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OBILAST XAPAKTEPHCTHKA JIEKAPCTBEHIFOPOTIPEITAPATA U002

1. HAUMEHOBAHMUME JJEKAPCTBEHHOI'O ITPEITAPATA
Jlunesomua, 100 Mr, TabaeTKH, MOKPHITHIC TIIICHOYHOH 000JI0YKOH.
Jlunesomuz, 200 Mr, TabIETKH, MOKPHITHIC TJICHOYHON 000JI0YKOH.
Jlunezomuz, 300 mr, TaOIETKH, MOKPBITHIEC MJICHOYHOW 0O0TIOYKOA.
Jlunezomun, 400 mr, TaOIETKH, MOKPBITHIE INICHOYHOM 000TI0YKOM.

Jlunesomuza, 600 Mr, TabIETKH, MOKPHITHIC TJICHOYHON 000I0YKOH.

2. KAUECTBEHHBIN 1 KOJIMYECTBEHHBIN COCTAB
JleficTByrolI€€ BEIECTBO: JTUHE30IM.

JInrezomua, 100 Mr, TaOJIETKH, OKPHITHIE ILICHOYHOH 000JI0YKOHI

Kaxxnas Tabnerka, HOKphITas IJIEHOYHOH 000109KOM, cogepkuT 100 Mr muHe30IMaa.

Jlunezomua, 200 Mr, TabJIETKH, MOKPBITHIE IUICHOYHON 000J10YKON

Kaxxnast Tabnerka, moKpbITas INIEHOUYHOM 00071049K0, copepxut 200 Mr IMHE30I11a.

JInnesomma, 300 mr, Ta6J'IeTKI/I, MOKPBITHIC TNICHOYHOM 000JI0YKOH

Kaxxnas Tabnerka, HOKphITas IJIEHOYHON 000109KOM, cogepkuT 300 Mr TuHE30IMa.

Jlunezomua, 400 Mr, TabJIETKH, MOKPBITHIE IUIEHOYHON 000J10YKON

Kaxxnas tabnerka, moKpbITas MIEHOYHOU 000710UKOM, cogepkuT 400 Mr TuHE30I1a.

JInaezomma, 600 mr, Ta6J'IeTKI/I, MOKPBITHIC TNIECHOYHOM 000J109KOM

Kaxnas Tabnerka, mokpbITas JIEHOYHOM 000510uK0il, conepxut 600 Mr IrMHE30IMIa.

[TonHbIN TIepevYeHh BCIOMOTATEIBHBIX BEIIECTB MPUBENICH B pasnene 6.1.

3. JIEKAPCTBEHHAS ®OPMA
Ta0neTku, NOKPBIThIE MIICHOYHOI 000I0YKOM.

JIlnneszomua, 100 Mr, TaOIETKH, HOKPBITHIE INIEHOYHOU 000JI0UYKON

Kpyrible OBOSIKOBBITYKJIbIE TAaOJIETKH, MOKPBIThIE TUIEHOYHON 000JI04KOW O€n0ro MM MOYTH
0esoro 1Bera.

JInaezomma, 200 mr, Ta6J'ICTKI/I, MOKPBITHIE INICHOYHOM 000JI0YKOM

Kpyrible OBOSIKOBBINTYKJIbIE TAaOJIETKH, MOKPHIThIE TJIEHOYHON 000JI0YKON O€loro WM MmoduTu
OeJoro 1BeTa.

JInaezomma, 300 mr, Ta6J'ICTKI/I, MOKPBITHIE INICHOYHOM 000JI0YKOM

Kpyribie TBOSIKOBBITYKIIbIE TAOJETKH, MOKPHITHIE TUIGHOYHON 000JI0YKOW Oel0oro Wid MOYTH
OeJoro 1Bsera.

Jluneszomma, 400 Mr, TaOJIETKH, HOKPBITHIE IIJIEHOYHOW 000JI0UYKOM
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OeJoro 1BeTa.

Jlunezomua, 600 Mr, TabJIETKU, MOKPBITHIE ILICHOYHON 000J10YKON

OBanbHBIE JABOSIKOBBIITYKJIBIC Ta6J'ICTKI/I, IOKPBITBIC IUIEHOYHOM 000JIOUKOM OeI0ro MJIM MOYTH

OeJoro mBeTa.

4. KIMHUYECKUE JAHHBIE

4.1. Tloka3aHusi K IPUMeHEHUIO

[Ipenapar JIune3onua nokasaH K TPUMEHEHHUIO Y B3POCIbIX U JAeTel B Bo3pacte oT 12 ner mmus
JeyeHust UH()EKIMOHHO-BOCTIAIUTEIbHBIX 3a00JICBaHUMN, €CITM U3BECTHO WJIU TOJJ03PEBAETCS, UTO
OHM  BBI3BaHBl  YYBCTBUTEIBHBIMH K  JMHE30JHIYy a’pOOHBIMH M  aHa’pOOHBIMHU
IPaMIIOJIOKUTETFHBIMA ~ MUKPOOpPraHM3MaMH  (BKJIIOYass HMHQEKIUH, COMPOBOKIAIOIINECS
OakTepueMuen):

— BHeOOJIbHWYHAs  IHEBMOHHS, BbI3BaHHas  Streptococcus  pneumoniae  (BkIoYast
MOJIMPE3UCTEHTHBIE IITAMMBbI), BKJIIOYAs Cllydad, CONPOBOXKIAIOLIUECS OakTepueMueH, Wiu
Staphylococcus aureus (ToJibkO METHITMIUTHHYYBCTBUTEIIBHBIC IITAMMBI);

—  TOCHHUTAJIbHAsT  MHEBMOHWUS, BbI3BaHHAas Staphylococcus aureus (BKITIOYAst
METHLIWUTMHYYBCTBUTEIBHBIE W METHLWUIMHPE3UCTEHTHBIE IITaMMBI) WM Streptococcus
pneumoniae (BKJIrOYasi MOJMPE3UCTCHTHBIC IIITAMMBI);

— OCJIO)KHEHHbIE HHQEKIUU KOXHM M MATKUX TKaHed, BKIoyas MHQEKUUH IMpHU CHHIPOME
JMa0ETUIECKON CTOIMBI, HE COMPOBOMKIAMOIIMECS OCTEOMHUEIMTOM, BbI3BaHHbIe Staphylococcus
aureus (BkJtoyas METULWUIMHYYBCTBUTEIbHBIE W METUIWUIMHPE3UCTEHTHBIE ILITaMMBI),
Streptococcus pyogenes uiu Streptococcus agalactiae;

— HEOCIIO)KHEHHbIC MH(EKIUH KOXKH M MATKHX TKaHe#, BbI3BaHHble Staphylococcus aureus
(TOJIBKO METUIMJUTMHYYBCTBUTEIbHBIE IITAMMBI) WM Streptococcus pyogenes;

— nHQEKIINY, BhI3BaHHBIC PE3UCTCHTHBIMH K BaHKOMUIIMHY Enterococcus faecium, B Tom ymcie
COIPOBOXKAAIOIINECS OaKTepUeMue;

[Ipenapar JluHe3onng Moka3aH K NPUMEHEHUIO Yy B3pOCHbIX crapmie 18 yier B cocrase
KOMOMHHPOBAHHOW Tepamuu TyOepKyJes3a JErKuX, BbI3BaHHOro mrammamu Mycobacterium
tuberculosis ¢ MHOKeCTBEHHOI#T JIEKAPCTBEHHOM YCTONYHNBOCTHIO.

IIpu omnpenenenuu, ABISIETCS W JIMHE30JIM MOAXOMAIIMM JICYEHUEM, CIEAyeT NMPUHUMATH BO
BHUMaHHUE pe3yabTaTbl MHUKPOOMOJOTMYECKMX  HCCIEIOBaHUN WM  HMHQOpPMALUIO O
pacIpOCTPAaHEHHOCTH  PE3UCTEHTHOCTM K  aHTHOaKTepHalbHBIM  IpernaparaM  Cpeau

IPaMIIOJIOKUTEIBHBIX OaKTEpUHl.
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MNoAO3pCHHUU WM TOATBCPNKACHUNU TI'PaAMOTPUIATCIIBHBIX ITAaTOICHOB JOJIKHA OBITL Hauara

cneunduyeckas Tepanus NPOTUB TPAMOTPHUIIATEIBHBIX MUKPOOPTaHHU3MOB.

4.2. PexxuM 103MpOBaHMs U CIIOCOO MPUMEHEHMSsI

PexxuM 1o3upoBaHus

[TarueHTOB, KOTOpHIM B Hayalle TEpaluH JIMHE30JH] Ha3HAYWIM BHYTPHBEHHO (B/B), B
JaNbHEHIIEM MOXKHO TIepEeBECTH Ha JII0OYI0 JIGKApCTBEHHYIO (hopMy mpemnaparta i Mpuema
BHYTPB, IIPH 3TOM MOJ00P 036l HE TpeOyeTCs, TaK Kak OMOJOCTYITHOCTh JIMHE30IUIa IPU IIpreMe
BHYTpb coctasiisieT noutu 100 %.
[TpoaOmKUTETLHOCTD JICYCHHS 3aBUCUT OT BO30YIUTEIIS, JIOKATH3AUHN U TSHDKECTH MH(EKIH, a
Tak)Ke OT KIIMHUIEeCKoro addekra.

