIIMHYYBCTBUTCIIBHEBIC I_I_ITaMMBI)

— TrocnuTalibHasd ITHEBMOHHA, BbI3BaHHAasi
Staphylococcus aureus (BKITFOUAst
MCTUIHJIJIMHYYBCTBUTCIIbHBIC n
MCTUHHUJIIMHPE3UCTCHTHBLIC IHTaMMLI) 1501050
Streptococcus pneumoniae (BKITFOUast
MOJIMPE3UCTCHTHLIC IHTaMMI)I)

— OCJIO’KHEHHBIE I/IH(beKI_II/II/I KOXHN U MAT'KUX
TKaHEeH, BKIHOYas WHPEKIMH TPH CHHIPOME
,[[I/Ia6eTI/ILIeCKOI71 CTOIIbI, HE
COITPOBOKAAOIIHNECCA OCTCOMUCIIUTOM,
BbI3BaHHbBIe Staphylococcus aureus (Bkiroyast
MCTUIHJIJIIMHYYBCTBUTCIIbHBIC n
MCTUIHUIIIMHPE3UCTCHTHBLIC HITaMMI)I) y
Streptococcus pyogenes wmim  Streptococcus
agalactiae

— HEOCJIOKHEHHBIE MH()EKITUH KOKU U MITKUX
TKaHel, BbI3BaHHBIe Staphylococcus aureus
(TOJTBKO METHIMUTHHYYBCTBUTEILHBIE
mramMMbl) wita Streptococcus pyogenes

600 Mr BHYTpb
KaxkJple 12 yacoB

10-14 nueit

— I/IH(l)CKHI/II/I, BBI3BAHHBIC PE3UCTCHTHBIMU K
BaHKoMUIIMHY Enterococcus faecium, B Tom
YHUCJIC COMIPOBOKAAOMIUCCIA 6aKTepHCMHeﬁ

600 Mr BHYTpb
Kaxkaple 12 yacoB

14-28 nueit

Bspocnvie: npu TyOepKyJe3e JETKHX, BbI3BaHHOM Intammamu Mycobacterium tuberculosis c

MHO>KECTBEHHOH JIEKaPCTBEHHON yCTOMYMBOCTBIO — 600 Mr 1 pa3 B CyTKM C JJINTEIBHOCTBIO

Tepanuy B UHTEHCUBHOMU (haze 24 Heaenu.

Oco0bIe I'pynnbl DaMCHTOB

Tayuenmul nodcunozo eospacma
Koppekuuu 10361 HE TpedyeTcs.

layuenmul ¢ napywenuem ynKyuu novex
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reMo/IMalin3e B T€UCHUE 3 4acoB, JTUHE30IU AOJKEH MPUHUMATHCS TIOCIIE MPOBEACHUS TUaIu3a
MalKUEeHTaM, HY>K/IalIOIIIMCS B HEM.
Tayuenmsi ¢ Hapywenuem ynKyuu neveHu
Koppekuuu 10361 HE TpeOyeTcs.
eTH

Jlemu om 3 0o 11 nem

Pexomennyemas
Pa3oBas n03a NMPOAOJIKUTEIbHOCTD
JeYeHus

IHoka3anus (BK/I0O4Yass nHPpekuu,
CONPOBOXKAANOIIMECH DaKkTepuemMueil)

- BHGGOHBHI/I‘-IH&SI ITHCBMOHUs, BBbI3BaHHAas
Streptococcus  pneumoniae (BruTROUAs
MOJIMPE3UCTCHTHLIC HITaMMLI) y BKJIXO4as
cjydau, COIIPOBOXK AU ECCA
OakTepueMueH,

wm  Staphylococcus  aureus  (Tonbko
MCTUIHWIINIMHYYBCTBUTCIILHBIC I.HTaMMBI)

— TocIuTallbHass ITHEBMOHUs, BbI3BAHHAaA
Staphylococcus aureus (BruTROUAs
MCTUIHJIJIIMHYYBCTBUTCIIbHBIC u

10 MI/KT BHYTPB .
METULWIMHPE3UCTEHTHBIE IUTAMMbl) HWJIU yip 10-14 nueit
Streptococcus  pneumoniae  (Bkirouast

MOJIMPE3UCTCHTHDBIC H_ITaMMBI)

KaXIple 8 4acoB

— OCIOKHEHHBIE I/IH(beKI_II/II/I KOXHU U MATKUX
TKaHel, BKIII0Yass HHPEKIUH IpU CUHIPOME
IHa0eTUIECKOM CTOIIBI, HE
COIMPOBOXKAAOIINECA OCTCOMUECIIUTOM,
BbI3BaHHbBIE Staphylococcus aureus
(BKJ’IIO‘-IaSI MCTUIUINIMHYYBCTBUTCIIBHBIC U
MCTUIHUIINIMHPE3UCTCHTHBLIC IHTaMMI)I),
Streptococcus pyogenes mim Streptococcus
agalactiae

Jetu ot 3 go <5 ner:
— HEOCJIOKHEHHBIE MHPEKIIUU KOXKU U
10 MI/Kr BHYTpb
MSTKHX

TKaHe#, Be3BanHbIe Staphylococcus aureus
(monvro memuyunrnunuyscmeumenvhvle

wmammel) VoA Streptococcus pyogenes

KaKaple 8 yacoB 10-14 gueit
Heru 5-11 ner:
10 MI/Kr BHYTpb

Kaxaple 12 gacoB

— WH(EKIIUH, BRI3BaHHBIC PE3UCTCHTHBIMU K
BaHKOMHIIMHY Enterococcus faecium, B Tom
YKCJIe COMPOBOXKIAIOIINECS OaKTepueMHei

10 Mr/Kr BHYTpB 14-28 nueit
KaK7ple 8 yacoB
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B3POCIIBIX.
Jlune3onuy He ciaenyeT NPUMEHSTH Y eTel B Bo3pacte ot 0 10 3 yieT AJig JaHHOM JIeKapCTBEHHOM
(GOopMBI B CBSI3U ¢ HEBO3MOXKHOCTBIO 00ECIIEUUTh PEKUM 103UPOBAHMSL.

[To nokazanuto «KoMOMHHMpOBaHHas Tepamnus TyOepKyle3a JIETKUX, BBI3BAHHOTO IITaMMaMH
Mycobacterium tuberculosis ¢ MHOXECTBEHHOHN JIEKapCTBEHHON yCTONYMBOCTBIO» JIMHE30mM] Y
nereit ot 0 1o 18 yeT He MPUMEHSAETCS B CBSI3U C OTCYTCTBHEM JAHHBIX MO 3(PPEKTUBHOCTH U
0e30MacHOCTH.

Croco0 IpuMeHeHus

Bnytps. IIpenapatr MOXHO IpUHUMATh KaK BO BPEMs €JIbl, TAK U MEXY IIPUEMaMU ITULIH.

4.3. IIporuBomoka3aHus

. ['MnepuyBCTBUTENBHOCTh K JIMHE30JUAY WM JAPYTMM M3 BCIIOMOTATENbHBIX BEIIECTB,
MepeUYrCIEHHBIX B pazjene 6.1.

. OpHoBpeMeHHBIH ~ TpuéM  JHMHE30IWAA €  [permapaTamM,  WHTHOUPYIOUIUMU
MOHOAMUHOKCHAa3bl A wmu B (Hampumep, QeHensuH, wu30kapOOKca3ua, CeNeruiu,
MOKJIO0EMHT), a TAK)KE B TeUEHUE 2 HE/IeTb MOCIIe MPEKpalleHUs MprUeMa Ha3BaHHbBIX IPeraparoB.
o [Ipy oTCyTcTBMM TIIATEIBHOTO HAONIOAECHUA 3a TMAalMEHTaMd M MOHUTOPHUHIA
apTepUATILHOIO JABJICHUS HE Cle1yeT Ha3HAuaTh JTUHE30IUA;

— TAUEeHTaM C HEKOHTPOJUPYEMOW apTepuanbHOM THUMepTeH3ueH, (HeoXpoMOIUTOMOI,
TUPEOTOKCUKO30M, KapIUHOUTHBIM CHUHJIPOMOM, OUMOISAPHBIM paccTpoicTBOM,
m130a¢pHEeKTUBHBIM PACCTPOUCTBOM U OCTPHIM COCTOSIHUEM CITYTaHHOCTH CO3HAHMUS;

— TMalueHTaM, TOJYYalol[UM CJEIYIOIINe THIBl MPEnapaToB: aJpPeHOMHUMETHKHU (Hampumep,
nceBnoddenpud,  (GEHWINPOMaHOJaMUH,  SMUHEPPHUH,  HOpANMUMHEeDpUH,  TOOyTaMHH),
nohaMUHOMUMETUKHU (Hampumep, aAodamMuH), UHTHOUTOPHI OOpPaTHOrO 3axBaTa CEPOTOHHHA,
TPUIMKIMYECKUE aHTHU IeTIPecCcaHThl, aroHUCTHI 5-HT1 penientopoB (TpunTansl), MENEPUINH WIIN

OycrupoH.

4.4. Oco0ble ykazaHusi U Mepbl MIPeIOCTOPOKHOCTH MPHU NPUMeHEeHUH

ITarmedTsl ¢ MOYeYHOH HEJIOCTATOYHOCTHIO

Bcneacreue HCHSy‘-ICHHOfI KJIMHUYECKON 3HAYMMOCTHU ABYX  TICPBUYHBIX MeTa00JIUTOB
JIMHE30JIMJa Yy MalHuCHTOB C TSDKEIONH MOYEYHOM HEAOCTATOYHOCTBIO, JIMHC30JIHUA JOJIKCH
HCIIOJIB30BATHCA C OCTOPOKHOCTBIO Y TAKUX MALIMCHTOB, U TOJIBKO €CJIM IIpCArojaracMas 1moJjb3a
MMPEBLIIIACT HOTeHHHaHBHBIﬁ PHUCK.

