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OBIIASI XAPAKTEPUCTHUKA JEKAPCTBEHHOTO TIPEAAPATA "

1. HAMMEHOBAHUME JIEKAPCTBEHHOI'O IIPEITAPATA

JIunezomun, 600 Mr, TabIeTKH, MOKPHITHIC TIIICHOYHON 000JI0YKOH.

2. KAUECTBEHHBIN 1 KOJIUYECTBEHHBIN COCTAB

JelicTByroniee BEMECTBO: JTUHE30IHI.
Kaxnas Tabnerka, mOKpbITas IICHOYHOH 0005109K0i, conepkut 600 Mr TUHE30IH 1.

BemecTBa, HalMYue KOTOPBIX HAJO YYMTHIBATh B COCTaBE JICKAPCTBCHHOIO IIperapara: HaTpui
(cm. paznen 4.4).

ITomubrit MNEPCUCHDb BCIIOMOTI'aTCIIbHBIX BCIICCTB IIPUBCACH B Pa3aciic 6.1.

3. JEKAPCTBEHHAS ®OPMA

TabneTku, MOKPHITHIE MIIEHOYHOU 000I0YKOA.

OBasbHbIE JBOSIKOBBIIYKJIbIE TAOJIETKH, MOKPHITHIE IJICHOYHOW O00JOYKOM O€noro Wium MOuTH
0eJioro LBeTa.

4. KIMHUYECKHUE JAHHBIE
4.1. Iloka3aHusi K MPUMEHEHHU IO

[Ipenapat JIuHe3omu noka3zaH K IPUMEHEHHIO Y B3pOCIIbIX U JeTel oT 12 1o 18 net no nokazaHusm:

J Jleuenne NHQEKINOHHO-BOCTIAJIUTENIBHBIX 3a00JI€BaHNI, €CIIM U3BECTHO MIIH IIOA03PEBACTCS,
YTO OHHM BBI3BaHbl UYYBCTBUTEJIBHBIMH K JIMHE30JMJY a’poOHBIMH M  aHa’pOOHBIMHU
TPaMIIOJIOKUTENBHBIMA ~ MHUKPOOPTaHW3MaMH  (BKJIIOYass ~ WHQEKIUH,  COMPOBOXKIAIOIINECS
OaktepuemMueil):

— BHEOOIbHUYHAS ITHEBMOHWSI, BBI3BaHHas Streptococcus pneumoniae (BKTroYast MoJIMpe3uCTEHTHBIC
[ITaMMBbI), BKJIIOYasl CIy4ad, COMpPOBOXKIaromuecs Oakrepuemueit, wiam Staphylococcus aureus
(TONBKO METUIIMJUTMHIYBCTBUTEIHHBIC IIITAMMBI);

— rocrnvranbHas IMHECBMOHHUA, BBI3BaHHAs Staphylococcus aureus (BKITIOUAs
METHIWUTMHYYBCTBUTENBHBIE W METHIWUIMHPE3UCTEHTHBIE IITaMMBbl) wWin  Streptococcus
pneumoniae (BKJIr0Yask MOJUPE3UCTCHTHBIC IITAMMBI);

— OCJIO)KHEHHblEe HH(EKIMH KOXM W MATKUX TKaHeH, BKiIoYas HHGEKIMH TpPU CHHIPOME
IMabeTUYECKON CTOMBI, HE COMPOBOKAAIOIINECS OCTEOMHENIMTOM, BbI3BaHHBIE Staphylococcus
aureus (BkirOYas METHLWUIMHYYBCTBUTEIbHBIE UM  METULMJUIMHPE3UCTEHTHBIE  ILITAMMBI),
Streptococcus pyogenes unu Streptococcus agalactiae;

— HEOCJIOKHEHHBIE HHEKIIMM KOKU U MATKHX TKaHEH, Bei3BaHHbIe Staphylococcus aureus (tomabko
METHUIWJLTUHYYBCTBUTENIbHBIE IITAMMBI) WK Streptococcus pyogenes;

— uHGEKIMY, BbI3BAaHHBIC PE3UCTEHTHBIMU K BaHKOMHIIMHY Enterococcus faecium, B Tom umcie
COITPOBOKIAIOIIUECS OaKTepUEMHEH;

. VY B3pOCIBIX B COCTaBe KOMOHMHHUPOBAaHHOW Tepamuu TyOepKyse3a JIErKhX, BBI3BAHHOTO
mrammamu Mycobacterium tuberculosis ¢ MHOMKeCTBEHHO# JIeKapCTBEHHOM YCTOHYHMBOCTBIO.
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BO BHHMMAaHHE pe3yabTaTbl MHKPOOMOJOTHUECKUX HCCIEAOBAaHUM WM HHGOPMAIHMIO O
paclpoCTPaHEHHOCTH  PE3UCTEHTHOCTM K  aHTUOAKTepUalbHbIM  IpenaparaMm  Cpeau
IPaMIIOJIOKUTENbHBIX OakTepuil. JIMHe30mMJ HE aKTUBEH MPOTHB WHQEKIUH, BBI3BAaHHBIX
IpaMOTPULATENBHBIMY NTaTOreHamMu. [Ipu nono3peHnn win NOATBEPKIACHUM I'PaMOTPULATEIBHBIX
MaTOreHOB JOJDKHA OBITh HayaTa crenuduueckas Tepanus NPOTHB TI'PaMOTPUIATEIBHBIX
MHUKPOOPIraHU3MOB.

4.2. Pe:xuM 103MPOBaHUS U CIOCO0 MPUMeEHEeHHU s

HpenapaT JOJDKCH Ha3HadaTbCd BpadyoM, HMMCHOIIHWM OIIBIT IIPHUMCHCHUSA AHTHOMOTHKOB-
OKCa30JIMIHUHOHOB.

PexxuM mo3upoBanus

[TarueHTOB, KOTOPBHIM B HaYalle TEPAIUU JTHHE30JIUI HA3HAYWIA BHYTPUBEHHO (B/B), B TaTbHEHUIIIEM
MOKHO TMEpeBEeCTH Ha JIIOOYI0 JIEKapCTBEHHYIO (opMy Mpernapara Jjis mpremMa BHYTPb, IPU 3TOM
moA0Op 036l HE TpeOyeTCs, TaK KaK OMOJAOCTYITHOCTD JIMHE30JIM/Ia TIPH IIPUEMe BHYTPb COCTABIISET
noutu 100 %.

[IponOmKUTENIBHOCTD JICYCHHUSI 3aBUCUT OT BO30YIWTENs, JOKAIM3AIUA U TSDKECTH HHQEKINH, a
TaKKe OT KIIMHUYECKOTo A dekra.

Bspocnvie

Pexomennyemas
Pa3zoBas n03a MPOJOJIKUTETHbHOCTD
JeYeHHs

IMoka3anus (BKJ04Yasa nHdexkumnu,
conpoBoKAaIuecs: dakrepuemueii)

— BHG60JII>HI/I‘{Ha$I ITHEBMOHUs, BBI3BAHHAs
Streptococcus pneumoniae (BKITFOUAS
MOJIMPE3UCTCHTHELIC HITaMMI)I), BKJIFO4Yada
CJIy4au, COMPOBOXKIAIOIMIHECS OaKTeprUeMHeid,
wim  Staphylococcus — aureus  (ToJibKO
MCTUIHUJINIMHYYBCTBUTCIILHBIC IHTaMMBI)

— TOCHHTANbHAs THEBMOHHMS, BBbI3BaHHAS
Staphylococcus aureus (BKITFOUAs
METUIJUTMHYYBCTBUTEIbHBIC u 600 MT BHYTpb 5
MCTULMIUIMHPE3UCTEHTHBIC  LITAMMBI) WM | gaxcpie 12 yacoB 10-14 nueii
Streptococcus ~ pneumoniae (BKITIOYAs
MOJMPE3UCTEHTHBIE ITAMMBI)

— OCJO0XHEHHBIC I/IH(l)eKIII/II/I KOXH U MATKHX
TKaHCﬁ, BKJIIO4Yas I/IH(l)eKI_[I/II/I npu CUHAPOME

TabeTHIeCKOM CTOTIBI, HE
COIMPOBOKAAOIINECCAH OCTCOMUCIIUTOM,
BbI3BaHHbBIC Staphylococcus aureus (Bkirouast
MCTUIHIINIMHYYBCTBUTCIILHBIC u
MCTUIHUIINIMHPE3UCTCHTHBLIC IHTaMMI)I) y
Streptococcus pyogenes wim Streptococcus
agalactiae
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— HEOCJIOKHCHHBIC I/IH(I)CKLII/II/I KOXHU U MAT'KHUX
TKaHel, BbI3BaHHBIC Staphylococcus aureus
(TOJIBKO MCTUIUJINIMHYYBCTBUTCIILHLIC
mTaMMBbl) Wi Streptococcus pyogenes

— WH(EKIUK, BbI3BAHHBIC PE3UCTEHTHBIMU K
BankomunuHy Enterococcus faecium, B tom
YHCIIE COMPOBOKIAIONINECS OaKTepreMueit

600 mMr BHYTpH 14-28 nueit
Kaxaele 12 yacoB

[Tpu TyOepkynese Jerkux, Bpi3BaHHOM mTamMmmamu Mycobacterium tuberculosis ¢ MHOxecTBeHHOI
JIEKapCTBEHHOMW yCTOMUUBOCTHIO — 600 Mr 1 pa3 B CyTKH C IJIUTEIbHOCTBIO TEPANMU B HHTEHCUBHOMN
daze 24 nenenu.

Oco0Oble T'PVYIIIBI ITAITWMEHTOB

Jluya noscunozo eozpacma
Koppekuuu no3s1 He TpedyeTcs.
Hal/ﬂleHmbl C NOYeYHOoU HedoCMamo4HOCmbIO

Koppexkmuu 10361 HE Tpedyetcs. B cBsa3u ¢ Tem, uto 30 % nuHe30mmuaa yaaasieTcs Ipy TeMoIuain3e
B TCYCHHE 3 4YacoB, JIMHE30JIM] JIOJDKEH NPHHUMATHCS IOCIE MPOBEACHUS AMANN3a MalUeHTaM,
HYXTAIOIMCS B HEM.

Hal/ﬂleHmbl C NeYeHOoYHOolU HedOCMAmo4HOCMbIO
Koppekuuu no3s1 He TpedyeTcs.
eTtn

Pexxum no3upoBanus y nereil B Bozpacte ¢ 12 10 18 siet no 3asBJIeHHBIM IOKa3aHUSIM COOTBETCTBYET
pPeXKUMY JTO3UpOBaHMS Yy B3pociblX. bezomacHocTs M 3((EeKTUBHOCTh NMPUMEHEHMs Mpernapara
Jlunesonuyn y nereit B Bo3pacte oT 0 no 12 jmeT Ha JaHHBIMI MOMEHT HE YCTAHOBJIEHBI BBHUIY
HEBO3MOXXHOCTH a/IEKBaTHOTO 10100pa J103bl. /laHHbBIE OTCYTCTBYIOT.