B3pocnvie

Pexomennyemasn
Pa3zoBas ng03a MPOJOJIKUTETHbHOCTD
JedeHus

IMoka3anus (BK/I0O4Yasa nHdexunu,
CONMpOBOKAAIOIIMEcS DaKTepueMueii)

— BHG6OJII>HI/I‘IHa$I ITHEBMOHUs, BBbI3BAHHAs1
Streptococcus pneumoniae (BKITFOUast
MOJIMPE3UCTCHTHLIC HITaMMI)I), BKJIFO4Yasda
CJIy4au, COIPOBOXKIAIOIIHECS OaKTeprUeMHE,
wm  Staphylococcus — aureus  (ToJBKO
MCTUIHIINIMHYYBCTBUTCIILHBIC I_HTaMMBI)

— TocCluTallbHass ITHCBMOHUA, BbI3BaHHAs
Staphylococcus aureus (BKITFOUAs
MCTUIHINIMHYYBCTBUTCIILHBIC 51
MCTUHHUIIIMHPE3UCTCHTHBIC H_ITaMMLI) 501051 600 mr BHYTPb .
Streptococcus ~ pneumoniae  (BKIOYAS | gaxcnpie 12 wacos 10-14 nnet
MOJIMPE3UCTCHTHELIC HITaMMI)I)

— OCJIOKHEHHBIC MHQPEKIIMUA KOXKH U MSITKUX
TKaHeW, BKJIOYas MHOEKIUH MPH CHHIPOME
IabeTHIECKON CTOTIBI, HE
COIPOBOXKIAFOIIHECS OCTEOMHEITHTOM,
BbI3BaHHbBIe Staphylococcus aureus (Bkitoyast
METHIMUTAHYYBCTBUTEIIbHBIC u
METUIUTMHPE3UCTEHTHBIE [IITAMMBI),
Streptococcus pyogenes wmm Streptococcus
agalactiae

— HEOCJIOKHCHHBIC HHPEKIIUN KOXKH U MSITKHX
TKaHel, BbI3BaHHbIe Staphylococcus aureus 400 Mr BHYTpb
(TOJIBKO METHIMJUTMHYYBCTBUTENbHBIC |  KaXble 12 yacoB
mTaMMBbl) Wi Streptococcus pyogenes

10-14 nueit
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— I/IH(beKI_II/II/I, BBI3BAHHBIC PC3UCTCHTHBIMU K

. o6UU MI" BHYTpPb -
BaHkomuimHy Enterococcus faecium, B tom yiP 14-28 nneit

. KaxkJple 12 gacoB
YHCIIe COMPOBOXK/IAIOIINECS OaKTeprueMuei

IIpu TyOepkyme3e JIerKuX, BbI3BaHHOM ITammamu  Mycobacterium  tuberculosis ¢
MHO>KE€CTBEHHOU JIEKAPCTBEHHON ycTOoM4YMBOCThIO — 600 Mr 1 pa3 B CyTKM C JUIMTEIBHOCTHIO
TEpanuy B UHTCHCUBHOM (a3e 24 Hexemn.

Oco0bIe IPVIIILI TAIUEHTOB

Tlayuenmsi nodxcunozo eospacma
Koppekuuu 10361 HE TpedyeTcs.
Tayuenmsi ¢ HapyweHuem gyHKyuy novex
Koppekuuu mo03e1 He TpeOyercs. B cBs3um ¢ tem, uro 30 % nuHesonuaa yaaisercs Mpu
reMo/IMain3e B T€UCHUE 3 4acoB, JTUHE30IU AOJKEH MIPUHUMATHCS TI0CIIE POBEACHUS TUaInu3a
nanueHTaM, Hy>KJaroIIUMCs B HEM.
Tlayuenmsi ¢ Hapywenuem yuKyuy neveHu
Koppekuuu n03s1 HE TpedyeTcs.

eTH
[To mokazanuio TyOepkyne3 Jerkux y jneredr B Bo3pacte oT 0 mo 18 ner nmHe3onun He
MPUMEHSETCS.
Jlemu 6 6o3pacme om 12 0o 18 n1em
Pexxum no3upoBanust y neredd Bo3pacte oT 12 mo 18 yer mo mokazaHusM BHEOOJbHUYHAS
MHEBMOHMS, TOCTHHUTaIbHAs THEBMOHHMS ¥ WHQEKIWU, BBI3BAHHBIE PE3UCTEHTHBIMH K
BaHKOMHIIMHY Enterococcus faecium, cooTBETCTBYeT peXHMy TO3MPOBAaHHS Y B3POCIBIX
(cM. TabnuIry BhIIIE).
[Ipu HeocnokHEHHBIX MHPEKIMIX KOXKU M MATKHX TKaHeH, BhI3BaHHBIX Staphylococcus aureus
(TOJIBKO METUIIMILTHHYYBCTBUTENBHBIE IITaMMBI) MK Streptococcus pyogenes: mo 600 Mr BHYTpb
KaxJiple 12 4acoB; pekoMeH1yemMas POoI0JKUTENbHOCTD JeueHus 10—14 gueil.
Jlemu 6 6o3pacme om 0 0o 12 nem
[Ipenapar JIune3onua He cienyeT Ha3HA4YaTh (MPUMEHSATH) Yy AeTeit B Bozpacte oT 0 1o 12 et B
CBSI3H C HEBO3MOXKHOCTBIO O0ECTICUUTh PEKUM JO3HPOBAHUS.

Crooco0 rmpuMeHeHus

Baytps. [Ipenapat M0KHO IPUHUMATH KaK BO BpEMS €7Ibl, TAK U MEKy IPUEMAMHU ITHILIH.

4.3. TIporuBomoKa3aHusi
o ['umepuyBCTBUTENHHOCTh K JTUHE3OIUAY WM K JTFOOOMY M3 BCIIOMOTATEIbHBIX BEIIECTB,

MEePEUYUCIICHHBIX B pazjene 6.1.
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MOHOaMUHOKcHAa3bl A wimu B (wampumep, QenensuH, wu3okapOOKca3ua, CeJeruiu,
MOKJIO0EMHT), a TAK)KE B TEYCHHE 2 HEeIeNb ITOCIIe IPEKPAICHNUs TPHeMa Ha3BaHHBIX IPenapaToB.
o [Ipy OTCYTCTBMM TIIATENBHOTO HAOMIOJCHHUA 32 TMAalMEHTaMH ¥ MOHHUTOPHUHTA
apTepUaNbHOTO JABJICHUS HE CIIEAYET Ha3HAYaTh JIMHE30UI:

— TalNMeHTaM C HEKOHTPOJIMPYEMOM apTepUalbHOM THIepTeH3ueH, (PeoXpoMOIUTOMO,
TUPEOTOKCUKO30M, KapIUHOUTHBIM CHUHJIPOMOM, OUMOSPHBIM paccTpoiicTBOM,
11130aQPEKTUBHBIM PACCTPOMCTBOM U OCTPHIM COCTOSTHUEM CITYTaHHOCTH CO3HAHUS,

— TAIMeHTaM, IMOJYYAIOUIMM CIEAYIOIIMEe THUIBI MPErnaparoB: aJPEeHOMHMETUKU (Hampumep,
ncepnoddenpus,  QeHwINponaHoIaMHH, — SUUHEPpUH,  HOpAMMHEPpHUH,  10OyTaMuH),
nohaMUHOMUMETHKY (Hampumep, aAo(amMuH), MHTHOMTOPHI OOpPaTHOrO 3axBaTa CEPOTOHHHA,
TPULMKIMYECKUE aHTHU IeTIPecCcaHThl, aroHUCTHI 5S-HT1 penientopoB (TpunTansl), MENEPUIUH HIN

OycrupoH.

4.4. OcoOble yka3aHusi 4 Mepbl NIPEIOCTOPOKHOCTH NPHU NPHUMeHEeHUH

IlanueHTHl ¢ MOYSYHOM HEJOCTATOYHOCTRLIO

Bcnencrue HeI/I3y‘~IeHHOI71 KJIUHHUYECKON 3HAYMMOCTH ABYX  IICPBUYHBIX METAa0O0INTOB
JIMHE30JIMJa Yy ITalMCHTOB C TSDKEJIONM MOYSYHOM HEAOCTATOYHOCTBIO, JIMHC30JIHUA JOJIXKCH
HCIIOJIB30BATHCA C OCTOPOKHOCTBIO Y TAKUX MAIIMECHTOB, U TOJIBKO €CJIU IIpCAIojaracMas 1moJjib3a
IMMPEBLIIACT MOTEHIIHAIbHBIN PHUCK.

Takoxe HET JaHHBIX 110 MPUMCHCHUIO JIMHE30JINJa Y MAUCHTOB, HAXOAAIINXCS Ha aM6y.TIaTOpHOM
NEPUTOHCATIBHOM JHUAJIIM3C WKW JPYIrux aJbTCPHATHUBHBIX METOJAX JICUCHUA MMOYCIHOM
HEAOCTAaTOYHOCTH.

[TaneHThl ¢ NEYEHOYHOW HEAOCTaTOYHOCTHIO

Nmerorcst orpaHMYEeHHbIE KIMHUYECKUE JAaHHbIC, PEKOMEHAYIOLINE UCIIOJIb30BaTh JIMHE30IHU Y
TaKMX TMAIMEHTOB TOJBKO B TOM CJlydae, €CIM IMpeanosiaraemMas MoJjib3a MPEeBbIIIAeT
MOTEHIMAIBHBIN PHUCK.

IlarueHThl ¢ CHCTEMHBIMUA MH(EKITHSIMHU

JImHe30/IMa JOMKEH MCIIOIbh30BaThCA C OCTOPOXKHOCTBIO Yy MAOUCHTOB C CUCTCMHBIMHU
I/IH(I)CKI_[I/ISIMI/I, OpCACTABIAIOMNIUMU PUCK JISI KU3HU, TAKUMH KakK I/IH(I)CKLII/II/I, CBA3aHHBIC C
BCHO3HBIMU KaTETCPAMH B OTACIICHUAX WHTCHCHUBHOM TCparmnu.

CMGDTHOCTB Y NaIMECHTOB C KaTCTCP-aCCOIMHUPOBAHHBIMHA I/IHd)eKIII/ISIMI/I

B OTKPBITOM HUCCIICAOBAHNUU CPEAU TSHKEII000JIbHBIX MalUCHTOB C BHYTPUCOCYAUCTBIMU KATCTECP-
aCCOMNUPOBAaHHBIMUA I/IH(beKL[I/IHMI/I OBLIO OTMEUYCHO MPEBLIMICHUC JICTAJIBHOCTU Yy IMALIMCHTOB,
IMOJIy4JaBIINX JIMHE30JIN [, 10 CpaBHCHUIO IanucHTaMu, IMOoJIy4JaBIINMHU

BaHKOMUITWH/ TUKIIOKCAWIUTHH/okcanuutiH [78/363 (21,5 %) mpotus 58/363 (16,0 %)].
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IPaMIOJI0KHUTEIbHON HHPEKIINH B UCXOTHBIH MOMEHT BpeMeHH. [loka3arens neTaabHOCTH ObLT
CXOXX CpeIH MalUeHTOB, NH(EKIUU Y KOTOPHIX ObUIM BBI3BaHBI TOJIBKO IPAMIIOIOKUTEIEHBIMU
MUKpoopranusMamu (otHomenue mancoB 0,96; 95 % noseputenbusblil uatepsan: 0,58—1,59), Ho
ObLT 3HaUnTEIHHO BhIIE (p = 0,0162) B rpynne JIMHE30JM/a, KOT/Ia OOHAPYKUBAIUCH U JIPYTHE
MHUKPOOPTaHU3MBI, WIIM X HE yJaBajloch OOHAPYKUTh Ha HAUYAIbHOM JTare (OTHOIICHUE IIAaHCOB
2,48; 95 % noseputenbHbli HHTEpBAL: 1,38—4,46). Hanbonpmuii aucbananc OblT OTMEYEH BO
BpeMsl JICYEHHS U B TeYeHHe 7 JHEeH mociie OKOHYaHWs aHTUOMOTHMKOTepanuu. B xone
UCCJIEIOBaHMs B TPYIIE JIMHE30/IMIa OOJblIe MAIlMEeHTOB MpPUOOpEeTalii IrpaMOTpUllaTeIbHbIC
MHUKPOOPTaHU3MBbI M BIIOCTIEICTBUH MOTHOaIM OT MH()EKINH, BEI3BAHHON IpaMOTpULIATEIbHBIMU
MHUKPOOPTaHU3MaMH, WX TIOJTUMUKPOOHBIX MHeKmid. Takum 00pazom, B cirydae OCI0KHEHHBIX
MH(GEKINNA KOXKU U MATKUX TKaHeH JIMHE30JIU]] CIIeyeT UCIIOJIb30BaTh Y MAIllUeHTOB C U3BECTHOMN
WM BO3MOXHOW KOWH(EKIHel rpaMOTpHULIaTeIbHBIMU MUKPOOPTaHU3MaMHU, TOJIBKO €CIIM HET
aIbTEpHATUBHBIX BAPUAHTOB JieueHUs (cM. pa3zaen 4.1). B aTux ciryyasx nokasaHo oJHOBPEMEHHO
JOTIOJIHUTEIbHOE  NPUMEHEHHE IpernaparoB, JEHCTBYIOIIMX Ha  I'PaMOTPULATEIIbHYIO
MUKpOQIIOpY.