[TanMeHThl ¢ NEYeHOYHON HEJOCTaTOUYHOCThIO
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TaKMX TMALMEHTOB TOJBKO B TOM CJydae, €CIM Ipeanosjaraemas IoJib3a MPEBbIIIAET
MOTEHLIMAIbHBIN PHUCK.

ITanueHTHl ¢ CUCTEMHBIMM I/IHd)eKLII/IHMI/I

.HI/IHCSOJ'II/II[ JOJDKEH HCIIOJB30BATBCA C OCTOPOXKHOCTHIO Yy IMAIIMCHTOB C CHCTEMHBIMUA
I/IHq)eKI_II/ISIMI/I, NpCACTABIAIOMIUMA PUCK JIA KU3HU, TAKUMH KakK I/IH(l)CKI_II/II/I, CBA3aHHBIC C
BCHO3HBIMU KaTCTCPAMH B OTACIICHUAX MHTCHCUBHOM TCpaIrmu.

CMEPTHOCTH V HAIMEHTOB ¢ KaTETEP-aCCOIMMPOBAHHBIMUI I/IH(beKHI/IﬂMI/I

B oTKpbITOM HCCIEI0BaHUU CPEIU TSHKETOO0O0BHBIX MAIUEHTOB C BHYTPUCOCYAUCTHIMH KaTeTep-
ACCOILIMMPOBAHHBIMUA HMH(MEKIUAMH OBUIO OTMEYEHO MPEBBIIICHHE JICTAILHOCTH Y MAlUEHTOB,
MOJIy4aBILINX JMHE30JIU, 1o CPaBHEHHUIO NanueHTamMH, MOJTYYaBIIUMHU
BaHKOMUIIMH/IUKIOKCAUUIUTUH/ oKkcaumiuiuH [78/363 (21,5 %) npotus 58/363 (16,0 %)].
OcHOBHBIM (DaKTOPOM, OKa3bIBAIOLIUM BJIHMSHHE Ha YPOBEHb CMEPTHOCTH, OBLI CTaTyC
IPaMIIOJI0KHUTEIBHON HHPEKIINH B MCXOIHBIH MOMEHT BpeMeHH. [loka3aTens IeTaabHOCTH ObLT
CXOX Cpeay MalUEeHTOB, UHPEKIUU Yy KOTOPBIX ObUIM BbI3BaHbI TOJBKO I'PAaMIIOJIOKUTEIbHBIMU
MUKpoopranusMamu (otHomienue mancos 0,96; 95 % noeeputenbusblil uatepsan: 0,58—1,59), Ho
ObL1 3HauUMTENbHO BhIIE (p = 0,0162) B rpymnmne IuHe301M/1a, KOTAa 00HAPYKUBAJIUCHh U APyrue
MHUKPOOPTaHU3MBI, WIIM MX HE yJaBaJIoCh 0OHAPYKUTh Ha HAYAIBHOM dTare (OTHOIICHUE IIAaHCOB
2,48; 95 % noseputenbHblil uHTEepBaN: 1,38—4,46). Hanbonpmuii nucbananc ObLT OTMEYEH BO
BpeMsl JICYeHHS U B TeUYeHHE 7 JHEW moclie OKOHYAaHWs aHTHOMOTHKOTepanuu. B xome
WCCIIEIOBaHMs B TPYIIEe JIMHE30IHMIa OOIbIIe MAIlMeHTOB MPUOOpEeTalid TrpaMOTpUllaTeIbHbIS
MHUKPOOPTaHU3MBI U BITOCJICJICTBUH MOTHOATN OT WH(EKIMH, BEI3BAHHON TPaMOTPUIIATEIIbHBIMU
MUKpPOOPTraHU3MaMH, WK TOJTUMUKPOOHBIX MHPeKuil. TakuM oOpa3om, B cilydae OCI0KHEHHBIX
MH(GEKINNA KOXKU U MATKUX TKaHeH TMHE30JIU] CIeyeT UCIIOIb30BaTh Y MAIlHeHTOB C U3BECTHOM
WM BO3MOXKHOW KOWMH(EKIHel rpaMOTpHUIIaTeIbHBIMU MUKpPOOPTaHU3MaMHU, TOJIBKO €CIIA HEeT
aIbTEpHATUBHBIX BAPUAHTOB JieueHUs (cM. pa3zaen 4.1). B aTux ciyyasx nokasaHo oJHOBPEMEHHO
JOTIOJIHUTEIbHOE  NPUMEHEHHE IpenaparoB, JCHCTBYIOIIMX HA  I'PaMOTPULATENIbHYIO
MHUKpPOQIIOpY.

Muenocynpeccus

Y HEKOTOpBIX TAIMEeHTOB, TPUHUMAIONIUX JIMHE30JU, MOXET pPAa3BUThCS oOOpaTUMas
MHUETIOCYTIpECCHs (C aHEMHUEH, TPOMOOIIMTOIICHUEH, JICHKOTIECHUEH 1 TAaHIIUTOTICHUEH ), 3aBUCSTIIIAS
OT TPOAOKUTEIBHOCTH Tepanuu. TpoMOOIMTONEHUS MOXKET Yallle BO3HUKATh Yy MallUEHTOB C
TSDKEJIOW MOYEYHON HEAOCTATOUYHOCTHIO, HE3aBUCUMO OT NMPUMEHEHHUS y AallMEHTa FEMOAUalun3a,
Y y TAUEHTOB C NMEYCHOYHOW HEJOCTATOYHOCTHIO CPEHEN WIIU TSKEIION CTENEHU. Y MOKHIIBIX

MAaUCHTOB TAKKC IMOBBIIICH PUCK Pa3BHUTHA JAaHHOI'O COCTOSAHUA. B cBsa3u ¢ 3THM B mponecce
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PUCKOM pa3BUTUS KPOBOTEUEHHUS, MHUEJIOCYIPECCHUE B aHaMHE3€, C TSDKENION IMOYeuHOU
HEJIOCTaTOYHOCTHIO WJIM NEYEHOUYHOW HENOCTATOYHOCTBK) CPEAHEH WJIM TSKEJIOM CTEIECHH, a
TaKkkKe TMpPU OJHOBPEMEHHOM IPUMEHCHHMH TMpENapaToB, CHIDKAONIUX TEeMOTJIOONH WIIN
KOJMYECTBO TPOMOOIIMTOB, WM WX (YHKIMOHAIBHBIE CBOWCTBA, a TaKXe Yy IAIUCHTOB,
MOJIYYaroUIUX JIMHE30JIU]] OoJiee 2 Heenb. JIMHe30u ] y TaKuX NalMeHTOB MPUMEHSETCS TOJIBKO
B TOM Clly4ae, KOIJla BO3MOXKEH TIHIATCJIbHbIK MOHHUTOPUHI TE€MOIVIOOMHA, KOJUYEeCTBa
JIEHKOLMTOB ¥ TpoMOOIIUTOB. Eciin BO Bpems Teparuu JIMHE30IMI0M Pa3BUBACTCS BhIpaKECHHAs
MHUEJIOCYIIPECCHS, JICUEHUE TOJDKHO OBITh MPEKPAIEHO, €CIIU TOJIBKO MPOJOJDKEHNE TePaIluu HE
CUHMTAETCsl a0COTIOTHO HEOOXOAMMBIM. B 3TOM ciiydae HEOOXOAMM WHTCHCUBHBIH MOHHTOPHHT
IoKa3aresel KpoBH M COOTBETCTBYMOIEE JiedeHue. Kpome toro, pekoMeHryercs, 4yToObl aHaIIN3
KpOBHU (B TOM 4YHCJIE, ONPEACICHHE TeMOIIO0NHA, KOJMYECTBA TPOMOOIIMTOB U JICHKOIIUTOB (C
pacueToM JICMKOUUTApHONH (OPMYJIbl)) MPOBOAMICS €KEHEACNbHO Y MAIlMEHTOB, MOTYYarOIINX
JIMHE30JIUJ] HE3aBUCHUMO OT IOKAa3aTeJiell MCXOJHOr0 aHaiau3a KpoBHU. boiiee BpICOKas dacTtora
pPa3BUTHS TSDKEJIOM aHEMHUM OTMEUEHA Y TAlMUEHTOB, TMOJIY4YaBIIUX JIMHE30IHA OOJbIle
MaKCHMaJIbHO PEKOMEHJOBAHHOW MPOJOJDKUTEIIBHOCTH B 28 NHEH. DTUM NalMeHTaM 4Yaile
TpeboBanock nepenuBanue Kpou. Ciryyau cuaepo0IacTHON aHeMHUH OBbLITH 3apETUCTPUPOBAHBI B
MOCTPETUCTPAITMOHHOM TIepHoJie. B O0NBIIMHCTBE ClydaeB JUIMTEIBHOCTD TEPAIUU JTHHE30JIUI0M
npeBbImana 28 gHeil. Y OoJIbIIMHCTBA MAIUEHTOB MPOSBICHUS OBLITN MOJTHOCTHIO WK YaCTUYHO
0o0paTHMBI OCIIe TPEKPALEHUS JICUSHUS JTMHE30IUI0M ¢/0e3 crerupuIecKoro JeueH!s] aHEMHUU.

AHTI/I6I/IOTI/IK'aCCOHI/II/IDOBaHHaH JAUapea U KOJIUT

VY NanueHToB, MPUHUMAIOIIUX aHTUOAKTEPUAIIBHBIC MPerapaThl, BKIOYAs JTUHE30IH]I, CICAYyeT
YUYUTBHIBATH PUCK Pa3BUTHUS MICEBIOMEMOPAHO3HOTO KOJIIUTA PA3IMYHOMN CTEIICHH TSHKECTH.

