COOTBETCTBYET 2KCNEPTHOMY OTYETY
ot 23.10.2024 N= 23855

UHCTPY KU MoCcnENOBATENBHOCTR 0001)

10 MEJJUIIMHCKOMY [IPUMEHEHUIO JIEKAPCTBEHHOT' O ITPEIIAPATA
3SUBAKCHAJINI®

PerncrpanuoHHblii HOMep:

Toprosoe HamMeHOBaHuUe: 3UBAKCUINT®

Me:xayHapo/iHoe HellaTeHTOBAHHOE WJIM IPYNIIMPOBOYHOE HAUMEHOBAHME: JINHE30JIU ]
JlekapcTBenHasi gopma: pacTBop A UHPY3Ui

Cocras JiekapCTBEHHOI'0 NIpenapara

eticmsyrowee gewjecmao:

JIMHE30JU] — 2 MT

Bcnomoeamenvhvie 6ewjecmea: Hatpus uutpara auruapar — 1,64 Mr, JuMOHHAsl KHCIOTa —
0,85 mr, nexctpo3bl MoHOTUAPAT — 50,24 Mr, BoJa IJIT MHBEKITUN — 10 1 Mt

Onucanme: mpo3payHblii OECLBETHBIN WM C KEITOBATO-KOPHUUYHEBATHIM OTTEHKOM PacTBOpP.
dapmakoTepaneBTHYeCKasl IPylIa: aHTUOAKTEpUaJIbHBIE CPEJICTBA CUCTEMHOIO JCHCTBUS;
Jpyrue anTubakTepralibHbIE CPECTBA.

Kox ATX: JO1XX08

dapMaKoJI0rHyecKue CBOMCTBA

Dapmakoounamuxa

Jlune3onua, CUHTETHYECKUN aHTUOAKTepuaIbHBIA IpernapaT, OTHOCHUTCS K HOBOMY Kjaccy
MIPOTUBOMHUKPOOHBIX CPEACTB, OKCA30JIMIUHOHAM, AaKTUBHBIX i1 Vitro B OTHOIIEHUU a’pOOHBIX
IPaMIIOJIOKUTEIbHBIX OaKTepHil, HEKOTOPBIX I'PaMOTPULIATENIbHBIX OaKTepuil M aHA’POOHBIX
MHUKPOOPraHu3MoB. JIMHE30JIU]T CEJIEKTUBHO MHTHOMPYET CHHTE3 Oeiika B OakTepusix. 3a cuer
CBA3bIBaHUA C  OakTepuadbHBIMU  puUOOCOMaMHM OH  MPEJOTBpamiaeT  oOpa3oBaHUE
(YHKIIMOHAIBHOTO ~ MHULMUpYIOIIero kKomiwiekca 70S, KOTOpbIM  SIBISIETCA  BaKHBIM
KOMITIOHEHTOM IIpoliecca TPaHCIISALUU IPU CUHTE3e OeKa.

‘Iyscmaumeﬂbuocmb

IIpenapar akTuBeH in vitro u in vivo

I'paMmosIoXuTEIBHEIE a3D0O0BI

Enterococcus faecium (BKI09asi TaMMBI, PE3UCTCHTHBIC K BAHKOMUIIHHY)
Staphylococcus aureus (BKIH0O9asi METUIMJUTMHPE3UCTEHTHBIC IITAMMBI )
Streptococcus agalactiae

Streptococcus pneumoniae (BKIIO4asi MOJUPE3UCTEHTHBIEC IITAMMBI)

Streptococcus pyogenes
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IIpenapart akTuBeH in vitro (MOCNEOQOBATENEHOCTR 0001)

I'paMmosIoXuUTEIBHEIE a3D0O0BI

Enterococcus faecalis (BKiltouasi ITAMMBI, pE3UCTEHTHbIE K BAHKOMULIUHY)
Enterococcus faecium (1uTaMMbl, 49yBCTBUTEIbHbIE K BAHKOMULIUHY)
Staphylococcus epidermidis (BKIIt04ast METUITMIUTMHPE3UCTCHTHBIC IIITAMMBI)
Staphylococcus haemolyticus

Streptococcus spp. tpynnsl Viridans

I'pamoTpuIaTEIBLHEBIE A3DO0EI

Pasteurella multocida

Pe3ucTreHTHBIE K JIUHE30/JIU1Y MUKPOOPTaHU3MbI

Haemophilus influenzae
Moraxella catarrhalis
Neisseria spp.
Enterobacteriaceae spp.

Pseudomonas spp.

Pe3ucrenTHOCTH

MexaHu3M JIeHCTBUS JIMHE30JIUAA OTIMYAETCd OT MEXAaHHU3MOB JEHCTBUS IMPOTUBOMHKPOOHBIX
[pernapaToB JPYTrUX KIaccoB (HampUMep, aMUHOTJIMKO3UAOB, O€Ta-JTaKTaMOB, aHTaroOHHCTOB
¢oneBOll  KUCJIOTHI,  IVIMKOMENTHAOB, JIMHKO3AMMJIOB,  XMHOJIOHOB,  pPU(PAMHIIMHOB,
CTPENTOrpaMUHOB,  TETPAUMKIMHOB U  XJIOpaM(EHMKOJIa), MO3TOMY  IEpPEKPECTHOU
PE3UCTEHTHOCTU MEXJy JIMHE30JIMJA0OM M STHUMM INpernaparaMu He cyulecTByerT. JIuHesonuy
aKTUBEH B OTHOIIEHMM I[aTOT€HHBIX MMKPOOPraHU3MOB, KaK UYYBCTBUTEIbHBIX, TaK U
PE3UCTEHTHBIX K 3TUM IpenaparaM. Pe3UCTEHTHOCTh 110 OTHOIICHUIO K JIMHE30JIMly pa3BUBaeTCA
MEJUIEHHO IyTeM MHoroctaguiiHo myrtauuu 23S pubocomanbHoit PHK u mpoucxoaut c
qacroroit meree 1 x 10°—1 x 107",

Dapmakokunemuxa

Abcopbyus

Cpennsissi makcumanibHasi KOHIEHTpaus (Cpax) ¥ cpenHsis MuHuMaibHass KOHUEHTpAUs (Cpin)
JIMHE30JIUJla B IUIa3ME€ KPOBHM B PAaBHOBECHOM COCTOSIHUHM I10CJI€ BHYTPUBEHHOTO BBEICHUS
IBak/bl B 1eHb B 03¢ 600 mr paBHsuch 15,1 mr/n u 3,68 mr/n coorBercTBeHHO. PaBHOBecHas
KOHLIEHTpAaLKs JUHE30Ju1a B KPOBHU JOCTUTaeTcs Ha 2 JeHb BBEACHUS IIperapara.
Pacnpeoenenue

O06beM pacnipeneneHus JIMHE30IUAa IPHU JTOCTHKEHUU PABHOBECHOM KOHIIEHTPALMH Y 3J0POBOTO

B3pOCJIOrO 4ejoBeka cocTaBisier B cpegHeM 40-50 1, 4To NpPUMEPHO paBHO oOOIIEMY
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COJIEpKAHHIO BO/IbI B opranu3me. CBsisbiBaHue £ OelKampy miIa3Mbl KPOBA-GOLTaBinTer, 3 q 1 He

3aBUCHUT OT KOHIIEHTPALUM JIMHE30JIM/Ia B KPOBU.
Buompancgopmayus

YcranosiieHo, 4To uzodepmenTsl nuroxpoma P450 He yyacTByrOT B MeTabOJIM3ME JMHE30IUIa
in vitro. JlunezonuJ He HMHrUOMPYET M HE MOTEHIMPYET AKTUBHOCTb KIMHMYECKHU Ba’KHBIX
m3odepmentoB nuToxpoma P450 (1A2, 2C9, 2C19, 2D6, 2E1, 3A4).

Metabonnueckoe OKHCIEHHE MPUBOAUT K OOpa3oBaHUIO JBYX HEAKTUBHBIX META0OJIUTOB —
TUAPOKCUATUIATIMIMHA (OCHOBHOM MeTaboiMT y ueloBeka oOpa3yercs B pe3ynbTare
He(epMEHTATUBHOIO MpOIecca) U aMUHOAITOKCUYKCYCHOM KHCIOTHI (00pazyeTcsi B MEHBIIMX
KoJnuecTBax). Takxke onucaHbl Jpyrue HEaKTUBHbIE META0OJUTHL.

Onumunayus

Brenoueunslit kmupeHc coctaBisieT 0koJjio 65 % knupenca imHe3onuaa. C yBeTUYCHUEM 03B
JUHE30JIUJja OTMEYaeTcsl HeOosblllasg CTENeHb HEeIMHEWHOCTH KIMpPEHCa. OTO  MOXKET
OOBSACHATHCS CHW)KEHMEM I[I0YEYHOTO0 M BHEMOYEYHOro KJIMpPEHCAa NpH BBICOKOH /103€
nuHe3onuaa. OnHaKo pa3iauuus KIMPEHCA HEBEIUKUW W HE BIUSAIOT Ha KAXKYLIUMHCS NEpUO]
MIOJTYBBIBE/ICHUS.

Jlune3onu y MalveHToOB ¢ HOPMaJbHOM (yHKIMEN MOuYeK W MpU MOYEYHOM HEIOCTATOYHOCTH
JETKOM M CcpelHEed CTEeNeHM BBIBOJUTCS NOYKaMU B BHJEe TuapokcudTwirmuuuHa (40 %),
aMuHO3TOKCHMYyKcycHOM kucioTel (10 %) u B HemsmenenHom Buje (30-35 %). Kumeunukom
BBIBOJIUTCS B BUJI€ TUAPOKCHATHIITIIHIINHA (6 %) 1 aMUHOATOKCUYKCYCHOM KUCIOTHI (3 %).

B HensMeHeHHOM BUJie TMHE30JIU]] IPAKTUYECKU HE BBIBOJUTCS KUILIEUHUKOM.

[Tepuon nmomyBeIBEICHUS JTUHE30JIMIA B CPEAHEM COCTABISAET S—7 4.