Muenocynpeccus

Y HEKOTOpBIX TAIMEHTOB, NPUHUMAIONIUX JIMHE30JU, MOXET pPa3BUThCS oOOpaTUMas
MHUETIOCYIIpECCHs (C aHEMUEH, TPOMOOIIMTOIICHUEH, JISMKOTIEHUEN 1 TAHIIUTOTIEHUEH ), 3aBUCSIIIAs
OT TPOAOKUTEIBHOCTH Tepanuu. TpoMOOIMTONEHUSI MOXKET yallle BO3HUKATh Yy MAallUEeHTOB C
TSKETION TOYEYHOM HEA0CTaTOYHOCThIO, HE3aBUCUMO OT NMPUMEHEHHUS y MallMeHTa reMoInanus3a,
Y y TAUEHTOB C NMEYCHOYHOW HEJOCTATOYHOCTHIO CPEHEN WIIN TSKEIIOM CTENEHU. Y MOKHIIBIX
MAlMEHTOB TaK)K€ MOBBIIIEH PUCK Pa3BUTHSA JAHHOIO COCTOSIHUS. B CBSI3W ¢ 3THM B mpouecce
JieYeHus1 HEOOXOAMMO MPOBOIUTH MOHUTOPUHT TIOKa3aTeNiel KPOBU Y MAIIHEHTOB C TIOBBIIIICHHBIM
PUCKOM pa3BUTHS KPOBOTEUYEHHUs, MHEJIOCYIIPECCHUEN B AaHaMHE3€, C TSDKEJIOW ITOYEYHOU
HEJIOCTaTOYHOCTHIO WJIM MEYEHOYHOW HENOCTATOYHOCTBI) CPEAHEW WIIM TSKEJIOM CTENEHH, a
TaKkke TMpPU OJHOBPEMEHHOM IPUMEHEHHH TPENapaToB, CHIDKAIONIUX TEeMOTJIOONH WIN
KOJIMYECTBO TPOMOOIIMTOB, WM UX (YHKIMOHAIBHBIE CBOHCTBA, a TaKXe Y TAIHEeHTOB,
MONTyYaIoUX JTUHE301u ] 0osee 2 Hepenb. JIMHe30Hu T y TaKUX MallMEeHTOB MPUMEHSETCS TOJIBKO
B TOM Clly4ae, KOTJla BO3MOXKEH TIIATCJIbHBIA MOHHUTOPHUHT TE€MOIJIOOMHA, KOJUYECTBA
JEHKOIIUTOB M TpoMOOIUTOB. Eciii BO Bpems Tepanuu JTMHE30IMI0M Pa3BUBACTCS BhIpAKEHHAS
MUEJOCYTIPECCHSI, JICUEHUE TOIKHO OBITh MPEKPAIEHO, €CITU TOJBKO TMPOJOIKEHNE Tepariy He
cuMTaeTcsi abCOMIOTHO HEOOXOAUMBIM. B 3TOM ciydae HEOOXOAMM WHTEHCUBHBIH MOHHTOPHHT
MoKazaresei KpoBH M COOTBETCTBYMoIEee JiedeHne. Kpome Toro, pekoMeHyercs, YToObl aHaJIN3

KpOBH (B TOM 4HCJe, OINpe/eieHre IreMOorjao0nHa, KOJIMYecTBa TPOMOOLUTOB U JEUKOLUTOB (C
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JMHE30JIU] HE3aBUCHUMO OT TOKa3zaTesied MCXOJHOTO aHaidu3a KpoBu. bojee BbicOkas yactora
Pa3BUTHSL TSDKEIOM aHEMUM OTMEYeHa Yy TAIlMEHTOB, MOJYYaBIIMX JIMHE30JIUJ OoJibllie
MaKCUMaJIbHO PEKOMEHJOBAHHOW MPOJOJDKUTEIBHOCTH B 28 NHEH. DTUM NalMeHTaM 4Yaille
TpeboBasIoCh NepenBanue KpoBu. Cirydan cuiepoOacTHON aHEMUHN OBbLTN 3apErUCTPUPOBAHEI B
MOCTPETUCTPAIIMOHHOM Tieproie. B OONBIIMHCTBE CITy4aeB JUIMTEILHOCTh TEPATHH JTHHE30IUI0M
npesbimana 28 nHei. Y OONBIIMHCTBA MANMEHTOB MPOSIBICHUS ObLUIN MOJHOCTHIO WJIH YaCTUIHO
00paTHUMBI MOCTIE MPEKPAIICHUS JICUCHHS JIMHE30UI0M ¢/0e3 Crienn(PUIecKoro JICUCHUsI aHEMUH.

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

VY MmanueHToB, MPUHUMAIOIINX aHTHOAKTEPHATIbHBIC MPEHapaThl, BKIOYAsl JTHHE30IU/, CIACIYeT
YUYUTBIBATh PUCK PA3BUTHUS [ICEBJOMEMOPAHO3HOTO KOJIUTA PA3IMYHON CTEIICHH TSHKCCTH.

O cnyuasix nuapewu, cBszannoi ¢ Clostridium difficile, coobmanocs B CBsI3u ¢ MCIOIb30BaHUEM
NPAaKTHYECKH BCEX aHTHOAKTEPHATbHBIX IPErapaToB, BKIIOYas JIMHE30MUA. TsKECTh AuapeH
MOXKET BapbHPOBATHCS OT JIETKUX (GOpM 0 TsOKENbIX. JledeHune aHTHOAKTEPHUAIbLHBIMU
npernaparaMy HapyiaeT HOpMaIbHYK0 MEKPO(MIOPY KHIIEYHHKA, YTO MPUBOIUT K U30BITOUHOMY
pocty Clostridium difficile. Clostridium difficile BeipabaTbiBaeT TokcHHBI A u B, KoTOpBIE
OPUBOAAT K pa3BuTHIO auapeu, cBszannoir ¢ Clostridium difficile. M36brounoe xomuuecTBo
TOKCHHOB, BbIpabarsiBaemoe mrammamu Clostridium difficile, moxxeT BbI3BaTh MOBBIIICHHE
JIETAILHOCTH CPEIM Ial[MEHTOB, TaK KaK TaKhe HWH(PEKIHH MOTyT OBITh YCTONYMBBEI K
NPOTHBOMHUKPOOHOW Tepamuu, a TakKe MOXeT IOTpeOoBaThCsl KOJOHOIKTOMHUS. Hemb3s
PUMEHSTH JIEKAPCTBEHHBIE CPEICTBA, TOPMO3SIIUE IEPUCTATBTUKY KUIICUHUKA.

Bo3moxkHOCTh pa3ButHsl muapew, cBsizannoi ¢ Clostridium difficile, momkHa paccmarpuBathbest y
BCEX MAIMEHTOB C IHApecii, MOCIeOBABIIeH 3a UCIIOIB30BAHUEM aHTHOMOTHKOB. TIIaTebHOe
ME/IMIITHCKOE HAOII0/ICHNE B TEUCHHE 2 MECSIICB HEOOXOMMO NAlMEHTaM, IEPEHECIINM IHAPEI0,
ces3annyro ¢ Clostridium difficile mocie BBeneHus aHTHOAKTEpUATTBHBIX PEAPATOB.

Ilepudepuueckast HEHpoOIaTUI M HEUPOIIATHUS 3PUTEILHOIO HEPBA

Coobmanocs 0 mepudepuueckoil HeMpomaTuu, a TakKe HEUpONmaTHU 3pUTEITHLHOTO HEpBa U
HEBPHUTE 3pUTEIHHOTO HEPBA, KOTOPBIE HHOTIA MMPOTPECCUPYIOT 10 MOTEPH 3PEHUS, Y MAIIUEHTOB,
KOTOPBIE MOTYYaH JICUCHUE JINHE30IUIOM; 3TH COOOIICHUS UMETTH MECTO, B TIEPBYIO OYEpENb, Y
MAIUEHTOB, IMOJTYYABIINX JICYCHNE HA MPOTSHKCHUN TIEPHUOJIOB BpEMEHH, KOTOPBIe ObUTH OO0JIbIIe
MaKCUMaJIbHON PEKOMEHI0BAaHHOM MPOAOJIKUTEIILHOCTH JICUCHUS, COCTABIIAIONIEH 28 THEM.

[Tpu mosSIBIIEHUU CUMIITOMOB YXYAILICHUS 3pUTEIBHON (PYHKIIMHU, TAKUX KaK U3MEHEHUE OCTPOTHI
3peHHsi, W3MEHEHHE I[BETOBOTO BOCIHPHUATHS, 3aTyMaHEHHOCTb, NedEeKThl TOJeH 3peHHs,
PEKOMEHIYEeTCSI CPOYHO OOPATUTHCSA K OPTAIBMOJIOTY JJIS KOHCYJabTanuu. CienyeT mpoBOIUTh

MOHMTOPHHT 3PUTEIbHON (YHKIIMHM y BCEX MAalME€HTOB, MIPUHUMAIOLIUX JIMHE30JIU B TeUEHHE
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CHMIITOMaMH 3pUTEIIbHBIX HAPYLIEHU HE3aBUCUMO OT IPOAOJIKUTEIIBHOCTH Teparnuu. B ciyuae
pa3BuTUs nepudepruuecKoil HeHponaTHN U HEHpONaTHH 3PUTEILHOTO HEPBa, CICIYET OLICHUTH
COOTHOILIEHUE PUCK/TIONBb3a MPOJOJDKEHHUS TEepaluu JUHE30JUAOM Y ATHUX MalHUeHTOB. Puck
Pa3BUTHS HEMPOIIATUH BBILLIE, €CJIA JTMHE30IMI IPUMEHSAETCS Y NAUEHTOB, KOTOPBIE UCIIONb3YIOT
B HACTOSIIIIEE BPEMSI MJTH KOTOPBIC HEJJTAaBHO MPUHUMAIIA aHTUMHUKOOAKTEpHUATbHBIC TPENapaThI IS
JiedeHus TyOepKyes3a.