Cooco0 nmpuMeHeHns

Baytps. [Ipenapar MOXHO IpUHUMATh Kak BO BpeMsl €/Ibl, TaK U MEXAY IMpUeMaMy UK.
4.3. IIpoTuBoONOKa3aHUSA

J ['MrepuyBCTBUTENBFHOCTh K JIMHE30JIMAY WU K JIFOOOMY M3 BCIOMOTATENIbHBIX BEIIECTB,
MIEpPEYUCIICHHBIX B pa3zene 6.1.

° OnHOBpEMEHHBIH puéM JIMHE30J 112 c npenapaTramu, WHTUOUPYIOIUMHU
MOHOaMUHOKcHAa3bl A unu B (Hanmpumep, Gpenenzun, n3okapOoKcazul, ceIeruint, MOKIO0eMuI), a
TaKkKe B TEUCHUE 2 HEMIeIb MOCIE MPEKPAIICHUs MPUeMa Ha3BaHHBIX MPENnapaToB.

L4 HpI/I OTCYTCTBHHU TINATCIIBHOT'O Ha6J'IIO)IeHI/I$I 3a MaqMEHTaM 1 MOHHUTOPHHTI'A apTCPUAJTIBHOT'O
AABJICHUA HC CJICAYCT Ha3HAYaThb JIMHC3O0JIU !

— TaUMeHTaM C HEKOHTPOJIMPYEMOHM apTepHalbHOM TUIMepTeH3uel, (eoXpOMOIUTOMOMH,
TUPEOTOKCUKO30M, KAPIIMHOUIHBIM CUHIPOMOM, OUTIOJISIPHBIM pacCTPOHCTBOM, IH30a()(hEKTUBHBIM
PacCTpPOWCTBOM U OCTPBIM COCTOSIHUEM CIIyTAHHOCTH CO3HAHMS;

— MAUUEHTaM, MOJYYarolllMM CIEAYIOLME THUIBl IPEnaparoB: aJpPEHOMHMETHUKH (Halpumep,
nceBa03heapuH, (beHuInponaHoIaMuH, SIUHEPPUH, HOpANUHEPPUH, no0yTaMuH),
n0haMUHOMUMETUKH (Hampumep, AopaMHH), HHTHOMTOpHI OOpaTHOrO 3axBaTa CEpOTOHMHA,
TPULMKJIMYECKHUE aHTHUenpeccanThl, aroHUCThl 5-HT1 penentopoB (TpunTaHbl), MENEPUANH WIH
OycnupoH.
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4.4. OcoOble ykazaHusl H MePbl MPEI0CTOPOKHOCTH

ITarmenThl ¢ MOYeYHOHM HEIOCTATOYHOCTHIO

BcenenctBrue HeM3yd4eHHOM KIIMHUYECKOM 3HAYMMOCTH JIBYX MEPBUYHBIX METAaOOIUTOB JINHE30IHIA Y
MALUEHTOB C TSOKEIOM NOYEYHOM HEAOCTATOYHOCTBIO, JIMHE30JUJ JOJKEH HCIOJIb30BATHCA C
OCTOPOKHOCTBIO Y TaKUX NAUMEHTOB, M TOJbKO €CJIM MpeanoyiaraeMas I0Jib3a IPEBBIIIAET
MOTEHILMAIBHBINA PUCK.

Taxxe HET JAaHHBIX I10 IMIPUMEHCHUIO JIMHE30JIMAa Y IMalkMCHTOB, HAXOAAIMIUXCA Ha aM6y.]'IaTOpHOM
NEpUTOHCAJIBHOM  IHUAJIM3C WKW APYTUX aAJbTCPHATHBHBIX MCTOAAX  JICUCHUA MMOYCYHOM
HCJOCTAaTOYHOCTH.

ITareHThl ¢ IEYEHOYHON HEIOCTATOYHOCTRIO

Hmerorcs orpaHuueHHbIE KIMHUYECKUE JaHHbIE, PEKOMEH]IYIOIIME HCII0JIb30BaTh JMHE30JUT Y
TaKuX MalMEHTOB TOJILKO B TOM CIIy4ae, €Clid IpearnoiaraemMas mojib3a MpeBbIIacT MOTEHIIMAIbHBIN
PUCK.

[TanueHThl ¢ CHCTEMHBIMU HH(EKIUAMU

.]II/IHCSOJII/II[ JOJIKCH UCIIOJIB30BATHCA C OCTOPOKHOCTBIO Y MAIIUCHTOB C CUCTECMHBIMU HH(beKI.[HHMH,
MNpEACTABIAIOIIUMHA PUCK IJIA ) KU3HHU, TAKUMH KaK I/IH(l)eKIII/II/I, CBA3aHHBIC C BEHO3HBIMU KaTCTCpaMU
B OTACIICHUAX WHTEHCHBHOM TCpalinu.

CMCDTHOCTB Y HanrMEcHTOB € KaTCTCP-aCCOIIMHMPOBAaHHBIMU I/IHd)eKHI/IFIMI/I

B OTKpBITOM HCCIIEIOBAHUU CPEAM TXKETOOOIbHBIX MMAIMEHTOB ¢ BHYTPUCOCYAUCTHIMU KaTeTep-
aCCOIMMPOBAHHBIMUA HHQEKIUAMH OBbLIO OTMEUEHO MPEBBIIMICHUE JIETAILHOCTH Y TAlUEHTOB,
MOJTy4aBIINX JIMHE30JIH ]I, o CPaBHEHHIO HalUeHTaAMH, MOJTy4aBIIAMH
BaHKOMUIIWH/TUKIOKCAMUTHH/ okcanmiutiH [78/363 (21,5 %) npotus 58/363 (16,0 %)].

OCHOBHBIM ~ (JaKTOPOM, OKa3bIBAIOLIUM BIMSHME HAa YPOBEHb CMEPTHOCTH, OBLI CTaTycC
IPaMITOJIOKUTEIbHOW MH(EKIUU B HCXOAHBII MOMEHT BpeMeHHU. [lokaszarens neTaqbHOCTH ObLI
CXO Cpelu MaIMeHTOB, MH()EKUNU y KOTOPHIX OBUIM BBI3BAHBI TOJBKO I'PAMIOIOKHUTEIHHBIMU
MUKpoOprann3mMamu (oTHouenue mancos 0,96; 95 % noseputenbublii uaTepBai: 0,58—1,59), Ho Obu1
3HauuTenbHO Bbime (p =0,0162) B rpynme nMHe30nuIa, KOrAa OOHAPYXKHUBAIUCh U JIpyrue
MUKpPOOPTaHU3MBbl, WIIM UX HE yJaBaJoCh OOHApYXUTh HAa HayaJbHOM d3Tane (OTHOLIEHUE IIaHCOB
2,48; 95 % nosepurtenbHblii uHTEpBaN: 1,38—4,46). Hanbonpmuii nucbananc ObUT OTMEYEH BO BpeMs
JIeYEeHUs U B Te€4YeHHEe 7 JHEW mocie OKOHYaHWs aHTHOMOTHKOoTepanuu. B Xoxe uccienoBaHus B
rpyIIe JMHE30auAa Ooblle MaleHTOB MPHOOpEeTaay rpaMOTpHUIATEIbHbIE MUKPOOPIaHU3MbI U
BIIOCJIEJICTBUM NOTMOANM OT MH(EKIUH, BBI3BAHHOW IPaMOTPUILIATEIbHBIMU MUKPOOPTraHU3MaMU,
WIA MOJUMHUKPOOHBIX MHpekuuid. Takum oOpa3zoM, B cilydae OCIOXKHEHHBIX MH(PEKIHMH KOXHU U
MATKHAX TKaHEW JIMHE30JIW] CJelyeT HCIOJb30BaTh y MAlMEHTOB C WM3BECTHOM WM BO3MOXKHOM
KOMH(EKIMel IpaMOTpULATeIbHBIMH MHUKpPOOPraHU3MaMH, TOJIBKO €CIM HET allbTepHAaTHBHBIX
BapHaHTOB JieueHus (cM. paszen 4.1). B atux cinyyasix mokasaHo OJJHOBPEMEHHO JOMOJHUTEIbHOE
IpUMEHEHHE IpenapaToB, AEHCTBYIOIIMX Ha IPaMOTPULIATENIEHYI0 MUKPOQIIOpY.