DapmakoKunemuKa 6 0coObIX 2Pynnax nayueHmog

Iloueunas nedocmamounocmo

[Tocne omHOkpatHoro mpuema 600 Mr mnpemapara MaMEHTAMH C TSHKEJIOW TIOYEYHOM
HEJ0CTAaTOYHOCThIO (KJIMpeHC KpeaTnHuHa < 30 MIJI/MUH) KOHLEHTpAlUs IBYX €ro OCHOBHBIX
MeTaboJIUTOB BO3pacTasia B 7—8 pa3. OpHako yBelIMUYEHUS IUIOLAAM MOJ KPHUBOM
«xonneHTpamnusi-Bpems» (AUC) ucxomuoro npemnapara He Habmonanock. HecmoTpst Ha TO, 4TO
IpU TEeMOJMANIM3€ BBIBOJMUIOCH HEKOTOPOE KOJMYECTBO OCHOBHBIX META0OJIUTOB, HX
KOHLIEHTpalus B IU1a3Me KpoBu mociie npuema 600 Mr jMHe30auga U MPOBEACHUS MPOLETypbl
IMan3a y MalMeHTOB C TSHKEJIOW MOYeYHON HEe0CTaTOYHOCThIO OCTaBaJIach CYLIECTBEHHO BhIIIE
KOHLEHTpAallMK B KpPOBU Yy TMAaLMEHTOB C HOPMAJIbHOM (YHKIMEH TMOYeK, JIETKOH WiIH
CPEIHETSKENION IOYEYHON HETOCTaTOYHOCTBIO.

lleuenounas nedocmamouyHocmo

NmeroTcs orpaHUnYeHHbBIE JAHHBIE O TOM, YTO Y MAIIMEHTOB C JIETKON U CPETHETSHKENION EUeHOYHOM
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HEJI0CTaTOYHOCThI0 (Kiaccel A u B 1o cenuganmn rHaiing-IE0) L hapMakoxkmHeTHKa

JUHE30JIUJJa U JBYX €ro OCHOBHBIX MeTabOIMTOB He u3MeHseTcs. {DapMaKOKHMHETHKA
JUHE30JIuJja Yy TMAlHUEeHTOB C TsDKEIOW IIeYeHOYHON HenocTaroyHocThio (kmacce C  mo
knaccuukanuu  Yainna-Ilero) He  m3ywamack.  OpHako,  TOCKOJBKY — JIMHE3OJIU]]
MeTaboau3upyeTcs: HEPEepPMEHTHBIM IyTeM, TO HE OXHUAAETCA 3HAUYMMOIO HapYILEHHUs €ro
MeTaboau3Ma Ipy MeYeHOYHON HeA0CTaTOYHOCTH.

Jluya noorcunozo eo3pacma

VY noxuiplX MaUMEHTOB B Bo3pacTe 65 jer u crapuie (apMakOKMHETHKA JIMHE30Jua
CYLIECTBEHHO HE U3MEHSETCS.

Tayuenmul dcenckozo nona

VY jKeHIIUH 00beM pacrpeiesieHus MpenapaTra HeCKOJIbKO HIKE, YEM Y MYXYHH, Y HUX TaKXKe Ha
20 % cHuXEH CpelHUM KIMpEHC Ipu pacdyere Ha Maccy Tena. KoHueHTpauus mpemaparta B
MJ1a3M€ KPOBU KEHIIMH BBIIIE, YeM Y MY)KYHMH, YTO MOKET OTYACTH OOBSICHATHCA PA3IUUUSIMH
Macchel Tena. OJIHaKo, MOCKOJIbKY MEPHOJI MOTYBBIBEACHUS JUHE30JUAa Y MYKYUH U JKEHIIUH
CYLIECTBEHHO HE€ OTJIMYAeTCs, HET MOBOJA OKUIATh IMOBBIIICHUS KOHIEHTpPALMU Mpenapara B
KpPOBU >KEHIIUH BBILIE IEPEHOCUMOT0 3HAYEHHUSI, TAK YTO KOPPEKLIUHU J03bl HE TpedyeTcs.

Jlemu

VY moapoctkoB (12—-17 ner) dapmakokmHeTHKa JWHE30JUIa, TpuHATOro B go3e 600 mr, He
OTJIMYaJlach OT KUHETUKU y B3pocibIX. TakuM oOpazoM, npu HazHaueHUHU noapoctkam 600 mr
JUHE30JIMa Kaxable 12 4 KOHIEHTpanusl npernapara OyAeT Takod e, KaK Y B3pOCHbIX MPHU
HAa3HAYECHHUH TOM K€ J03BI.

VY nereit B Bo3pacte OoT | Hemenmu a0 12 jmeT mpuMeHeHHe auHE30Haa B 1o3e 10 mr/kr
€XKEJITHEBHO KaXKJble § 4acOoB MO3BOJISET JOCTHYb TOHM K€ 3KCHO3UIMH, YTO M Y B3POCIBIX IPU
npumenennu 600 Mr JTMHE30JIM/1a JBA pa3a B JICHb.

Y HOBOPOXJECHHBIX CHUCTEMHBIM KIMPEHC JIMHE30JIMJa ObICTPO HApacTaeT B TEUEHHUE IEpBOM
HeJeNu >KU3HU (M3 pacdeTra Ha Kr Macchl Tena). Takum 0o0pa3om, Mpu Ha3HAYCHHH B JI03€
10 Mr/kr Kaxapie 8 4 MakCMMallbHas AKCIIO3HIIUS JIMHE30Juaa OyAeT JOCTUTaThCsl y peOeHKa
MEPBBIX CYTOK >KM3HU ObICTpee B MEPBBIM JieHb mocie poxkiaeHus. OaHako H30bITOYHOIO
HAKOIUIEHUsI IIperapaTa B IEpBYIO HEJENI0 MIpHUeMa MpH TaKoM cxeMe Ha3HAaueHMsI BCE paBHO HE
MIPOU30UJIET B CBSI3U C OBICTPBHIM YBEJIIMUEHUEM KIMPEHCA.

Iloxka3aHusi K NPUMEHEHH IO

3UBAKCUJIN/I® mokasaH K NPUMEHEHHIO y B3POCTBIX M ACTEH IS JedeHHs HH(EKIMOHHO-
BOCIHAIUTEIbHBIX 3a00JIEBaHMM, €CJIM HM3BECTHO WJIM I[0JI03PEBACTCS, YTO OHU BBI3BAHBI
YyBCTBUTEJbHBIMM K JIMHE30JUAY a’pOOHBIMU U aHa’pOOHBIMU TI'PaMIIOJIOKUTEIbHBIMU

MUKpPOOpraHu3MamHu (BKiItouas ”HQEKL U, COPOBOXKAAIOIINECs OaKkTepueMueit):
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— BHEOOIBbHUYHAS ITHEBMOHNA, BbI3BaHHAas1 Sl‘(mj@_’_c’qgﬂg B Lprenmopiaer 5, nggrﬁpqaﬂ

MOJIMPE3UCTEHTHBIC IITAMMBI), BKJIIOYasi CIydaW, COMPOBOXKIAIONIUECS OaKTepUEeMHEH, WU
Staphylococcus aureus (TOJBKO METHITUUIMHYYBCTBUTEIBHBIC IIITAMMBI);

—  TOCHHTAJIbHAs  THEBMOHHUS, BbI3BaHHAs1  Staphylococcus — aureus (BKITFOUAST
METULWUIMHYYBCTBUTENIbHbBIE M METUIMIIMHPE3UCTEHTHbIE IITAMMbI) WIH Streptococcus
prneumoniae (BKJIIOYas MOJIUPE3UCTEHTHBIE IITAMMBI);

— OCJIO)KHEHHble MHQEKUUU KOXKM W MITKUX TKaHel, BKiIodas WHQEKUUH IPU CHUHAPOME
n1a0eTH4YEeCKOW CTOIBI, HE CONMPOBOXKIAIOIIUECS OCTEOMUEIMTOM, BbI3BaHHBIE Staphylococcus
aureus (BKJIIOYass METHULWUIMHYYBCTBUTEIbHBIE U METULMUIMHPE3UCTEHTHBIE IIITAMMBI),
Streptococcus pyogenes wiu Streptococcus agalactiae;

— UH(EKIY, BbI3BAaHHbIE PE3UCTEHTHBIMU K BAaHKOMULIMHY Enterococcus faecium, B TOM 4ducie
COIMPOBOXKIAtOIIMECsS OaKTepHUEeMHEH.

IIpn onpenenenuun, sABISIETCS U 3UBAKCHJINJI® moaxosimuM JiedeHHeM, cienyer
[PUHUMATh BO BHUMaHHUE pe3yJbTaThl MUKPOOHOIOTMUECKUX UCCIeI0BaHUN WM MH(OPMALIUIO
O paclpoCTPaHEHHOCTU PE3UCTEHTHOCTH K aHTUOaKTepUaJbHBIM IIpernaparaMm Cpenu
IPaMIIOJIOKUTEIbHBIX OaKTEPHIl.

JIune3onu He aKTUBEH NPOTUB UH(EKINI, BHI3BAHHBIX IPaMOTPULIATEIbHBIMU TATOT€HAMHU.
[Ipu momo3peHuu WM MOJATBEPXKJIEHUU IPaMOTPULIATEIbHBIX NATOM€HOB JOJDKHA ObITh HayaTa
crenuguueckas Tepamnus NpOTUB IrPaMOTPHULATEIbHBIX MUKPOOPTaHU3MOB.
IIpoTruBonokazanus

['unepuyBCTBUTENBHOCTh K  JIMHE30JMAY WJIM  JAPYTUM  KOMIIOHEHTaM  IIperapara.
OpHOBpeMEHHBIN MPUEM JIMHE30JIMJla C MpernaparaMy, WHIMOUPYIOIIMMU MOHOAMUHOKCH/Ia3bl
(MMAO) A wiu B (manpumep, denensuH, n30kapOookcasu, ceaeruint, MOKIOOeMI ), a TakKe
B TEUEHHUE JIBYX HEJENb Tociie npekpamieHus npuema MMAO.

[Ipu oTcyrcTBHUM THIATENBHOTO HAOMIOJAEHMS 3a MAlUMEHTaMH M MOHUTOPUHIA apTepUaIbHOIro
JIABJICHUS HE CJelyeT Ha3HayaTh JIMHE30J ML

— TAalMeHTaM C HEKOHTPOJUPYEMOW apTepuanbHON TrunepreH3uel, (HeoXpoMOIUTOMOM,
TUPEOTOKCHUKO30M, KapLUHOUTHBIM CUH/IPOMOM, OUIOJISIPHBIM paccTpoiicTBoM,
1130apHEKTUBHBIM PACCTPONCTBOM U OCTPBIM COCTOSIHUEM CIIYTAaHHOCTU CO3HAHMS;

— TalUeHTaM, MOJyJalollMM CJEIYIOIIUe TUIIBI IpernapaToB: aJpPEHOMUMETHKU (Hampumep,
nceao3denpus,  QeHunnmponaHojaMuH,  dNUHEDPUH,  HOpPANHMHEPPUH,  J0OYTaMHH),
nohaMUHOMUMETHKHY (Hampumep, Ao(amMuH), UHTHOUTOPHI OOpAaTHOrO 3axBaTa CEPOTOHHMHA,
TPULMKINYECKUE aHTuenpeccanTbl, aroHuctsl 5-HT1 peuentopoB (TpunTaHsl), MeNepuANH

i OyCrUpOH.
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C 0cTOpOKHOCTHIO (NOCNEOCBATENEHOCTL 0001)

llayuenmol ¢ noueunou HeOOCMamMoOYHOCMbIO

BenenctBue HeW3ydeHHOW KIIMHHUYECKOW 3HAYMMOCTH JIBYX TEPBHYHBIX METaOOJIHMTOB
JMHE30JIUJIa Yy TAIlMeHTOB C TSKEIONM IMOYEYHOW HEIOCTATOYHOCTBIO, JIMHE30JIUJ JOJDKEH
HCII0JIb30BAThCS C OCTOPOKHOCTHIO Y TAKUX MAI[UEHTOB, U TOJIBKO €CJIH MpeAroaraeMas rnoJjb3a
MPEBHIIAET TMOTEHIMANBHBIA PUCK. Takke HET MaHHBIX IO NMPUMEHEHHWIO JIMHE30JHIa Y
MAIMEHTOB, HAXOJIIIUXCA Ha aMOylTaTOPHOM TIEPUTOHEATHHOM JHANN3E WU JPYrUX
IbTEPHATHUBHBIX METO/IaX JICUCHUS TIOYCYHON HEJOCTATOYHOCTH.

llayuenmol ¢ neuenHoyHol HeOOCMAamo4HOCMbIO

HmeroTcst orpaHNYeHHbIE KIIMHUYECKUE JaHHBIC, PEKOMEHIYIONINE MCIIOIb30BaTh JIMHE30IUI Y
TakUX [allMeHTOB TOJBKO B TOM Cllyyae, €CIM MpeArojaraeMas IoJib3a IPEBBILIACT
MOTEHIIMAIbHBIN PUCK.