O cnyvasix nuapeu, cszanHoit ¢ Clostridium difficile, cooGmanocs B ¢Bsi3u ¢ HCHONB30BaHHEM
NPaKTHYECKH BCEX aHTHOAKTEpHAJbHBIX IPENnapaToB, BKIIOYAs JIMHE30IUA. TsHKEeCTh Auapeu
MOXET BapbHpPOBaThCS OT JIETKUX (GOpM J0 TsDKeNbix. JledeHue aHTHOAKTEpUATbHBIMU
npernaparamMy HapylraeT HOpMabHYI0 MUKPO(MIOpY KHIICYHHUKA, YTO MPUBOJIMUT K U30BITOUHOMY
pocty Clostridium difficile. Clostridium difficile BeipaGaTeiBaeT TokcHMHBI A U B, koTOpBIC
NpUBOJAT K pa3BuTHIO nuapew, cBszaHHoil ¢ Clostridium difficile. M30brounoe komuuectBo
TOKCHHOB, BbIpabatsiBaemoe mrammamu Clostridium difficile, moxxeT BbI3BaTh MOBBIIICHHE
JETATLHOCTH CPeJM MAI[MeHTOB, TaK KaK Takue HWH(EKIUH MOTYT OBbITh YCTOWYHBBI K
NPOTUBOMUKPOOHOW TepamuH, a TakKe MOXKET TMOTpeOOBaThCsd KOJOHOAKTOMHUS. Henb3s
INPUMEHSTH JICKAPCTBEHHBIE CPEICTBA, TOPMO3SIIUE MEPUCTATBTUKY KUIICYHUKA.

Bo3moskHOCTE pasButus auapeu, cBs3annoit ¢ Clostridium difficile, momkna paccmaTpuBaThest y

BCEX MAaIMEHTOB C JHapeei, MOCIeIOBaBIICH 3a UCIOIL30BAHHEM aHTHOMOTHUKOB. TIIarenbHOe
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ces3annyto ¢ Clostridium difficile mociie BBeneHus aHTHOAKTEpHATIBHBIX MIPETIAPATOB.

[lepudepuyeckas HeHpoHaTUs U HEUPOIIATHS 3PUTEILHOrIO HEPBA

Coobmanocs 0 mepudepuueckoil HeHMponmaTUu, a Tak)Ke HEUpONaTHU 3pUTEIBLHOTO HEpBa M
HEBPUTE 3pUTEIIBHOTO HEPBA, KOTOPBIE MHOT /1A IPOTPECCUPYIOT 10 TOTEPH 3PEHHUS, Y MALIUEHTOB,
KOTOPBIC MOJTYYaJI JICUCHUE JINHE30JIU/IOM; 3TH COOOIICHHUSI HMEITU MECTO, B TIEPBYIO OYepeb, Y
MAIUEHTOB, MOTYYaBIINX JICUCHHUE HA MPOTSHKEHUHU TEPUOJIOB BPEMEHH, KOTOPBIC ObLTN 0OJIbIIIE
MaKCUMaJIbHON PEKOMEHI0BaHHOM MPOAOJIKUTEIILHOCTH JICUCHUS, COCTABIIAIONIEH 28 THEH.

[Ipu mosiBIEHUH CUMITOMOB YXYAIICHUS 3pUTEIBHON (YHKIIMH, TAKUX KaK H3MEHEHHUE OCTPOTHI
3peHUsi, W3MEHEHHE I[BETOBOTO BOCHPHSTHS, 3aTYMaHEHHOCTh, AC(PEKTHI IOJNCH 3pEHUs,
PEKOMEHIYETCSI CPOYHO OOPAaTUTHCA K O0(TaabMoJory JUisl KOHCYnbTamuu. CleayeT IpoBOIUTh
MOHHUTOPHHT 3PUTEIHHONU (DYHKIIMHM y BCEX MallMEHTOB, MPUHUMAIOIIUX JHHE30JIU] B TEUCHUE
JUMTenbHOro BpemeHnu (Oosiee 28 aHeil), a Takke y BCeX MAIMEHTOB C BHOBb MOSBHUBIIUMUCS
CUMIITOMaMU 3PUTENIbHBIX HAPYIIEHUH HE3aBUCHUMO OT MPOJAOHKUTEIIBHOCTH Tepanuu. B ciydae
pasButHs neprudeprudIecKor HEHPONaTUU U HEHPONaTHH 3PUTEIHLHOTO HEpPBa, CICAYET OICHHUTH
COOTHOILIEHUE PUCK/TONB3a TMPOJOIDKEHUS TEparuy JTUHE30JIUIOM Y ITHX MalueHTOB. Puck
Pa3BUTHS HEMPONATUH BBILLE, €CIIA JTUHE30IMI IPUMEHSAETCS Y TAIUEHTOB, KOTOPBIE UCIIONb3YIOT
B HACTOSAIIEE BPEMsI WJIM KOTOPHIE HEJJABHO MPUHUMAJIN aHTUMUKOOAKTEPHAIIbHBIE TTPETIapaThl AJIs
JeYeHUs TyOepKyesa.

JlakToanumo3

B cBs3M ¢ mpuMeHeHHeM JTMHE301Aa COO0Ianoch 0 JakTroanuao3e. [lannuenHTsl, y KOTOPBIX Ha
dboHe mpuema JMHE30JIM/Ia BO3HMKAET IMOBTOpPHAs TOIIHOTAa WM pPBOTA, OOJb B JKUBOTE,
HEOOBSICHUMBIN aIM03 WU OTMEYAECTCs CHIKEHHE KOHIEHTpAIMU THUAPOKapOOHAT-aHMOHOB,
TpeOyIOT TIIATEILHOTO HAOIIOJEHHS CO CTOPOHBI Bpaya.

MuToXOHIpHATLHAS ,Z[I/ICd)VHKHI/IH

Jlunesonua uHrHOuUpyer cuHTe3 Oenka MUTOXOHApuUH. IloGouHble 3QeKTh, Takue Kax
JAKTOAlMI03, aHEeMHUsi M HeWpomnaTus (mepudepudeckas WU 3PUTEIHHOIO HEpPBA), MOTYT
BO3HUKHYTh B  pe3ylbTaTe »d3TOT0 TOPMOXEHHUS; OTH APQEeKTsl  ABIAIOTCS  Oonee
pacrpocTpaHEeHHBIMH, KOT/Ia Mperapar UCIoib3yeTcs 0oblie, yeM 28 THel.

Cynoporu

Coo0manock 0 cyoporax y mandeHTOB, TPUHUMABIIUX JIMHE30JIU/, TIPU 3TOM B OOJIBIITMHCTBE
CJIyyaeB B aHAMHE3€ UMEJIOCh YKa3aHHe Ha CyJJOPOTH WM HaJn4uue (PakTOpOB PUCKA UX Pa3BUTHSL.
VY nanueHTtoB HEoOXoauMO coOpaTh MOAPOOHBIN aHaMHE3, KacaloUIMHCs IpeIIIecTBYIOIUX
AMU30/10B CYJOpPOT.

I/IHFI/I6I/ITODI)I MOHOAMMHOKCHU1Aa3blI
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OJTHAKO B [03aX, MNPHUMEHSAEMBIX JUIsI aHTHOAKTEpUAIbHON Tepamuu, OH HE MPOSBISIET
aHTHaenpeccanTHoli dddexT. VMerorcs oueHb OrpaHUYCHHBIC JAaHHBIE W3 HCCICIOBAaHUI
JICKapCTBEHHBIX B3aMMOJCHCTBUI U B OTHOIIEHUU 0€30MacHOCTHU JIMHE30JIMa MPU IPUMEHEHUN
y TMAalMeHTOB C OCHOBHBIMHU 3a00J€BaHHSAMH W/WIM TpPU OJHOBPEMEHHOM IPHUMEHEHUU
JICKapCTBEHHBIX MPEMapaToB, KOTOPBIE MOTYT TIOABEPTHYTh HMX PHCKY, OOYCIOBICHHOMY
uHruouposanneM MAO. CnenoBaTenbHO, IPUMEHEHUE JIMHE30IM1a HE PEKOMEHIYEeTCS B 3TUX
00CTOSITENLCTBAX, KPOME CIIy4aeB, KOTJa BO3MOXKHO MPOBEACHUE TIIATEIHHOIO HAONIOICHUS U
MOHUTOPHHTA MAIIMEHTA, TIOJyYaloIIero npemnapart (cMm. pasuensi 4.3, 4.5).

CepOTOHHMHOBEIA CHHIPOM

Coo0manoch 0 CIOHTAHHBIX CIIyYasX pPa3BHTUS CEPOTOHMHOBOTO CHHIPOMA, CBSI3aHHOTO C
OJTHOBPEMCHHBIM TPUMCHEHUEM JIMHE30JIU[a M CEPOTOHHMHEPTUYECKUX IPEIapaToB, BKIHOYAs
AQHTHUJICTIPECCAHTBI, TAKUE KaK CEJICKTUBHBIC WHTHOMTOPHI OOpaTHOrO 3axBaTa CEPOTOHHHA
(CHUO3C) u ommouasl (cm. pazumen 4.3, 4.5). [Ipu HeoOXoAMMOCTH NMPUMEHEHHUS TMperapaTa B
COUYCTAHWH C CEJICKTUBHBIMU HHTUOMTOPAMH 0OOPATHOTO 3aXBaTa CEPOTOHUHA CIICAYET TTOCTOSTHHO
HaOJIIO/IaTh 3a TAlMEHTAMHU C IEJIbI0 BBISBICHHS NPU3HAKOB U CUMIITOMOB CEPOTOHHHOBOTO
CHHJIpOMA, TAKMX KaK HAPYIICHUE KOTHUTUBHOU (DYHKIUH, TUIIEPIIUPEKCUs, TUeppedIeKcus u
HaPYIICHUE KOOPIUHAINH JTBHKCHUI.

B ciydae mosiBIeHUs NAaHHBIX CHMIITOMOB CIIEyeT OTMEHHUTH OJHMH WM 00a TMPHUHUMAEMBIX
npenapata. [Ipu mpekpaiieHuu mprueMa CepOTOHHHEPTHUECKOTO CPeICTBA MOTYT HaOI0aaThCs
CUMITOMBI CHHJIPOMA «OTMEHBD».