Muenocyipeccus

Y HEKOTOpHIX TAIMeHTOB, MPUHUMAIONINX JIMHE30IH]l, MOXKET Pa3BUThCA oOOpaTuMas
MHUEJIOCYTIPECCHs (C aHEeMHEH, TPOMOOITUTOTICHHUEH, JICHKOTIEHNEN 1 MaHITUTOTICHHUEH ), 3aBUCSIIas OT
MPOJOIKUTENFHOCTH Tepanuu. TpOMOOIIUTOTICHUS MOKET Yallle BOZHUKATh Y AIUEHTOB C TSHKEION
MMOYEeYHOMN HEAOCTAaTOYHOCTHIO, HE3aBHUCHMO OT IMPUMCHCHHUA Yy MallMCHTA TIEMOAHaIM3a, U Yy
MALMEHTOB C MEYEHOYHOM HEJOCTATOYHOCTBIO CPEIHEN WIIM TSKEIOM CTENEHU. Y IMOXKUIIBIX
MAaIMCHTOB TAKXEC IMOBBIIICH PHCK Pa3sBUTUA JAaHHOI'O COCTOSAHHA. B cBa3u ¢ 3tHM B mponecce
JIeYeHUs HeOOXO0IMMO MPOBOJUTH MOHUTOPUHT MOKa3aTelleld KPOBH Y MAIMEHTOB C MOBBIIICHHBIM
PHUCKOM pa3BUTHS KPOBOTEUECHHS, MHEJIOCYNPECCHE B aHaMHE3€, C THKEIOW MOYEYHOMN
HEJIOCTaTOYHOCTHIO WJIM NTIEYEHOYHON HEAOCTATOUYHOCTBIO CPEAHEN WIIM TSKEJIOM CTEIEHH, a TAKKE
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TPOMOOIIMTOB, WK UX (PYHKIIMOHAIBHBIE CBOMCTBA, & TAKXKE Y MAIMEHTOB, OTYYAIONIUX JTHHE30IU]T
Oonee 2 Henenb. JluHezonua y TakuX MNAIlMEHTOB NPHUMEHSETCS TOJBKO B TOM cily4yae, Korja
BO3MOXXCH THIATEIHHBI MOHUTOPUHT T€MOTJIOOMHA, KOJTMYECTBA JICUKOIIMTOB B TpOMOOIUTOB. Ecin
BO BpeMsl Tepaluu JIMHE30JHI0M DPa3BUBACTCS BbIpaXXCHHAs MHENOCYIpPEecCUs, JeUeHUE IOHKHO
OBITh IIPEKPAILEHO, €CIIA TOJIBKO MPOJODKEHUE Tepaii HE CYUTAETCS a0COIIOTHO HEOOXOIUMBIM.
B sToM ciyyae HeoOXOJUM MHTEHCUBHBIM MOHHUTOPUHI IOKa3aTesield KPOBU M COOTBETCTBYIOIIEE
neuenune. Kpome TOro, pekomeHmayercs, 4ToObl aHaiaW3 KpOBU (B TOM YHCIE, ONpeAeICHHE
reMorjo0nHa, KOJIMYECTBa TPOMOOIIUTOB M JICHKOIIMTOB (C pacyeTOM JICHKOIUTAPHOU (OPMYIIbI))
IIPOBOAWIICS €XKEHEJENbHO y MAallMEHTOB, MOJIYYaIOUX JIMHE30JIM] HE3aBUCUMO OT IIOKa3aTeleil
HCXOJHOTO aHanu3a KpoBU. boree BbpICOKas yacToTa pa3BUTHUS TSDKEJIOW aHEMHUHU OTMEYEHa Y
MAIUEHTOB, MOJTYYaBIINX JIMHE30JTU T OonbIie MaKCHUMaIbHO PEKOMEHI0BAaHHOM
MIPOJIOJDKUTENIBHOCTH B 28 THEH. DTUM MaryeHTam Jaie TpeOoBaIoch rnepeanBanue kposu. Ciydan
cuepo0IacTHONM aHeMUW ObUTM 3aperUCTPUPOBAHBI B TOCTPETUCTPALIMOHHOM mepuonae. B
OOJIBIIMHCTBE CIIy4aeB JJIUTEIbHOCTh TEPATUH JIMHE30JIUIOM IpeBbiana 28 nHel. Y OOJIbIIMHCTBA
MAIUEHTOB TPOSBIICHHS OBUTH TIOJHOCTHIO WJIM YaCTUYHO OOpPATUMBI ITOCIIE TPEKPAIICHHS JICUCHUS
JTUHE30JIUJIOM ¢/0e3 celru(pruIecKoro JeUeHUs] aHEMHUU.

AHTI/I6I/IOTI/IK-aCCOIII/II/IDOBaHHaSI Anapesa U KOJUT

Yy MMagueHTOB, IIPUHUMAOIIHUX aHTI/I6aKTepI/IaJ'IBHLIe npenaparsl, BKIOYad JIMHE30JIU[J, CICAYCT
YUUTBIBATh PUCK PA3BUTHUA HCGBI{OMGM6paH03HOFO KOJIUTa paanquﬁ CTCIICHU TSXKCCTH.

O cnyuasx auapeu, cszannoi ¢ Clostridium difficile, coobmianocs B cBs3u ¢ HCMOIB30BAHUEM
NPAKTUYIECKH BCEX aHTHOAKTEPUATIBHBIX MPEapaToB, BKIIOYAs THHE30 1. TSHKECTh THaper MOXKET
BapbUpPOBATLCS OT JIETKUX (OpPM 10 TsOKENbIX. JledeHue aHTHOAKTEpUATBHBIMH IIperapatamMu
HapylraeT HOPMAJbHYIO MHKPO(GIOPY KHIIEYHHKA, YTO MPHBOJUT K H30BITOYHOMY POCTY
Clostridium difficile. Clostridium difficile BeipabarbiBacT TOKCHHBI A U B, KOTOpBIE IPUBOAAT K
passuTHiO nauapeu, cBs3anHoi ¢ Clostridium difficile. 30bITOYHOE KOJHYECTBO TOKCHHOB,
BeIpabaTeiBaeMoe mrammamu Clostridium difficile, MmoxxeT BbI3BaTh MOBBILICHHUE JICTATEHOCTH CPEIN
MAIMEHTOB, TaK KaK Takue WH(EKIUH MOTYT OBITh YCTOWUYMBBEI K MPOTHBOMHUKPOOHOW Teparuu, a
TaK)Ke MOXKET MOTPeOOBATHCS KOJOHOIKTOMHUSA. Henmb3s MpUMEHSTh JICKapCTBEHHBIE CPE/ICTBA,
TOPMO3SAIINE MEPUCTATBTUKY KUIIECUHUKA.

BosmoxHoCTh pa3Butust quape, cesizanHoi ¢ Clostridium difficile, momkHa paccmarpuBatbes y Beex
HAlMEHTOB C JMapeei, IOCieoBaBIIei 3a HCHONB30BAaHHEM aHTHOHMOTHUKOB. TmiaTensHoe
MEMIIMHCKOE HAOI0/ICHHE B TCUCHHE 2 MECSIeB HEOOXOMMO MAIMEHTaM, [IEPEHECIINM HAPEIo,
ces3annyto ¢ Clostridium difficile mocne BBeieHus aHTHOAKTEPHATIBHBIX MPEAPATOB.

Hepnd)epnqecxaﬂ HelponaTHs U HeMpomaTus 3puTeIbHOr0 HEPBa

CooOmanocs 0 nepudeprudeckoil HeHpoNaTuy, a TakKe HEHponaTHH 3pUTEIHHOIO HEPBA U HEBPUTE
3pUTEIBHOTO HEpPBa, KOTOPbIE MHOIIA MPOTPECCUPYIOT IO MOTEPH 3pEHHs, y MAIMEeHTOB, KOTOPbIE
TIOJTyYaJTi JIEYSHUE JINHE30JIUIO0M; 3T COOOIICHHUS UMENIN MECTO, B TIEPBYIO OYEPE/Ib, Y AIIUEHTOB,
MOJTy4YaBIIUX JICUEHHE Ha MPOTSHKEHUH MEPHOJ0B BPEMEHH, KOTOphIe ObUIH 00JIbIlIe MAKCUMAIbHON
PEKOMEHIOBAHHOM MPOIOTKUTEILHOCTH JICYEHHSI, COCTABIISIIONIEH 28 THEN.

[Tpu MoOsIBNIEHMH CHMIITOMOB YXYIIICHUS 3PUTENbHON (DYHKIIMM, TAaKMX KaK M3MEHEHHE OCTPOTHI
3peHusi, HM3MEHEHHE IIBETOBOTO BOCIPUATHUS, 3aTyMAaHEHHOCTb, Je(eKThl TOoJeill 3peHus,
PEKOMEHAYeTCS CPOYHO OOpaTUThCcs K odTanbMoyiory ais KoHCydabTanuu. Creayer MpOBOAMTH
MOHHUTOPHUHT 3pUTENIbHON (YHKIMHM Yy BCEX MAllMEHTOB, MPUHUMAIOUINX JMHE30JIU] B TeUeHHUE
JUIMTeNbHOTO BpeMeHH (Oonee 28 nHeli), a Takke y BCeX MALMEHTOB C BHOBb MOSBUBLIMMUCS
CUMIITOMaMU 3pUTEIBHBIX HAPYIIEHWA HE3aBUCHMO OT MPOAOJDKUTENBHOCTH Tepanuu. B ciaydae
pa3BuTHs nepudeprueckoidl HeHpomaTuM U HEMpomaTHH 3pUTEIBHOIO HEpBA, CIEAYET OLEHHUTH
COOTHOIIEHUE PUCK/TI0JIb3a MPOIOJKEHUS TEPANIUN JIUHE30JIUIOM Y STUX NallMeHTOB. Prck pa3BuTHs
HEWPONATUH BBILIE, €CIIM JIMHE30JIUI IPUMEHSETCS Yy TALIUEHTOB, KOTOPBIE UCIIOJIB3YIOT B HACTOSILIEE
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TyOepKyIesa.
JlakToamnuo3

B cBs13u ¢ npuMeHEeHnEeM JTMHE30IHM/1a COOOIIAIOCH 0 JIakToanuo03e. IlanneHTsl, y KOTopbix Ha (hoHe
npreMa JIMHE30JIM1a BO3HUKAET MMOBTOPHAS TOLIHOTA WJIM PBOTA, OOJIb B )KMBOTE, HEOOBICHUMBIN
aIu103 WM OTMEYACTCS CHIDKEHUE KOHIIEHTPAIIUU THIPOKApOOHAT-aHUOHOB, TPEOYIOT TIATEIIHBHOTO
HaOJII0/IeHUsI CO CTOPOHBI Bpaya.

MI/ITOXOHILDI/IaJILHaSI III/ICd)\/HKL[I/ISI

Jlurezonua nHruoupyeT cuHTe3 Oenka MuToXOoHIpui. [lo6o4HbIe 3D PeKThI, TaKKMe KaK JIAKTOAIHI03,
aHeMus 1 HelpornaTus (mepudeprudeckas Wi 3puTeIbHOT0 HEPBa), MOTYT BO3HUKHYTh B PE3YJIbTaTe
ATOTO TOPMOXKEHUS; 3TH JPQEKThl SBIAIOTCA OoJiee pacHpOCTPAaHCHHBIMH, KOTJA IMperapar
UCTIOJIb3YyeTCs OoubIie, ueM 28 THel.

Cynoporu

Coobmanoch 0 cyaoporax y MalUeHTOB, MPUHUMABIIMX JIUHE30JU, TPU 3TOM B OOJBIIUHCTBE
Clly4aeB B aHAMHE3€ UMENIOCh YKa3aHHE Ha CYAOPOTH WM Hallnuue (PakTOpOB PUCKA UX Pa3BUTHS. Y
MAIMEHTOB HEOOXOMMO cOOpaTh MOAPOOHBIN aHAMHE3, KaCAIOIIUIACS MTPEAMIECTBYIOMUX ITH3010B
CYIOPOT.