Tayuenmol ¢ cucmemubiMu UHGeKYuIMU

Jlune3onua JOJKEH HCIOJB30BATBCA C OCTOPOKHOCTBIO Yy MAlUEHTOB C CHCTEMHBIMHU
WHQEKIUAME, TPEACTABISIONUMEI PUCK U JKU3HHM, TaKUMU KaK WHQEKINH, CBS3aHHBIC C
BEHO3HBIMH KaT€TEPaMU B OT/ACICHUSX NHTCHCUBHOM TEpaIuy.

IIpumenenne npu 6epeMeHHOCTH U B MEPHO IPYIHOT0 BCKAPMJIMBAHUS

HccnenoBanuii 0e30macHOCTH MPUMEHEHUS JIMHE30/IM/1a MpU OEpeMEHHOCTH HE MPOBOIMIIOCH,
MO3TOMY INPUMEHEHHE Ipernapara SUBAKCUIN® mpu OEPEeMEHHOCTH BO3MOXKHO TOJBKO B
cllydae, €ciM IpejroJiaraemMasl 1oJjib3a OT Tepanuu JJIs MaTepu MPEBOCXOIUT NOTEHLUAIbHBIN
PHUCK AJIs TUI0Ja.

HewsBecTHO, BBIACISCTCS JIM JIMHE30JIU C TPYAHBIM MOJIOKOM KOPMSIIMX KCHIUH, MO3TOMY
CIIEyeT MPEKpPaTUTh TPyJHOE BCKAapMIIMBAHHE NPU HA3HAYCHHWU TpenapaTa MaTepd B MEPHOM
JIaKTaIUH.

Cnoco0 npuMeHeHHus1 U 103b1

Jlunezonua cnenyer NPUMEHSATh TOJIBKO B YCIOBUSAX CTAallMOHApa U IOCIE KOHCYJIbTAlMH C
COOTBETCTBYIOIIUM CIEIUAIMCTOM, TAKIM KaK MHUKPOOHOJIOT HITH CHIEIUAUCT 10 MH(PEKIIMOHHBIM
3aboneBanmsM. [Ipermapar HazHadaeTcss B BHJE BHYTPUBEHHOH MH(Y3MH TPOJIODKHTEIBHOCTHIO
30-120 muHyT.

Tonbpko I OJHOKpAaTHOTO NpuMeHeHus. M3Biekure OyTHUIKY WM (DIAKOH M3 TAuKW/SIIHKA
HEMOCPEJICTBEHHO Mepe]] IpUMEHEHMEM IIpernapara, 3areM [poBEepbT€ Ha  HaJIU4He
HE3HAaUYMTENbHBIX MpoTeYeK. B cilyuae nmporedyek He UCMOIB3YiTE OYTHUIKY ((PJIaKOH), TOCKOJIBKY
CTEPHIILHOCTh MOXKET OBITh HapynieHa. Heo0Xo1MMo BBITIONHUTE BU3YAIBHYIO TPOBEPKY PaCTBOPA
nepe] IpUMEHEHHUEM, CIIETYeT HCIOJIb30BaTh TOJIBKO MPO3pauyHble pacTBOPHI 0€3 MEXaHMYECKUX

BiitoueHnd. He ucnonb3yiite OyTbuiku ((uiakoHBI) B MOCIEAOBATEIbHBIX cOeIUHEHUAX. He
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II0/ICOC/IMHSATE MOBTOPHO YACTHYHO HCIONBBOBAHHBIE] Oy THIIEM £ ((rrarQHsD):— Banpengaercs

MOCJIEI0OBATEbHO COCIUHATh HH(QY3UOHHBIE OyThUIKM ((IakoHBI) U J00aBISATH ApYyrue
npenaparbl K pactBopy ais uHOY3uid. Ecnu HeoOXoauMo BBOAUTH JIMHE30JHA C APYrUMH
mpernaparaMy, TO BCE JIEKapCTBEHHbIE CpEACTBA CIEQyeT Ha3HayaTb II0 OTJEIBbHOCTU B
COOTBETCTBUHU C PEKOMEH]IyEeMBbIMU J103aMH U IYTSIMU BBEACHHUSA. AHAJIOTMYHBIM 00pa3oM, €ciu
OJIUH U TOT € BHYTPUBEHHBIN KaTETep HCIOJIL3YIOT JJIsl MOCIIE0BATEIbHON HHDY3UH pa3IuyHbIX
[pernapaToB, TO IEpe] BBEAECHUEM JIMHE30JIMJa M IOCIE€ HEero KareTep CjeayeT IPOMBITh
COBMECTUMBIM pacTBOpoM st uH(py3ui. C MHUKpOOMOJIOIMYECKOW TOYKM 3pEHHusi, 3a
UCKJIIOYEHUEM CJIy4aeB, KOTJa METOJ BCKPBITHS MpPErylNpekIaeT PUCK MHKPOOHOJIOTHYECKOTO
3arpsA3HEHUs, Ipernapar cleAyeT HCIOJIb30BaTh HeMeaaeHHO. Eciu oH He ObUl HeMeIeHHO
UCIOJIb30BaH, OTBETCTBEHHOCTh 32 BPEMsI U YCJIOBUS XpPaHEHUSI IO MOMEHTA MCII0JIb30BaHUs HECET
MI0JIb30BATEb.

Jlunezonua Uil MHBEKUUH (QapMalleBTUYECKH HECOBMECTHM CO CJEAYIOIIMMU IpernapaTamMu:
ampotepuriua B, xmopmpomaszuH, auazenaMm, (EHHTOMH, SPUTPOMHIIMHA JIAKTOOMOHAT,
KO-TPUMOKCA30J1 (TPUMETONPHUM + CylIb(paMeTOKca30d), ie(pTpruakcoH, IEHTaMUIMHA U3€THOHAT.
Cosmecmumvle pacmeopwvi 0151 uHGY3ull.

— 5 % pacTBOp AEKCTPO3BI JIsI UHBEKIIAM;

— 0,9 % pacTBOp HaTpUA XJIOPUIA IJIs1 MHBCKIUH;

— pacTBOp PuHrepa nakraT A HHbEKIUH.

[TanmeHToB, KOTOPBHIM B Hayajle Teparuy Mpenapar Ha3Havyaal BHYTPUBEHHO (B/B), B aIbHEHIIIEM
MO’KHO IEPEBECTH Ha JII00YI0 JIEKapCTBEHHYIO (opMy Iperapara sl IpueMa BHYTPb, IPU 3TOM
noa0op 103kl HE TpeOyeTcs, T.K. OMOAOCTYIMHOCTh JIMHE30JIUIAA TIPH MPUEME BHYTPh COCTaBIISIET
100 %. IlpomomKHUTENbHOCTh JIEUEHUS 3aBUCUT OT BO30YAUTENS, JIOKATIU3AUU M TSHKECTH
MH(EKINH, a TAaKXKE OT KIMHIUIECKOTo ddeKra.

Bapocavie u oemu (12 nem u cmapuie)

[Tokazanwus (BitOUast MHGEKIMH, CONTpoBOXKAaromuecs | PasoBas mo3a Pexomenyemas
OakTepreMuein) MPOJOJHKUTETBHOCTD
JICYCHUS
— BHEOOJTbHUYHAS ITHEBMOHHS, BBI3BaHHAs

Streptococcus pneumoniae (BKIIOUYasi TIOJUPE3UCTEHT-
HbIC IIITAMMBI), BKJIIOYAs CIIy9aW, COIPOBOXKIA-
omuecst Oakrepuemueit, unu Staphylococcus aureus
(TOTBPKO METUIIMJUTMHIYBCTBUTEIHHBIC IIITAMMEI ),

— rocnuTajbHas ITHEBMOHHS, BeI3BaHHAsA | 600 mr B/B 10—14 nmeit
Staphylococcus  aureus (BKIIOYas  METHIIWUIMH- | Kaxnpie 12 q
qyBCTBHTEIHHBIC " METHITWLTUHPE3UCTCHTHBIC

HITaMMBbl) WK Streptococcus pneumoniae (BKIIOYast
[IOJINPE3UCTEHTHBIE IIITAMMBI);

— OCJIO’)KHEHHBbIE MH(EKINN KOXU U MATKUX TKaHeH,
BKJIIOYass MH(EKIMN IpU CHHIPOME AHabeTHUeCKON
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CTOMNbI, HE CONPOBOXKJIAIONIMECS OCTEOMUENUTOM, [ TEAOBATENEHOCTE 0001)

BBI3BaHHBIE  Staphylococcus — aureus — (BrtoHas
METHIWUTMHIYBCTBUTCIIBHBIE W METHIWILTHHPE3HC-
TEHTHBIC IITaMMBbI), Streptococcus pyogenes WU
Streptococcus agalactiae

— wH(QEKIWH, BBI3BaHHBIE  PE3UCTCHTHBIMH K
BaHKOMHIIMHY Enterococcus faecium, B TOM 4YHCIE
CONPOBOXKIArOIIMECs OaKTepueMuen

600 mr B/B 14-28 nuei
Kaxxaple 12 9

Jlemu (Hosopodtcoennvie™® u demu 0o 11 nem)

[Tokazanwms (BitOUast nHGEKIMH, CopoBoXAaromuecs | PasoBas mo3a Pexomenyemas
OakTepreMuein) MPOJOJHKUTETBHOCTD
JICYCHUS
— BHEOOJTEHUYHAS ITHEBMOHHUS, BBI3BaHHAas

Streptococcus pneumoniae (BKIIOYasi MOJINPE3UCTEH-
THBIE [ITAMMBI), BKJIIOYasi CIIydad, COIPOBOXKIA-
romuecst Oakrepuemueit, unu Staphylococcus aureus
(TOTBPKO METUIIMJUTMHIYBCTBUTEIHHBIC TIITAMMEI);

— roCIUTaIbHas ITHEBMOHWUS, BBI3BaHHAs
Staphylococcus  aureus  (BKIIOYas  METHIUUINH-
qyBCTBHTEIIHHBIC " METHIMJUIHHPESHCTEHTHBIE |\
mTaMMBbl) WIH Streptococcus pneumoniae (BKIIOUYas 10—-14 nueii
MTOJIMPE3UCTEHTHBIE IIITAMMBI ), KKIEIE 8 1
— OCJIO’)KHECHHBIC MH(DEKIIMM KOXHU W MATKUX TKaHEH,
BKJItOYass MH(EKIUU IPU CHHIPOME AHa0eTHUeCKOn
CTOIIBI, HE COMPOBOXKIAIOUINECS OCTEOMHEIUTOM,
BBI3BaHHBIE  Staphylococcus — aureus — (BKIIOUas
METHIWUTMHIYBCTBUTCIIBHBIE W METHIMILTHHPE3HC-
TEHTHBIC IITaMMBbI), Streptococcus pyogenes WU
Streptococcus agalactiae

— wH(QEKIWH, BBI3BaHHBIE PE3UCTCHTHBIMH K 10 Mr/xr B/8
BaHKOMUIIUHY Enterococcus faecium, B TOM 4YuCIE 14-28 nueii
COTIPOBOXIAIOITHECS OaKTeprueMuen Kax/ple 3 o

* Y HeIOHOIIIEHHBIX HOBOPOXKJICHHBIX B BO3pacTe MeHee 7 Hel (OepeMeHHOCTh MeHee 34 Heelb)
CUCTEMHBI KIUPEHC JIMHE30JMJa HWKE, a 3HAYCHUS YBEIMYCHHS IUIOMAAA TOJ KPUBOU
«xonmneHtparusa-speMs» (AUC) Briiie, yeM y OOJILITUHCTBA HOBOPOXKICHHBIX U Aerei. K 7 mHio
mociie poXKJIeHHs KiupeHc JmHe3omuaa u 3HadueHus AUC y HEIOHOIICHHBIX HOBOPOXK/ICHHBIX
MpHOTIKACTCS K TAKOBBIM Y JIOHOIIICHHBIX HOBOPOJKJICHHBIX  JICTEH.