['unonarpuemus

VY HEKOTOpHIX MAlMEHTOB, MOJYYaBIIMX JIMHE30JIM], HAOIIOJalMCh TUIIOHATpUEMHUS U / WIn
CHUHJIPOM HEaJIeKBaTHOM cekpeuuu aHTuamypernyeckoro ropmona (SIADH). Pekomennyercs
PEryJIsipHO KOHTPOJMPOBATH YPOBEHb HATPHUS B CHIBOPOTKE KPOBU Yy IOXUIBIX JIOACH, Yy
MAlMEHTOB, IPUHUMAIOIINX JUYPETUKH, U y APYTUX NALMEHTOB C PUCKOM I'MIIOHATPUEMHH.

OkpammBanre 3yOHOU dMau

Coob1manocs o ciaydasx o0paTuMOro MOBEPXHOCTHOIO U3MEHEHHs OKpallluBaHUs 3yOHOH sManu
IPY WCHOJB30BAHUU JIMHE30JUAa. JlaHHbIE U3MEHEHHsI OKpAaIUBaHUs YAASUIUCH TOCPEICTBOM
pohecCHOHATBFHOTO OYHILEHUS 3y00B.

['unornmukemus

COO6H_13.J'IOCL 0 ClIy4dasax CUMNOTOMATHUYECKOM T'HIOTITHKEMUH Yy NalUCHTOB C CaXapHbIM I[I/Ia6CTOM,
MMOoJIy4aBIINX JIMHE30JIHU T OJHOBPEMCHHO C MHCYJIMHOM HJIM THIIOTIIMKEMHUYCCKUMMU IIpCriapaTaMu.
Xots MPUYUHHO-CIICACTBCHHAA CBA3b MCXKY IIPUECMOM JIMHE30JIMJa U Pa3BUTUCM TUIIOTTIMKEMUN

HE YCTAaHOBJICHA, WAIMEHTOB C CaxXxapHbIM JUAa0ETOM HEOOXOAMMO TMPEayNnpexaaTb o
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KOppCKOUA O03bI I/IHCyJII/IHa/I‘I/IHOFJII/IKeMI/I‘IeCKI/IX npenapaTroB WK OTMCHBI JIMHE30JIU/JA.

HDI/IMCHCHI/IC C MIPOAYKTaMU ITMTAHUA, 0OraTbIMHU THUPAMHUHOM

[TanimenTam clieayeT pPEeKOMEHIIOBATh OTKA3aThCsl OT TMpUEeMa OOJBIIMX KOJIWYECTB ITHIIH,
coJiepKalel THpaMUH (TaKue KaKk KPacHOE BUHO, CO3PEBIIUI CHIP, HEKOTOPHIE aJIKOTOJIbHBIC
HAIUTKH, KOIMYEHOE MSICO, SKCTPAKTHI IPOXIKEH, MPOAYKTHI M3 (DEePMEHTHPOBAHHBIX COEBBIX
0000B, TaKHe KaK COEBBII COYC).

Cynepundexuus

KnuHnyecknx wcciaenoBaHui, U3y4aBIIMX dPQPEKT MPUMEHEHHs JTHHE30JIHIa Ha HOPMaJIbHYIO
MUKPOQIIOpY OpraHru3Ma 4elioBeKa, He MPOBOIUIOCE.

[TprMeHeHne aHTHOAKTEPHATBHBIX MTPEIAPATOB MHOT/IA MOXKET PUBOIUTH K YCHIIGHHOMY POCTY
HEBOCIIPUUMYHBBIX K HEMY MUKPOOPTaHH3MOB. B KIIMHUYECKHUX UCCIIEOBaHUAX OBLIO MTOKA3aHO,
YTO MIPUMEPHO Y 3 % MAIUEHTOB, MOTYYaBIINX PEKOMEHIOBaHHBIE TO3bI IMHE30JIH1a, PA3BUBAJICS
KaH/IU/03, aCCOIIMMPOBAHHBIN C TIPUEMOM aHTHOMOTHUKOB. [Ipy BO3HUKHOBEHUH CyNEpUH(EKITUN
Ha (QOHE TpHeMa JIMHE30JIHJa CIIeAyeT NMPHUHUMATh COOTBETCTBYIOIIUE MEPhl METUIIMHCKOTO
Xapakrepa.

Pabnomuonus

CooOmasioch 0 ciaydasx pabaoMuoiIM3a MpU MPUMEHEHUH JUHe3omuaa. Eciu HabmomaroTcs
MPU3HAKKA WJIA CUMITOMBI padIOMHOIN3a, TIPUEM JIMHE30JIMIa CIIeyeT MPEKPATUTh U HAadaTh
COOTBETCTBYIOIIYIO TEPAIIUIO.

Knuanyeckue Mccie10BaHus

be3onacHocTh M 3P PEKTUBHOCTh MPUMEHEHUS JTMHE30JIM1a JUIMTEIbHOCThIO Oosiee 28 nHEH He
YCTaHOBIIEHHI (TI0 BCEM TIOKA3aHUSM, 33 HCKITIOUEHHEeM TyOepKyJie3a JIETKHX ). B KOHTpoIrpyeMbIx
KJIMHUYECKHX MCCIIEIOBAHUAX HE MPUHUMANIN YYaCTHUs MALUEHThI C CHHIPOMOM «IHa0eTHYeCKOi
CTONBI», MPOJEKHAMH WM HIIEMHUYECKUMH HAPYLICHUSMH, TSDKENBIMH OXXOTaMU  WIH
TaHTPEHO3HBIMU MOpakeHUSAMH. TakuM 00pa3oM, OTIBIT TPUMEHEHHS JITHE30JTM/1a B TEPAITHH 3TUX

COCTOSIHMM OTPaHUYEH.

4.5. B3amMmopeiicTBHe ¢ JPYrHMH JIEKAPCTBEHHBIMH MpenapartaMu H JApyrue BH/bI
B3aUMOJACHCTBUSA

YcTaHoBI€HO, uTO H30QepMEHTHI IUTOXpoMa P450 He y4acTBYIOT B METa00IM3ME JIMHE30IMAa iN
vitro. JIuHe30onuJ He HMHTHOMPYET W HE MOTCHIHMPYET AaKTUBHOCTh KIMHUYECKH BaKHBIX
uzopepmentoB nuroxpoma P450 (1A2, 2C9, 2C19, 2D6, 2E1, 3A4). Takum obOpazom, HE
oxunaercss CYP450-uHaynupoBaHHOTO B3aUMOJEHCTBUS Tpu TpueMe nuHe3zonuaa. l[lpu
OJIHOBPEMEHHOM MPUMEHEHUH JInHe30u/1a U (S)-BapdapuHa, KOTOPbI B 3HAUNTEIHHON CTETIEHU

metabomusupyercst  uzodpepmentom  CYP2C9, ¢dapmakokuHETHUECKHE  XapaKTEPUCTHKHU
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BappapuHa HE MEHSIOTCA. TakWe TNpernaparThl, Kak @M%%@EEM&' ;];'jI;Ill:’-(:)I:LII;I:/IIeCH

cyocrparamu m3odpepmenta CYP2C9, MOKHO TPUMEHSATH OJHOBPEMEHHO C JIMHE30JIUIAOM 0e3
KOPPEKIIMH JI03BI.

I/IHFI/I6I/ITODI)I MOHOAMHWHOKCHIA3bI

Jlune3onuy ABISETCS HECEICKTUBHBIM OOpaTUMBIM HHTUOUTOPOM, IMOATOMY Y HEKOTOPBIX
NAIMEeHTOB, TOJYYaIOUINX JIMHE30JUI, MOXKET OTMEUaTbCs YMEPEHHOE 00paTuMoe yCUIICHUE
MPECCOPHOTO JACUCTBHS T1ceBnoddenpuHa ©  (QEHWINpoNnaHolaMuHa. B cBsizm ¢ 3THM,
PEKOMEHJIyeTCsl CHM)KAaTh HaudajbHbIE J103bI CIEIYIOIIMX TPYII MPEnapaToB: aJpeHOMUMETHKU
(manpumep, niceBnoddenpuH, GEeHUIIPOIIaHOIaMUH, dTuHeGPUH, HOpIMUHEPPHUH, T00yTaMHUH),
nopamMrHHOMUMETHKN (HampuMmep, MopamMuH) U B JATbHEHUIIEM OCYIIECTBISATH MOAOOP H03BI
TUTPOBAHUEM.

B uccnenoanusix I, II u Il ¢a3pl He oTMeyanoch pa3BUTHUS CEPOTOHUHOBOTO CHUHIpOMA Y
MAIMEHTOB, OMYYaBIINX JTHHE30JIUI COBMECTHO C CEPOTOHUHEPTUYECKUMHU MpenapaTaMu.
Coo0masioch 00 04eHb PEAKUX CIIOHTAHHBIX CIIydasx Pa3BUTHUS CEPOTOHMHOBOTO CHHIPOMA IPU
OJIHOBPEMEHHOM MPUMEHEHUH JIMHE30JIM/1a M CEPOTOHMHEPTUUECKUX MperapaToB (cM. pasnaen 4.3,
4.4).

[Ipy oAHOBpEMEHHOM MPHUMEHEHHMH C a3TPEOHaMOM M TEHTAMHUIIMHOM HW3MEHEHUs
(hapMaKOKMHETHKH JIMHE30JIU/Ia HE OTMEUYAIOCh.

Pudpamnuuun Bei3piBan cHukeHue Cmax U AUC nune3zonupa B cpenHeM Ha 21 % u 32 %,

COOTBCTCTBCHHO.

