COOTBETCTBYET 3KCMEPTHOMY OTUETY
ot 01.10.2025 N2 24613

(NOCNELOBATENBHOCTb 0002)

OBIIAA XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O ITPEITAPATA

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O ITPEITAPATA

Jlunezomun, 300 Mr, TabIETKH, MOKPHITHIC TJICHOYHON 000I0UKOH.

2. KAUECTBEHHBIN U1 KOJUYECTBEHHBIN COCTAB

JlelicTBytolIee BEMIECTBO: JIMHE30IHUI.
Kaxxnas Tabnerka, moKpsITasi INICHOYHON 0007109KOH, comepkuT 300 Mr muHe30IMa.

[TonHbI TepeyeHb BCIIOMOTaTEIbHbBIX BEIIECTB MPUBEAEH B paznene 6.1.

3. JEKAPCTBEHHAS ®OPMA

TabyeTku, TOKPHITHIE TNIECHOYHOW 000JIOYKOM.

TabneTku, MOKPHITHIE INICHOYHOM 000I0YKOM O€I0TO0 I[BETa, OBATBHBIE, IBOSKOBBITYKIIBIE C PUCKON
¢ ofHOM cTopoHbl. Ha monepeyHoM paspese s1po 6eoro uin oyt 0enoro 1Bera.

Jluausa pasnoma (pucka) mpeaHazHaueHa UCKIIOYUTENBHO JUIS pa3fiaMbIBaHUS TaOJIETKH C IENbIO
oOJierueHust NporyIaTbIBaHUs, @ HE U1 Pa3J/IeIeHUs] Ha PaBHbIE J03bI.

4. KIMHUYECKUE JAHHBIE
4.1. Iloxka3aHusl K NPUMEHEHUIO

Jleuenre MHQEKIIMOHHO-BOCIAINTENBHBIX 3a00JI€BaHUM, €CIM U3BECTHO MJIM IMOJ03PEBACTCS, UTO
OHM  BBbI3BaHBl  YYBCTBUTEIBHBIMH K  JIMHE30JUAY  a’pOoOHBIMH ¥ aHadPOOHBIMHU
IPaMITOJIOKHUTEIFHBIME ~ MHUKPOOpTaHW3MaMH  (BKIIo4Yass  WHQEKIHH,  COMPOBOXKIAIOIINECS
OaktepuemMueii):

— BHEOONBHUYHAS THEBMOHHUS, BBI3BaHHAs  Strepfococcus  pneumoniae  (BKIOYAs
MOJINPE3UCTCHTHBIE IITAMMBI), BKJIIOYasl CIydau, COMPOBOXKIAIOIINECS OaKTepueMueH, i
Staphylococcus aureus (TOIBKO METHITMJUTHHYYBCTBUTEIBHBIC IIITAMMBI );

— TocHuTalbHas MTHEBMOHMS, BbI3BaHHAas Staphylococcus aureus (BKITIOYAst
METULWJTMHYYBCTBUTENbHBIE U METUIMUIMHPE3UCTEHTHBIE IITaMMBbl) WIH Streptococcus
pneumoniae (BKJIIOYas MOJIUPE3UCTEHTHBIE IITAMMBI);

— OCJOKHEHHble MH(MEKIMH KOXH M MATKUX TKaHeH, BKiIodas MHGEKIUH MPH CHHIPOME
IMabeTUYeCKOW  CTOMBI, HE  COMPOBOXKIAIOMIMECS  OCTCOMHEIMTOM,  BBI3BAaHHBIC

Staphylococcus aureus (BKITIOYAst METHININIMHIYBCTBUTEIILHEIC Hu
METULIWJTMHPE3UCTEHTHBIE IITAMMMBI), Streptococcus pyogenes wiua Streptococcus
agalactiae;

— HeoCJOXXHEHHbIe MH(MEKIMH KOXKM W MATKUX TKaHel, BeI3BaHHBIE Staphylococcus aureus
(TOMBKO METULIMJTMHYYBCTBUTENIbHBIC ITAMMBI) UK Streptococcus pyogenes,

— uH(pEeKUnHU, pe3UCTeHTHBIE K BAHKOMHIIMHY, BbI3BaHHBIC Enterococcus faecium, B TOM 4UCIe
COIIPOBOKIAIOIIMECS OaKTepUEMHEH;
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Mycobacterium tuberculosis ¢ MHO)XECTBEHHOH JIEKapCTBEHHON YCTOWYMBOCTHIO.