Tayuenmul noxxcunoeo éospacma: KOppeKUus 103bl HE TpeOyeTcs.

Hayuenmol ¢ napywenuem ¢yHkyuu nouex: KOpPpeKUUsl J03bl He Tpedyercst (CM. Mmojapas3zien
«DapMaKOKHHETHKA B OCOOBIX T'PYIIIAX MAaMEeHTOBY» U pasnen «C 0CTOPOKHOCTHION). B cBs3M ¢
TeM, uto 30 % nuHe30MIa yaaaseTcs Mpy reMoIMain3e B TeUCHHE 3 4acoB, JIMHE30JIU TOJIKEH
MIPUHUMATHCS TIOCTIC POBEICHUS JUAJIH3a MAIlUeHTaM, HY)KIAFOIINMCS B HEM.

layuenmol ¢ napywenuem @ynkyuu neuexu: KOPPEKUMs J03bl HE TpeOyeTcs (cM. mojapaszaen

«PapMaKOKMHETHKA B OCOOBIX IPyIIax NalueHToB» U pazaen «C 0CTOPOKHOCTBION).
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Iobounoe neficreue (MOCNEOOBATENLHOCTE 0001)

Hexenarenbusle peakuuu (HP) crpynnmupoBaHbl 1O CHUCTEMHO-OpPraHHBIM — KjlaccaM B
cooTBercTBUU co cinoBapeM MedDRA u uactotoit pazsuruss HP BO3: ouens yacro (= 1/10),
gacto (> 1/100, HO < 1/10), Hewacto (= 1/1000, Ho < 1/100), peaxo (= 1/10000, vHo < 1/1000),
oueHb peako (< 1/10000), vacrora Hem3BecTHa (Ha OCHOBAHUM MMEIOIIUXCS TAHHBIX OIEHUTH
HEBO3MOJKHO).

HexenarenbHble BIEHMS, CBSI3aHHbIE C MPUEMOM JIMHE30JIMa, ObIBAIOT OOBIYHO JIETKOW WM
CpelIHell CTeneHW BbIPAKEHHOCTH. Yalie OoCTaJbHBIX OTMEYaloTCs Auapesi, rojioBHas O0Jib,
TOIIIHOTA, PBOTA.

B3pocnvie nayuenmor

HUnghexyuu u uneasuu: 4acTo — KaHAKUI03 (B TOM 4YMCIE, KaHAMJI03 MOJOCTH PTa, BarHAIbHbBIN
KaHJUA03), TpUOKOBble HH(MEKIMH; HEYacTO — BaruHUT, pPEIKO — KOJHUT, BBI3BAHHBIN
MPUMEHEHHEM aHTUOMOTUKOB (B TOM YHKCJIE I1CEBIOMEMOPAHO3HbBIN KOJIUT)*.

Hapywenus co cmoponvl kpoeu u aumgpamuyeckoii cucmemsl: 4acT0 — TPOMOOLUTONEHUS ™,
aHEeMUS™*; HEYaCTO — MAHIUTONCHUSA™; JEHUKOTEeHUA™, HEUTPONEeHHs, 03MHO(PIIHSI; PEIKO —
cuzaepoOiacTHas aHeMus™, yacToTa HEM3BECTHA — MUEJIOCYyIIpeccus ™.

Hapywenus co cmoponvl ummyHHoU cucmemsl: peako — aHaduIakcus™®.

Hapywenus memabonuzma u numanus: He4acTo — TUIIOHATPUEMHUS; PEJKO — JIAKTOALUI03 ™.
Ilcuxuueckue HapyweHus: 4acTo — OECCOHHUIIA.

Hapywenus co cmoponvl HepeHou cucmembl: 4acTO — TOJIOBHas 00Jb, TOJOBOKPYKEHHUE;
HeYyacTo — cynoporu®, mepudepuueckas HeWponaTus™®, HW3MEHEHHE BKYCOBBIX OLIYIICHHH,
TUIOCTE3Us, HapeCTe3Us; YaCTOTa HEM3BECTHA — CEPOTOHUHOBBINA CUHAPOM.

Hapywenus co cmoponvl opeana 3peuus: HEYaCTO — HEWpOMATHUsS 3pUTEIBHOTO HepBa*,
3aTyMaHEHHOE 3peHue™; peKo — MOosBICHUE Ne()EKTOB IMOJEH 3peHus™; YacToTa HEM3BECTHA —
HEBPUT 3pUTENBLHOTO HepBa™, mMoTepsl 3peHHs™, U3MEHEHHE OCTPOTHI 3pPEHUS®, HW3MEHEHUE
IIBETOBOTO 3PCHHS*.

Hapywenus co cmoponwvl opeana cnyxa u 1abupunma: HE4aCTO — 3BOH B yILIaX.

Hapywenus co cmoponwvl cepoya: He4acTo — apuTMus (Taxukapus).

Hapywenus co cmoponwsl cocy0og: 4acTO — IMOBBIILIEHUE apTEPUATBHOTIO JIaBJICHUS; HEYAaCTO —
TpaH3UTOpHAs UIIIEMUYeCcKas aTtaka, Gedut, TpoMOohaeouT.

Kenyoouno-kuweunvie HapyuwieHus: 4acTo — pBOTa, AUApes, TOIIHOTA, JOKAJIW30BaHHAS WJIU
reHepaian3oBaHHas 00Jib B 00JaCTH KMBOTA, BKJIIOYAsi CHA3Mbl B JKMBOTE, 3aIlop, JAUCIEIICHUS;
HEYACTO — CMasMbl B JKMBOTE, B3AyTHE JKHBOTA, M3MCHECHHME I[BETA S3bIKA*, MAHKPEATHT,
racTpuT, CyXOCTb BO PTY, INIOCCUT, KUJIKUW CTYJ, CTOMATHUT, IPOYME HAPYLIEHUS COCTOSHUS

S3bIKA; PEAKO — IOBEPXHOCTHOE U3MEHEHHUE 1[BETa 3y00B™.
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Hapyweﬁwz CO CMOpPOHblL ne4eru U JHcendesovls Oﬂu;ux ﬂm@éjm%:wmeTaTOB

(YHKIIMOHAJIBHBIX TECTOB NIE€UYEHHU, MOBBIIIEHHE AaKTUBHOCTU «II€YEHOYHBIX» (EPMEHTOB (B TOM
yucie ananunHamuHoTpancdepassl (AJIT), acmaprarammHotpanchepassr (ACT), mienouHoOM
¢docdarazsr (ILID)); HewacTo — MOBBIIIEHWE KOHIIEHTPAIIMK 001Iero OuIupyonHa.

Hapywenus co cmoponvl Kodicu u NOOKONMCHBIX MKAHel. 4acTo — 3y[A, ChIIb*; HE4YacTo —
Oy/ie3Hble  TMOpPaXEHUs  KOXKH,  TSDHKENble  KOXKHBIE ~ HEXKeNlaTelbHbIE  peaklud,
AHTMOHEBPOTUYECKHI OTeK™®, KpamnuBHHIIA, AEPMATHUT, MOBBIINIEHHAs MOTIMBOCTb;, PEIKO —
BACKYJIUT IPU TUIEPUYBCTBUTEIBHOCTU®, TOKCUYECKUI SMUAEPMAIbHBIA HEKPOIU3™*, CUHIPOM
CruBenca-/>koHCOHA™®, aTOTICIIHSI.

Hapywenus co cmoponvl mbiueyHotl, cKenemuou u CcOeOUHUMenbHOU MKAHU. PEIKo —
pabmomuonuz* (cm. pazaen «OcoOble ykazaHus ).

Hapywenus co cmoponvl nouex u mouesvig00awux nymeii: 4acTo — NOBBIIICHHE KOHIIEHTPALUU
MOYEBHHBl B KpOBH; HEYACTO — IIOYEYHAs HEIOCTAaTOYHOCTb, IOBBIIIEHUWE KOHLEHTPALUU
KpeaTHHHHA B IJIa3M€ KPOBH, MOJINYPUSI.

Hapywenus co cmoponsvr penpodykmugHou cucmemvl U MONOYHBIX Jicele3; HEYacCTo —
HapyYIIEHUsI CO CTOPOHBI BJIarajiuiia U BYJbBbI.

Obwue napyweHus u peakyuu 6 mMecme 66e0eHUs: 9acTo — JIUXOPaJIKa, JOKaJIM30BaHHas 00JIb;
HEYacTo — 03HOO, yTOMJIIEMOCTb, JKax/1a, 00JIb B MECTE€ UHBEKIUU (1S pacTBOpa sl HHPY3H).
Jlabopamopuvie u uHcmpymeHmanbHvle OaHHble: YaCTO — OTKJIOHEHUE OT HOPMBI MOKa3aresnei
(GYHKIIMM T€YEHHU, TOBBIIICHHE KOJUYEeCTBA HEUTPO(DUIOB, DSO03MHOPHIOB, CHIKEHUE
reMorjio0MHa, reMaTOKpUTa WM YHCa SPUTPOLIUTOB, MOBBIIICHUE WM CHH)KEHHE KOJMYECTBa
TPOMOOIIMTOB ~ WM  JIEHKOUUTOB,  MOBBIIIEHHE  AKTUBHOCTU  JIAKTATAETHAPOTeHa3bl,
KpEaTMHKUHA3bI, JIMNA3bl, aMWJIa3bl, IOBBIIIEHUE KOHIEHTPALMU TJIOKO3bl HE HATOILAK,
CHIDKEHHE 00111ero 6enka, anp0yMuHa, HaTpUs WIM KalblMsl, HOBBIIICHUE WM CHU)KEHUE Kallus
WIK TUAPOKapOOHATOB; HEYACTO — OTKJIOHEHHE OT HOPMbI IeéMaTOJIOTMYECKUX IOKazaTesei,
MOBBILIEHUE COJEPXKAHUS HATpUs WIM KalbLiUg B IUIa3M€ KPOBH, CHIKEHHE KOHILIEHTpalUH
[JIIOKO3bl HE HATOIIAK, MOBBIIIEHUE WM CHUKEHHE XJIOPHA0B KPOBH, MOBBIIIEHHE KOJIWYECTBA
PETUKYJIOIUTOB, CHU)KEHHUE KOJIMYECTBa HEUTPOUIIOB.