Jlakroanunos

B cBs31 ¢ mpuMeHeHHeM JIMHE30IuAa COO0IIanoch O JlakToanuao3e. [lanuenTsl, y KOTOphIX Ha
doHEe TpHeMa IIMHE30HMJAa BO3HHMKACT MOBTOPHAs TOIIHOTA FJIM PBOTa, OOJb B IKHUBOTE,
HEOOBSICHUMBIN aIlM03 WU OTMEYACTCS CHIKEHHE KOHIEHTpAIMU TUAPOKApOOHAT-aHHMOHOB,
TpeOyIOT TIIATEILHOTO HAOIIOJEHHS CO CTOPOHBI Bpaya.

MuToxoHapHalIbHAS I[I/IC(bVHKHI/IH

Jlunezomu WHTHOMpPYET cUHTE3 Oenka MUTOXOHApHA. HexemarenbHble peakiuu, TaKkhue Kak
JAKTOAIMI03, aHeMHs M Hekpomatus (mepudepudeckas HIN 3pUTEIHHOTO HEPBa), MOTYT
BO3HUKHYTH B  pe3yJIbTaTeé 3TOT0 TOPMOXKCHHUsS; OTH JIPQPEKThl  SBISIOTCS  Ooee
pacrpoCTpaHCHHBIMH, KOT/a MPerapar UCIoJIb3yeTcs 00JIbiie, yeM 28 JTHEeH.

Cynoporu

Coo0manocs 0 cyoporax y maldeHTOB, TPUHUMABIIUX JIMHE30JIU/, TIPU 3TOM B OOJIBIIMHCTBE
CIIy4aeB B aHAMHE3€ UMEJIOCh YKa3aHHe Ha CYIOpPOTH WK Hanuure (aKTOPOB PHCKA UX PA3BUTHSL.
VY manueHToB HE0OXOAUMO coOpaTh MOAPOOHBIN aHAMHE3, KAacalIIUKUCS MPEAIIeCTBYIOIMINX
ATH30/I0B CYIOPOT.

I/IHFI/I6I/ITODBI MOHOAMMHOKCHU1a3bI

Jlunezonup siBisieTcsl 0OpaTUMBIM HECEIEKTUBHBIM MHIMOMTOPOM MOHOaMHHOKcuAa3sl (MAO);
OJTHAKO B [103aX, MNPHUMEHSAEMBIX JUIsI aHTHOAKTEpUaNbHOM Tepamuu, OH He IMpOsBISIET
aHTHAenpeccanTHbll 3¢ dexT. VMerorcs oueHb OrpaHWYEHHBIE JaHHBIE W3 HCCIIEI0BaHUI
JIEKapCTBEHHBIX B3aMMOJEHCTBUI U B OTHOIIEHWU 0€30MacCHOCTH JIMHE30JIMa PU MPUMEHEHUN
y TMAaIUeHTOB C OCHOBHBIMH 3a00JIEBaHUSMH W/WIM TpPU OJHOBPEMEHHOM IPHUMEHEHHU
JIEKapCTBEHHBIX IpEnapaToB, KOTOPbIE MOTYT MOABEPTHYTh HMX PHCKY, OOYCIOBICHHOMY
uHruouposanueM MAO. CnenoBaTenbHO, IPUMEHEHUE JIMHE30IM/1a HE PEKOMEHIYEeTCS B 3TUX
00CTOATENIBCTBAX, KPOME CIIy4aeB, KOI/la BO3MOYKHO NPOBEACHUE TINATEILHOIO HAOIIOACHUS U
MOHUTOPHHTIA MallMEeHTA, MOJIyYaloniero npenapar (cM. pa3zaens 4.3, 4.5).

CepOoTOHMHOBBIA CHHAPOM

Coo6n1anocr> O CIOHTAaHHBIX CJIydadX pas3sBUTUA CCPOTOHHMHOBOIO CHHApPOMA, CBA3AHHOI'O C

OIHOBPCMCHHBIM MNPUMCHCHHUEM JIMHE30JIMAa U CCPOTOHHMHCPIUUCCKUX IMPEIapaToB, BKIHOYAA
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(CUO3C) u ommounsl (cMm. paszaen 4.3, 4.5). [Ipu HeoOXOAUMOCTH MPUMEHEHUS Ipernapara B
COYETaHUH C CEJICKTUBHBIMH HHTHOUTOpAaMH 00pPaTHOTO 3aXBaTa CEPOTOHMHA CIIETYET MOCTOSIHHO
HaOMI0JaTh 3a MAlMeHTaMHU C IIeJbI0 BBIABJICHUS NPU3HAKOB U CHMIITOMOB CEPOTOHHHOBOTO
CHHJPOMa, TAKMX KaK HapyIICHHE KOTHUTHBHOM (YHKIMH, THIIEPIUPEKCHS, TUIIEppePICKCHS U
HapyIIeHUE KOOPIUHAIIMY ABHKECHHH.

B cnyuyae mosiBneHHMs NAaHHBIX CHMIITOMOB CJI€yeT OTMEHHUTHh OJMH WM 00a MPUHUMAEMbIX
npenapara. [Ipu mpekpanieHuu npreMa CepoTOHHHEPTHYECKOTO CPEeICTBa MOTYT HAaOIIOAAThCS
CHMIITOMBI CHHAPOMa «OTMEHBI».

['unonarpuemus

Y HEKOTOPHIX MAIMEHTOB, TOJYYaBIIMX JIMHE30JIH, HAOIIOJAIMCh TUIIOHATPUEMUS W / WIN
CUHAPOM HEaJeKBAaTHOW cekpenuu antuauyperudeckoro ropmona (SIADH). Pexomenayetcs
PErylispHO KOHTPOJIUPOBATH YPOBEHb HATPHUS B CBHIBOPOTKE KPOBH Yy MOXKWIBIX IIOJEH, Y
MAalUEeHTOB, TPUHUMAIONINX AUYPETHKHU, U Yy IPYTUX MAIIUEHTOB C PUCKOM THIIOHATPUEMHH.

OkpatmBanre 3yOHOU dDMaiu

Coob1manocs o ciaydasx o0paTuMOro MOBEPXHOCTHOIO M3MEHEHMsI OKpallluBaHMsl 3yOHOM sManu
IPY HCHOJb30BAHUU JIMHE30JUAa. JlaHHbIE U3MEHEHMsI OKpaIlMBaHUsl YAASUIUCh TIOCPEICTBOM
poecCHOHATBHOTO OYHIIEHUS 3y00B.

['unornmukemMus

COO6H_I3.J'IOCL 0 ClIy4dasax CUMNOTOMATHUYECKON THIOTTUKEMUH Yy NalUCHTOB € CaXapHbIM ,I[I/Ia6eTOM,
MOoJIy4aBIINX JIMHE30JIHU I OJHOBPEMEHHO C HHCYJIMHOM WJIN THIIOTJIMKEMHUYCCKUMU IIpCIIapaTaMu.
Xots MNPUYUHHO-CJIICACTBCHHAA CBA3b MCKY NPUCMOM JIMHE30JIMJa U Pa3BUTUCM TUIIOTTIMKCMUN
HC YCTAHOBJICHA, ITaUCHTOB C CaXapHbBIM )II/Ia6CTOM HCO6XOI[I/IMO npeaynpexiaarb O
BO3MOJXHOCTHU pa3BUTUA TUIIOTTIMKCMHUU. B CJIyda€ BOBHUKHOBCHUA T'MIIOTTIMKEMHUN HCO6XOI[I/IMa
KOppCKIUA D03bI I/IHCYJ'II/IHa/ THUIIOTJIMKCMHUYCCKUX TTPpETIapaToOB UJIN OTMCHBI JIMHEC30JIN/JA.

HDI/IMGHCHI/IG C IMIPpOAYKTaMU ITMTAHW A, 0orarnIMu TUPAMHUHOM

[TatiuenTam cieayeT pPEKOMEHAOBATh OTKAa3aThCA OT TMpHeMa OONBIIMX KOJUYECTB IHIIH,
coJlepiKalieil TupaMuH (Takhe Kak KpacHO€ BWHO, CO3PEBIIUN CBIP, HEKOTOPHIE alKOTOJIbHBIC
HAITUTKH, KOMMYEHOE MSICO, DKCTPAKTHI APOXKIKEH, MPOIYKTHl M3 (EPMEHTUPOBAHHBIX COCBBIX
0000B, TaKM€ KaK COEBBII COYC).

CynepuHdeKnms

Knuanyeckux ucciaenoBaHuif, U3ydaBIIMX >(QQeKT MpUMeHeHHs JIHHE30JIMa Ha HOPMaJbHYIO
MHUKpO(IIOpY OpraHu3Ma 4ejaoBeKa, He IPOBOIUIOCH.
[IpumeHeHre aHTHOAKTEpUATIBHBIX MTPENapaTOB MHOT/AA MOXKET IPUBOJIUTH K YCHIEHHOMY POCTY

HEBOCIIPUUMYHUBLIX K HEMY MUKPOOPTaHU3MOB. B kauHMYEeCKHX HUCCICIOBAaHUAX OBLIO IIOKa3aHo,
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KaHU/03, aCCOIIMUPOBAHHBIN C IPUEMOM aHTHOMOTUKOB. [Ipy BO3HUKHOBEHUH CyNepUH(EKITUN
Ha (QOHE TpHeMa JIMHE30JHAa CIIeIyeT NMPUHUMATh COOTBETCTBYIOIIUE MEpPhl METUIIUHCKOTO
Xapakrepa.

Pa6nomuonus

Coo0manock 0 cirydasx pabaoMuoin3a Ipu NpUMEHEHUH JUHe3omuaa (cM. pasznen 4.8.). Eciu
HAOMIOIAIOTCSA TPHU3HAKKM WM CHUMIITOMBI pa0JOMHONIM3a, TPHEM JHHE30JIUAa CIeAyeT
NPEKPaTHTh U HAYaTh COOTBETCTBYIOIIYIO TEPAITHIO.