[Ipu ompenenenuu, sBiIseTcS Ju mpenapaT JIMHE30MMA MOIXOIANIUM JICUCHHEM, CIIETyeT
MPUHUMATH BO BHUMaHHE PE3yIbTaThl MUKPOOHOIOTHUECKUX UCCICIOBAHUN WM HH(POPMAIIHIO

O PacHmpOCTPAaHEHHOCTH PE3UCTEHTHOCTH K AaHTHOAKTePHAIBHBIM IperaparaM

cpeau

IPaMIIOJIOKUTENbHBIX OakTepuil. JIMHE30mUA HEAKTUBEH MPOTHB HWHQEKINH, BBI3BAHHBIX
IrpaMOTPHULATENbHBIMHU [IaTOT€HAMH. ITpu [IO03PEHUHU
rpaMOTPULIATENIFHBIX IIaTOTEHOB JOJDKHA OBITh HadaTa creruduyueckas Tepanus [pPOTUB

rpaMOTPULIATENBHBIX MUKPOOPTaHU3MOB.

4.2. Pesxum 103MpOBaHUs U cIOCO0 NPHMMEHEHHUS

PexxuM no3upoBaHus

WA MTOATBEPKICHUH

[TanieHTOB, KOTOPHIM B HaYajle Tepaluy Ipernapar Ha3HaYUIM BHYTPUBEHHO, B JAJIbHEHIIIEM MOXKHO
MePEBECTH Ha JIFOOYIO JICKapCTBEHHYIO (OopMy Tpemnapara Jjis MpueMa BHYTPb, MPU 3TOM MOAOOD
7036l He TpeOyeTcs, T.K. OMOJOCTYNHOCTh JMHE30JIMJIA MpPU MpPHEME BHYTPb COCTaBISET MOYTH
100 %. IIpomoIDKUTETBHOCTh JICUEHUS 3aBUCUT OT BO3OYAMTENS, JOKAIHM3alUA W TSKECTH

MH(DEKIHH, a TaKKe OT KIMHUYecKoro dddexTa.

Bspocnvie

Ioka3zanus (BkyI04Yast MHPEKUNH,
CONPOBOKAAIOIIHNECH DaKTepueMueil)

Pa3zoBas no3a

Pexomennyemas
MPOJ0JTKUTE]IbHOCTh

— BHEOOTbHIYHAS ITHEBMOHMUS, BBbI3BaHHAs
Streptococcus prneumoniae (BKITFOUAS
MOJIMPE3UCTEHTHBIE IITAMMBI), BKJIIOUas CIy4aw,
COIIPOBOKIAIOIIINECS OaxTepueMuei, A
Staphylococcus aureus (TONTBKO
METULWLTHHYYBCTBUTEIbHbBIE IITAMMBI);

— rOCIIATAJIbHAS ITHEBMOHUS, BBbI3BaHHAs
Staphylococcus aureus (BrITIOUAS
METULMIUINHYYBCTBUTEIILHBIE 51
METULNIUIMHPE3UCTEHTHRIE HITAMMBI) §58)0%¢
Streptococcus pneumoniae (BKITFOUAS
MOJINPE3UCTEHTHBIE IITAMMBbI);

— OCJIOKHEHHBbIE WH(MEKIUH KOXH ¢ MSITKHX
TKaHeW, BKIOYas MHQEKIUU MPU CHUHIPOME
IMabeTUYECKOW CTOMBI, HE COMPOBOXKIAIOITUECS
OCTEOMHUEIIUTOM, BbI3BaHHBIC Staphylococcus
aureus (BKItOYash METHIMLTMHIYBCTBUTEIBHBIE
u METULNIUIMHPE3UCTECHTHEIE HITAMMBI),
Streptococcus pyogenes wunu  Streptococcus
agalactiae;

— HEOCJIO)KHEHHBIE WH()EKIMH KOXUA U MSITKHX
TKaHeW, BbI3BaHHBIE Staphylococcus aureus
(TOTBKO METUIMJUIMHYYBCTBUTEIbHBIE ILITAMMBI)
unu Streptococcus pyogenes;

600 ™Mr BHYTpPH
Kaxple 12 u

10-14 gueit

— UH(EKINHU, pE3UCTCHTHBIC K BAHKOMUIIUHY,
BbI3BaHHbIE Enterococcus faecium, B TOM 4HCIIe
COIIPOBOKAAIONINECS OaKTepUEMHEH.