* HexxenaTesibHbIE peaKliH, BBISIBICHHBIE B IOCTPErUCTPALMOHHOM IIEPUOIE.

# HexenarenbHble peakMy «CHa3Mbl B )KUBOTE» ONpenesstoTcs no kinaccudukaun MedDRA
KaK TEPMUH HI>KHETO YPOBHS, @ HE IPEIOYTUTEIIbHBIN TEPMUH.

Crnenyromue mo6ounsie 3G GEeKThl MPY MPUMEHEHUH JTMHE30IMAa B PEAKUX CIIydasiX OTHOCHIICH
K KaTeropuu CEphe3HBbIX: JIOKAIM30BaHHasg O0o0Jib B 00JIacCTH JKUBOTA, TPaH3UTOPHAs
UIIeMHUYECKas aTaka, apTepuasibHas FUIepTeH3Us.

B KOHTPOJIMPYEMBIX KIMHHUYCCKUX HCCICAOBAHUAX, B KOTOPBIX JIMHC3O0JUA IPHUMCHAJICA
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MakcuMyM 28 nHe#, ToibKo y 2 % NauMeHTOB paIBHBANIACH CAHeNEs L Lpu TipumergHuu

HE3aperucTpUpOBaHHOrO IMpenapara B paMKax MPOrpaMM paHHEro JOCTyHa Jjs HalleHTOB C
KU3Heyrpoxkaromumu uHpekuusmu 'y 2,5 % (33/1326) nauumeHToB, KOTOpBIE MOIy4aau
nuHe3oaua < 28 nHeH, pa3BUBANIACh aHEMUSA, B TO BpeMs Kak IpU NPUMEHEHUH JMHE30JIUAa
6onbiie 28 qHelt anemus pa3BuBaiach y 12,3 % (53/430) nanueHTos.

CooTHollIEHHE CIIy4aeB pa3BUTHs aHEMMHM, TpeOyrollel MepeauBaHus KpoBU, cocTaBuiio 9 %
Cpeny MaIMeHTOB, MojyJaronux jguHezonua < 28 aueit (3/33), u 15 % (8/53) B Tex ciyuasx,
KOTJIa JIMHE30JIU]T TPUMEHSTN Oosee 28 aHei.

JlanHble Mo 0€30IaCHOCTH, IMOJIyY€HHBbIE B KIMHMUYECKHUX HCCIIEIOBAHUSAX C ydacTueMm Ooiee
500 mamueHToB JAETCKOro Bo3pacra (¢ poxkaeHus 10 17 neT), He yKas3bpIBalOT, YTO NPOQHIIb
0€30MacCHOCTH JIMHE30JIU I AJIs AeTel OTandaeTcs oT nmpoduis 6€30MacHOCTH Ui B3POCIbIX.
Ilepeno3upoBka

O cnyyasix nmepe1o3upOBKH JIMHE30JIM/1a HE COOOIIAIOCH.

Jleuenue

PekoMenyeTcs cuMnToMaTH4ecKoe JiedeHue (B TOM 4Hciie HE00X0AUMO MOAJIEPKaTh CKOPOCTh
KIyOoukoBoi QuuibTpanuu). Her NaHHBIX OTHOCHUTENBHO YCKOPEHHS BBIBEJICHHUS JHMHE30JUIA
IIpH MIEPUTOHEATHHOM JHANIN3€ WK remMonephy3uu.

B3anmopeiicTBue ¢ APyruMu JieKapCTBEHHBIMU CPeICTBaMU

YcranosiieHo, 4To uzodepmenTsl nuroxpoma P450 He yyacTByrOT B MeTabOJIM3ME JMHE30IUIa
in vitro. Jlune3onuJ He HMHrUOMPYET M HE MOTEHIMPYET AKTUBHOCTb KIMHHYECKHU Ba’KHBIX
m3odepmenToB 1muToxpoma P450 (1A2, 2C9, 2C19, 2D6, 2E1, 3A4). Takum o06pazom,
He oxunaercss CYP450-uHaynupoBaHHOrO B3aMMOJEHCTBHS mpu Ipueme JnHezonunaa. [lpu
OJIHOBPEMEHHOM IpUMEHEHUH JHHe3oauaa u (S)-BapdapuHa, KOTOpBIM B 3HAYUTEIHHOU
creneHu Metabonusupyercsa uzopepmentom CYP2C9, papmakoknHeTHYeCKHE XapaKTEPUCTHKU
BapdapuHa He MeHsITCs. Takue mpemapaThl, Kak BappapuH U (DEHUTOMH, SBISAIOIIMECS
cyocrpatamu uzodepmernta CYP2C9, MOXHO NMPUMEHATh OJHOBPEMEHHO C JIMHE30JIHIOM O€3
KOPPEKLHH JI03BI.

Uneubumopvl MOHOGMUHOKCUOA3bL

Jlunezonup ABASETCS HECEIEKTUBHBIM 00OpaTUMBbIM HHIMOUTOPOM MOHOAMHHOKCHIA3bl, IOATOMY
Y HEKOTOPBIX MaIlEHTOB, MOJIYYalOLIUX JIUHE30JIU, MOKET OTMEYAThCd YMEPEHHOE 00paTuMoe
YCWJICHHE MPECCOPHOTO JEHUCTBUS nces0odhedpuna N GeHurnponanoiamura. B cBs3u ¢ 3TUM
PEKOMEHAYETCSl CHUKAaTh HadallbHbIE J03bl CJAEAYIOLIUMX TPYII IpPernapaTroB: aJpeHOMUMETUKI
(Hanpumep, ncesrodpenpuH, GEeHUIPONaHOJaMUH, MUHEePPUH, HOPANUHEPPUH, T0OYTaMUH),
nopaMHMHOMUMETUKN (Hampumep, nodamMuH) U B JalbHEHIIEM OCYIIECTBIATh MOAOOpP J03bI

TUTPOBAaHHUEM.
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B unccnenosanusx I, II u III ¢asbl He oT™eqanoch PEBBUTH [CCNOIQHUHOBOTO CUHAPOMA Y

MAlMEHTOB, IOJy4YaBUIMX JIMHE30JUJ COBMECTHO C CEPOTOHHMHEPIMUYECKUMHM IIperapaTamiu.
CooOmanocs 00 04EHb PEIKUX CIIOHTAHHBIX CIy4asx pa3BUTHS CEPOTOHMHOBOTO CHHApPOMA MpPHU
OJIHOBPEMEHHOM NPHUMEHEHUU JINHE30JIM/1a U CEPOTOHUHEPTUYECKUX IPErnapaToB (CM. pa3ieibl
«[IporuBonokazanusi» u «OcoOble yKazaHUs»).

[Ipy OIHOBPEMEHHOM TIPUMEHEHUU C aA3MPEeoHAMOM W 2eHMAMUYUHOM W3MEHEHUs
(hapMaKOKMHETHKY JIMHE30JI1/1a HE OTMEYaJIOCh.

Pugpamnuyun BbI3bIBaN CHUKEHUE cpefHed MakcuMmallbHOM KoHUEeHTpauuu (Cmax) U AUC
nuHe3osuaa B cpeaHeM Ha 21 % u 32 % cOOTBETCTBEHHO.

Oco0ble ykazanust

Cmepmuocmsb y nayuenmos ¢ kamemep-accoyuupo8aHHbiMu UHDeKyuamu

B oTkpeITOM HCCe0BaHUN CpeU TSKENI0O0IbHBIX AMEHTOB C BHYTPUCOCYIUCTBIMU KaTeTep-
aCCOLIMMPOBAHHBIMU MHQPEKUUSMU OBLI0O OTMEYEHO NPEBBIIIEHHE CMEPTHOCTH Yy MAIMEHTOB,
MOJIy4aBLINX JIMHE30JIH ], 1o CPaBHEHHUIO c nanueHTamu, NOJTy4aBUIUMU
BAaHKOMMUIIUH/ TUKJIOKcAMUInH/okcammuina  [78/363 (21,5 %) mpotuB 58/363 (16,0 %)].
OcHOBHBIM (haKTOPOM, OKa3bIBAIOIIMM BIUSHHE HA YPOBEHb CMEPTHOCTH, OBUI CTaTycC
IPaMIIOJIOKUTEIbHON MH(EKINHU B UCXOJAHBIA MOMEHT BpeMeHu. [loka3aTens JieTalnbHOCTH ObLI
CXO0 Cpely MalMEeHTOB, HHPEKIUU Y KOTOPHIX OBLIM BBI3BAHBI TOJIKO I'PAMIIOJIOKHUTEIbHBIMU
MHKpoopranuzmMamu (oTHomenue mancoB 0,96; 95 % nosepurensubiit uatepsai: 0,58—1,59), Ho
Ob11 3HauuTEeNBHO BhIIE (p = 0,0162) B rpymme auHe30auaa, KOTaa 00HAPYKUBAIMCh U APYyTUe
MUKpPOOPIaHU3Mbl WM UX HE yJIaBajloCch OOHAPYKUTh Ha HAYaJIbHOM 3Tare (OTHOILIEHHE [IIaHCOB
2,48; 95 % noseputenbHblil nHTEpBa: 1,38—4,46). Hanbonbimuii tucb6anaHc OTMEUEH BO BpEMsI
JICYEHHUS U B TeUeHHUe 7 JHEH mociie OKOHYaHUsl aHTUOMOTUKOTEpanuu. B xoze uccienoBanus B
IpyIIe JUHE30/111a O0JIbIIe MalMeHTOB MPUOOPETAIN IPaMOTPULIATEIbHbIE MUKPOOPTaHU3MBbI U
BIIOCJIEICTBUU NOTHOATN OT MH(EKIINH, BBI3BAHHOMN IrpaMOTPHULIATEIbHBIMU MUKPOOPTraHU3MaMH,
WM TOJTUMUKPOOHBIX MH(pekuuil. Takum oOpa3om, B ciIydae OCIONKHEHHBIX MH(EKIHUN KOXKHU U
MATKUX TKaHEH JINHE30JuJ cleAyeT MCIOJb30BaTh y MAallMEHTOB C W3BECTHON MJIM BO3MOYKHOM
KO-uH(EeKIuelH rpaMOoTprULaTeIbHBIMU MUKPOOPraHU3MaMH, TOJIBKO €CJIM HET albTepHATHUBHBIX
BapuaHTOB JjeueHus (cM. pasnen «llokasaHus Kk nmpumeHeHHIO»). B 3Tux ciiydasx mokazaHo
OJIHOBPEMEHHO  JIOTIOJHUTENbHOE  NPUMEHEHHE  IpernapaTos, NEUCTBYIOIIMX  Ha
rPaMOTPHULIATETLHYIO MUKPO(DIIOpY.