4.6. @epTHIbHOCTH, 6€PEMEHHOCTD U JAKTALUSA

bepeMeHHOCTB

HccnenoBanuii 6€301MacHOCTH MPUMEHEHHSI JIMHE30JIH/Ia IPH OEPEMEHHOCTH HE TMPOBOAMUIOCH.
[TpuMeHeHne TUHE30IM1a IPU OEPEMEHHOCTH BO3MOKHO TOJIBKO B ClTy4yae, €CiM IpeAroiaraeMas
M0JIb3a OT TE€pAaIuu JJIsl MaTepu MPEBOCXOIUT MOTEHIIMATBHBIN PUCK /IS MJI0/A.

Jlakranus

HewsBecTHO, BBIACISETCS JIM JIMHE30JUI C TPYAHBIM MOJIOKOM KOPMSIIMX JKEHIIUH, TOITOMY
ClleflyeT MPeKpaTUTh I'PyJHOE BCKapMJIMBAHWE NMPH HA3HAYEHUH Ipernapara MaTepu B MEpUOJ

JJaKTalluH.

4.7. BJausiHMe HA CNOCOOHOCTH YNPABJATH TPAHCIOPTHBIMHU CPeICTBAMHU M padoTath ¢
MeXaHUu3MaMHu
Bo BpeMs seueHus JIMHE30JIMOM YIPaBIATh TPAHCIOPTHBIMU CPEACTBAMH, CIIELUAIBHOU

TEXHUKON WM 3aHHUMAaThCS ACATCIBbHOCTBIO, CBS3aHHOI C IIOBBIIICHHBIM pPUCKOM, HC

11
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WM CUMIITOMOB HapyIeHus 3penus (cM. paszaedsl 4.4, 4.8).

4.8. HexeaaTe/bHbIe peaKIuu

Pesrome nmpoduisg 6esonacHOCTH

HexxenaTenbHble sSIBICHUSA, CBA3aHHbBIE C MPUEMOM JIMHE30JUIa, OBIBAIOT OOBIYHO JIETKOM WU
CpelHEeHW CTENEeHM BBIPAXKEHHOCTHU. Yallle OCTaJbHBIX OTMEYAIOTCS Auapes, rojioBHAas OOJb,
TOIIHOTA, PBOTA.

TabanuHoe pE3IOME HEKENATCIbLHBIX PEaKIMH

Yactota mOOOYHBIX A(PQPEKTOB, MPUBEIACHHBIX HIDKE, OIPEIeNsiach COOTBETCTBEHHO
cnenyromemy (knaccudukanuss BeceMupHOW opraHU3aldu 3paBOOXPAHEHHS): OYEHb YacTo
(> 1/10), gacto (> 1/100, HO < 1/10), HEewacto (> 1/1 000, HO < 1/100); penko (> 1/10 000, HO
< 1/1000); ouens peako (< 10 000); yacToTa HEM3BECTHA (HA OCHOBAHMH MMEIOIIUXCS JaHHBIX
OILICHUTHh HEBO3MOYKHO).

BS’pOCJlble nayuermol.

CucreMHO-OpraHHbI Yacrora HexenatenbHble peakuuu
KJ1acc
WNndexunn v nHBazuu Yacto KaHIuA03 (B TOM 4YHCIE, KaHIUA03 IMOJIOCTH
pTa, BarMHAJIbHBIN KaHAMI03), TPUOKOBBIC
uHpexun
Heuacto BarMHUT
Penxo KOJINT, BBI3BAHHBIN NPUMEHEHUEM
aHTHOHMOTHKOB (B TOM qucie,
MICEBIOMEMOPAHO3HBII KOTUT)™
Hapymenust co cropons! | Hacto TPOMOOLIUTONICHHS *, aHEMHUST*
kpoBu u numparuueckor | Heuacro MAHIUTOTICHUS ™, JIEHKOTICHUST ™,
CUCTEMBI HEUTPOTICHHU S, 203UHODHITHS
Penko cuaepoOiacTHas aHeMus ™
Yacrora MUEJIOCYTPECcCus™
HEN3BECTHA
Hapymenust co cropons! | Peako aHaduIakcus™
VMMYHHOH CHUCTEMBI
Hapymenust merabonmsma | Heuacto TUTIOHATPUEMHUS
Y TIUTaHUSA Penko JAKTOAIHI03™*
[lcuxuueckue Hapymenust | Yacro OeccoHHMIIA
Hapymenust co croponsr | Hacto rojioBHast 00Jib, TOJIOBOKPYKEHHE
HEPBHOM CHUCTEMBI Heuacto cynoporu®, mnepudepudeckas HedponaTHs™,
HU3MEHEHHUE BKYCOBBIX OILYILICHHH,
TUIIECTE3Us, TAPECTE3US
Yacrora CEpPOTOHMHOBBIN CUHAPOM
HEW3BECTHA

12
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oy
|

HCHPONATA |~ 3pUTETLIOr0 — = HepBa*,

Hapymenust co cropons! | Hewacto
Oprasa 3peHus 3aTyMaHEHHOE 3peHue™
Penko nosiBIICHHE Ae(PEKTOB MOIel 3peHus™
Yacrora HEBPUT 3pUTEIHLHOTO HEpBA™, OTEPS 3pEHUs™,
HEN3BECTHA U3MEHEHUE OCTPOTHl 3pEHUS™, H3MEHEHHE
[[BETOBOT'O 3pEHUI™
Hapymenust co cropons! | Hewacto 3BOH B ylIax
oprana ciryxa u JJaOupuHTa
Hapymenust co croponsl | Heuacro apuUTMUS (TaxuKapus)
cepana
Hapymenust co cropons! | Yacto MOBBILIEHUE apTEPUATBHOIO JaBIECHUS
COCYJIOB Heuacro TpPaH3UTOpHAs MIIeMUYecKas aTaka, ¢uelur,
TpomMbOOdIeOUT
KenynouHo-KueyHble Yacto pBOTa, &aMapes, TOMIHOTA, JIOKATU30BAHHAS
HapylIeHUs WIA TeHepajau3oBaHHas 0ol B o0JacTH
JKUBOTA, BKJIIOYasl Cra3Mbl B JKMBOTE, 3amop,
JUCTIETICHS
Heuacto cmasMbl B OKHBOTE", B3[yTHE SKHBOTA,
W3MEHEHHE I[BeTa s3bIKa®, MaHKpEaTHT,
racTpUT, CyXOCTb BO PTY, IJIOCCHUT, KUAKUN
CTyJl,  CTOMAaTUT, [pOYHUE  HAPYLICHUS
COCTOSIHUS SI3bIKA
Penxo [IOBEPXHOCTHOE U3MEHEHUE 1[BETa 3yO0B™
Hapymennst co cropons! | Hacto U3MEHEHHE pEe3yJbTaToB (DYHKLIHOHAJIBHBIX
MIEYECHU u TECTOB II€YECHM, TIOBBIIIEHHE aKTUBHOCTH
KEITYEBBIBOJALINX MTyTEN depMeHTOB  medyeHH (B TOM  4YHCIe,
allaHMHaAMUHOTpaHchepassl (AJIT),
acrapTaTaMHUHOTpaHC(epasbl (ACT),
menoyHoi gocdarassl (ILD))
Heuacro MOBBILICHHE KOHIEHTpaluu oOuiero
ounupyonHa
Hapymenust co cropons! | Hacto 3y1, ChIIb*
KOXM M  TOAKOXHBIX | Hewacto OyJe3Hble THOpaKEHHs KOXHU, TsDKeINble
TKaHeu KOXHBIE HEXEIIaTEIbHbIE peakuuy,
aHTMOHEBPOTUYECKUM OTEK™, KpaluBHUILIA,
JI€PMAaTUT, MOBBIIIEHHAs TOTIUBOCTb
Penxo TOKCHYECKHI dMHUAepMaIbHbI  Hekpomus*®,
CHHIPOM CTHBeHcaJIKOHCOHa*§ BAaCKYJIAT
IIPU TUIIEPYYBCTBUTENLHOCTH *, aJlOTEeLUs
Hapymenust co croponsl | Penko pabxomuonusz*”
MBIIIEUHOM, CKEJIECTHOM WU
COEAMHUTEIIBHON TKaHU
Yacro MOBBIICHNE KOHLEHTPALUK MOYEBUHBI B

KpOBH
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COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 04.04 2024 N= 6641

Hapywmenuss co cropons! | Heuacro ToYeUHAS" ~ HEOCTATOMHOCTE. ~1OBBIIEHHE
IIOYEK M MOYEBBIBOJSIINX KOHLIEHTpAlluu KpeaTMHWHA B IUIa3ME KPOBH,
yTein HOJIUYypHUst

Hapymenust co cropons! | Hewacto HapyLICHHs CO CTOPOHBI BIIATAJIMILA U BYJIbBBI

PENPOAYKTUBHON CUCTEMBI
Y MOJIOYHBIX JKeJe3

O6mme Hapymenus u | Yacrto JMXO0pa/IKa, JJIOKAIU30BaHHas 00JIb

peakiuu B MecTe BBeAeHus | Heuacto 03HO0, yTOMJIIEMOCTb, KaKJa
JIaGopatopHsble u | Yacro OTKJIOHEHHUE OT HOPMBI MOKa3aTeneil QyHKIuu
HHCTPYMCHTAJIbHBIC IICYCHU, IIOBBIIICHUEC KOJIN4YECCTBA
JlaHHBIE HeUTpo(UIOB, 303MHO(UIOB,  CHIKEHHE

FGMOFJ’IO6I/IH8,, réMaTokpuTta HJIN qucjia
SpUTPOUUTOB, IOBBIMICHUEC WK CHHXKXCHHUEC
KOJIN4YCCTBa TpOM6OI_[I/ITOB nin HeﬁKOHHTOB,

ITOBBIIIICHUEC AKTHUBHOCTHU
JIAKTaTACTUAPOTCHA3EI, KpCaTHUHKMWHA3GI,
JINIIa3kl, aMuJIa3bl, ITOBBIIIICHUEC

KOHI[EHTPAllMU  TJIOKO3Bl HE  HATOIIAK,
CHUKEeHHE o011ero 0enka, anbOyMuHa, HaTpus
WM KajblUs, MOBBIIICHUE WM CHUKEHUE
KaJIUsl WIM THIPOKapOOHATOB

Heuacro OTKJIOHEHHE OT HOPMBI T'€MaTOJOTHYECKUX
rokaszaresieil,  IOBBIIICHHE  COJEPKAHHS
HATpUS WM KaJbIUs B IUIa3Me KpPOBH,
CHIDKEHHE  KOHIIGHTPAIlMM  TJIIOKO3bI  HE
HATOIIAK, TIOBBIIEHHWE WM  CHIDKEHHE
XJIOPHJIOB KPOBH, IMOBBIINIEHUE KOJIMYECTBA
PETUKYJIOIIUTOB,  CHIDKEHHE  KOJUYECTBa
HelTpoduaos

* HexxenatenbHbIE PEaKIIMH, BHISABICHHBIC B IIOCTPETHCTPAIIMOHHOM TIEPUOIE

$ Yacrora HexenaTenbHBIX SBJICHUI, MpeJICTaBIIEHHAasT OIEHOYHOW BepxHel rTpanunen 95 %
JIOBEPUTEILHOTO HHTEPBAJIA, PACCYNTAHHOM ¢ HcIoib3oBanueM «IIpaBuma 3».