600 ™Mr BHYTpPH
Kaxple 12 u

14-28 nuen

[Ipu TyOepkyne3e Jerkux, BeI3BaHHOM mTaMMaMu Mycobacterium tuberculosis ¢ MHOXECTBEHHOM
JIEKapCTBEHHOM ycTOMUNBOCTBIO — 600 Mr 1 pa3 B CyTKM C JUIMTEIBbHOCTHIO TEPAMM B UHTEHCUBHOM
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COOTBETCTBYET 2K OMY OTUYETY
ot 01.10.2025 N2 24613
(NMOCNEOOBATENEHOCTE 0002)

daze 24 venenu.

Oco0ble rpynIbl MalueHTOB

Tayuenmor noscunozo eospacma
Koppexiuu 10361 He TpedyeTcs.
Tayuenmol ¢ napywenuem GyHKyuu nouex

Koppexkmuu 10361 He TpedyeTcs. B cBsa3u ¢ Tem, uto 30 % nauHe3o0nmuaa yaaaseTcs Ipy TeMoIuann3e
B Te4eHUe 3 4, JMHE30JIMJ JODKEH NPUHUMATHCA IOCIE IPOBEACHUS IHalu3a MalUeHTaM,
HYKJAIOLIMMCS B HEM.

Tayuenmor ¢ napywenuem GyHKyuu neveru
Koppekiuu 10361 He TpedyeTcs.
eTn

Pexum noszupoBanust Uit neteil ot 12 no 18 nmer He omiMuaeTcs OT pexuma JO03UPOBAHUS IS
B3pOCIIBIX.

Jlunezonun He cieayeTr Ha3HAyaTh JETSAM B Bo3pacTe 10 12 JieT B CBSI3U C HEBO3MOXHOCTBIO
00eCneunTh PeKUM JO3UPOBAHUS.

Cnoco0 nmpuMeHeHus

BayTps. [Ipemapatr Mo)KHO IPUHUMATB KaK BO BpEMsI €/Ibl, TaK U MEKAY IPUEMaMU TTHIIH.
4.3. [IporuBOoNOKAa3aHUs

- FI/IHep‘IyBCTBI/ITeHBHOCTB K JIMHC30JIMAy WIN K .HI060My U3 BCIIOMOIraTCJIbHBIX BCIIICCTB,
MEepPEUYNCIICHHBIX B pazjene 6.1.

— OpnHOBpeMEHHBIH IpUeM JIMHE30JIM1a C MpernapaTaMu, HHTHOUPYIOIIMMHA MOHOAMUHOKCH/IA3bI
(MAO) A wmu B (manpumep, ¢peHen3rH, n30KapOOKca3n), a TAKXKE B TEUCHUE JIBYX HEJENb MOCIE
MNpCKpalCHus NprueMa Ha3BaHHBIX IPCIIapaToB.

— Ilpu oTCyTCTBUM TIIATEIBHOIO HAOIOJEHUS 3a MalMEeHTAaMH M MOHUTOPUHIA apTepUaTbHOTO
JABJICHUS HE CJIeyeT Ha3HA4YaTh JTUHE30IUI;

e TAIMEHTaM C HEKOHTPOJHMPYEMOH apTepHAIIbHOW THIEPTEeH3UEH, (HEOXpOMOITUMTOMOM,
TUPEOTOKCUKO30M, KAPIIMTHOUIHBIM CHHIPOMOM, OUITIOJIIPHBIM PACCTPONCTBOM, MN30a(PEKTUBHBIM
paccTpoiicTBOM U OCTPBIM COCTOSIHUEM CITyTAaHHOCTH CO3HAHUS;

«  TAIMEHTaM, IMOJIyYaIOUIMM CIEAYIOUIMe TUIBI MPErnapaToB: aIpeHOMUMETHKHU (Hampumep,
nceBnoddeaprH, (heHUIIpOomaHoIaMuH, snuHePpUH, HOP3MHUHEPPUH, n00yTaMUH),
nohaMUHOMUMETHUKH (Hampumep, AopamMHH), HHTHOMTOPHI OOpAaTHOrO 3axBaTa CEPOTOHUHA,
TPULMKIMYECKHUE aHTHAeNpeccanThl, aroHucTol 5-HT| peuentopoB (TpunTaHbl), MENEPUANH WIH
OycrupoH.