I/IHFI/I6I/ITODI>I MOHOAMMHOKCH 1a3bl

Jlunezonupa sBiseTcs: 0OpaTUMBIM HECEJIEKTUBHBIM HHIMOMTOpOM MoOHOoamMHMHOKcHaazbsl (MAO);
OHAKO B J03aX, TNPUMEHAEMBIX Ui AaHTHOAKTepHaJIbHOH Tepanmu, OH HE NPOSBISACT
aHTUaenpeccaHTHbIl 3¢ dexT. MmeroTcs oO4YeHb OrpaHUMuYEHHbIE JaHHbIE M3 HCCIIEIOBaHUM
JIEKapCTBEHHBIX B3aUMOJICHCTBUN M B OTHOILEHUU OE30MaCHOCTU JIMHE30JINJA NPU NIPUMEHEHUU Y
MAIMEHTOB C OCHOBHBIMH 3200JI€BAHUSAMU U/WIIH NIPH OJHOBPEMEHHOM IPUMEHEHUH JI€KapCTBEHHBIX
IIpernapaToB, KOTOpPble MOTYT HOJABEPIrHYTh UX PHUCKY, 00yCIOBJI€HHOMY MHTrubupoBanueM MAOQO.
CrnenoBarenbHO, IPUMEHEHHE JIMHE30JIMJa HE PEKOMEHAYeTCs B ITHX OOCTOSTEIbCTBAX, KPOME
CllydaeB, KOI/Ia BO3MOXKHO IPOBEJICHHE TIIATENbHOTO HAOIIOJEHUS] U MOHUTOPHHIa MaleHTa,
MOJTyYarolero npemnapar (cMm. paszensi 4.3, 4.5).

CepOTOHMHOBEIA CHHIPOM

Coobmanoch O CIHOHTAHHBIX CIy4dasX pa3BUTHS CEPOTOHMHOBOTO CHUHAPOMA, CBSI3aHHOTO C
OJIHOBPEMEHHBIM TMPUMEHEHHEM JIMHE30JUJa U CEPOTOHMHEPrHYeCKUX IpernapaTroB, BKIOYAs
aHTUJIETIPECCAHTBI, TAKHUE KaK CEJIeKTUBHbIE HHTHOUTOPBI 00paTHOro 3axBara ceporonnHa (CMO3C)
u onuouasl (cMm. pasnen 4.3, 4.5). [Ipu HeoOX0IMMOCTH NPUMEHEHHUs NIpernapara B COYETaHUM C
CEeJIEKTUBHBIMU MHTHOMTOpaMU 00OpaTHOTO 3aXBaTa CEPOTOHMHA CIIEyeT MOCTOSHHO HAa0I0aaTh 3a
MAlUMEHTaMHU C IIeJIbIO BBISBJIECHUS MIPU3HAKOB U CUMITOMOB CEPOTOHMHOBOIO CUHAPOMA, TAKHX Kak
HapyleHHe KOTHUTUBHOM (QyHKIIMH, TUIIEpIUPEKCHs, TUIieppeduIeKcrs U HapylIeHHe KOOpIUHALUU
IBIDKECHUH,

B cnyuae mosiBIeHHs MAHHBIX CHUMIITOMOB CJEIyeT OTMEHMTh OJMH WIM 00a HpPUHUMAEMbIX
npenapata. [Ipu mpekpaiieHHuH npueMa CepOTOHHHEPTHYECKOro CpeACcTBa MOTYT HaOII0IaThCs
CUMIITOMBI CHHPOMA «OTMEHBD».

I'unonarpuemMusa

Y HEKOTOPBIX MAIUEHTOB, OTYYaBIINX JTUHE30JIN]T, HAOII01aTNCh TUIIOHATPUEMUS U / WIIH CHHIPOM
HeaJeKBaTHOW cekpenuu aHtuauyperndeckoro ropmona (SIADH). Pexomenayercst perynsipHO
KOHTPOJIUPOBAaTh YPOBEHb HATPUs B CHIBOPOTKE KPOBU Y MOXKWIBIX JIOJEH, y TMalMeHTOB,
MPUHUMAIOIINX JUYPETUKH, U Y IPYTUX MAIMEHTOB C PUCKOM THIIOHATPUEMHUH.

OxpammnBanue 3V6HOI71 oMaJin
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WCIIONBb30BAaHUM JIMHE30Muaa. JlaHHbIE WM3MEHEHHUsI OKpAIMBaHUS YAASIUCH IOCPEACTBOM
npoeccnoHaNIbHOTO OYHILIEHUS 3yOO0B.

T 'unornukemus

C006manocr, 0 ClIyduasax CHUMIITOMATHYECKON THITOTIIMKEMHHI Yy NanueHTOB C CaxapHbIM ,Z[I/Ia6eTOM,
IMOJIy4aBIINX JIMHC30JIU A OAHOBPEMCHHO C MHCYJIMHOM WJIN THIIOTTIMKCMUYCCKHUMU ITPCIIapaTaMu.
Xots IIPUYIUHHO-CJICACTBECHHAA CBA3b MCXKIY MPUEMOM JIMHEC30JIMAa U Pa3BUTHEM T'MIIOTTIMKEMUHU HE
YCTAHOBJICHA, MAUCHTOB C CaxapHbIM I[I/IaGGTOM HGO6XOI[I/IMO npeaynpexaar 0 BO3MOXKXHOCTHU
Pa3BUTHA TUIIOTTIMKEMHU. B Cl1y4a€ BOSHUKHOBCHUS T'HIIOTTIMKEMHUN HCO6XO,I[I/IMa KOppEKIUA 0361
I/IHCYJII/IHa/ THUIIOTTIMKCMUYCCKHUX NPCapaToB UJIKW OTMCHBI JIMHEC30JI1M/1a.

IIpuMeHEeHHE ¢ TPOAYKTAMU MUTAHHUS, OoraTeIMU THPAMHUHOM

[TanmenTam cienyer pEeKOMEHAOBaTh OTKa3aTbCs OT MpHeMa OOJNbIIUX KOJIWYECTB IHIIH,
cofiepKaliel TUpaMHMH (TakMe Kak KpacHO€ BHHO, CO3PEBLIMH ChIp, HEKOTOpBIE aJIKOTOJbHbBIE
HAIHUTKH, KOITYEHOE MSICO, IKCTPAKTHI IPOXOKEH, MPOIYKTH U3 (PEPMEHTHPOBAHHBIX COEBBIX OO0OOB,
TaKue KakK COeBbIH COyc).

Cynepundexnus

KnuHnueckux wuccienoBaHui, n3ydaBmIMX 3((EKT NPUMEHEHUs JIMHE30/IMJa Ha HOPMAJIbHYIO
MHKpPO(]IIOpY OpraHu3Ma 4ejaoBeKa, He IPOBOAMUIOCH.

[TpuMeHeHHe aHTHOAKTEpUANIBHBIX IPENapaToB MHOTJA MOXKET MPUBOJIUTH K YCUJICHHOMY POCTY
HEBOCIIPUUMYHBBIX K HEMY MUKPOOPTaHU3MOB. B KIIMHNYECKHUX CCTIeIOBaHUAX OBLIO TOKA3aHO, YTO
npuMepHO y 3 % DNAnUEHTOB, IOJIYYaBIIMX PEKOMEHIOBAHHBIE J03bl JIMHE30JUAA, Pa3BUBAJICA
KaHH1]103, aCCOLIMUPOBAHHBII ¢ TPUEMOM aHTHOMOTHKOB. [Ipr BOBHUKHOBEHUH CYNEPHUH(EKIINH HA
(doHe npuema JIMHE301/1a CIe1yeT IPUHUMATh COOTBETCTBYIOIIME MEPBI METUIIMHCKOTO XapaKTepa.

PabaomMuonms

Coobmanoch 0 ciaydasx pabIoOMHMONIM3a NMPH MPUMEHEHUH JuHe3onuaa (cMm. paszaen 4.8.). Ecau
Ha0JII01al0TCS IPU3HAKY UITM CUMITTOMBI pab10MUOIIN3a, TIPUEM JIMHE30JIM/IA CIeAYET IPEKPaTUTh U
HA4aTh COOTBETCTBYIOIIYIO TEPAIHIO.

KinnHnueckue ucciie1oBaHusa

bezonacHocTh M 3¢ (EeKTUBHOCTh MPUMEHEHHs JIMHE30JIMAA JIUTEIbHOCThIO Oosee 28 aHel He
YCTaHOBJIEHBI (110 BCEM IMOKa3aHUSIM, 32 UCKIOYEHHUEM TyOepKyJse3a JIETKUX). B KoHTponupyemMbIx
KJIMHUYECKUX HCCIIEOBAHUSAX HE NMPUHUMAIM Y4acTHs HNAlMEHTHl C CUHAPOMOM «IHa0eTHYECKOU
CTOIBI», TMPOJIC)KHAMU WKW HIICMHUYCCKMMHU HAPYIICHUAMHU, TAKCIBIMHU  OKOTaMU WA
TaHIPEHO3HBIMH MOPAXKEHUAMHU. TakuM 00pa3oM, ONBIT MPUMEHEHUs JMHE30JIMa B TEPaluu 3TUX
COCTOSIHMM OIPAHUYEH.

BcnoMorarenbHEIE BEIIECTBA

Hampuu

JlaHHBIH JIeKapCTBEHHBIN MpenapaTt CoAepKUT MeHee 1 MMoutb (23 MT) HaTpHsl Ha Pa3oBYIO 103y, TO
€CTb 10 CYTH, «HE COACPKUT HATPUSI».

4.5. BzaumojeiicTBHe ¢ JPYrHMH JIeKADCTBEHHBIMH TNpenapaTamMm W Jpyrue BHJbI
B3aUMOIeHCTBUA

YcTaHoBIIeHO, 4TO M30(pepMeHThI IuToxpoma P450 He yyacTBYIOT B MeTabOIM3ME JIMHE30IMaa IN
vitro. Jlunesonmua He WHTHOMpPYeT W HE MOTEHIUPYET AaKTHBHOCTh KIMHHUYECKH BaXKHBIX
nzohepmentoB ruToxpoma P450 (1A2, 2C9, 2C19, 2D6, 2E1, 3A4). Takum oOpa3om, HE 0XKHIACTCS
CYP450-uaayniipoBaHHOTO B3aWMOJICHCTBHS TIpH TpueMe JuHe3oduma. [Ipu oIxHOBpEeMEHHOM
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uzopepmentom CYP2C9, papmakokuHeTHUECKUE XapaKTEepUCTUKH BaphaprHa He MeHstoTcs. Takue
npenaparsl, Kak Bapdapus u GeHuTouH, sBistomuecs cyocrpatamu uzodpepmenta CYP2C9, MoxHO
IIPUMEHSTH OJHOBPEMEHHO C JIMHE30JIUJIOM 0€3 KOPPEKLIHUHU J03bI.