# HexenaTenbHbIe PEAKIIUU «CIIA3MBbl B JKMBOTE)» ONpeensroTes 1o knaccuduxanun MedDRA kak Tepmun
HIKHETO YPOBHS, a HE MPEATIOYTUTEIHHBINA TEPMHUH.

" Cwm. pasmen 4.4.

Crenyromue no6ounsie 3¢h(peKTsl nNpu NPUMEHEHNH JIMHE30JIUAa B PEAKHUX CIIydasiX OTHOCHIIUCH
K KaTeropuu Cepbhe3HbIX: JOKAIM30BaHHas 00k B 00JaCTH )KUBOTA, TPAH3UTOPHAS UIIEMUYECKast
aTaka, apTepuagbHas TUIIEPTEH3USI.

B KOHTponMpyeMbIX KIMHHYECKHX HCCIEIOBAHUSX, B KOTOPBIX JIMHE3O0JIH] IPUMEHSJICS
MakcUMyM 28 nHeH, Toiapko y 2 % mnalueHToB pa3BuBajach aHemus. [Ipm npumMeHeHuun
HE3aperncTpUPOBAHHOIO IpenapaTa B paMKax IPOrpaMM PAaHHEro JOCTyNa s NalUueHTOB C

KU3ZHEYTrpoXKaloummMu uHpekuusaMu, y 2,5 % (33/1326) mnanueHToB, KOTOpbIE MOIydald
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nuHe30Mua < 28 JHEH, pa3BUBAaCh aHEMHS,

COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 04.04 2024 N= 6641

B 10 BpEhir KAk Hi pimCR NI e sorna

Oonbire 28 gHE, anemus pasBuBaiack y 12,3 % (53/430) naueHTos.

CooTHoIlIeHHE CiTy4yae pa3BUTHSI aHEMUH, TPeOyIoLIeH nepenBanus KpoBH, cocTaBuiio 9 % cpenu

NAUMEHTOB, MojyJaromux JuHesonun < 28 aueit (3/33) u 15 % (8/53) B tex cimyuasx, Kormua

JIMHE30JIU ] PUMEHsUTA Oosiee 28 mHEl.

[Ipoune 0coObIe MONYIISILUA

B xome mposeneHuss MHOIOLIEHTPOBOIO, NMPOCHEKTHBHOIO, PaHAOMM3UPOBAHHOIO JBOWHOIO

CJICIIOoro, nnaue6o KOHTPOJIUPYEMOI'0O  HUCCICAOBaHHUA 110 OLCHKE 3(1)(1)CKTI/IBHOCTI/I u

MEPEHOCUMOCTHU PEKHMMA XUMHUOTEPAIIMH, BKIOYAIOIICTO IIPErapar JMHE30JIU/d, Y NalUCHTOB C

TyOEpKYJIe30M JIETKUX C MHOXKECTBEHHOH JIEKapCTBEHHOM ycToitunBocThio M. tuberculosis, 6putn

BBIABJICHBI HCXKCIIATCIIbHBIC PCAKIIUU

CucreMHO-OpPraHHbIi Yacrora
KJiace

HexesnareabHbIe peakmun

Hapymenust co croponsl | YacTora
KpOBH W JUM(ATUYECKOH | HEM3BECTHA
CUCTEMBbI

aHeMUs1, 303NHODUITHS

9H,Z[OKpI/IHHBIe HapylmceHusA YacrtoTa
HCU3BCCTHA

TUIIOTUPEO03, NMOBbIIEeHUE YpOoBHS TTT

[Icuxuueckue Hapymenus | Yacrora
HEeN3BECTHA

OeccoHHMIIA, TAPOKCU3MaIbHOE TPEBOXKHOE
paccTpoiicTBo, IIJIAaKCUBOCTb, TpEBOTA,
paccTpoONCTBO SMOLIMI U TOBEICHUS

Hapymenust co croponsl | YacTora
HEPBHOW CHUCTEMBI HEU3BECTHA

rojioBHass 0O0Jb, CyIOpPOTH, TPEMOp pYK,
YyBCTBO OHEMEHUS B KOHEYHOCTH, HEBPAJITHUS
TPOMHUYHOTO HEpBa, T'CHEPATH30BAHHBIN
CYAOPO’KHBIH MPHIIAIOK, TOTEPSI CO3HAHUS

Hapymenuss co croponsl | Hactora
Oprasa ciiyxa u JJabOMpuHTa | HEM3BECTHA

CHHIKXCHHUC CIIyXa, 3BOH B yIIax

Hapymenust co croponsl | YHacTora

CHUHYCOBasa ApUuTMU, HAIKCITyJOUYKOBasd

OpraHoB prIlHOﬁ KJIICTKHU U

cepaua HEU3BECTHA AKCTPACUCTOIINSA, CHUKeHue cermeHta ST Ha
JJIIEKTPOKapAUOrpaMMe

Hapywmenuss co cropons! | Hacrora Kallemnb c MOKpOTOH, KaTapajabHbII

JBIXaTE€IbHOM  CUCTEMBI, | HEU3BECTHA PUHO(pAPUHTUT

CpeOCTeHHUS
)KCJ'IYI[O‘—IHO-KI/IIH@‘IHBIG Yacrota 00J1b B SIUTaCTpHH, AUCIICTICUYCCKHUEC
HapyLICHUA HCU3BECTHA SIBJICHUA, TOIIHOTA, PBOTAa, 3p031/IBHI)II\/'I

racTpur

Hapymenust co croponsl | YacTora
MIEYEHU U | HEU3BECTHA
KEITYEBBIBOJAIIUX MMyTeH

MHOBBIIICHHUEC aKTHBHOCTH (bepMeHTOB IICYCHH,
IrCrmaTOTOKCUYHOCTD
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COOTBETCTBYET ZKCNEPTHOMY OTUETY

ot 04.04 2024 N= 6641

-

3y KOKHBIX TOKPOBOB,  MEMMKAMEHTOSHOE

Hapymenust co croponsl | HacTora

KOXXKM WM  MOJKOXKHBIX | HEU3BECTHA aKHe

TKaHEeH

Hapymenust co croponsl | YacToTa apTpairus, 00JIb B CyXOXKHIIHSIX

MBIIIICYHON, CKEJISTHOM M | HEM3BECTHA

COCIUHUTEIILHON TKaH!

Hapymenust co croponsl | YacToTa TUIIEPYPUKEMHUsI, HEPPOTOKCUYHOCTh

IIOYCK M MOYCBBIBOASIINX | HEU3BECTHA

yTein

Hapymenust co croponsl | YacToTa rajaktopes

PENpPOAYKTUBHON CUCTEMBI | HEU3BECTHA

1 MOJIOYHBIX JKeJie3

O6mue wHapymeHnus u | Yacrora OTBpalllCHHE K THUIIE, NOTeps alleTUuTa,

peaKkIy B MECTE BBEJICHUSI | HEU3BECTHA bebpwiibHas Temmeparypa, MOKPACHEHUE 10
X0J1y MOJIKOKHBIX BEH

JlaGopaTopHbIie u | Yacrora CHIDKCHUE KOHIEHTpALMM Kajiusi B ILIa3Me

WHCTPYMEHTAJIbHbBIE HEU3BECTHA KpOBH

JTaHHBIE

eTH

Janubie 1o 0€30MacHOCTH, TMOJIYYCHHbIE B KIMHUYECKUX MCCIEIOBAHUAX C ydacTheMm OoJiee

500 manueHToB JAETCKOro Bo3pacTa (C poxkiaeHHs 10 17 Jer), He yKa3bIBalOT, YTO HPOQHIL

0€e30I1aCHOCTH JIMHE30JIMaa 411 I[eTeﬁ OTIINYacCTCA OT HpO(i)I/IJ'IH 0€e30IacHOCTH JJIA B3pOCIJIBIX.

COO6H.ICHI/IC 0 TOA03PECBACMBIX HCXKCIIATCIbHBIX PCAKIINAX.

BaxHo coo0mare O MOA03PEBAEMBIX HEXKEJIATEIbHBIX PEAKIMAX IOCIE PETUCTpaIUU

JICKApCTBCHHOT'O IMperiapaTta ¢ LCJIbIO oOecrieueHus HCMIPEPBIBHOT'O MOHUTOPHHTA COOTHOIICHUS

«I10JIb3a — PHUCK» JICKAPCTBCHHOI'O IIpcriapara. MeauiuHCKUM pa60THI/IKaM PECKOMCHAYCTCA

COO6H_IaTB 0 JIFOOBIX IMOA03PCBACMBIX HECKCIIATCIIbHBIX PCAKIUAX JICKAPCTBCHHOI'O IIPCIlapara

YCpe3 HAIMOHAJIBHBIC CUCTEMBI COO6HIGHI/I$I 0 HCXKCJIATCIIBHBIX PCAKIUAX IOCyAapCTB — YJICHOB

EBpazuiickoro 3KOHOMHUYECKOT0 CO03a.