— Jlerckuii Bo3pact a0 12 jeT (B CBS3M C HEBO3MOXKHOCTBIO 00€CTICUUTh PEXXHUM JTI03UPOBAHUS ).

— JHerckuii Bozpact 1o 18 ser mo mokazaHMIO: TyOEpKyJie3 JIETKMX, BBI3BaHHBIM IITaMMaMu
Mycobacterium tuberculosis ¢ MHO)K€CTBEHHOM JIEKAPCTBEHHOW YCTOWYUBOCTHIO.

4.4. OcoOble yka3aHus ¥ Mepbl PeI0CTOPOKHOCTH NPH PUMEHeHUH

C 0CTOPOKHOCTBIO

Hauuenmbl C NOYeuHOl HeO0OCMAMOYHOCHbIO

BcnenctBrue Hen3ydeHHON KIMHUYECKON 3HAUMMOCTH JBYX MEPBHUUHBIX METAaOOIUTOB JIMHE30IUIA Y
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COOTBETCTBYET 3KI OMY OTUETY
ot 01.10.2025 N= 24613

. . (Noc BLA HOC TR Q002
MMAIIMEHTOB C TSDKEIIOM IIOYEYHOM HEAOCTAaTOYHOCTBIO, HHH@OIMHEMEJ EMmsggémca '

OCTOpO)KHOCTbIO y TaKuX ITaUCHTOB, M TOJIbBKO €CJIHU npezmonaraeMa;I I10JIb3a npeBHmaeT
MOTEHIIUATBHBINA PHUCK.

Taxxxe HeT JAaHHBIX MO MPUMCHCHUIO JIMHC30JIWAA Y MAUCHTOB, HAXOAAMIUXCA Ha aMGYJIaTOpHOM
NEPUTOHCAIIBHOM  JUAJIM3C WU  JPpYrux  aJIbTCPHATHBHBIX  METOAAX  JICUCHUSA IMOYCYHOM
HEJOCTAaTOYHOCTH.

Hauuenmbz C NeYeHOYHOU HeOOCMAMOYHOCMbIO

HNmerotcs OIrpaHUYCHHLIC KIIMHUYCCKUC NAHHBIC, PCKOMCHAYIOINEC UCIIOJIB30BATh JIMHEC30JINU] Y TaKUX
MaIrMEHTOB TOJBKO B TOM CiIydac, €CIIU IpearnojaaracMas 1oJjib3a IMpeBbIIIACT HOTGHI_[I/IaJ'IBHHﬁ PHUCK.

Hab}ueHMbl C CUCmemMHbIMU qubeKL;wmu

.HI/IHCSOJ'II/II[ JOJDKEH HMCIIOJIB30BaTbCsa € OCTOPOXHOCTBIO Y IMAIIMCHTOB C CUCTCMHBIMU I/IH(l)eKHI/ISIMI/I,
pCACTaBJIAIOIIUMU PUCK IJIS ) KU3HU, TAKUMHU KaK I/IH(beKI_[I/II/I, CBA3aHHBIC C BCHO3HBIMH KaTCTCPAMU B
OTACIICHUAX WHTESHCHUBHOM TEpaIru.

OoHospemenHoe npumenerue ¢ OynpeHoOp@hUHOM (0MOeTbHO Ul 8 KOMOUHAYUU C HATIOKCOHOM,)

MoskeT MPUBECTH K Pa3BUTHIO CEPOTOHMHOBOTO cHHApoMa (cMm. pazaensl 4.4, moapaznen «OcoObie
yKazaHus» U 4.5).