I/IHFI/I6I/ITODBI MOHOAMHWHOKCH1A43bI

JluHe3onua SBISETCS HECENEKTUBHBIM OOpaTHUMBIM HMHTHOMTOPOM, IIOITOMY Y HEKOTOPBIX
MAIMECHTOB, TOJYYalOUINX JIMHE30JMl, MOXKET OTMEYAThCS YMEpPEHHOE OOpaTHMMOe YCUIICHUE
MIPECCOPHOTr0 JecTBUSA ceBA0dGeApHHA U (DeHIIITPOIaHOIaMUHA. B CBS3M C 3TUM, peKOMEHIyeTCs
CHIDKaTh HavajbHBIC JI03bI CIEAYIONIMX TPYIIN IPErnaparoB: aJpeHOMHUMETHKH (Hampumep,
nceB103eapuH, (beHuImIponanoIaMuH, snuHePHH, HOpANUHEPPUH, n00yTamMuH),
n0(paMUHOMHUMETHUKH (HarmpuMep, AohaMHH) U B JAIbHEHIIEM OCYIIECTBIISATH TMOI00D 03B
TUTPOBAHUEM.

B uccnenosanumsix I, I u 11 ¢a3el He oTMeUanoch pa3BUTHS CEPOTOHUHOBOTO CHHIPOMA y TTAITUEHTOB,
MOJTYyYaBIINX JIMHE30JIU]] COBMECTHO C CEPOTOHMHEPTHUECKUMU TIperapaTaMH.

CooOmianoch 00 OYeHb PEAKUX CIOHTAHHBIX CIIydasX Pa3BUTHUSI CEPOTOHHHOBOTO CHHApPOMA IMPHU
OJIHOBPEMEHHOM TPUMEHEHUHN JIMHE30JIMIa U CEPOTOHMHEPTUYECKUX TIpenaparoB (cM. pazaen 4.3,

4.4).

[Ipu 01THOBPEMEHHOM IPUMEHEHNH C a3TPEOHAMOM M FT€HTaMULIMHOM U3MEHEHUs (papMaKOKUHETUKU
JIMHE30JI1a HE OTMEYanoCh.

Pudammunua Be3bBan cHmwkeHHe Cmax 1 AUC nuHesonmmma B cpemneM Ha 21 % um 32 %,
COOTBETCTBEHHO.

JIunezonup ciexyer ¢ OCTOPOKHOCTHIO Ha3HAYaTh OJJHOBPEMEHHO ¢ OynpeHOop(hHUHOM (OTIEIIBHO WIIH
B KOMOMHAIMM C HAJIOKCOHOM), TaK KaK MOBBIIIAETCS PUCK Pa3BUTHsSI CEPOTOHUHOBOTO CHHIPOMA,
MPEACTABIISIIONIETO MOTEHIIMATIBHYIO YTPO3Y JUIs )KU3HU (CM. pazaen 4.4).

4.6. ®epTUIBLHOCTDb, 0€PeMEHHOCTD M JIAKTALMSA

bepemeHHOCTH

HccnegoBanuii 0e30IMacHOCTH MPUMCHCHUS JIMHEC30JIMa ITPpU 6epeMeHHOCTI/I HC NPOBOJAUIIOCE.

HpI/IMeHeHI/Ie JIMHE30JIna Ipu GCpCMeHHOCTI/I BO3MOXHO TOJIBKO B CJIydac, €CJIM IpcarojiaracMmas
IoJIb3a OT TCPAIU I MaTCpU IPCBOCXOAUT MOTEHIIHAIbHBIN pHUCK UId 111014,

JlakTarms

HeI/I3BCCTHO, BBIACIIICTCA JIK JIMHE30JUA C TPYAHBIM MOJIOKOM KOPMAIIUX KCHINWH, IMO3TOMY
CICOAYCT NPCKPATUTHh T'PYyAHOC BCKAPMJIMBAHWEC IIPH HA3HAUCHUH IIpCliapaTa MAaTCpu B IMECPUOI
JJaKTalluH.

4.7. BiusiHMe HAa CHOCOOHOCTH YNPAaBJATH TPAHCNOPTHBIMH CpeACTBAMH W padorarh C
MeXaHu3MaMH

Bo Bpems neueHus TMHE30IMIOM YIIPABIISATH TPAHCIIOPTHBIMHU CPEIICTBAMH, CIICIIUATEHONW TEXHIUKOU
WIA 3aHUMATbCs JESTENbHOCTBIO, CBSI3aHHOW C TIOBBILIEHHBIM PHCKOM, HE PEKOMEHJIyeTcCs.
[TarieHTOB ClleAyeT MpeAyNpPeanTh O BO3MOKHOCTH Pa3BUTHS TOJOBOKPYXCHHS I CHMIITOMOB
HapyleHus 3peHus (cM. pasznensl 4.4, 4.8).

4.8. HexeaaTeJbHbIE peaKIUu

Pesrome mpoduiist 0e3011acHOCTH
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HexenarenbHble sBIEHUA, CBSI3aHHBIE C MPHUEMOM HHHe:«somld-ha,'aEt;amEr" J&M "JTBIR‘bFI'PI u
CpG,Z[HGfI CTCIICHU BBIPA’KCHHOCTHU. an_Ie OCTaJIBHBIX OTMCYAIOTCA TOIIIHOTA, I'OJIOBHAsA 60JII>, auapes,

pBOTA.

Tabnuaaoe pE3rOMe HEXKEeNaTeIbHBIX pPeaKIINi

CMEPTHOMY OTUETY

B Tabnuue npenacTtaBieHbl HEKeNaTeIbHbIE PEaKIUU MO cUcTeMHO-opraHHbM Kiaccam (COK) u
yacToTe. BHyTpH Ka) 0l 4aCTOTHOW I'PYIIIbI HEKEJIATEIIbHBIE PEAKIIMU PACIOJIATAlOTCS B MOPAJIKE
yObIBaHUSI BBIpaXEHHOCTU. YacToTa pa3BUTHS oOmpenensercs Kak: odeHb yacto (=1/10), wacro
(>1/100, Ho <1/10), Heuacto (>1/1 000, Ho <1/100), peaxo (>1/10 000, vHo <1/1 000), oueHb peaxo
(<1/10 000), yacToTa HEM3BECTHA (HA OCHOBAaHUHU UMEIOIINXCS JAaHHBIX OIICHUTh HEBO3MOXHO):

CucTeMHO-OpraHHbII

TpaKTa

Yacrora HexenatenbHble peakuun
KJ1ace
Yacto KaHauao3 (B T.4. KaHIUZ03 TIOJOCTU pTa,
BarMHAJIbHbIN KaH/1103) TpUOKOBBIE HH(EKINU
WNndexunu v nHBazuu Heuacro BaruHUT
Perio KOJIUT, BbI3BaHHBIN IPUMEHEHHEM aHTHONOTHKOB
(B T.4. ICEBIOMEMOPAHO3HBIN KOJIUT)™*
Yacto TPOMOOIIUTONICHHS ¥, aHEMHST™*
MAHIUTONEHUA ™, JelKoneHusa™, HeUTporneHus,
Hapymenust co croponsl | Heuacto
. 703UHO DU
KPOBH W JUM(aTHIECKON -
Penxo cuzepoOIacTHast aHeMus
CUCTEMBI
Yacrora %
MUEJIOCYTIPECCUS
HEU3BECTHA
Hapymenust co cropoHsl
pYHicHy P Penko aHauIaKCUs™
MMMYHHOMN CHUCTEMBbI
Hapymenuss merabonusma | Hewacto THUIIOHATPUEMUS
Y IUTaHUS Penko JAKTOALN103™
IIcuxuueckue Hapymenus: | Yacro OeccoHHUIIA
Yacro rojioBHast 00Jib, TOJIOBOKPYXEHHE
cynmoporu®, mepudepudeckas HeWpomnaTus®,
Hapymenust co cropons! | Hewacto W3MEHEHHE BKYCOBBIX OLIYHICHWH, THIIOCTE3MS,
HEPBHOM CHUCTEMBI rapecresus
Yacrora .
CEpPOTOHHUHOBBIN CHHIPOM
HEU3BECTHA
o %
HEeNpomnaTHs 3pUTENBHOIO HEPBa™®, 3aTyMaHEHHOE
Heuacto p - p ppas, saty
3peHue
Hapymenust co cropons! | Penko nosiBjieHHEe Ae(eKTOoB nosnen 3peHus™
Oprasa 3peHust Yacrora HEBPUT 3pUTEJILHOTO HEpBa*, moTepsl 3peHus™,
U3MEHEHHE OCTpPOThl  3pEHUSA™, HU3MEHEHUe
HEU3BECTHA -
IIBETOBOT'O 3pEHUs
Hapymenust co cTopoHsl
Heuacro 3BOH B ylIax
oprasHa ciiyxa u jabupuHTa
Hapymenust co cTropoHsl
Heuacro apuTMUS (TaXUKapIus)
cepana
Yacro MOBBILIEHUE apTEPUATbHOIO JaBICHUS
Hapymenust co cTopoHsl
TpPaH3UTOpHAs MIIEMHYEcKas aTaka, ¢uedur,
COCYZIOB Heuacro
TpomMbOoDIeOuT
Hapymenust co cTopoHsl pBOTa, quapes, TOIIHOTA, JOKAJIW30BAHHAs WIIU
KEITyT0YHO-KHUIIEYHOT O Yacro reHepain3oBaHHass 0oilbp B 00JacTH KHUBOTA,

BKJIKOYas CIIa3MBbI B JKUBOTC, 3allOop, AUCIICIICUSA
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1[BETA fA3bIKa™, MaHKPEaTUT, TaCTPUT, CYXOCTh BO