Poccuiickas ®enepanus

®denepanbHas ciiy:x0a 1o Haa30py B cepe 3ApaBOOXpaHEeHUs

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

Temedon: +7 (800) 550-99-03

OnexTpoHHas noyra: pharm@roszdravnadzor.gov.ru

Cair B

I/IH(I)OpMaI_II/IOHHO-TCHCKOMMYHHKaHHOHHOﬁ CETHU

http://www.roszdravnadzor.gov.ru/

4.9. Ilepeno3mpoBka

CHUMOTOMEBI

«uTepHeT:
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COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 04.04 2024 N= 6641
(NOCNEQCBATENEHOCTE 0002)

O ciyyasix mepeno3upoBKH JIMHE30JMIa HE COOQIIAIOCh,

Jleuenne

PGKOMGHI[yeTCSI CUMIITOMATHUYCCKOEC JICUCHUC (B TOM YHUCIIC HCOGXOI[I/IMO HOI[I[Cp)KI/IBaTB
CKOpPOCTh KIIyOO4YKOBOHM (ubTparnun). HeT naHHBIX OTHOCUTENBHO YCKOPEHHUS BBIBEACHUS
JUHE30JU1a PY IEPUTOHEATLHOM Jauanu3e wim remonepdys3uu. Oxoso 30 % 10361 BHIBOIUTCS B

TEUCHHE 3 YacoB IIpu réMoJuajin3e.

5. ®APMAKOJIOTTYECKHE CBOMCTBA

5.1. dapmakoIUHAMHYECKHE CBOMCTBA

dapMakoTepaneBTUYECKas TPYIIa: aHTHOAKTEpUATbHBIC CpPEACTBA CHUCTEMHOTO JEHCTBUS;
JIpyTHe aHTHOAKTepUATbHBIC CPEACTBA.

Kox ATX: JO1XX08

MexaHu3M ASHCTBUS U d)aDMaKOHI/IHaMI/I‘IeCKI/Ie Sd)(beKTbI

JIune3onuy, CUHTETMYECKHI aHTHMOAKTEpUAJIbHBIM Npernapar, OTHOCHUTCS K HOBOMY Kiaccy
IPOTHBOMHUKPOOHBIX CPE/ICTB, OKCA30JUJANHOHAM, aKTUBHBIX IN VItrO B OTHOIICHHH a3pOOHBIX
TPaMIIOJIOKUTEIBHBIX OaKTepHil, HEKOTOPBIX TI'PaMOTPHUIATENbHBIX OaKTepuil U aHadPOOHBIX
MUKpPOOPTraHU3MOB. JIMHE30/IMI CEeNEeKTUBHO MHTUOMPYET CHUHTE3 Oenka B OakTepusax. 3a cueT
CBS3bIBAHUSA C  OaKkTepUAJbHBIMH  pUOOCOMaMM OH  MNPEJOTBpAlIaeT  0Opa3oBaHUE
(yHKIIMOHAJIBLHOTO MHUIMHPYIOIIEro Komiuiekca 70S, KOTOpbIil SBIsSETCS BaKHBIM KOMIOHEHTOM
mpolecca TpaHCIALUY IPU CUHTE3€e Oelnka.

YyBCTBUTEILHOCTh

JInHezomma akTUBEH iN VItro u in vivo

I'paMIIoI0KUTETBHBIE a3POOBI

Enterococcus faecium (Bkito4ast taMMbl, pe3UCTEHTHBIE K BAHKOMHITUHY)
Staphylococcus aureus (Bkito4ast METHITHIUTHHPE3UCTEHTHBIE IITAMMBI)
Streptococcus agalactiae

Streptococcus pneumoniae (Bkirouasi MoJIMPE3UCTEHTHBIC IITAMMBI)
Streptococcus pyogenes

JIpyrue MEKPOOPTaHH3MbI

Mycobacterium tuberculosis

JlnuHe3onng akTUBEH in Vitro

I'pamnionoxxuTenbHble a3pOOBI
Enterococcus faecalis (Bkirouast mraMmbl, pe3UCTEHTHBIC K BAHKOMHIIMHY)
Enterococcus faecium (mraMmbl, 4yBCTBUTEIIbHBIC K BAHKOMHUIHHY)

Staphylococcus epidermidis (Bkirouasi METUIHITMHPE3UCTEHTHBIE ITAMMBI)
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COOTEETCTEYET 2KCNEPTHOMY OTYETY
ot 04.04 2024 Nz 6641
HHOCAERCEATEMEROCTE 153

Staphylococcus haemolyticus

Streptococcus spp. rpymms! Viridans
I'pamoTpunaTenbHbIe a3pO0bI

Pasteurella multocida

PesucreHTHBIC K IMHE30JIMY MUKPOOPIaHU3MBbI

Haemophilus influenzae
Moraxella catarrhalis
Neisseria spp.
Enterobacteriaceae spp.
Pseudomonas spp.

Pe3ucTeHTHOCTh

MexaHu3m JeHCTBUS JIMHE30JIM1a OTIMYAETCS OT MEXAaHW3MOB JEHCTBHUS NMPOTHUBOMUKPOOHBIX
[IPEernapaToB JAPYTruX KJIAcCOB (HAaNpuUMep, aMHHOIVIMKO3MJIOB, O€Ta-JTaKTaMOB, aHTaroHHUCTOB
¢donmeBoi  KHCIOTBHI, TJIMKONENTHIOB, JIMHKO3aMHIOB, XWHOJOHOB, pH(aMHUIMHOB,
CTPENTOIPaMMHOB,  TETPALMKIMHOB U  XJIOpaM(pEHMKOIa), IOITOMY  IEPEeKPEeCTHON
PE3UCTECHTHOCTH MEXAY JIMHE30JIMIOM U 3THMHU IIpenaparaMd He CylecTByeT. JIuneszommn
AKTMBEH B OTHOIICHWHM IIATON€HHBIX MHKPOOPTraHW3MOB, KaK YYyBCTBUTEIIBHBIX, TaK U
PE3UCTEHTHBIX K 3TUM IIpenaparaMm. Pe3UCTEHTHOCTD 110 OTHOLIEHUIO K JIMHE30JIUly Pa3BUBACTCS
MEIJIEHHO MyTeM MHoroctajguiiHoi mytauun 23S pubocomansHoit PHK u mpoucxomur c

yacroroii Mmeree 1x1079- 1x1071L,

5.2. DapMaKOKHHETHYECKHE CBOMCTBA

AbGcopbuus

[Tocie npuema BHYTpPh JMHE30JHMJ OBICTPO M HMHTEHCHUBHO BCACHIBACTCS U3 JKEIYA0YHO-
KHUILIEYHOTO TpakTa. MakcHUMaibHas KOHIEHTpalusi juHesonuna B IiasmMe KpoBH (Cmax) —
21,2 mr/mn, cpeHUi IeprOJ] BpEMEHH JI0 IOCTHKEHUSI MAKCUMAIIbHOW KOHIIEHTPAIIMH JIMHE30JIH/ 12
B KpoBH (TCmax) — 2 4, abcomoTHast GMOIOCTYITHOCTD cOcTaBisieT 0koiio 100 %.

[Tpriem UM HE BIMSET HAa BCAChIBAHME JIMHE30JI1/1a. PaBHOBECHAsI KOHLIEHTpALUS JINHE30JIM1A B
KpPOBH JIOCTUIaeTCs Ha 2 IeHb IIpUEMA.

Pacnopenenenune

O0beM pacnpesieneHus JTMHE30JIUAA TP JOCTHKEHNH PABHOBECHON KOHILEHTPALMK Y 3I0POBOTO
B3pOCJIOro YesioBeKa cocTaBiseT B cpeaneM 40—50 11, 4To mpuMEpHO paBHO 00IIEMY COAEPIKAHUIO
BOJIbI B opranusmMe. CBsi3bIBaHUE C OelTKaMu I1a3Mbl KpoBU cocTaBisieT 31 % u He 3aBUCUT OT
KOHIEHTPALUU JINHE30JIM]1a B KPOBH.

buorpancdopmarms
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COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 04.04 2024 N= 6641

Y cTaHoBIIEHO, 4TO n30depMenTH uToxpoMa P450 e Véggfwlﬁ%'wéfaﬁ%ﬁlie IJ'IJPFC%'O'IIIIIIEI[ZL in

vitro. JluHe3oiua HE HMHTHOMPYET M HE MOTEHIMPYET AKTUBHOCTh KIMHHYECKH, BaKHBIX
uzopepmenToB ruToxpoma P450 (1A2, 2C9, 2C19, 2D6, 2E1, 3A4).

Metabonnyeckoe OKHCIEHHUE MPUBOIUT K OOpa30BaHUIO JIBYX HEAKTHUBHBIX METa0OJIUTOB —
TUAPOKCUATUITIUIMHA (OCHOBHOM MeTabOJIUT Yy 4YeloBeKa, oOpa3yercs B pe3yibTare
He()EPMEHTATUBHOTO TPOIIECCa) U aMHUHOATOKCUYKCYCHOM KHCIOTHI (00pa3yercs B MEHBIIUX
KoJim4yecTBax ). Takke OMUCaHbl IPyrue HEAaKTUBHBIE META0OIHTHI.