Knnandeckue uccieoBaHus

BbezonacHocts u 3¢)(peKTHBHOCTS PUMEHEHHS JTHMHE30IMIa JIUTEIHHOCThIO Oosiee 28 nHel He
yYCTaHOBJIEHHI (TI0 BCEM NIOKA3aHMAM, 33 HCKITIOUEHUEM TyOepKyJie3a JIETKUX ). B KoHTpoupyeMbIx
KJIMHUYECKUX MCCIICJOBAHUSAX HE IPUHUMAITN YJacTHUsl MAIMEHTHI C CHHAPOMOM «IHa0eTHYeCKOM
CTONBI», TPOJICKHAMH WM HWIIEMHYSCKUMHU HAPYIICHUSMH, TSDKEIBIMH OXKOTaMU  WIIU
TaHTPEHO3HBIMU NMOpaKeHUSAMH. TakuM 00pa3oM, OTBIT TPUMEHEHHS JINHE30JIM/1a B TEPAITHH 3TUX

COCTOSIHMM OTPaHUYEH.

4.5. B3auMmopeiicTBHe ¢ APYrMMH JeKapCTBEHHBIMH IpenapaTaMd M JApyrue BHIbI
B3aNMOJAeHCTBUSA

YcTaHoBIIEHO, UTO H30epPMEHTHI ITUTOXpoMa P450 He y4acTBYIOT B METa0OIM3ME JIMHE30IH A N
vitro. JluHe3onua HE HMHIHOMpPYET M HE MOTCHIUPYET AKTUBHOCTh KIMHUYECKH Ba)KHBIX
uzopepmentoB nuroxpoma P450 (1A2, 2C9, 2C19, 2D6, 2E1, 3A4). Takum obOpazom, He
oxunaercss CYP450-uHaynupoBaHHOTO B3aUMOJEMCTBUS Tpu mpueme JuHe3onuupa. [lpu
OJIHOBPEMEHHOM NPUMEHEHUH JInHe30u/a U (S)-BapdapuHa, KOTOPbI B 3HAUNTEIbHON CTETIEHU
metabomusupyercst  uzodpepmentom  CYP2C9, (¢dapmakokuHETHUECKHE  XapaKTEPUCTHKHU
BapdapuHa He MeHstoTcs. Takue mnpemaparbl, Kak BaphapuH M (EHUTOMH, SBISIOIIAECS
cyocrparamu uzodepmenta CYP2C9, MOXKHO NPUMEHSATh OJHOBPEMEHHO C JIMHE30JIUA0M 0e3
KOPPEKIIMH J03bI.

Hneubumopol monoamunoxcuoasol

JluHe3onuy SBISETCS HECENEKTUBHBIM OOpAaTUMBIM HHTHOHTOPOM, TOATOMY Y HEKOTOPBIX
NAIMEeHTOB, MOJYYaIOUINX JIMHE30JUI, MOXET OTMeuUaTbCs YMEpPEHHOe 00paTHMOE YCHUJICHHE
NIPECCOPHOTO JeHCTBHs TiceBaoddenpuHa ¥ (eHwmmponaHoiaMuHa. B cBsi3m ¢ aTuM,
PEKOMEH/IyeTCsl CHMKATh HadallbHBIE O3Bl CIECIYIONUX TPYII MPEnapaToB: aJpeHOMHUMETHKA
(HanpuMmep, niceBoddenprH, GEeHUINPONaHOIAMUH, YHUHEPPUH, HOPINUHEPPUH, T00yTaMHH),
n0haMUHOMUMETHKH (Hampumep, 1opaMuH) U B JalbHEHIIEM OCYLIECTBIATh MOAOOP 03B

TUTPOBAHUEM.
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MAalMEeHTOB, MOJIYYaBIINX JUHE30JU] COBMECTHO C CEPOTOHUHEPIMUECKUMU MTpenapaTaMH.
Coo0mianiock 00 04eHb PEAKUX CIIOHTAHHBIX CIIydasx Pa3BUTHUSL CEPOTOHMHOBOTO CHHAPOMA MPU
OJIHOBPEMEHHOM MTPUMEHEHUH JIMHE30JIU/Ia U CEPOTOHUHEPTUYECKUX MpernaparoB (cM. pazaen 4.3,
4.4).

[Ipy OAHOBpEMEHHOM TMPUMEHEHHUH C a3TPEOHAaMOM U TIEHTAMULMUHOM M3MEHEHUS
(hapMaKOKMHETHKH JIMHE30JIU 1A HE OTMEYaOoCh.

Pudamnunuy BeI3pIBall CHIDKEHHE MAaKCHUMaJIbHOW KOHIEHTPALUU JIMHE30/IM/Ia B TUIa3Me KpPOBU
(Cmax) ¥ TUTOIIA M IO/ KPUBO# «KOHIIeHTpanus — Bpems» (AUC) nuHe3onuaa B cpeanem Ha 21 %

u 32 %, COOTBETCTBCHHO.

4.6. @epTWIBHOCTb, 0€PEMEHHOCTH U JIAKTAIUS

bepeMeHHOCTH

HccnenoBanuit 6€30macHOCTH MPUMEHEHHMSI JIMHE30JIM1a TIPH 0EPEMEHHOCTH HE MPOBOIMIOCH.
[Ipumenenue MHe30IM/1a TPU OEPEMEHHOCTH BO3MOKHO TOJIBKO B CIIy4ae, €CJIu MpernoiaracMas
M0JIb3a OT TE€PAIKU JAJISI MAaTEPU IPEBOCXOAUT NOTEHUMUABHBIA PUCK IS TUI0/1A.

JlakTanus

HewnsBecTHO, BBIIENSAETCSA JU JIMHE30JIUJ C TPYAHBIM MOJIOKOM KOPMSIIMX >KEHIIHMH, [TO3TOMY
CIEAYEeT NMPEKPATUTh T'PYAHOE BCKApMIIMBAHME IPU HA3HAYECHHUM Mpernapara MaTepu B MEPUOJ

JJaKTaluu.

4.7. BuusiHHe Ha CNIOCOOHOCTH YNPABJAATH TPAHCIIOPTHBIMM CPeICTBAMM U padoTaTrh ¢
MeXaHHU3MaMH

Bo Bpems nedeHMs JMHE30IMIOM YIPABIATH TPAHCIOPTHBIMH CPENCTBAMH, CIEHHAIBHON
TEXHUKOW WM 3aHUMAThCsl JEATEIbHOCTHIO, CBSI3aHHOW C IMOBBIIIEHHBIM PHCKOM, HE
pexomeHnayercs. IlanueHToB cienyer npeaynpeauTs 0 BO3MOXXHOCTH Pa3BUTHS TOJIOBOKPYKEHUS

WINM CUMIITOMOB HapylleHUs 3peHus (cM. pazjeinsl 4.4, 4.8).

4.8. HexeaaTejlbHble peakuuu

Pesrome mpodmnsg 6e30mmacHOCTH

HexenarenbHple SBICHHS, CBSI3aHHBIC C MPUEMOM JTUHE30JIU/A, OBIBAIOT OOBIYHO JETKON WIH
CpeIHEel CTeneHU BBIPAKEHHOCTH. Yalie ocTambHBIX OTMEUAIOTCs Auapesi, TOJOBHAs OOIb,
TONIHOTA, PBOTA.

TabnuuHoe pE3I0ME HEXKENATSIILHBIX PEaKIMH

YacToTa HeXeIaTelIbHBIX peaKHHﬁ, MNPUBCACHHBIX HHWKEC, ONPCACIAIaCh COOTBCTCTBCHHO
cIeayromemMy (KHaCCI/I(I)I/IKaLII/IH BCCMHpHOfI OopraHu3anun 3IlpaBOOXpaHCHI/ISI)Z O4YCHb YacCTo

(> 1/10), wacto (> 1/100, HO < 1/10), Heuwacto (> 1/1 000, HO < 1/100); peaxo (> 1/10 000, HO

11
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CucTeMHO-OpraHHbII Yacrora HeskenarenbHble peakunu
KJ1ace
WNudexkuynn u nHBa3UN Yacro KaHauao03 (B T.4. KaHIUJ03 TOJIOCTH pTa,
BarMHaJbHBII KaH/1103) IpUOKOBBIE
uH(peKIuu
Heuacto BArMHUT
Penxo KOJIUT, BBI3BAHHBII PUMEHEHUEM
AHTUOMOTHUKOB (B T.4. ICEBIOMEMOpPaHO3HBIN
KOJIUT)™
Hapymenust co croponsl | YacTto TPOMOOIIUTOTICHHS *, aHEMHST*
KpoBu u Jumdarudeckor | Hewacro MaHIUTONICHUS ™, JIEHKOTICHUST ™,
CUCTEMBbI HEUTpONeHHs, S03UHOPUITUS
Penko cuaepoOIacTHas aHeMuUs ™
YacroTa MUEIOCYTpPEcCus™
HEU3BECTHA
Hapymenust co cropons! | Penxo aHauIaKcus’™
VMMYHHOH CHUCTEMBI
Hapymenuss merabonusma | Hewacto TUIIOHATPUEMHUS
Y TUTaHUS Penxo JaKTOALUI03™
[lcuxuueckue Hapymenust | Yacro OeccoHHMIIA
Hapymenust co cropons! | Yacto roJIoBHast 00JIb, FOJIOBOKPYKEHHUE
HEPBHOW CHUCTEMBI Heuacro cynoporu®, mnepudepudeckas HeWponartus®,
U3MEHEHHE BKYCOBBIX OILYILICHHIH,
TUIOCTE3Ns, TapecTe3us
Yacrora CEPOTOHMHOBBIN CUHAPOM
HEU3BECTHA
Hapymenust co cropons! | Hewacto HelponaTus 3pUTETBHOTO HepBa*,
opraHa 3peHus 3aTyMaHEHHOE 3peHue™
Penxo nosiBlieHHE Ae(eKTOB Moel 3peHus™
Yacrora HEBPUT 3pUTEILHOTO HEPBA™, MOTEPS 3pEHUT™
HEU3BECTHA U3MEHEHHUE OCTPOTHl 3pEHUs™, H3MEHEHHE
[[BETOBOT'O 3pEHUI™
Hapymenust co cropons! | Hewacto 3BOH B yIIax
oprasa ciryxa u JTaOMpUHTa
Hapymenust co cropons! | Hewacto apuTMUs (TaXuKapausi)
cepaua
Hapymenust co cropons! | Yacto MOBBIIIEHHE APTEPUATBHOTO JTABJICHUS
COCYJIOB Heuacto TpaH3UTOpHAs MIIEeMUYecKas aTaka, ¢uelur,