Oco0ble yKa3aHus

Cmepmnocmb Y nayuennoe ¢ kamemep-accoyuupoeaHnblMu qubeKI/}uﬂMu

B oTKkpbITOM HCCIIEIOBAaHUM CPEIU TSHKEIOO0OJIBHBIX MAIlMEHTOB C BHYTPUCOCYAUCTHIMHU KaTeTep-
aCCOIIMUPOBAHHBIMU WHQEKIHUSIMH OBUIO OTMEYEHO MPEBBIIICHUE JIETATHbHOCTH Y MaIlMEeHTOB,
MOJTy4aBIIUX JIUHE30JU]I, o CPaBHEHHUIO C MalUeHTaMU, MOJTy4aBUINMHU
BaHKOMUIIMH/TUKIOKCAMUTHH/OkcanuuiH [78/363 (21,5 %) npotus 58/363 (16,0 %)]. OcHOBHBIM
(bakTopoM, OKa3bIBAIONIMM BJIUSHHUE HAa YPOBEHb CMEPTHOCTH, OBLI CTaTyC I'pPaMIOJIOKUTEIbHON
nH(EKIMH B UCXOJHBII MOMEHT BpeMeHU. [lokazarens NeTalbHOCTH OBLIT CXOXK CPeIH MalueHTOB,
MH(MEKIMH y KOTOpPBIX OBbUIM BBI3BAHBI TOJBKO TI'PAMIIOJIOKUTEIBHBIMH MUKPOOPraHU3MaMH
(otHomenue maHcoB 0,96; 95 % noBepurenbHbIN HHTEpBAT: 0,58—1,59), HO OBLT 3HAYUTETHLHO BHIIIIE
(p=0,0162) B rpymnrme JUHE30IHIa, KOT/Ia OOHAPYKUBATUCH U APYTHE MUKPOOPTAHU3MBI, HJIM HX HE
y/aBajoCch OOHApPY>KUTh HAa HavyaJbHOM JTare (OTHOIIeHHE ImaHcoB 2,48; 95 % noBepuUTENbHBIH
untepBai: 1,38—4,46). Haubonpmmii nucbasaHc OTMEUEH BO BpEMs JICUCHHS M B T€UeHUE 7 THEH
Moclie OKOHYAHUS aHTUOMOTUKOTEpanuu. B Xome wccinemnoBaHus B TPYIIE JIMHE30IHIA OOJbIIe
MalUMEeHTOB MpUOOpeTalii rPaMOTpULIaTENbHbIE MUKPOOPIaHU3Mbl U BIOCIEACTBUM MOTHOATH OT
WH(EKINH, BBI3BAHHOW TPaMOTPHUIATEIILHBIMH  MUKPOOPTaHM3MaMH WM  MOJMMUKPOOHBIX
nHpeknui. Takum 00pa3om, B ClTydae OCIOKHEHHBIX HHPEKIINH KOKHA U MATKUX TKaHEH JIMHE30JI1 /T
ClleyeT UCIONB30BaTh Yy TMAlMEHTOB C UW3BECTHOM WM BO3MOXHOW  KO-WH(EKIuen
rpaMOTPULIATEILHBIMU MUKPOOPTaHU3MaMHU, TOJIKO €CJIM HET albTepHATUBHBIX BAPUAHTOB JICYCHUS
(eMm. pasgen 4.1). B aTux ciayyasx NOKa3aHO OJHOBPEMEHHOE JOIOJIHUTEIBHOE IPUMEHEHUE
MpernapaToB, JEHCTBYIONINX HA IPaMOTPULIATEIbHYI0 MUKPOQIIOpY.