OJIMMHUHALNS

BHenoueuHslil KIIMPEHC COCTaBIsAET OKOJIO 65 % knupeHca nuHe3onuaa. C yBEIMYEHHEM J103bl
JTUHE30JIMIa OTMEUYAETCsI HEOObIIasi CTENICHh HETMHEHHOCTH KIIMPEHCA. DTO MOXKET OOBICHSATHCS
CHIDKEHUEM IMOYEYHOTO0 M BHEMOYEUHOI'0 KJIMPEHCA MPU BBICOKOW J103€ JIMHE3oiauaa. OaHaKko
pa3ianurs KJIMPEeHCa HEBEJMKH U HE BIHSIOT Ha KQXKYIIHICS epHo/] MOTyBbIBeAeHUs. JInHe30I1
y MalMEeHTOB C HOpMaibHOW (PYHKIMEW MOYEK W MPU MOUYEYHOW HEJOCTATOYHOCTU JIETKOW U
CpelIHEW CTEMeHM BBIBOAMTCS TIMOYKAaMH B BuUIe TuiapokcudTwirauiumuHa (40 %),
aMUHO3TOKcUyKCcycHOM kucinoTel (10 %) u B HemzmeHneHHoMm Buzae (30-35 %). Kumeunukom
BBIBOJIUTCSl B BUJE THJIPOKCHATUIATTUIMHA (6 %) M aMUHOITOKCUYKCYCHOU Kuciotel (3 %). B
HEU3MEHEHHOM BH/IE JIMHE30IH/I TPAKTUUYECKHU HE BHIBOJUTCS KUIIIEYHUKOM.

Ilepuon 1onyBbIBEICHUS IMHE30JIMJA B CPETHEM COCTABIsAET S—7 4.

IToyeyHas HETOCTATOYHOCTD

ITocne onHokpatHOro mnpuema 600 Mr mpemnapara NaMEHTaMU C TSDKEIOH IOYEYHOU
HEI0CTaTOYHOCThIO (KIMpeHC KpeaTnHuHa < 30 MJI/MHUH) KOHIEHTpalus JBYX €ro OCHOBHBIX
MeTaboIuTOB BO3pacTasia B 7-8 pa3. OnHako yBENMYEHHS TUIOMAAM TIOJ KPUBOH
«xoH1eHTpanus — Bpems» (AUC) ucxomHoro npemnapara He HaOmoganock. Hecmotpst Ha To, 4TO
OpU TEeMOJMAIN3€ BBIBOJWIOCH HEKOTOPOE KOJMYECTBO OCHOBHBIX METa0OIUTOB, HX
KOHLEHTpalus B IjIa3Me KpoBH nocie npueMa 600 mMr nuHe3o/maa U IpOBEACHUS NPOLETyphI
JMali3a y MalMeHTOB C TSKENON OYEYHON HEI0CTATOYHOCTBIO OCTAaBaIach CYIIECTBEHHO BhIILIE
KOHIEHTpAallud B KPOBU Yy TMALMEHTOB C HOPMaJbHOM (YHKIMEH TMOoYeK, JIerko uim
CPEIHETSHKENION MOYEYHONW HEAOCTaTOYHOCTHIO.

[IeueHOYHAs HEAOCTATOYHOCTh

NmeroTcsi orpaHWYeHHBIE JaHHBIE O TOM, YTO Y TAIMEHTOB C JIETKOHM W CPEAHETSHKEIION
MEYECHOUYHON HeIOoCTaTOuHOCThI0 (kimacckl A wm B mo knaccudukamum  Yaitna-I1sr0)
(dapMakOKMHETHKA TIMHE30JIU/IA U IBYX €r0 OCHOBHBIX METAaOOIUTOB HE U3MEHSIETCS.

dapMaKOKHHETHKA JTUHE30JUIa Y MAIMEHTOB C TSHKETIOW MEYeHOYHON HeTOCTaTOYHOCTHIO (KJIacce

C mno wraccudpukanmu Yaitnn-Ilpro) He wu3ydanmack. OHAKO, TOCKOJIBKY JIMHE3OJIH/
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COOTBETCTBYET 3KCNEPTHOMY OTUYETY

MeTaboM3Ma MPH MeYSHOYHONW HeT0CTaTOYHOCTH.

JInna mosKuJioro Bo3pacra

Y mNOXWIBIX TAIMEeHTOB B Bo3pacte 65 ner u crapie (papMakOKMHETHKA JMHE30JIUIa
CYILIIECTBEHHO HE U3MEHSETCSI.
KeHuImHb1
VY xeHIuH 00beM pacipeaeTeHNs JINHE30J1/1a HECKOJIBKO HUKE, YEM y MYXKUWH; Y HUX TaKKe Ha
20 % cHuXKEH cpeHUH KIMPEHC TP pacyeTe Ha maccy Tena. KoHleHTpanus npenapara B rasme
KPOBH KCHILMH BBIIIE, YeM Y MY>KUHH, YTO MOXET OTYACTH OOBSCHATHCS Pa3IHMUYMsIMH MacChl
tena. OJHAaKO, MOCKOJbKY IIEpPUOJ TIOJYBBIBEJCHHS JIMHE30JMAAa Y MYKUYMH U IKCHILUH
CYILIECTBEHHO HE€ OTJIMYAeTCs, HET MOBOJA OXHUAATh IMOBBIICHUS KOHILIEHTpALMU IpernapaTa B
KPOBH >KEHIIMH BBIIIE IEPEHOCUMOT0 3HAUYEHHUS, TaK YTO KOPPEKIUH J103bI HE TpeOyeTcs.

eTH
VY mnoapoctkoB (12—-17 ner) dapmakokuHeTHKa JTUHE30JUIA, MPUHATOrO B no3e 600 mr, He
OTJIMYAJIaCh OT KUHETHKHU y B3pociblx. Takum oOpa3om, npu HazHayeHUH nojpoctkam 600 mr
JUHE30/IMa Kaxaple 12 4 KOHILIEHTpalus mpernapara OyaeT Takoi ke, KaK y B3pOCIbIX MpU
HA3HAYCHHUH TOU Ke JT03bI.
VY nereii B Bo3pacte A0 12 ner mpuMeHeHHe JMHE30maa B 103¢ 10 MI/KT eKeIHEBHO KaXK[IbIe
8 4acoB MO3BOJIIET TOCTUYH TOH K€ DKCIIO3UINH, YTO M Y B3pPOCHBIX Mpu mpuMeHeHnn 600 mr

JIMHE30JIM[a IBa pa3a B ICHDb.

6. ®APMAIEBTUYECKHE CBOMCTBA
6.1. IlepeueHb BcmoMoOrarejbHbIX BelIeCTB
['nnposio3a HU3KO3aMeELICHHAS

Kpocnosunon

Kpemuus 1MOKCHI KOJIITOUIHBIN

I'unponosa

Marnus creapat

[Inenounas obosouka Onanpai ® AMB 11 Gensiii 88A 180040

[TommBununoBsI ciupt (E1203)

Tansk (ES53b)

Turana auokcun (E171)

['muniepuna MoHOKanpuiokanpar (turm 1)

Hatpus naypuiicynbdar

6.2. HecoBMecTUMOCTH
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He npumenumo.

6.3. Cpok rogHocTu

2 roja.

6.4.  Oco0ble Mepbl NPEIOCTOPOKHOCTH PU XPAHEHHH

XpauuTh npu Temneparype He Bbimie 25 °C.

6.5. XapakTep H cojep:KaHNe MEPBUYHOH YIIAKOBKH

ITo 10, 20, 30, 40, 50, 60 umu 100 TabaeTok B OAHKY M3 MOJUITHIICHA BHICOKOW TUIOTHOCTH C
3aBUHYMBAIOIIUMHUCS KPBIIIKAMH U3 TTOJIMITPONUIICHA ¢ OCYIIUTENIEM MK 0€3 HEero, C 3alIUTON OT
JETeH M KOHTPOJIEM IIEPBOTO BCKPHITHSI WIH 0€3 3aIlIUTHI OT JAeTEH U KOHTPOJIS IEPBOTO BCKPBITHSL.

[To 1 Ganke BMECTE C IMCTKOM-BKJIAIBIIIEM TOMEIIAIOT B TAYKY U3 KapTOHA.

6.6. OcoOble Mepbl MNPeIOCTOPOKHOCTH NPH YHUYTOKEHHH HCHOJIb30BAHHOIO
JIEKAPCTBEHHOI0 mpenapara WM OTX0A0B, TMOJYYEHHbIX TOcjde NPHMEHEeHUus
JIEKapCTBEHHOI'0 Mpenapara

Oco0ble TpeOOBaHUS OTCYTCTBYIOT.

7. JAEPXKATEJIb PETUCTPAHMOHHOI'O YAOCTOBEPEHUSA
Poccniickas @enepanus

000 «<AMEZIAPT»

109316, r. MockBa, Bonrorpaackuit npocnexT, 1. 42, k. 24, stax 2, kom. 11.1
Temn.: +7(495)-741-46-65

dakc: +7(495)-741-46-65

Anpec snekTponHO# mouThl: info@amedart.ru

7.1. IlpeacraBuTe b AeprKaTeJisl periCTPALMOHHOIO YI0CTOBEPEHHUS

[IpereH3un HOTDe6I/ITeJIeI71 HalnpasJIATH 110 aApECy.

Poccniickas @enepanns

000 «<AMEZIAPT»

109316, r. MockBa, Bonrorpaackuit mpocnexT, 1. 42, k. 24, stax 2, koM. 11.1
Ten.: +7(495)-741-46-65

dakc: +7(495)-741-46-65

Anpec snekTpoHHO# mouThl: info@amedart.ru

8. HOMEP PETUCTPAIMOHHOTI'O YAOCTOBEPEHUA
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9.  JATA IEPBHYHOW PEMMCTPALIMH (NOFBEPRAEHS PEFHCTPAItIN,

INEPEPETUCTPALIMN)

JlaTa nepBoi perucTpanuu:

10. JATA NIEPECMOTPA TEKCTA

OO01mast xapakTepUCTHKA JIEKapCTBEHHOT O Mpernapara Jinne3onua qoctynHa Ha HHPOPMAaIMOHHOM

rnoprajie EBpa3HﬁCKOFO 9KOHOMHUYECKOIo COK3a B I/IHq)OpMaHI/IOHHO-KOMMYHHKaHHOHHOﬁ CETHU

«Hurepuer» http://eec.eaeunion.org/.
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