TpomMbODIeOuT

12




COOTBETCTBYET ZKCNEPTHOMY OTUETY

03.03.2025 N 5677

- 2 3 ] -
oT U303 2025 o

pBoTa. " HAAPGAL - TOlHOTA,” HOKANT0BArHas

KenynouHo-KuIe4yHbIe Yacto
HapyIICHUS WIA TeHepajau3oBaHHas Ooib B o0sacTH
JKMBOTA, BKJIIOYas Cla3Mbl B JKMBOTE, 3aIop,
JUCIIETICUS
Heuacro cmasMbl B KHBOTE", B3[yTHE >KHUBOTA,
M3MEHEHHE I[BeTa S3bIKa®, MaHKpeaTuT,
racTpUT, CyXOCTb BO PTY, IVIOCCHUT, >KUIKUN
CTyJ, CTOMAaTUT, I[pOYME€  HapyIIECHHUA
COCTOSIHUS S3bIKA
Penxo MOBEPXHOCTHOE M3MEHEHHE I[BETA 3yOOB*
Hapymenust co cropons! | Yacto M3MEHEHUE Pe3yJbTaToB (PYHKIMOHAIBHBIX
MEYEeHU u TECTOB TME€YCHM, TIOBBIIICHHE AaKTUBHOCTH
KEITYEBBIBOISAIINX MyTen dbepMeHTOB  meueHH (B TOM  YHUCIE,
aTaHMHAMUHOTPaHC(epasbl (AJIT),
acrapTaTaMHHOTpaHC(epasbl (ACT),
menouHoit gocdarassl (LLD))
Heuacro MIOBBILICHHE KOHLEHTpaluu oOuiero
OounpyouHa
Hapymenust co croponsl | Yacto 3y, ChIMb*
KOXH M  TMOAKOXHBIX | Hewacto Oy/e3Hble TOpPaXEHHs] KOXKH, TsDKEJbIe
TKaHeu KOXHbBIE HeXKelaTeIbHbIe peaxkuuy,
AHTMOHEBPOTHYECKUH OTEK™, KpaluBHUIIA,
JI€PMAaTUT, MOBBIIIEHHAs OTIUBOCTb
Penxo TOKCHYECKHIl SMuAepMabHbIl  Hekpomus*®,
cungapom CruseHca-JloHCOHA*S, BacKyjHT
[IPU TUIIEPYYBCTBUTENBHOCTH *, aJlONeLus
Hapymenust co croposns! | Penko pabxomuonusz*”
MBIIIICUYHON, CKEISTHOM M
COEAMHUTEIIBHON TKaHU
Hapymenust co cropons! | Yacto MOBBILICHNE KOHLEHTPALlUK MOYEBUHBI B
[IOYE€K M MOYEBBIBOIAIINX KpOBH
nyTen Heuacro [IOY€YHasl HENOCTATOYHOCTh, IOBBILICHUE
KOHLEHTPAlluM KpEeaTMHHWHA B IUIa3Me KPOBH,
MOJINYpUs
Hapymenust co cropons! | Hewacto HapyIIEHUs CO CTOPOHBI BJIArajuila v ByJIbBbI
PENPOAYKTUBHON CHUCTEMBI
1 MOJIOYHBIX JKeJe3
O6mme wHapymenus U | Yacrto JMXO0paJIKa, JOKAIU30BaHHas 00JIb
peakuuu B MecTe BBeieHus | Hewacto 03HO0, YTOMJISIEMOCTb, KaK/]a
JlaGopartopHbie u | Yacto OTKJIOHEHHE OT HOPMBI NoKa3zaresneil pyHKuuu
MHCTPYMEHTAJIbHbIE MEYEHH, MOBBILICHHE KOJIMYECTBa
JTAHHbIE HEUTPOPUIOB, D03WHOPUIOB, CHUIKEHHUE

FGMOFJ’IO6I/IH3, TreéMaToKpuTa NI qucia
SpUTPOUOUTOB, IOBBIMICHUEC WX CHHXKXCHHUC

KOJIM4YCCTBA TpOM6OI_[I/ITOB HJIn HeﬁKOHHTOB,
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JIaKTaTAErHAPOreHasbl, KpEaTHHKHHA3HI,
JIUIA3kI, aMIJIA3bl, MOBBIIIICHUE

KOHI[EHTPAllMd  TJIOKO3Bl HE  HATOIIAK,
CHIDKeHHe o01ero Oenka, aTbOyMUHa, HATPHUS
WIA KaJIbIUs, TIOBBIIICHHE WU CHIDKEHHUE
KaJIMsl WM THIPOKapOOHATOB

Heuacto OTKJIOHEHHE OT HOPMBI Te€MaTOJOTUYECKUX
MOKa3areiei, MOBBIIICHHE  COJCPIKAHUS
HATpUS WU KajJbllMs B IUIa3ME KPOBH,
CHIW)KCHHME KOHIICHTPAIlMU  TJIOKO3bl  HE
HATOIAK, TOBBINICHUE WA  CHUKCHHE
XJIOPHJIOB KPOBH, IOBBIIICHUE KOJHYECTBA
PETUKYJIOIIMTOB,  CHIDKEHHE  KOJUYECTBa
HEUTPO(HUIIOB

* HexenaTenbHblE PEAKIINY, BBIABIEHHBIE B TOCTPETUCTPALIMOHHOM MIEPUOJIE

¥ Yacrora HexenaTenbHBIX SBIECHHH, IPEACTABICHHAS OLEHOYHOM BepxHel rpanmuei 95 %
JIOBEpUTEIHHOI'O MHTEPBAJIA, pACCUUTAHHOM ¢ ucnoiab3oBaHueM «llpasuna 3».

# HexenatenbHbIE PEAKIMU «CTIA3Mbl B )KUBOTE» ONPENENAOTCA 10 Kiaccudukaun MedDRA
KaK TEPMHUH HU>KHETO YPOBHS, @ HE IPEINOYTUTENbHBIA TEPMUH.

N Cwm. pazaen «OcoOble yKa3aHHs».

OnwncaHue OTACIBHBIX HEKEJIATSAbHBIX PeaKIIUM

Crnenyrolue HexelaTelbHbIE pEakUWyd TMpU MPUMEHEHHH JHHE30JUAa B PEAKUX CIIydasx
OTHOCHJIMICh K KaTeTOPUH CEPhE3HBIX: JIOKATN30BaHHAs 00Jb B 00J1aCTH KUBOTA, TPAH3UTOPHAS
UIIEMHUYECcKas aTaka, apTepuaibHas THIIEPTEH3US.

B KOHTponMpyeMmbIX KIMHMYECKMX MCCIEJOBAHUAX, B KOTOPBIX JIMHE30JIUA MPUMEHSIICS
MakCUMyM 28 1HeH, Toiabko y 2 % maunueHTOB pa3BuBajach aHemus. Ilpu mpumeHeHun
HE3aperuCTPUPOBAHHOTO TperapaTa B paMKax HpOTrpaMM PaHHETO JIOCTYyINa i MAalueHTOB C
KU3HEYyrpoxaromumu uHbekmusmu, y 2,5 % (33/1326) manueHToB, KOTOpBIE TMOJydald
auHe3omu < 28 nHeHW, pa3BHUBaNach aHEMHUs, B TO BpeMs Kak MpH MPUMEHEHHMH JIMHE30JIuAA
Oonbiie 28 aHel, anemus pa3zBuBanack y 12,3 % (53/430) nauueHToB.

CooTHoIIIeHHE CiTy4ae pa3BUTHS aHEMHH, TPeOYIOIIeH nepeTuBanus KpoBH, cocTaBuiio 9 % cpenu
MalKeHToB, Noiydarmmx jguHezomna < 28 mueit (3/33) u 15 % (8/53) B Tex cmydasx, Koraa
JIMHE30JIU]] PUMEHSIN Oosee 28 nHel.

[Ipoune 0coObIe MONYIISILUNA

B xone mpoBeaenus MHOrOueHTPOBOrO, MPOCHEKTUBHOTO, PAHJAOMH3UPOBAHHOTO JABOMHOIO
CJIETIOro, Iulaledo KOHTPOJIMPYEMOIO HCCIENOBaHUS MO oOueHke 3(p(eKTUBHOCTH U
MIEPEHOCHUMOCTH PEXUMa XHMHUOTEPANMU, BKIIOYAOLIETO JIMHE30JUI, Yy IAlMEHTOB C
TyOEpKYJIe30M JIETKMX C MHOXKECTBEHHOM JIEKapCTBEHHOU yCcTOH4YMBOCTBIO M. tuberculosis, Obiiu

BBIABJICHBI HEXKEIIATCIIBHBIC PCAKITUU
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CucremMHO-OpraHHbIi Yacrora
KJ1ace
Hapymenust co croponsl | HacTora aHeMUs1, 303UHODUITHS
KpoBU M JUM(aTUYECKON | HEM3BECTHA
CUCTEMBI
DHAOKpUHHBIC HapylieHus | Yactora TUIIOTUPEO03, NMOBbIIeHUE YpoBHS TTT
HEN3BECTHA
IIcuxnyeckue Hapymenus | Yacrora OecCOHHUIIA, MAPOKCU3MAIBHOE TPEBOKHOE
HEU3BECTHA paccTpoiicTBO, IIJIAKCUBOCTb, TpeBora,
paccTporCTBO SMOLIMI U TOBEICHUS
Hapymenust co cropons! | HacTora rojoBHas Oo0Jyib, CYIOPOTH, TPEMOP PYK,
HEPBHOM CHUCTEMBI HEN3BECTHA YyBCTBO OHEMEHUS B KOHEUHOCTH, HEBPAJITUS
TPOMHUYHOIO  HEpBAa, TI'€HEPATU30BAHHBIN
CYJIOPO>KHBII MPUIIAZ0K, IOTEPS] COZHAHUS
Hapymenust co croponsl | YacTora CHU)KEHME CIIyXa, 3BOH B yIlIax
Oprasa ciiyxa u JJaOMpuHTa | HEM3BECTHA
Hapymenust co cropons! | HacTora CHHYCOBasi  apuUTMHs,  HAJDKEIYJO0YKOBas
cepaua HEN3BECTHA JKCTpacucTosus, cHukenue cermenra ST Ha
3IEKTPOKapAUOrpaMmMe
Hapymenust co croponsl | HacToTa KallleIlb c MOKPOTOM, KaTapaJbHbII
JBIXaTEJIbHOM  CHUCTEMBI, | HEU3BECTHA pUHO(APUHTUT
OpPraHOB IPYJHOM KJIETKHU U
CpENOCTEHUs
KenynouHo-KkuieuHbIe Yacrora 001b B AOUTACTPUM,  AUCIETICUYECKUE
HapyleHus HEN3BECTHA ABJICHUS, TOIIHOTA, pBOTa, 3PO3UBHBIN
racTpuT
Hapymenust co cropons! | HacTora MIOBBIIIIEHUE aKTUBHOCTH (DEPMEHTOB IEYEHH,
MIEYECHU U | HEU3BECTHA renaToTOKCUYHOCTD
YKETUEBBIBOALIUX MyTEH
Hapymenust co croponsl | YHacTora 3y KOXHBIX IIOKPOBOB, MEIUKaMEHTO3HOE
KOXHM M  TOAKOXKHBIX | HEU3BECTHA aKHe
TKaHe
Hapymenust co cropons! | HacTora apTpairus, 00JIb B CyXOKUITUIX
MBIIIEYHOM, CKEJIETHOM W | HEU3BECTHA
COEJMHUTENIBHOMN TKaHU
Hapymenust co croponsl | YacTora TUNepypUuKeMHust, HePOTOKCUIHOCTh
MOYEK M MOYEBBIBOJSIIMX | HEU3BECTHA
nyTein
Hapymenust co cropons! | HacTora rajjlakTopes
PENPOAYKTUBHON CUCTEMBI | HEU3BECTHA
1 MOJIOYHBIX JKeJe3
O6mue HapymeHus u | Yacrorta OTBpallleHHe K TMHIIEe, [OTeps almeTuTa,
peaxkiuy B MECTE BBE/ICHUS | HEU3BECTHA ¢bebpuibHas TeMIieparypa, MOKpacHEHHUE I10

X0y NOJAKOXXHBIX BEH
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JIaGopatopHble u | Yacrora cHIKeHIE KOHTEHTPALAY KA B ~HIA3Me
UHCTPYMEHTAJIbHBIE HEU3BECTHA KpOBU

JTaHHbIE

eTu

JlanHble TIO 0E30MACHOCTH, TOJyYEHHBIC B KIMHUYECKUX HMCCIICAOBAHUSAX C ydacTHEeM Oosee
500 nanueHToB AeTcKOro Bo3pacta (C poxiaeHHs 10 17 7er), He yKa3bIBalOT, YTO HPOQHIL
0€30IacCHOCTH JIMHE30IUAA AT JeTell OTIMYaeTCs OT IpOoQuist 6€30MacHOCTH IJIS B3POCIbIX.