Heuacto 9
PTY, TJIOCCUT, JKUIKUI CTYJ, CTOMAaTUT, IPOYNE
HapyLIEHMsI COCTOSIHUS s3bIKA
Penxo MOBEPXHOCTHOE MU3MEHEHHE IIBETa 3yO0OB*
U3MEHEHHE  pe3yJabTaTOB  (DYHKIMOHAJIBHBIX
TECTOB  TICYCHH, IIOBBIIICHHE AKTUBHOCTH
Hapymenust co cropoHsl Yacto «IIEYEHOUHBIX» (epMEeHTOB (B TOM 4YHCIIE,
IIEYEHU u aJlaHUHaMUHOTpaHchepassl (AJIT),
YKEITYEBBIBOJIAIINX ITyTEH acnapratamuHoTpancdepasbl (ACT), menouHoit
docdarazsl (I1D))
Heuacto MTOBBINICHHE KOHIICHTPAIIMU 00IIero OmimpyornHa
Yacro 3yA, ChIp™*
OyJlIe3HblE OPAKEHUS KOKH, TSHKEJIbIE KOXKHBIE
HE)KEJIaTeNbHbIC PeaKINK, aHTHOHEBPOTHUECKUI
Hapymwennss co cropons! | Hedacro *
KOKH M HOIKOKHBIX OTeK™, KpamnMBHMLA, JEPMATUT, MOBBIIICHHAS
TKaHei HOT/IMBOCTD _ _ -
TOKCHYECKUH  SHUAEepMalbHbIl  HEKpOJIU3™*?,
Penko cungpom Ctusenca-JloHCOHa*Y, BACKyJIUT IIpH
TMIIEPYYBCTBUTENILHOCTU ™, aJlonenus
Hapymenust co cTopoHbl
MBIIIEYHON, KOCTHOH U | Pemko pabmpomuonz*"
COEAMHUTENIbHON TKaHU
Yacto MOBBIIIEHUE KOHIICHTPAIIMH MOYEBHHBI B KDOBH
Hapymenust co cTopoHbl
[TOUEK W MOHEBBIBO/ISIIIX [OoYeyHasi  HEAOCTaTOYHOCTh,  IOBBIIICHUE
myreit Heuacto KOHIICHTPAallMM KpeaTWHWHA B IUIa3Me KpPOBH,
HOJINYpHUs
Hapymenust co cTopoHbl
penpoayKTUBHOM cuctemsl | Heuacto HapyLIEHHs CO CTOPOHBI BIarajiuiia U ByJIbBbI
Y MOJIOYHBIX JKeJie3
Obume Hapymenus u | Yacro JMXO0pPaJIKa, JJOKAIU30BaHHAasl 00JIb
peakimu B MecTe BBeieHus | Heuacto 03HO0, YTOMJISIEMOCTb, KaXKIa
OTKJIOHEHHE OT HOPMBI IOKa3aTenell (QyHKIUU
NIEYEHH, MOBBIIIEHNE KOINYeCTBa HEUTPO(UIIOB,
H03MHO(HIIOB, CHMKEHHE reMOorjIo0H1Ha,
reMaToKpuTa  WIM  YHCla  JPHUTPOLUTOB,
NOBBIIEHUE MM  CHH)KEHHE  KOJHMYECTBa
Yacto TPOMOOIIMTOB WJIM JICHKOLIUTOB, ITOBBIIICHUE
AKTUBHOCTH JaKTaTAeTUAPOTeHa3Hl,
KpEaTHHKWHA3bI, JINTIa3bl, aMUJIA3bl, TTOBHIIICHUE
JlaGopartopHbie " KOHIICHTPALIMH TJTIOKO3bl HE HATOIAK, CHUKEHUE
MHCTPYMEHTAJIbHBIE oOuiero 6enka, anbOyMHUHA, HATPUS WK KaJIbIHs,
JIaHHbIE NOBBIIEHUE WMJIM  CHIKEHME  Kajlus WU
TUAPOKApOOHATOB
OTKIIOHEHHE OT HOPMBI T'eMAaTOJOTHYECKUX
nokasaresiel, MOBBILIICHUE COJIEpKaHUS HATPHs
WIA KaJdbllisg B TUIa3M€ KpPOBH, CHW)KEHHUE
Heuacto KOHIIGHTPAallMM  TJIOKO3bl ~ HE  HATOIIAK,

MOBBIIICHHE WM CHUXXEHHE XJIOPUIOB KPOBH,
MOBBIIIEHHE  KOJUYECTBA  PETUKYJIOIUTOB,
CHIDKEHHE KOJMYEeCTBA HEUTPODHUIOB

* HexxenaTeabHbIE peaKkuuru, BbIABICHHBIC B IOCTPETUCTPALUOHHOM NIEPHUOJLC
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COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 11.09.2025 N= 22795

$ Yacrora HexenareNbHbIX ABJIEHMUI, IPEICTaBIEHHAs OLEHOYHOH BerHeﬁ':IgQ;ﬁgg%@i&h%;-%%ﬂ%;onﬁif@;%é,

paccuMtaHHoi ¢ ucnoabzoBanueM «lIpaBumna 3».

# HesxenaTenbHble PEaKIUU «CIA3MbI B KUBOTE» OIpeAensaroTcs o knaccudukamuu MedDRA kak TepMHH HMKHETO
YpOBHSI, a HE MPENOUTUTENbHBIN TEPMUH.

A Cwm. pazaen 4.4.

OnuncaHue OTACABHBIX HEXKEIATSIbHEBIX PEeaKIIHi

Crnenyronue mo6ounbie 3GPEeKThl TPU TPUMEHEHUH JIMHE30JIU/IA B PEIKUX CIIyYasX OTHOCHIIUCH K
KaTeropuu CEPbE3HBIX: JIOKAJM30BaHHAs 0O0Jb B 00JACTH JKMUBOTA, TPAH3UTOPHAS HIIEMHYCCKAs
aTaka, apTepuaabHas TUIIEPTCH3US.

B xoHTpoONMpyeMBbIX KIMHUYECKUX HCCIEAOBAHUAX, B KOTOPBIX JTUHE30JIN]] IPUMEHSJICS MAaKCUMYyM
28 nHeil, Toibko y 2 % nmanueHToB pa3BuBasiachk aHeMus. [Ipu npuMeHeHun He3aperucTpupOBaAaHHOTO
mpernapaTa B paMKax MpOrpaMM paHHEro JOCTyna Jjisi HalUeHTOB C JKU3HEYIPOXKAIOIIKUMU
uHpexumsimu, y 2,5 % (33/1326) manmeHToB, KOTOPbIE MOTyYaIn JIMHE30Iu < 28 THE, pa3BUBAIACh
aHeMusi, B TO BpeMsl KaK IpU NMPUMEHEHHUH JIMHEe30Iu1a Oosblie 28 nHel, aHeMus pa3BUBANACh y
12,3 % (53/430) narueHTOB.

CooTHoIIeHHE CTy4aeB Pa3BUTHUSL aHEMUH, TpeOYIolel epeaTuBaHus KpOBH, cOCTaBmIo 9 % cpenu
MAIUEHTOB, Toy4yaronmx JjuHe3omua < 28 muen (3/33), m 15 % (8/53) B Tex cmydasx, Korjaa
JIMHE30JU] MPUMEHsUTH OoJiee 28 mHe.

IIpoune 0CO0bIe IONYJIAIINHA

B xome mnpoeneHus MHOrOLEHTPOBOro, INPOCHEKTUBHOIO, PaHAOMU3HPOBAHHOIO JABOMHOIO
CJIETIOrO, I1aled0 KOHTPOIMPYEMOTO UCCIIE0BAaHUS MO OlleHKe 3()(PEKTUBHOCTH U IEPEHOCUMOCTH
peXMMa XUMHUOTEPAIINH, BKIIIOUYAIOLIET0 [TpernapaT JMHE30U, Y MAllUEHTOB C TYOEpPKYJI€30M JIETKUX
C MHOXECTBEHHOH JIeKapCTBEHHOW ycToitumBocTeio M. tuberculosiS, ObuIM  BBISBICHBI
HEXKEJaTeJIbHbIC PEAKLIUHN:

CucreMHO-OpraHHbIi
Yacrtora HexesnareabHbIe peakmun
KJacce
Hapymennst co cTopoHsl
. | Hacrota
KpOBU M IUM(paTHIECKON aHEeMMUS, S03UHOPUITUS
HEU3BECTHA
CHUCTEMEI
DHIOKPUHHEIE HA SHUS Hacrora THIOTUPEO3, TTOBLIIIeHNe YypoBHS TTT
P Py HEU3BECTHA peos, P
Yacrora OECCOHHMIIA, MAPOKCU3MaIbHOE TPEBOKHOE
[Tcuxuyeckre HapyIICHUS paccTporcCTBO, MJaKCUBOCTb, TpEBOTA,
HEU3BECTHA o N
pacCcTpOMCTBO SMOLIMI U TOBEICHUS
rojIoBHass 0OJb, CyAOpPOTH, TPEMOpP PYK,
Hapymenuss co croponsl | Hactora YyBCTBO OHEMEHMS B KOHEYHOCTH, HEBPAJIT U
HEPBHOM CUCTEMBI HEU3BECTHA TPOMHUYHOIO  HEPBAa, TI'€HEPATU30BAHHBIN
CYZIOPOXKHBIN ITPUIIAJIOK, IOTEPs CO3HAHUS
Hapymenust co croponsl | HacToTa
CHIDKEHUE CITyXa, 3BOH B yIIax
Oprasa ciiyxa u JaOMpuHTa | HEM3BEeCTHA
CHHYCOBasIT  apUTMHSI HaJHKETYI0YKOBas
Hapymenust co croponsl | YacToTa Y P ’ JOREIY
AKCTpacucTonus, cHuxkeHne cermenra ST Ha
cepaua Heu3BeCTHA
AIEKTPOKApANOTrpaMMe
Hapymennst co cTopoHsl
IBIXaTeIbHOMI cucteMsl, | Hactora Kalleab c MOKPOTOMH, KaTapaJibHbIN
OpPraHoOB IPY/IHOM KJIETKU M | HEM3BECTHA puHOGAPUHTHUT
CPENOCTEHUS
Hapymenust co cTopoHbl Yacrora 007p B ONUTAaCTPUH,  JUCIICTICHYECCKUE
YKEJyTOYHO-KUIIIEYHOT O SBJIEHUs, TOILIHOTa, pPBOTA, JPO3UBHBIN
HEU3BECTHA
TpakTa TacTPUT
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CMEPTHOMY OTUETY

|-H|_I.-:_|I__|I:F":l- I;.'l-l_l_|l .I II:_‘:I:- 'l-_ |Fi:.|
Hapymienust co cTopoHBI VLT TERVEA TEHDITVL- TE VUV
e — " qaCTOTa IMOBLINICHHUC dAKTUBHOCTH (PCPMCHTOB 1ICHCHU,
. HEN3BECTHA reraToTOKCUYHOCTh
YKEJTUEBBIBOJISAIIUX MyTEH
Hapymennst co cTOpOHBI
YacroTa 3yl KOXHBIX IOKPOBOB, MEIMKAMEHTO3HOE
KOXKH ©U  HOIKOXKHBIX
. HEU3BECTHA aKHe
TKaHel
Ha €HUsSI CO CTOPOHEI
pyIHeHs p Yacrora
MBIIIEYHOH, KOCTHOM U apTpanrus, 00J1b B CyXOXKHIIHASX
o HEN3BECTHA
COEIMHUTEILHON TKaHU
Hapymennst co cTOpoHBI Yacrora
IIOYEK U MOUYEBBIBOIAIINX TUIEPYPUKEMUS, HEPPOTOKCUIHOCTH
o S HEeUu3BECTHA pyp » Hep
nyTei
Ha €HUSI CO CTOPOHEI
eé) y:zl[ TUBHOM CI/ICIT)eMLI Hacrora rajjiakropes
PEHPOAYK HEU3BECTHA p
1 MOJIOYHBIX JKEje3
OTBpallleHHe K IIMIE, II0Teps alIeTUTa
O6mue wHapymeHnus u | Yactora P ’ p ’
¢debpmibHas Temmeparypa, MOKPACHEHUE IO
peaKkIy B MECTE BBEJICHUSI | HEU3BECTHA
XOJy IOJIKOXKHBIX BE€H
JlaboparopHbie u
Yacrora CHIDKEHHE KOHIICHTPAIIMM Kajdus B IUIa3Me
WHCTPYMEHTAJIbHBIE
HEU3BECTHA KpOBU
TaHHBIE
eTH

JlaHHbIe IO 0€30MaCHOCTH, MOJYYCHHbIC B KIIMHUYECKUX UCCIEIOBaHHMAX ¢ ydactueMm Ooiee 500
MAIUEHTOB JCTCKOT0 BO3pacTa (¢ poxaeHus 10 17 JeT), He yKa3bIBaloT, 4To Mpodmiis 6e30macHoCcTr
JMHE30JIM/A JUTS IeTed OTIIMYaeTcst OT mpoduiist 0€30macHOCTH JIJIsl B3POCIIBIX.