Muenocynpeccus

Y HEKOTOpbIX MAalUEHTOB, NPUHUMAIOIIMUX JIMHE30JIUJ, MOXKET pa3BUThCA oOOpaTtuMas
Muenocynpeccuss (¢ aHeMued, TpPOMOOUMTONICHUEH, JCHKONEHWe W TaHIUTOTICHHUEH),

3aBHuCiALIAsA OT MPOAOJDKUTCIIBHOCTHU TCpaIlKu. TpOM6OIII/ITOHGHI/I$I MOXKCT 4Yall€ BO3HHUKATL Yy
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COOTBETCTBYET KCNEPTHOMY OTYETY
. . ot 29.10.2024 N= 23855
TNAIKEHTOB ¢ TSHKEON MOYEUHON HE0CTATOUHPCTHIO, HEBABHORNY O MPUMICHEHMS Y MANHEHTa

reMoJMalin3a, W y NAUEHTOB C IIEYEHOYHOW HEAOCTATOYHOCTBIO CPEIHEH WIM TSKEIOU
CTENEHU. Y MOXKHWIbIX MAlMEHTOB TaKXKe MOBBIIIEH PUCK PAa3BUTHSI JaHHOTO COCTOsIHUSA. B cBsi3u
C 3TUM B IIpoliecce JIeYeHUs] HEeOoOXOOUMO IPOBOJUTH MOHHUTOPHHI IIOKa3aTejeil KpoBU Y
MAIMEHTOB C MOBBIIIEHHBIM PUCKOM Pa3BUTHUS KPOBOTEUEHUSI, MUEIOCYIIpECCUEN B aHAMHE3E, C
TSDKEJIOM TMOYE€YHOM HEJOCTATOYHOCTHIO WJIM IMEYEHOYHOM HEAOCTATOYHOCTBIO CpEIHEW WU
TSKEIOM CTEMEeHH, a TakkKe IpPU OJHOBPEMEHHOM IPUMEHEHUHM IpernapaTroB, CHIKAIOIIUX
reMOIrJIO0OMH WJIM KOJUYECTBO TPOMOOLIMTOB WM MX (DYHKUIHMOHAJIbHBIE CBOICTBA, a TAKXKE Yy
MAlMEHTOB, MPUHUMAIOIIMUX JIMHE30IMA Oosnee 2 Heaenb. JIMHe3onMua y Takux MalMEHTOB
MIPUMEHSIETCS] TOJIBKO B TOM Ciydae, KOI/la BO3MOXKEH TIIATeJIbHbI MOHUTOPUHI IeéMOTJI00nHa,
KOJIMYECTBA JIEUKOLIUTOB U TPOMOOIIUTOB.

Ecnu Bo Bpemsi Tepanuu JMHE30JIMIOM Pa3BUBAETCS BBIPAKEHHAS MUENIOCYIPECCHs, JIeUEHHE
JOJKHO OBITh MPEKPAllleHO, €CIM TOJIbKO MPOJODKEHHUE TEepaliud He CUYUTAeTCs abCOIIOTHO
HeoOxouMbIM. B 3TOM ciydae HE0OXOJUM MHTEHCHUBHBIII MOHUTOPHUHI MOKa3aTelaeil KpOBU U
COOTBETCTBYMOIIEE JeueHue. Kpome Toro, pekoMeHyercsi, 4ToObl aHaJIU3 KPOBH (B TOM YHCIIE
omnpejiesieHue TeMOorjoOuHa, KoJM4ecTBa TPOMOOLMTOB U JIEKKOLUTOB (C  pacyeToM
JEHKOMTApHON (POPMYIIBI)) MPOBOAMIICS €KEHEJCIBHO Y MAUEHTOB, MOTYYAIOIIUX JTHHE30TU]]
HE3aBHCHMO OT IOKa3aTesled MCXOJHOIo aHaiu3a KpoBH. bosee BbicOkas yacToTa pa3BUTHS
TSKEIOM aHeMHMHM OTMEYEeHa y MalMeHTOB, MOJIy4aBILIUX JIHMHE30JIUJ OOJIbLIE MaKCHUMAaJlbHO
PEKOMEHJ0BAHHON MPOJOJDKUTENBHOCTH B 28 JHEH. DTHUM MaluMeHTaM daie TpeOoBaoch
nepenuBanue KpoBu. Ciydan cuaepoOnacTHOW aHeMHMM ObUIM  3aperuCTpUpOBaHbBl B
MOCTPEruCTPallMOHHOM — niepuoge. B OonblIMHCTBE  Ciay4aeB AJIUTENBHOCTh  TEpaluu
JIMHE30JIUJIOM TIpeBbliiana 28 aHel. Y O0JbIIMHCTBA MAllMEHTOB MPOSIBICHUS ObUIM TOJHOCTHIO
WIM 9aCTUYHO OOpaTUMBbI MOCJIE MPEKpaIleHUsl JISUeHHs JTUHE30JuI0M c/0e3 crnerupuieckoro
JICYEHUS aHEMUU.

Anmubuomuk-accoyuupoeanuas ouapes u Koaum

VY nanueHTOB, MPUHUMAIOUINX aHTUOAKTepUaibHbIEe MpEnapaThl, BKIOYAs JIUHE30IHU, CIEeIyeT
YUUTBHIBATh PUCK Pa3BUTHUS ICEBJOMEMOPAHO3HOIO KOJIMTA pa3iuyHOM creneHu Tspkectu. O
cinydasx auapeu, cBsizanHou ¢ Clostridium difficile, coo0manoch B CBSI3U C UCIOJIH30BAHUEM
MIPaKTUYECKH BCEX aHTUOAKTEpUAIbHBIX MpPENapaToB, BKIIOYas JIMHE30JUA. TspKecTh nuapeu
MOXXET BapbUpOBaThb OT Jerkux ¢opm g0 Tsxenbix. JledeHue aHTHOaKTEpUAIbHBIMU
IpernapaTamMy HapylaeT HOpMaibHYI0 MUKPO(DIOPY KMILIEYHUKA, YTO IPUBOJUT K U30BITOUHOMY
pocty Clostridium difficile. Clostridium difficile BeipabatsiBaeT TOKCHHBI A u B, xoTopbie
NPUBOJAT K pa3BUTHIO auapeu, cBsazaHHOU ¢ Clostridium difficile. V130bITOYHOE KOJIUYECTBO

TOKCHHOB, BbIpaOatsiBaecMoe mrtammamu Clostridium difficile, MOXeT BBI3BaTh IOBBIIICHUE
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COOTBETCTBYET SKCMEPTHOMY OTHETY
ot 29.10.2024 N2 23855
JICTAJIBHOCTU CpPpEAM IMalUCHTOB, TaK KaK TaKUe HH@BW&@W’F EﬁHFP:WEngE[QbI K

MPOTUBOMUKPOOHOM Tepamuu, a Takke MOXKeT NoTpedoBaTbcs KojJoHIKTOMHUS. Henb3s
MPUMEHSTH JIEKAPCTBEHHbIE CPEACTBA, TOPMO3SAIINE NEPUCTATBTUKY KUILIEUHHKA. BO3MOXKHOCTD
pasBuTusa nuapeu, cBszanHout ¢ Clostridium difficile, nomxHa paccMaTpuBaThbCs Yy BCEX
MAlUMEHTOB C Juapeei, MocieAoBaBIIEH 3a MCIOJb30BaHUEM aHTHOMOTHKOB. TIiareabHOE
MEJUIIMHCKOEe HaOJI0JACHUE B TeueHUe 2 MecslEeB HE00XOAMMO MalueHTaM, MepeHEeCIIUM
nuapero, ces3annyto ¢ Clostridium difficile mocne BBeeHNs aHTUOAKTEPUATBLHBIX MPENapaToB.
llepugepuueckas neviponamus u Hetiponamus 3pumenbHO20 Hepea

Coobmanocs 0 mepudepuueckol HEHpomaTuu, a TaKKe HEUpONMaTUX 3PUTEITHLHOTO HEpPBA U
HEBPUTE 3PUTEIBHOIO HEPBA, KOTOPHIE MHOTIa IPOTPECCUPYIOT 10 OTEPH 3PEHHUS, Y AIIUEHTOB,
KOTOpBbIE MOIy4asy JISUeHUE JIMHE30IUA0M; 3TU COOOLIEHUS UMENIU MECTO, B IIEPBYIO OUYEPEb, Y
MAMEHTOB, MOJYy4YaBIIMX J€YEHNE Ha MPOTSHKEHUH NIEPUOJ0B BPEMEHU, KOTOPbIE ObLIM OOJIbIIe
MAaKCHUMaJIbHON PEKOMEHJIOBAHHOW MPOJOJKUTEIBHOCTH JIEYEHHU S, COCTABIISIONIEH 28 THEM.

[Ipu nosIBIEHNN CUMIITOMOB YXYALLEHUS 3pUTEIbHON (PYHKINHU, TAKUX KaK U3MEHEHUE OCTPOTHI
3peHusi, M3MEHEHUE I[BETOBOTO BOCIPHUATHS, 3aTyMaHEHHOCTb, Je(peKThl TOJell 3peHus,
PEKOMEHAYETCSI CPOUHO OOpaTUThCA K OPTaIbMOJIOry Juisl KOHCynbTauuu. CreayeT npoBOAUTD
MOHHUTOPHUHI 3pUTENbHON (YHKIIMHM y BCEX MalMEHTOB, NPUHUMAIOIINX JIMHE30JIU]l B TEUCHUE
JUTUTEIILHOTO BpeMeHu (0osee 28 maHEl), a TakKe Y BCEX MAlMEHTOB C BHOBb MOSIBUBIIMMHUCS
CUMITOMAMH 3pUTENIbHBIX HAPYIIEHUH HE3aBUCUMO OT MPOJOJKUTEILHOCTH TEPaInu.

B cnywae pa3zBurtus nepudepruyeckoil HelpornaTu U HeHpoNaTUu 3pUTEIBHOIO HEPBA, CIEIyeT
OLICHUTb COOTHOIIEHHUE PUCK/TIONb3a MPOJOKEHUS Tepanuy JUHE30JIUA0M Y 3TUX NAl[UEHTOB.
Puck pa3BuTus HelponaTHM BbIIIE, €CJIM JIMHE30JIM]l MPUMEHSETCS y MalUueHTOB, KOTOpbIE
HCIOJIb3YIOT B HACTOSAIIEE BPeMs WIM KOTOpPblE HEAABHO MPUHUMAIU aHTUMUKOOAKTEpHUATIbHBIE
npenapaTsl JUis JIe4eHus TyOepKyJesa.

Jlakmoauuoos

B cBsi3u ¢ npumeHeHHeM JIMHE30JIM1a cOO0UIaIOCh O J1akToauuao3e. [lanuenTsl, y KOTOpBIX Ha
¢oHe mpueMa JIMHE30JMAa BO3HMKAeT MOBTOpPHAs TOIIHOTAa WJIM pPBOTA, OOJb B IKHUBOTE,
HEOOBSCHUMBIM alK103 UM OTMEYACTCS] CHU)KEHHE KOHILIEHTpAallMM T'HIpOoKapOOHAT-aHUOHOB,
TpeOyIOT TIATEIbHOIO HAOIIOIEHUS CO CTOPOHBI Bpaya.