COOGH.ICHI/IC 0 ITOA03PEBACMBIX HCXKCIIATCIbHBIX PCAKIINAX.

BaxHo coo0marh 0 M0J03pEBAEMBIX HEXENaTeJIbHBIX PEAaKUUAX I[OCIe perucTpanuu
JIEKapCTBEHHOTO Ipernapara ¢ Lelibl0 00ecreyeHns HePepbIBHOIO MOHUTOPUHIA COOTHOLLICHUS
«I10J1b3a — PHUCK» JIEKapCTBEHHOIO Ipenapara. MeIuIMHCKUM pabOTHUKAM PpPEKOMEHAYETCS
coo0ImaTh O JIIOOBIX MOJO3PEBAEMBIX HEXEIATENbHBIX PEaKIUSIX JEKapCTBEHHOTO IIperapara
yepe3 HALMOHAJIbHBIE CUCTEMbI COOOILEHUS O HEXKEJIaTeNIbHBIX peaklUsaX TOCyAapCTB — YICHOB

EBpaSHﬁCKOFO SKOHOMHYCCKOI'O COrO3a.

Poccuiickas ®@enepanus

OenepanibHas ci1yx0a 1Mo HaJ3opy B cepe 31paBOOXpaHEHUS

Anpec: 109012, r. MockBa, CnaBsiHcKast miiomanis, a. 4, ctp. 1

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

DnekTponHas nmoyra: pharm@roszdravnadzor.gov.ru

Cair B UHGOPMAITMOHHO-TEIEKOMMYHHUKAITHOHHOM ceTu «HTepueT:

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

4.9. Ilepeno3mpoBka

CHMIITOMBI

O cnydasx nepeo3upoBKH JTUHE30IUIa He COO0Ianoch.

JleueHme

PekoMeHyeTcss cHMIITOMAaTHYECKOE JieueHHe (B TOM 4YHCIIE HEOOXOJMMO IOJJIEPKUBATH
CKOPOCTh KIyOOUKOBOHM (pumibTpaiuu). HeT MaHHBIX OTHOCHTENHHO YCKOPEHHS BBIBEICHUS
JTUHE30JIU A NP MePUTOHEATHHOM auanu3e win remonepdysun. Okono 30 % 10361 BEIBOIUTCS B

TEUCHHE 3 9acoB IIpru reMoJuajin3e.

5. D®APMAKOJOI'MNMYECKHUE CBOMCTBA
5.1. dapMakoAUHAMIYECKHE CBOMCTBA
dapmakoTepaneBTUUYECKass TPYINa: aHTHOAKTEPHAIbHBIC CPEACTBA CHUCTEMHOTO JICHCTBUS,

JIpyrue aHTHOAaKTepuaibHbIE CPEACTBA.

Kox ATX: JO1XX08
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JIuHe30/M], CUHTETUYECKH aHTHOAKTEepUalbHBIM INpemnapar, OTHOCHTCS K HOBOMY KIIAcCy
IPOTUBOMHUKPOOHBIX CPEJICTB, OKCA30JMIUHOHAM, aKTHBHBIX IN VItr0 B OTHOLICHWUH a3pPOOHBIX
IPaMIIOJI0KHUTENbHBIX OaKTepuil, HEKOTOPBIX I'PaMOTPULIATENBHBIX OAaKTEpU M aHAIPOOHBIX
MHUKPOOPIraHu3MoB. JIMHE30/Iu CEIeKTUBHO MHTUOUpYET CUHTe3 Oeiika B OakTepusx. 3a cueT
CBS3bIBAaHMA C  OakTepHaJbHBIMH  pHOOCOMaMM OH  TpenoTBpamiaeT  oOpa3oBaHue
(YHKIMOHATBHOTO HHUIIMUPYIOHIETO KoMIuIekca 70S, KOTOpBIiA SBISETCS BaKHBIM KOMIIOHEHTOM
npoliecca TpaHCIALMY [IPU CUHTE3e Oerka.

YyBCTBUTEILHOCTh

JIuHe3onu akTuBeEH IN VIitro u in vivo

['pamIionoxuTeNbHbIC a3pO0BI

Enterococcus faecium (Bkito4ast ITaMMbl, PE3UCTEHTHBIC K BAHKOMHIIUHY)
Staphylococcus aureus (Bkirouas METHIMIIMHPE3UCTEHTHBIC ITAMMBI)
Streptococcus agalactiae

Streptococcus pneumoniae (BKJro4asi OJIMPE3UCTEHTHBIEC IITAMMBI)
Streptococcus pyogenes

Jpyrue MUKpOOpraHU3Mbl

Mycobacterium tuberculosis

JInHe30mua akTUBeEH N Vitro

I'pamnionoxxuTenbHble a3po0b

Enterococcus faecalis (Bkirouasi mraMmbl, pe3UCTEHTHBIC K BAHKOMUIIUHY)
Enterococcus faecium (mmraMmbl, 4yBCTBUTEIIbHBIC K BAHKOMHUIIHHY)
Staphylococcus epidermidis (Bkirouast METHIIMIITMHPE3UCTEHTHBIE [IITAMMBI)
Staphylococcus haemolyticus

Streptococcus spp. rpymmsr Viridans

I'pamoTtpunaTenbHbIe a3pO0kI

Pasteurella multocida

Pe3ucrenTHbIC K JIMHEC30JINAY MUKPOOPTraHU3MbI

Haemophilus influenzae
Moraxella catarrhalis
Neisseria spp.
Enterobacteriaceae spp.

Pseudomonas spp.

PesncreHTHOCTD
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MpernapaToB JAPYruX KIACCOB (HAMPUMEpP, aMHHOTIIMKO3HIIOB, OETa-TaKTaMOB, aHTaroHHUCTOB
domMeBoil  KUCIOTBI, TIUKONENTHIIOB, JIMHKO3aMHUJOB, XHWHOJOHOB, puU()aAMHUIINHOB,
CTPENTOrPAMUHOB,  TETPAMKIMHOB M  XJOpaM(EHHMKOJIa), TIOITOMY  IEPEeKPECTHOU
PE3UCTEHTHOCTH MEXAY JIMHE30JIMJIOM M 3TUMH IIpenaparamMd He cyiecTtByerT. JImHe3omma
AKTUBEH B OTHOIICHUM T[ATOT€HHBIX MHUKPOOPTaHW3MOB, KaK UYyBCTBUTEJIBHBIX, TaK H
PE3UCTEHTHBIX K 3TUM IpenaparaM. Pe3ucTeHTHOCTh O OTHOIICHUIO K JTUHE30IUAY Pa3BUBACTCS
MEJUICHHO ITyTeM MHOroctaguiiHod Mmytaruu 23S pubocomanpHoii PHK um mpoucxomur ¢

gacroroii menee 1x10°— 1x101,

5.2. ®@apmMaKkoKHHeTHYecKHe CBOHCTBA

AbcopOrust

[Tocne npuema BHYTpPh JMHE30JHMJ OBICTPO M HMHTEHCUBHO BCACHIBACTCA M3 JKEJIYJIOYHO-
KHUILIEYHOTO0 TpakTa. MakcHUMaibHas KOHLEHTpauus juHe3onuna B IiasmMe KpoBH (Cmax) —
21,2 mr/n, cpeHui IepruoJ] BpEMEHH JI0 IOCTHKEHUSI MAKCUMAIIbHOW KOHIIEHTPAIMH JTMHE30IH 12
B KpoBH (TCmax) — 2 4, abcontoTHast OMOIOCTYITHOCTh cOcTaBisieT okoiio 100 %.

[Tpriem nuIy He BIKSET HA BCAChIBAHKE JIMHE30I11a. PaBHOBECHAs KOHLIEHTpALUs JINHE30JIM1A B
KPOBH JIOCTUI'a€TCs Ha 2 IeHb IIpUEMA.

Pacnpenenenne

O0beM pacnipenesieHus TMHE3011a IPU TOCTUKEHUU PaBHOBECHOW KOHIEHTPALUHU Y 3J0POBOTO
B3pOCIIOTO YeJIOBeKa cocTaBiseT B cpeaHeM 40—50 11, 4To mpUMEpPHO paBHO 00IIEMY COTEPIKAHUIO
BOJBI B opranu3me. CBsi3bIBaHUE ¢ OesKamu Ia3Mbl KpoBU cocTaBisieT 31 % U He 3aBUCHT OT
KOHIIEHTPAIlUU JTMHE30JI1]1a B KPOBH.

buorpancdopmarms

YcTaHOBIEHO, YTO H30(hepMeHThI IuToXpoma P450 He ydacTByrOT B MeTaboIM3Me JTHHE30IU A in
vitro. JluHe3omua He HMHrHOMPYEeT W HE IMOTEHIUPYET AKTUBHOCTh KIMHHYECKH Ba)KHBIX
nzopepmentoB nuToxpoma P450 (1A2, 2C9, 2C19, 2D6, 2E1, 3A4).

Merabonuueckoe OKHCIEHHE MPUBOIUT K OOpa3oBaHMIO JBYX HEAKTUBHBIX METa0OJIUTOB —
THJIPOKCUATUITIMIMHA (OCHOBHOM MeTa0oiIUT y uYesoBeKka, oOpasyeTcs B pe3yibTare
HE(EpMEHTATUBHOIO TPOLIECCa) U aMMHOAITOKCHMYKCYCHOM KHCIOTHI (00pa3yeTcs B MEHBIIMX
KoMuecTBax). Takke onucaHbl Ipyrue HeaKTUBHBIE METAOOIUTHI.