Coo011eHne 0 IMOI03PEBAEMBIX HEXKEIATEIbHBIX PEAKIINIX

BaxHo coo0marh O TMOJ03PEBAaEMBIX HEKENATENbHBIX peakIUsIX IOciIe perucTpanuu
JIEKApCTBEHHOTO Tperapara ¢ IeJbl0 00ecreueHus] HEMpPEePhIBHOIO MOHUTOPHUHTA COOTHOIICHHS
«T0JIb3a — PUCK» JIGKAPCTBEHHOTO TMpernapata. MeAUIMHCKUM paboOTHUKAM pPEKOMEHAYETCs
co00MIaTh O JIOOBIX MMOI03PEBAEMBIX HEKENATEIBHBIX PEAKIIMIX JIEKAPCTBEHHOTO IMperapara yepes
HAI[MOHATIbHBIE CHCTEMBI COOOIEHUS O HEXKENaTelIbHBIX pPEaKIUsIX TOCYIapCTB — UJICHOB
EBpazniickoro 5KOHOMHU4ECKOT0 COK3a.

Poccuiickan ®enepanus

®denepanpHas cayx0a o Haa30py B chepe 3apaBoOXpaHeHUS

Anpec: 109012, r. MockBa, CnaBstHCKas 1I0I1a/ib, 1. 4, cTp. 1

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

DnekTpoHHas nmoura: pharm@roszdravnadzor.gov.ru

Caiit B UH(GOPMaIMOHHO-TEIEKOMMYHUKAITHOHHOMN ceTu
http://www.roszdravnadzor.gov.ru/

«HTepHeT:!

4.9. llepeno3upoBka

CHUMIITOMBI
O cnydasix mepeao3upOBKU JTMHE30IUIa HE COOOIANoCh.
JleyeHune

PexoMenayercsi cuMnToMaTH4ecKoe JiedeHrne (B TOM YHCIe HEOOXOAUMO MOAIEPKUBATh CKOPOCTh
KIIy0oukoBOM (prbTpanun). HeT MaHHBIX OTHOCHUTENBHO YCKOPEHHUS BBIBEACHHS JTUHE30IUIA TPH
nepuToHealbHOM auanu3e win remornepdy3uu. Oxono 30 % 10361 BBIBOIUTCS B TE€UEHUE 3 4acoOB
MpY FEMOIUAIIN3E.
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ot 11.09.2025 N2 22795
5. PAPMAKOJIOTHYECKHUE CBOMCTBA (MOCNEOQOBATENEHOCTE 0001)

5.1. ®apmakoaMHaMHYecKHe CBOlicTBa

dapmakoTepaneBTUUECKas TPYIIA; aHTUOAKTEPUATIbHBIE CPEACTBA CUCTEMHOIO JCHCTBUS; APYTUe
aHTHOaKTepUalIbHBIEC CPE/ICTBA.

Koxg ATX: JO1XX08

MexanusM aeiicteus U hapMakoauHaMmuueckue 3 heKThI

Jlunesonuya, cUHTETMYECKUIl aHTHOAKTEpHANIbHBIM Mpenapar, OTHOCUTCS K HOBOMY KJjaccy
MPOTHBOMHUKPOOHBIX CPEJCTB, OKCA30JUJAMHOHAM, aKTHUBHBIX IN VIO B OTHOIIECHUH a’3pPOOHBIX
IPaMIIOJIOKUTEIIBHBIX OaKTEepHil, HEKOTOPBIX TIPaMOTPULIATEIbHBIX OakTepuil W aHa’pOOHBIX
MHUKPOOPraHu3MoB. JIMHE301MI CENIeKTUBHO MHTHOMpYeT CUHTe3 Oenka B OakTepusx. 3a cuer
CBSI3bIBAHUS ¢ OaKTepualbHBIMU PUOOCOMAaMHU OH MpeAOoTBpalaeT oopazoBanue (pyHKIIHOHATHHOTO
MHULMHUpYIoLIero komiuiekca 70S, KoTOpbIi ABIISE€TCS BaKHBIM KOMIIOHEHTOM IpOLiecca TPaHCIsALUN
P CUHTE3€ Oelika.

‘IyecmeumeﬂbHocmb

JluHe30mu 1 akTUBEH IN VItro u in vivo

['pammnionoxxkurenabHbIe a3POObI

Enterococcus faecium (Bxito4asi IITaMMbl, pE3UCTEHTHBIC K BAHKOMHIIUHY )
Staphylococcus aureus (Bkirouasi METUIMILIMHPE3UCTEHTHBIC IITAMMBI)
Streptococcus agalactiae

Streptococcus pneumoniae (BKIro4asi OJIMPE3UCTEHTHBIEC IITAMMBI)
Streptococcus pyogenes

Jlpyrue MUKpOOpraHU3MBbI

Mycobacterium tuberculosis

JIuHe30nmua aKTUBEH N Vitro

I'pamnionoxxurenbHbie a3pOObI

Enterococcus faecalis (Bkirouast mrraMMbl, pe3UCTEHTHBIC K BAHKOMHIIUHY)
Enterococcus faecium (mraMmbl, 4yBCTBUTEIIbHBIC K BAHKOMHUIIHHY)
Staphylococcus epidermidis (Bkirouast METHIIMIITMHPE3UCTEHTHBIE [IITAMMBI)
Staphylococcus haemolyticus

Streptococcus spp. rpymmst Viridans

['pamoTpunaTenbHbIe a3pOOBI

Pasteurella multocida

Pe3uncTeHTHBIC K THHE30JIMTy MUKPOOPTaHU3MBI

Haemophilus influenzae

Moraxella catarrhalis

Neisseria spp.

Enterobacteriaceae spp.

Pseudomonas spp.

Pesucmenmnocmo

MexaHu3M JEHCTBUS JMHE30JIMIA OTJIMYACTCS OT MEXaHM3MOB JEHCTBHUS MPOTUBOMUKPOOHBIX
MpenapaToB JIpPYrux KiIaccoB (HampuMep, aMHHOTJIIMKO3UIIOB, O€Ta-TaKTaMOB, aHTarOHHCTOB
¢dbonreBoll  KHUCIOTHI,  TJIMKOMENTHAOB,  JUHKO3aMHUIOB,  XHUHOJIIOHOB,  pU(AMHUIIMHOB,
CTPENTOrPAMUHOB, TETPAIMKIMHOB U XJIOpaM(EHHUKOJIa), TIOITOMY MEePEKPECTHON PEe3UCTEHTHOCTH
MEXKYy JIMHE30JIMA0M U 3TUMHM Ipernaparamy HE CylniecTByeT. JIMHE30/M] aKTUBEH B OTHOLICHUU
MAaTOr€HHBIX MHUKPOOPTaHU3MOB, KaK YYBCTBUTEIBHBIX, TAK U PE3UCTEHTHBIX K 3TUM IperapaTam.
Pe3uCcTeHTHOCTD 110 OTHOLIEHUIO K JIMHE30JIUY PAa3BUBACTCSH MEIJIEHHO IyTEM MHOTOCTaIUWHOU
myTamun 23S pubocomansHoit PHK 1 mponcxomut ¢ actoroi Meree 131079 — 1x1071L,
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COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 11.09.2025 N= 22735

(MOCNEOCBATENEHDCTE 0001)

5.2. dapMaKkoOKHHEeTHYECKHE CBOlicTBA

AOGcopOrms

[Tocne mpuema BHYTpPb JIMHE30JUT OBICTPO U MHTEHCUBHO BCACHIBACTCS M3 KETYJOYHO-KUIICYHOTO
TpakTa. MakcuMasbHas KOHIICHTPALUs JIMHE30JuAa B t1a3Me KpoBH (Cmax) — 21,2 MI/J1, cpeaHuii
MEePUO] BPEMEHH JI0 JOCTHKCHUS MAaKCUMAJIbHON KOHIIEHTpau# JInHe30uaa B KpOBH (TCmax) — 2 4,
abcomroTHast OMOIOCTYITHOCTH cocTaBisieT okoiio 100 %.

HpI/ICM IIUIIH HC BJIMACT HA BCACBIBAHUEC JIMHE30JIM/1A. PaBHOBecHas KOHIOCHTpAalM JIMHE30JIMaa B
KpPOBH JOCTUTaCTCA HA 2 JACHb IIpUucMa.

Pacopenenenune

OO0beM pacrpeneicHus JTHHE30IUAa IPH JOCTHKCHUH PAaBHOBECHOW KOHIICHTPAIIUU Y 3I0POBOTO
B3pPOCJIOTO YelioBeKa cocTaBiisgeT B cpeareM 40—50 J1, 9To NPUMEPHO PaBHO OOIIEMY COJCPIKAHHUIO
BOoAbI B opranm3me. CBs3bIBaHHE C OelKaMu IIa3Mbl KpoBH coctaBiisieT 31 % W He 3aBHCHUT OT
KOHIICHTPAIIMH JIMHE30JIM/1a B KPOBH.

Buorpancdopmarus

YcraHoBIIeHO, 4TO M30(epMEHTHI IuToXpoMa P450 He y4acTBYIOT B MeTabOJIM3ME JTHHE30IMaa IN
vitro. JluHe3onua HE HWHIHOMpYeT W HE TOTCHIHUPYET AaKTUBHOCTh KJIMHUYECKH, BaKHBIX
uzopepmentoB ruToxpoma P450 (1A2, 2C9, 2C19, 2D6, 2E1, 3A4).