Mumoxonopuanvras oucynxkyus

Jlunezonun wuHrubupyer cunres Oenka wmuToxoHApui. IloGounblie 3¢¢ekThl, Takue Kak
JAKTOAlM/103, aHeMUs U HeWpomnatus (nepudepuyeckas WIM 3pPUTEIBHOTO HEpPBAa), MOTYT
BO3HUKHYTh B  pe3yjlbTaTe€ »dTOro TOpPMOXeHHs; 3T 3ddexTsl  sBistoTcs  Ooliee

pacpoCTpaHeHHBIMHU, KOT/a MpernapaT UCI0JIb3yeTcs 0obiie, yem 28 qHeil.
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COOTBETCTBYET 2KCNEPTHOMY OTYETY
ot 23.10.2024 N= 23855

Cyoopoau (NOCNEOCBATENEHOCTL 0001)

Coo0manock 0 cyoporax y maiydeHTOB, IPUHUMABIINX JIMHE30JIU/I, TIPU 3TOM B OOJIBITMHCTBE
CllyduaeB B aHaMHE3€ HMEJIOCh yKa3aHHWE Ha CYIOpOrd WM Hajnuuue (PaKTOpPOB pHCKa HX
pa3BuTHA. Y TMAIMEHTOB HEOOXoAuMo coOpaTh MOAPOOHBIN aHaMHE3, KAaCaroIIHiCs
MPEIUIECTBYIOLIUX 3MU30/I0B CYA0POr.

Uneubumopvl MOHOGMUHOKCUOA3bL

Jlunezonup sBisieTcst 0OpaTUMBIM HECEJIEKTUBHBIM MHTHOUTOpOM MoHOaMuHokcuaassl (MAO);
OJIHAKO B [103aX, MPUMEHSIEMbIX [JIs AHTHOAKTEpUAIbHOW TEpanuu, OH HE IMPOSIBIISIET
aHTHaenpeccanTHoll 3¢ dexr. VMerorcs oveHb OrpaHUYEHHBIE JaHHbIE W3 MCCIIEJOBAHMM
JIEKapCTBEHHBIX B3aUMOJICHCTBUI U B OTHOIIEHUU 0€3011aCHOCTHU JIMHE30JI1/1a IPU IPUMEHEHUH
y TMAalMEeHTOB C OCHOBHBIMHM 3a00JI€BaHUSIMU W/WJIM TpPU OJHOBPEMEHHOM IPUMEHEHHUH
JIEKapCTBEHHBIX IIPENapaToB, KOTOPbIE MOTYT MOJBEPTHYTb HUX PHUCKY, OOYCIOBJIEHHOMY
unruduposanueM MAO. CnenoBareiabHO, IPUMEHEHUE JIMHE30JUIa HE PEKOMEHAYETCS B 3TUX
00CTOSITENLCTBAX, KPOME CIIY4aeB, KOTJa BO3MOXKHO MPOBEJIEHUE TIIATEIbHOIO HAaONIOIEHUs U
MOHHUTOPHHIa NAalMeHTa, Nojydaroniero npenapar (cMm. pasnensl «lIpoTuBomnoxaszanus» u
«B3aumoselicTBre ¢ APYrUMU JIEKAPCTBEHHBIMH CPEJICTBAMUI).

Cepomonunoswiii CuHOpoMm

CooOmaioch 0 CIOHTAHHBIX CIy4asiXx Pa3BUTUS CEPOTOHWHOBOIO CHHAPOMA, CBSI3aHHOTO C
OJIHOBPEMEHHBIM TNPUMEHEHHEM JIMHE30JUJa U CEPOTOHMHEPIHYECKUX IpenapaToB, BKIIOYas
aHTHUJICTIPECCAHThI, TaKU€ KaK CEJEKTUBHbIE HHIHMOUTOpPHI OOpaTHOrO 3axBaTa CEPOTOHHHA
(CUO3C) u ommonasl (cMm. pasnensl «lIpoTuBomokazanus» u «B3aumopaecTBUE C IPyruMu
JIEKapCTBEHHBIMU cpesicTBaMu»). [Ipyn HeoOXoaMMOCTH MpUMEHEHHUs Mpenapara B COUETaHUU C
CEJIEKTUBHBIMU MHTUOUTOPAMH OOPATHOTO 3aXBaTa CEPOTOHHHA CJIEIYET MOCTOSIHHO HA0JII01aTh
3a MalMEeHTaMH C LENbI0 BBISBJICHUS NMPU3HAKOB U CUMITOMOB CEPOTOHMHOBOIO CHUHApPOMA,
TaKMX KaK HapylleHWe KOTHUTUBHOM (PYHKLNHU, TUIIEPIIUPEKCHs, TUlleppedIeKCUsl U HapyIIeHHe
KOOpJIMHAIMYN JBUKEHUI. B cilyuae mosiBieHUs JAaHHBIX CUMITOMOB ClIelyeT OTMEHHUTh OJUH
i o0a mnpuHUMaeMbIX MpemnapaTta. Ilpu mnpekpaimieHuu npUeMa CEPOTOHUHEPTHYECKOrO
CpEeICTBa MOTYT HAOJIIOJAThCSl CUMIITOMBI CUHIPOMA «OTMEHbBI».

T'unonampuemus

VY HEKOTOpBIX NAIMEHTOB, MOJYYaBIIMX JIMHE30JU], HAOIIOAAIUCh THUIOHATPUEMHS W/WIK
CHUH/IPOM HeaJleKBaTHOU cekpenuu antuaumyperudeckoro ropmona (CHCATI). Pekomenayercs
PEryIsSIpHO KOHTPOJIMPOBAaTh YpPOBEHb HATpUs B CBHIBOPOTKE KPOBU Yy MOXKWIBIX JIIOJEH, Yy

MAanMEHTOB, IPUHUMAIOIIUX AUYPETUKH, U Y APYTHX NAOWCHTOB C pUCKOM I'MIIOHATPUEMUH.
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COOTBETCTBYET 2KCNEPTHOMY OTYETY
ot 23.10.2024 N= 23855

Coobrmanock o ciydasix 00paTHMOro MOBEPXHOCTHOTIO VBNEHEHMS (O KPATIBAHK 3YOHOH pMat

IpU TPUMEHEHWH JHHe30uja. JlaHHbIe W3MEHEHHs OKpAlIMBAHUS YIAISUTUCH MOCPEICTBOM
podeccroHaIIbHOTO OYUILEHUS 3y0O0B.

l'unoznuxkemus

Coo0bmranoce 0 cirydasix CUMIITOMAaTHYECKOH TUTIOTTIMKEMUH Y TTAIIHEHTOB C CaXapHBIM JIUa0eTOM,
MOJTYYaBIIMX JTMHE30JIH]l OJTHOBPEMEHHO C MHCYJIMHOM HJTH THITOTJIMKEMHYECKHMH ITperapaTaMu.
XOTsl IPHYNHHO-CIICACTBEHHAS CBS3b MEXIY IPUEMOM JIMHE30JIU/Ia U PA3BUTHEM TUIIOTIMKEMHUH
HE YCTAaHOBJICHA, MTAIIMEHTOB C CaXapHBIM THa0ETOM HE0OXO0IMMO MPEYIPEXKAATH O BOZMOKHOCTH
pa3BUTHSI THUIOTJIMKEMHH. B ciydae BO3HHMKHOBEHHUS THIOTIIMKEMHH HEOOXOIMMa KOPPEKIHUS
J03bI MHCYJIMHA/THITOTIIMKEMHYECKHIX TPETapaToB MM OTMEHA JTMHE30JIH1A.

Ipumenenue c npooykmamu numaHus, 602amviMu MUpamMuHOM

[TanmeHTamM creqyeT pEeKOMEHAOBAaTh OTKa3aThCs OT MprueMa OOJBIIUX KOJUYECTB MHIIH,
cozepkameil THpaMuH (Takue, KaKk KpacHO€ BHHO, CO3PEBIIHMU CHIP, HEKOTOPHIE AJIKOTOJIBHEIE
HAIUTKHA, KOITYEHOE MSICO, DKCTPAKTHI JAPOAOKEH, MPOIYKTHI M3 (EPMEHTHPOBAHHBIX COEBBIX
0000B, Takue KaK COEBBIN COYC).

Cynepungexyus

Knuanuecknx wcciaenoBaHuii, U3y4aBmuX dPQPEKT MPUMEHEHUS JIMHE3011a Ha HOPMAIbHYIO
MUKpO(]IOpYy OpraHu3mMa genoBeka, He POBOIIIIOCE.

[TpumeHeHre aHTHOAKTEPHATBHBIX MTPETIAPaTOB WHOTA MOYKET MPUBOANUTH K YCHICHHOMY POCTY
HEBOCIIPHMMYMBBIX K HEMY MHKPOOPTaHM3MOB. B KIMHUYECKHX WCCIEAOBAaHUSIX OBLIO
MOKa3aHo, YTO MPUMEPHO y 3 % MaIMEeHTOB, MMOJTyYaBIIMX PEKOMEHIOBAHHBIC 03I IMHE30JIH1/1a,
pa3BUBAJICA KaHIUI03, ACCOIMHPOBAHHBIA C MPUEMOM AaHTUOMOTHKOB. [IpM BO3HWKHOBEHHH
cynepuHekuy Ha (OHE IpHeMa JMHE30JHIa CIeIyeT MPUHUMATh COOTBETCTBYIOUINE MEpPHI
MEJIUIUHCKOTO XapaKTepa.

Knunuuecxue uccnedosanus

be3onacHocTh ¥ 3pPEeKTUBHOCTh MPUMEHEHUS JUHE30JIUa JUIMTEIbHOCTBIO Oojee 28 nHel He
YCTaHOBJICHBI.

B KOHTpONMMpYEeMBIX KIMHUYECKAX HWCCICIOBAHUAX HE TPHUHUMAIH Yy4YacTUs TAIHUEHTHI C
CHHIIPOMOM «JIMA0ETUYECKON CTOMBI», TPOJCKHIMH WIA HWIIEMUYCCKHUMHU HapYIICHUSIMH,
TSDKEJIBIMUA 0’KOTaMH WJIM TaHTPEHO3HBIMH MOPaXECHUsMHU. Takum 00pa3oM, OTBIT MPUMEHEHUS
JIMHE30JIM/Ia B TEPAIUN 3TUX COCTOSIHUNA OTpaHUYECH.