OJIMMUHAINSA

BrenodeuHslil KIMpEHC cOCTaBIIAET 0KOJIO 65 % knupeHca nuHezonuaa. C yBEITUYEHUEM J03bl
JIMHE30JIMJa OTMEYAeTCsl HeOOobIIas CTeNeHb HETMHEHHOCTH KIIMpeHca. DTO MOKET OOBSCHAThCS
CHI)KEHHMEM IIOYE€YHOTO0 M BHEMOYEUHOro KJIMpPEHCa MPU BBICOKOW N03e iuHe3onuaa. OnHako

pa3inunAa KIINPEHCA HEBCJIMKU U HE BJIIMAIOT HA Ka)KYHIHﬁCﬂ Nnepruoa MOJTyBbIBEACHU . .HI/IHCSOJ'II/I)I
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CpelIHEeW CTeMeHM BBIBOAMTCS TIOYKaMH B BUJe TujapokcudTwirauinuuHa (40 %),
aMUHOATOKCUYKCycHOM KucnoTsl (10 %) u B Heusmenennom Buue (30-35 %). Kumeunukom
BBIBOJIUTCSl B BUJE TMJIPOKCHATUITIUIMHA (6 %) U aMHHOSTOKCHUYKCYCHOU KUCIOTH (3 %). B
HEU3MEHEHHOM BH/I€ JIMHE30JIH/ TPAKTUUYECKH HE BBIBOJUTCS KUIIEYHUKOM.

Ilepnon 1onyBbIBEICHUS IMHE30JIMJA B CPETHEM COCTABIIAET 5—7/ 4.

IToyeyHas HETOCTATOYHOCTD

ITocne onHokpatHoro mnpuemMa 600 Mr mnpemapara MNAalMEHTaMH C TSKEJIOW MOYEHUHOU
HEI0CTaTOYHOCThIO (KIMpeHC KpeaTnHuHa < 30 MJI/MHH) KOHLEHTpalus JBYX €ro OCHOBHBIX
METa0OJIUTOB Bo3pacTaia B 7-8 pa3. OpHako yBeNMYEHHsS IUIOMIAAM 1O  KPUBOM
«xoHueHTpauus — Bpems» (AUC) ucxogHoro npenapara He Habmonanocs. Hecmotps Ha T0, uTO
OpU TEeMOJMAIN3€ BBIBOJWIOCH HEKOTOPOE KOJMYECTBO OCHOBHBIX METa0OJUTOB, HX
KOHLEHTpalus B IIa3Me KpoBH mocie npueMa 600 mMr nuHe30inaa U IpOBEACHUS NIPOLETyphI
JMally3a y NalMeHTOB C TSHKEIONW MOUYEYHON HEI0CTaTOYHOCTHIO OCTaBaJIaCh CYLIECTBEHHO BBIILIE
KOHIICHTPAllMM B KPOBH Y TALIMEHTOB C HOPMAJIbHOH (YHKIMEH IOYeK, JIErKOW WIN
CPEIHETSHKENION MOYEYHOW HE0CTaTOYHOCTBIO.

IleyeHOUHAs HEIOCTATOYHOCTD

HMmeroTcss orpaHWYEHHBIC JAHHBIE O TOM, YTO VY IAIMEHTOB C JICTKOH M CpPEIHETSKETION
MEYECHOUYHON HEIOCTaTOYHOCThI0 (kmacckl A w B mo kmaccudukammm Yaiinga-I1sr0)
(dbapMakOKMHETHKA TMHE30JIU/IA U IBYX €r0 OCHOBHBIX METAa0OIUTOB HE U3MEHSIETCS.
dapMaKOKHMHETHKA JTUHE30IMa Y MalMEeHTOB C TSHKETOM MeYeHOYHON HeIOCTaTOYHOCThIO (Ki1ace
C mno wiaccudpukanuu Yaitnna-Ilero) He wu3ydanack. OaHAKO, TOCKOJBKY JIMHE30JIU
MeTaOOH3UPYETCsl HEPEPMEHTHBIM ITYTEM, TO HE OXKHJACTCS 3HAYMMOTO HAPYIICHHS €ro
MeTabonu3Ma Mpy NeYeHOYHON HeTOCTATOUHOCTH.

JIniia moKMI0r0 BO3pacTa

VY NOXuipIX MalMeHTOB B Bo3pacTe 65 yer u crapiie (apMaKOKWHETHKA JIMHE30JIHIa
CYIIIECTBEHHO HE U3MEHSETCA.

JKeHIMHEBI

VY sxeHIIH 00BEM pacTpeieNieHus INHE30IM/1a HECKOIBKO HUXKE, YeM y MY>KUHH; Y HUX TaKXKe Ha
20 % cHWXKEH CpeHul KIUPEHC TP pacdyeTe Ha Maccy Tena. KoHneHTpanus npenapara B ria3me
KPOBHU >KCHIIMH BHIIIE, Y€M y MY)KYHMH, YTO MOXKET OTYACTH OOBSICHATHCA PA3THUYUSIMH MaCChI
tena. OJHAKO, TMOCKOJbKY IE€pUOJ TOJYBBIBEJEHUS JIMHE30JIMJAa Y MYXYMH U >KEHIIUH
CYILIECTBEHHO HE OTJIMYAETCS, HET MOBOJAA OXHUIaTh NMOBBIIICHUS KOHIIEHTPALMM IperapaTta B
KPOBH KEHIITUH BBIIIE MEPEHOCHMOTO 3HAYEHHU S, TaK YTO KOPPEKIINH 1036l HE TpeOyeTcs.

€T
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o1 03.03.2025 o

VYV moapoctkoB (12—-17 ner) dapmakoknHeTHKA HHHCS%E&%j%JI%%%G{ET@Ié:%I HE

OTJIMYAJIACh OT KMHETHKHU Yy B3pocibix. TakuM o0pa3oM, mpu HazHaueHUH moapoctkam 600 mr
JMHE30IMJa Kakaple 12 4 KOHIEHTpauus Ipenapara OyAeT TakoW XKe, KaK Yy B3pPOCHBIX IpH

Ha3HAYECHUH TOH Ke JO3BI.

6. ®APMAIIEBTUYECKHE CBOMCTBA
6.1. IlepeuyeHb BCIOMOraTeJIbHbIX BElIECTB
['unpono3a HU3KO3aMelIeHHAs

KpocnoBunon

KpeMuus auokcu1 KOJUTOUIHbBIN

I'unpososza

Marnus creapat

[1nenounas obosiouka Onanpaii ® AMB 11 Gensiii 88A 180040

[Honuununossiii cnupt (E1203)

Tanek (ES53b)

Turtana auokcun (E171)

['munepuna MoHOKanpuiokarpar (tum 1)

Hatpus naypuncynsdar

6.2. HecoBMecTUMOCTH

He npumenumo.

6.3. Cpok rogHoctu

3 roxa.

6.4. Ocobble Mepbl NPEIOCTOPOKHOCTH MPH XPAHEHUH

XpaHuTs 1pu TeMieparype He Boime 25 °C.

6.5. XapakTep U cofep:KaHHe MEPBUYHOI YIAKOBKH

Hnst mozuposok 100 mr, 200 mr, 300 mr, 400 mr: mo 10, 20, 30, 40, 50, 60 wiu 100 TabreTox B
0aHKy U3 TOJUATWICHA BBICOKOW IUIOTHOCTH C 3aBHHYMBAIONIMMUCSA KPBIIKAMH W3
MOJIMIIPOITMJICHA C OCYIITUTeNeM Wi 0e3 Hero, ¢ 3allUTON OT JeTell min 0e3 He€ M KOHTpOJIeM
MIEPBOTO BCKPBITHSI WU O€3 Hero.

Hnst mozupoBku 600 mr: mo 10 Tabnetok B OaHKy W3 TMOJUATHIIEHA BBICOKOHW TUIOTHOCTH C
3aBUHYMBAIOIIUMICS KPBIIIKAMH U3 TTOJUIPONUIICHA C OCYIIUTENIEM WU 0€3 HEero, ¢ 3alluTON OT
neTeit unu 6e3 He€ M KOHTPOJIEM TMEPBOTO BCKPBITUS WK 0€3 HEro.

ITo 1 Ganke BMecTe C JIMCTKOM-BKJIAABIIIEM IMOMCHIAIOT B IMMAYKY U3 KaPTOHA.
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6.6. OcoOble Mepbl MNPEIOCTOPOKHOCT npn':nIQEM;&E&&EHE&HQ&&E&%}&}OFO

JIEKAPCTBCHHOI'0 nmpemnapara HJIH 0TX0/10B, MOJTYYCHHBIX mnmocJjie NMPUMEHCHUS
JIEKAPCTBCHHOI'0 Ipemaparta

Oco0ble TpeOOBaHMS OTCYTCTBYIOT.

7. JAEPXKATEJIb PETUCTPAHUOHHOI'O YAOCTOBEPEHUSA
Poccniickas @enepanys

000 «MBA-rpynm»

115230, r. MockBa, Xne603aBOACKUHN TTpoe3, 1. 7, cTp. 9, atax 3, kom. 309
Ten.: +7 (495) 982-59-56

Anpec 31ekTpoHHOM mouThl: info@mba-group.ru

7.1. IlpencraBuTe b AepKaTesl PETHCTPAIMOHHOIO YA0CTOBEPEHUsI

IIpereH3un HOTDC6HTCJI€I>1 HAaIpaBJIATH I10 aApECy.

Poccniickas @enepanys

000 «MBA-rpynn»

115230, r. MockBa, Xne603aBOACKUM TTpoe3, 1. 7, cTp. 9, atax 3, kom. 309
Ten.: +7 (495) 982-59-56

Anpec snekTpoHHO# mouThl: info@mba-group.ru

8. HOMEP PETUCTPAIMOHHOI'O YIOCTOBEPEHUA

9. JIATA TEPBUYHOM PETUCTPALIUU (ITOJATBEPXKJIEHUS PETUCTPAILIUHN,
INEPEPETUCTPALIMN)

JlaTa niepBoii perucTpanuu:

10. JATA NEPECMOTPA TEKCTA

OO11ast XapakTepUCTHKA JIEKapCTBEHHOT O Mpernapara JInHe3onua qocTynHa Ha HHGOPMAaIMOHHOM

nopraje EBpa31/11”4c1<0r0 9KOHOMHUYECCKOIo COr3a B I/IH(I)OpMaI_II/IOHHO-KOMMYHHKaHHOHHOﬁ CETHU

«Hurepuer» http://eec.eaeunion.org/.
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