MeTtaboanueckoe OKHCICHHE NPUBOAUT K OOpa30oBaHUIO JBYX HEAKTHBHBIX META0OJIHTOB —
TMJIPOKCUATWINIMLIMHA (OCHOBHOM MeTaboJMT y 4eloBeka, oOpa3yercss B  pe3yibTare
He(EepPMEHTAaTUBHOTO TIPOILIECCa) W AMHUHOITOKCHYKCYCHOW KHCIOTHI (0Opa3yercss B MEHBIIMX
KosnyecTBax). Takke ONMCaHbl Jpyrue HEAKTUBHBIE META0OIMUTHI.

OnUMUHALMS

BHemnoueuHslil KIMPEHC COCTaBIAET OKOJO 65 % kimpeHca nuHe3onuaa. C yBelIWYEHHEM 03B
JMHE30JIM/Ia OTMEYaeTCs HeOOJbIIasi CTEEHb HEMTMHEHHOCTH KIMpPEHCa. DTO MOXKET OOBSCHITHCS
CHIDKEHHEM TOYEUYHOTO M BHEMOYEYHOTO KIMpEHCa MPH BHICOKOW 03¢ nuHezonuaa. OgHako
pa3uuus KIMPEHCA HEBEITUKH U HE BIUSIOT HA KaXYITUICS TIEPUOJI ITOTyBbIBeIeHUs. JIMHE30U Y
MAIMEHTOB C HOPMAIbHON (PyHKIIMEH MOYeK U MPH MOUYEYHONH HEOCTATOUYHOCTHU JIETKOW U CpeHei
CTENEHH BBIBOJUTCS TMOYKAMH B BHJE THUApOKCHAITWINMIMHA (40 %), aMHHOATOKCHYKCYCHOMN
kucnotel (10 %) u B HemsmeHeHHoM Buae (30-35 %). Kumeuynukom BBIBOAMTCS B BUJE
TUAPOKCHATUATIIMIMHA (6 %) M aMUHOATOKCUYKCYCHOM KHUCIOTHI (3 %). B HeusmenéHHOM BHjE
JTUHE30JIU]] MPAKTUYECKU HE BHIBOAUTCS KHIIIEYHHUKOM.

[Iepuon nonyBsIBEICHUS JINHE30JIM1A B CPETHEM COCTABIIAET S—7 4.

IloyeyHass HEIOCTATOYHOCTh

[Tocne omHokpatHOro mnpuema 600 Mr mpemapara TMalMEHTaMH C TOKEIOH TOYEYHOU
HE/I0CTaTOYHOCTBhIO (KIUpeHC KpeaTMHMHA < 30 MIJI/MHMH) KOHIEHTpalus ABYX €ro OCHOBHBIX
MeTa0oJINTOB Bo3pacTayia B 7—8 pa3. OqHaKko yBEIWUYEHUS TUIOMIAH 10T KPUBON «KOHIIEHTPAIUS —
Bpems» (AUC) ucxomHoro npenaparta He HaOmoganock. HecMoTps Ha TO, 4TO MPH T'eMOJAUANIN3e
BBIBOJIUJIOCH HEKOTOPOE KOJMYECTBO OCHOBHBIX METa0OJIMTOB, UX KOHLIEHTPALUs B IJIa3M€ KPOBU
nocsie npuema 600 Mr JIMHE30aUAAa U NPOBEAEHUS MPOLEAYPHl IUaIN3a Yy MAlUEHTOB C TKEION
MMOYE€YHON HEJTOCTaTOUHOCTHIO OCTABAJIaCh CYIIECTBEHHO BbIIlI€ KOHIIEHTPAIMH B KPOBH Y MAIIUEHTOB
C HOpMaJIbHOM (pyHKIMEH oYeK, JeTKOM UIH CPEeHETSKENION MOYEUHOM HeI0CTaTOYHOCTBIO.

IleueHouHas HEAOCTATOYHOCTH

NmeroTcst orpaHuYeHHBIE TAHHBIE O TOM, UYTO y MAIIMEHTOB C JIETKON U CPETHETSIKENION eUeHOYHOM
HEJI0CTaTOYHOCTHIO (Kiacchl A u B o knaccuduxarun Yaitna-I1e10) hapMakoKMHETHKA JIMHE30M/Ia
U IBYX €T0 OCHOBHBIX METa0OJIUTOB HE U3MEHSETCS.
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o 1g(nin DB HOCTE Q001
dapMaKOKUHETUKA JIMHE30JIM/1a Y MAIIMEHTOB C TSXKEII0M Heqe'}%q}m}lﬁ{%" TJ%QE&hroTﬁkﬂacJC

COOTBETCTBYET ZKCNEPTHOMY OTUETY

o knaccudukanuu Yana-I1s10) He uzydanacek. OqHaKO, TOCKOIBKY TUHE30JIU] META0OIU3UPYETCS
He(epMEHTHBIM ITyTeM, TO HE OKUAAETCS 3HAUMMOTO HapYIICHUS €r0 MeTa0o0JIn3Ma NPy eYeHOYHON
HEJOCTATOYHOCTH.

JInIia moXua0ro Bo3pacra

VY NOXWIIBIX TAllMEHTOB B BO3pacTe 65 jeT u crapiie papMakOKMHETHKA JIMHE30JIM/1a CYIIECTBEHHO
HE U3MEHSEeTC .

Kenmumnel

VY xeHIMH 00beM pacrpeAeeHNs JIMHE301/1a HECKOJIBKO HUXKE, YeM y MY)KUMH; Y HUX TaKKe Ha
20 % cHuXeH cpeHU KIMPEHC MpHU pacueTe Ha maccy Teia. KoHneHTpanus npenapara B Iiasme
KPOBH KEHILMH BBILIE, YEM Y MY>KUYHH, YTO MOXKET OTYACTH OOBACHATHCS Pa3IMUUsIMHU MACChI Tela.
OpHako, NOCKOJIBKY MEPUOJL NOJYBBIBEICHUS JINHE30/IM/Ia Y MYKUMH U KEHIIHUH CYLIECTBEHHO HE
OTJIMYAETCS, HET MOBOJA 0’KUJATh IOBBIIICHUS KOHIIEHTPALMK IIpenapaTa B KPOBH KEHILMH BBIIIE
MEPEHOCUMOT0 3HAYEHUs, TAK YTO KOPPEKLIUH J103bI HE TpeOyeTCsl.

CTH

Y mnompoctkoB (12-17 ner) dapmakoknHeTHKa IMHE30JUIa, NMPUHATOrO B jo3e 600 mr, He
OTJIMYAJIaCh OT KMHETUKU Y B3pOCHbIX. TakuM 00pa3oM, NpU Ha3Ha4eHUW mnojapoctkam 600 mr
TUHE30JIMaa Kaxaple 12 4 KOHIEHTpalus mpermapata OyAeT TakoW ke, KaK y B3POCIBIX TpU
HA3HAYCHUH TOM KeE JT03bI.

6. PAPMAIIEBTUUECKHUE CBOMCTBA
6.1. IlepeyeHb BCIOMOraTeJibHBIX BElIECTB

[M'umponosa HU3KO03amenieHHast
KpocnoBunon

KpemHuust nMokcu1 KOJITTOUAHBII
I'mnponosa

Maruus creapat

[Inenounas obosnouyka Onanpai ® AMB II 6enbiii 88A 180040

[MonmuBununoBsiii ciimpt (E1203)

Tanbk (E553b)

Turana guoxcun (E171)

I'munieprna MoHOKanpuiokanpat (Tum 1)
Hatpus naypuicynbdar

6.2. HecoBmecTUMOCTH

He nmpumennmo.

6.3. Cpok rogHocTH (CPOK XpaHeHMs)

3 roxa.

6.4. OcoOble MepbI NPEAOCTOPOKHOCTH NIPH XPAHEHHH
XpanuTh 1Ipu Temneparype He Boime 25 °C.

6.5. XapakTep U cojep:KaHHe YIAKOBKH
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ITo 10 TabGneTok B 0aHKY M3 MOJMATUIICHA BHICOKOM ImOTHOCI';El 'c;' ;agﬁggﬂ%ifggrgﬁﬁlé;rlkgﬁhﬁﬁ&h

U3 TOJJHIIPONHUIICHA C OCYHIUTCIIEM HJIN oe3 HETO, C 38.H.[PIT01>1 oT I[GTCI\/’I U KOHTPOJIEM IICPBOIoO
BCKPBITHUA WUJIU 0e3 3alllUThI OT ,Z[eTeﬁ 1 KOHTPOJIS IIEPBOI'0 BCKPBITHUA.

ITo 1 6aHKe BMecCTe ¢ JIMCTKOM-BKIIAJIBIIIEM IIOMEMIAIOT B IMAYKY U3 KapTOHA.

6.6. OcoOble Mepbl MPEAOCTOPOKHOCTH NMPH YTHIU3ANUMN HCIOJb30BAHHOIO JIEKAPCTBEHHOI O
npenapara MM OTXO0J0B, MOJYYEHHBIX MOCJe NMPUMEHEHHs JIEKAPCTBEHHOr0 mpemnapara, u
Apyrue MAHMIYJISLMU € IPenapaTom

Oco0ble TpeOoBaHUs OTCYTCTBYIOT.

7. JEPKATEJIb PETUCTPAIIMOHHOI'O YOCTOBEPEHU A

Poccuiickas @enepanus

000 «<AMEJIAPT»

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 aiekTponHoii moutsl: info@amedart.ru

7.1. IlpeacraBuTeb AEpKATE/Is] PETHCTPAIMOHHOIO YA0CTOBEPEHUs!

[Iperensun notpeduTesell HaMpPaBIATh MO AAPECY:

Poccuiickas ®@enepanns

000 «<AMEJIAPT»

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

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

Anpec anexTpoHHO# outhl: info@amedart.ru

8. HOMEP (HOMEPA) PETUCTPAIIMOHHOI'O YAOCTOBEPEHUSI

9. KATEI'OPHUs OTITYCKA JIEKAPCTBEHHOI'O ITPEITAPATA

JlekapcTBEeHHBIN ITpenapaT OTHOCUTCS K KATETOPUH OTITYCKA 10 PELENTY.

OOmias xapakTepUCTHKa JIEKApCTBEHHOro mpemnapara JIMHe30in AOCTYIIHA B €JUHOM peecTpe
3apETUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB EBpa3miickoro »KOHOMHUYECKOTO COK3a M Ha
ouIHMaTEHOM caunTe YIOJIJHOMOYEHHOTO oprasa (axcnepTHOM OpraHHU3aIIH)
https://Ik.regmed.ru/Register/EAEU_SmPC.
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