Paboomuonus

Coobmanock 0 cinydasx pabaoMHuoJM3a Mpyu MPpUMEHEeHUH JuHe3oauaa (cM. pasaen «Ilobounoe
nevictue»). Ecim HaOmoaloTest MpU3HAKU WM CHMITTOMBI pabIoMHOIH3a, TIPUEeM JIMHE30JInAa

CJICOAYCT MPCKPATUTh U HAYATH COOTBCTCTBYIOIIYIO TCPAIIUIO.
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COOTBETCTBYET ZKCNEPTHOMY OTYETY
ot 23.10.2024 N= 23855
Bcnomocamenvnvie sewyecmea (MOCNEOOBATENEHOCTE 0001

Tirokosa (Oexcmposa)

JlanHbIil ipenapat coaepxut 4,57 T TitoK03bl (1eKCTpo3bl) Ha OyThUIKY 100 M1, 6,85 T TIIFOKO3bI
(mexctpo3sl) Ha OyTbUIKY 150 mut, 9,14 r rimoko3sl (IekcTpo3sl) Ha OyTeuiky 200 mu, 11,42 r
[UIIOKO3bl (IEKCTpo3bl) Ha OyThUIKy 250 mut, 13,71 T riaroko3bl (JEKCTpO3bl) Ha OYTBUIKY HIIU
¢dbnakon 300 mu, 18,28 r rmroko3sl (mekcTpo3bl) Ha OyTeuiky 400 Mil, 94TO HEO0OXOAMMO
YUUTHIBATH TIAIIMEHTAM C CaXapHBIM JHa0eTOM.

Hampuu

Hanusrit npenapat coaepxut 0,56 mmons (unu 13 mr) Hatpust Ha OyTeuiky 100 mut, 0,84 MMoTb
(i 19,5 mr) Hatpus Ha OyTbUIKYy 150 Mut, 1,13 Mmoute (it 26 mr) HaTpust Ha OyThuIKy 200 M,
1,4 mmoub (nmu 32,5 mr) Hatpus Ha OyThUIKY 250 mi1, 1,69 mmonb (uiu 39 Mr) Ha OyThUIKY WU
¢naxon 300 mi, 2,26 mmoiib (niau 52 mr) Hatpus Ha OyTeuUIKy 400 M. Heo6xoqumo yuuThIBaTh
MaIeHTaM, HaXOASIUMCS Ha TUETe ¢ OTPaHUYCHHEM MOCTYIUICHUS HATPHSI.

BiansiHue Ha cIOCOOHOCTH YNPABJIATH TPAHCHOPTHBIMYU CPeICTBAMM, MEXaHHU3MAMH

Bo Bpems jeueHHMsS JMHE30JUAOM YHPABISATh TPAHCIOPTHBIMH CpEACTBAMH, CIECIHATBHON
TEXHUKON WM 3aHUMAThCS JESTEIBHOCTHIO, CBA3aHHOW C TIOBBIICHHBIM PHUCKOM, HE
pexomenayercs.  [lanMeHTOB  cienyer  NpeAynpeluTb O  BO3MOXKHOCTH — Pa3BUTHS
TOJIOBOKPY>KEHUS HITM CHMIITOMOB HAPYIICHUS 3PECHUSI.

®opMa BbIIIYCKA

PactBop st undysuit 2 Mr/mi.

ITo 100 mm, 150 mur, 200 mu, 250 M, 300 M1 u 400 M1 B OyTBUIKH CTEKJISTHHBIE ISl KPOBH,
TpaHCPY3MOHHBIX U UH(Y3HOHHBIX IpenapatoB BMecTUMOCThI0 100 My, 250 mit u 450 M wiu B
OYTBUIKH CTEKJISIHHBIE Uil (hapMaleBTUYECKUX M HMH(QY3HOHHBIX IPEIapaTroB, YKYIOPEHHBIC
npoOKaMu #3 pPE3WHBl M OOXKaThle KOJIMadyKaMH QTIOMHHHEBBIMH WA  KOJITaYKaMH
KOMOMHUPOBAaHHBIMH.

[To 300 ma BO (u1akOHBI CTEKJISHHBIE IS MEIUIIMHCKUX IpernaparoB BMeCTUMOCTbIO 350 mui,
YKYITOpEeHHBIE TPOOKAMH U3 PE3UHBI H 00KaThIE KOJIMAYKaMU aTFOMHHUEBBIMU WM KOJITAYKaMHU
KOMOMHUPOBAaHHBIMH.

ByTbuiky nnm (rakoH BMecTe ¢ MHCTPYKIMEH MO MEIUIIMHCKOMY NMPUMEHEHHUIO ITOMEIIAIOT B
Ma4yKy U3 KapTOHa.

Ot 1 no 35 Oyrbutok nmo 100 mut unu 150 Myt BMecTe ¢ paBHBIM KOJIMYECTBOM MHCTPYKLUN IO
MEIUIMHCKOMY IMTPHUMEHEHUIO TIOMEIIAIOT B TPAHCIIOPTHYIO YIIAKOBKY.

Ot 1 no 28 Oyrbutok nmo 200 mut unu 250 M1 BMECTE ¢ paBHBIM KOJIMYECTBOM MHCTPYKLUN IO
MEIUIMHCKOMY MTPUMEHEHHIO TIOMEIIAIOT B TPAHCIIOPTHYIO YITAKOBKY.

Ot 1 mo 15 6yrbutok nmo 300 mut unu 400 MJ1 BMECTE C paBHBIM KOJIMYECTBOM MHCTPYKLUN IO
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COOTBETCTBYET 2KCNEPTHOMY OTYETY
ot 23.10.2024 N= 23855
MEMLMHCKOMY NPUMEHCHHIO TOMCIIAIOT B TPAHCIIOPTHYHY WITAKOBKY: A\ TE[TLHOCTh 0001)

18 ¢nakonoB mo 300 My BMECTe C paBHBIM KOJWUYECTBOM HHCTPYKUUH NO METUIUHCKOMY
MPUMEHEHHIO IOMEIIAI0T B TPAHCIIOPTHYIO YIIaKOBKY.

Jns cranoHapoB:

- 1/12/35 6yteutok mo 100 mut minu 150 mi1 BMecTe ¢ paBHBIM KOJMYECTBOM MHCTPYKIMM IO
MEJUIIMHCKOMY TPUMEHEHHUIO [OMEIIaloT B SUIMKK U3 TO(QPUPOBAHHOTO KapTOHA C
MIPOKJIaJIKaMU, C NIEPEropoAKaMH WIH pelieTkamMu («rHe3gaMmu») 0e3 IpeIBapuTeNIbHON YKIIa KU
B MTAYKH.

- ot 1 1o 50 Oyrbutok mo 100 mut mnm 150 M1 BMecTe ¢ paBHBIM KOJIMYECTBOM MHCTPYKIHUH 1O
MEJUIIMHCKOMY TPUMEHEHHUIO [OMEIIaloT B SUIMKM M3 TO(QPUPOBAHHOTO KapTOHA C
MIPOKJIaJIKaMU, C NIEPEropoAKaMH WIH pelieTKkamMu («rHe3gaMmu») 0e3 IpelBapuTeIbHON YKIIa KU
B MTAYKH.

- 1/6/28 Gytputok mo 200 ma wnu 250 M BMecTe € paBHBIM KOJMYECTBOM HHCTPYKLMH MO
MEJUIIMHCKOMY TPUMEHEHHUIO [OMEIIAaloT B SUIMKA M3 TO(PUPOBAHHOTO KapTOHA C
MPOKJIaJIKaMU, C NIEPEropoAKaMH WIH pelieTkamMu («rHe3gaMm») 0e3 IpeiBapuTeIbHON YKIIa K1
B MTAYKH.

- ot 1 1o 50 Oyrbutok 1o 200 mut wnm 250 M1 BMECTE € paBHBIM KOJIMYECTBOM MHCTPYKIHUH 1O
MEJUIIMHCKOMY TMPUMEHEHHUIO [OMEIIAaloT B SUIMKA U3 TO(QPUPOBAHHOTO KapTOHA C
MPOKJIaJIKaMU, C NIEPEropoAKaMH WIH pelieTkamMu («rHe3gaMm») 0e3 IpeIBapuTeNIbHON YKIIa KU
B MTAYKH.

- 1/6/15 Gyrputok mo 300 ma wnmu 400 M BMecTe € paBHBIM KOJIMYECTBOM HMHCTPYKLMH MO
MEJUIIMHCKOMY TMPUMEHEHHUIO [OMEIIAI0T B SAUMKA U3 TO(PPUPOBAHHOTO KapTOHa C
MPOKJIaJIKaMU, C NIEPEropoAKaMH WIH pelieTkamMu («rHe3gaMm») 0e3 IpeiBapuTeIbHON YKIIa K1
B MTAYKH.

- ot 1 1o 50 Oyreuiok 1o 300 mut mnu 400 M1 BMECTE € paBHBIM KOJIMYECTBOM MHCTPYKIHUH 1O
MEJUIIMHCKOMY TPUMEHEHHUIO [OMEIIaloT B SUIMKA U3 TO(QPUPOBAHHOTO KapTOHA C
MPOKJIAJAKAMU, C TIEPETOPOIKAMH WIIH PelIeTKaMu («rHe3aaMmu») 0e3 IpeaBapuTeIbHON YKIIA KU
B MTAYKH.

- 18 ¢naxonoB mo 300 My BMeCTe C paBHbIM KOJIMYECTBOM HMHCTPYKLUN 1O MEIUIIMHCKOMY
NPUMEHEHUIO [IOMEIIAalT B SIMIMKA M3 TOPPUPOBAHHOIO KapTOHAa C NPOKIAJKaMH, C
MEePEropoAKaMU MJIH PelIeTKaMu («THe3aMn») 0e3 mpeIBapuTeIbHON YKIAIKA B TTAYKH.

- or 1 no 18 ¢nakonoB mo 300 mi BMecTe C paBHBIM KOJIMYECTBOM HWHCTPYKLIUH IO
MEJUIIMHCKOMY TPUMEHEHHUIO [OMEIIAalT B SUIMKA U3 TO(QPUPOBAHHOTO KapTOHA C
MPOKJIAJKAMU, C TIEPETOPOIKAMH WIIH PEIIeTKaMu («rHe3aaMu») 0e3 mpeIBapuTeIbHON YKIaIKN

B ITaYKH.
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COOTBETCTBYET 2KCNEPTHOMY OTYETY
ot 23.10.2024 N= 23855

YenoBust xpanenus (MOCNELOBATENLHOCTL 0001)

B zamumennomM ot cBera MecTe npu temneparype He Boimie 25 °C. 3aMopaxuBaHHe Tpenapara
HE JIOTYCKaeTCH.

XpaHUTh B HEJOCTYITHOM ISl IETEH MeCTe.

Cpok rogHocTu

3 rona.

He npuMeHsTh 10 HCTEUeHNU CPOKa I'OTHOCTH.

YcaoBust ormycka

OTIycKaroT 1Mo perenTy.

Jlep:kaTesib perucTpaliMOHHOIO YA0CTOBEPEeHNs/0Ppranu3anus, IPUHUMAIONIAS MPeTeH3uH
OAO «IAJTIbXUM®DAPM», 680001, Poccuiickas ®@enepanus, XabapoBckuii kpaii, r. XabapoBcK,
ya. TamkenTckas, 1. 22, t/¢ (4212) 53-91-86.

HaumeHoBaHue NPOM3BOIUTENS U a/ipec MecTa MPOM3BOJACTBA JIEKAPCTBEHHOI0 NMpenapaTta
OAO «JAJIbXUM®DAPM», 680001, Poccuiickas @enepanus, XabapoBckuil kpai, r. XabapoBck,
yi. TamkenTckas, 1. 22, ctp. 2, /¢ (4212) 53-91-86.
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