Muenocynpeccus

Y  HEKOTOpbIX MAIMEeHTOB, MPUHUMAIOIIMX JIMHE30JHA, MOXET pa3BUTbcd oOpaTumas
MUenocymnpeccus (C aneMuen, TPOMOOIIMTONICHUEH, JISHKOTIEHUEH 1 MAHIIUTOTICHHUEH ), 3aBUCSIIIAS OT
MIPOJOJKUTENBHOCTU Tepanuu. TpoMOOIIUTONECHHSI MOXKET Yallle BOSHUKATh Y MALUEHTOB C TSHKEIOM
MMOYEYHOM HEAOCTATOYHOCTHIO, HE3aBUCHUMO OT NPUMEHEHHUS Yy MAallMEHTa TeMOoAuanu3a, U Yy
MAIMEHTOB C TEYEHOYHON HEIOCTAaTOYHOCTHIO CpPeAHEW WIIM TSKEIOM CTENEeHW. Y MOXKUIIbIX
MMALMEHTOB TAK)XXE IOBBILIEH PUCK Pa3BUTHUS JAHHOTO COCTOSIHUS. B CBSI3M € 3TUM B mpouecce
JIeYeHHs He0OXOIMMO MPOBOJIUTH MOHMTOPUHT TOKa3aTesiedl KPOBH Y MAllMEHTOB C MOBBIIIEHHBIM
PUCKOM pa3BUTUA KPOBOTEYECHUS, MHUEIOCYIIPECCUE B aHaMHe3e, C TSDKEIIOM IT0YEYHOH
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OJHOBPEMEHHOM IPHMEHEHHH TMPErapaTroB, CHUXKAIOMUX T'€MOTJIOOMH MM  KOJHYECTBO
TPOMOOIITOB WM UX (YHKIIMOHAJIBHBIE CBOMCTBA, a TAKXKE Y MALlMEHTOB, MOTYYaIOLIUX JTUHE30JIN]
Oonee 2 Henmenb. JIMHE30MUA y TAaKUX MALMEHTOB MPUMEHSETCS TOJIBKO B TOM Cllydyae, KOrjaa
BO3MOJKEH TILATEJIbHBIA MOHUTOPUHT T'€MOII00MHA, KOJIMYECTBA JIEHKOLIMTOB U TpoMOoLuTOB. Eciu
BO BpeMs TepanuM JHMHE30JIMIOM Pa3BUBACTCS BbIPAKEHHAs MHEJOCYNpECCHUsi, JICUCHUE JOJIKHO
OBITh IIPEKPAILEHO, €CIIU TOJIBKO MPOJODKEHUE TEpAllMM HE CUUTAETCs a0COIIOTHO HEOOXOAUMBIM.
B srom cimyyae HEOOXOIUM MHTEHCHUBHBIH MOHMTOPHHI ITOKa3aTesieil KPOBU U COOTBETCTBYIOIIEE
neuenne. Kpome Toro, pekomMeHAyercsi, 4ToObl aHaJW3 KpPOBU (B TOM UHUCIIE OIpEIeSCHHE
reMOTrJI00MHA, KOJIMYECTBA TPOMOOLIMTOB U JICMKOIUTOB (C pacueToM JIEUKOLUTApHOU (HOPMYJIbI))
IIPOBOJIMIICS €KEHENIEJIbHO y MAallMEHTOB, MOJIyYaOUIUX JMHE30IM]], HE3aBUCUMO OT IOKa3aTesnen
MCXOJHOTO aHaiM3a KpoBU. bojee BBICOKas 4YacTOTa Pa3BUTUS TSKEIOW aHEMHHM OTMEYeHa Yy
HaIUEHTOB, HOJYYaBIIUX JMHE30JIH ] OosblIe MaKCUMAaJIbHO PEKOMEHJ0BaHHOU
MPOJOIDKUTENHLHOCTH B 28 THEH. DTUM MaiyeHTam vaiie TpedoBanock nepenuBanue kposu. Ciaydan
CUJIepOOIaCTHOM aHeMuu ObUIM 3aperuCTPUPOBaHbl B IOCTPErMCTPALMOHHOM THepuoje. B
OOJIBIIMHCTBE CIY4aeB JJIMTENbHOCTh TEPANUU JTMHE30IMI0M peBbiaa 28 qHei. Y O0NbIIMHCTBA
HAIMEHTOB NPOSBIECHUS ObUIN MOJHOCTBIO MJIM YaCTHYHO OOpaTHMBI ITOCTIE IPEeKpaleHHs JIEYeHUs
JMHE30IMI0M ¢/6e3 creru(uyecKoro JeYeHns: aHEMUH.

AHmu6u0mu1<—accouuup06aHHaﬂ ()uape}z u Koaum

VY manueHToB, MPUHUMAKOIIUX aHTHOAKTepUAIbHBIC Mpenaparhbl, BKIIOYAs JHWHE30IH]I, CIEIyeT
YUHUTHIBATh PUCK PA3BUTHUS MICEBIOMEMOPAHO3HOTO KOJIUTA PA3INYHON CTEIEHH TAKECTH.

O cnywasx nuapeu, cszanHoit ¢ Clostridium difficile, coobuianock B CBSI3U C HCIOJIB30BAaHUEM
MPAKTHYECKH BCEX aHTHOAKTEPUABHBIX MPETAapaToB, BKIIOYAs JTMHE30IH . TSHKECTh THaper MOXKET
BapbUPOBATH OT JIETKUX (OPM /10 TsLKENbIX. JIeueHne anTHOaKTepruatbHBIMU MperapaTaMy HapyaeT
HOPMaJIbHYIO MUKPO(hIIOpY KHUIIIEYHUKA, YTO MPUBOIUT K M30bITouHOMY pocty Clostridium difficile.
Clostridium difficile BeipaOaTbIBacT TOKCHHBI A M B, KOTOpBIE NMPUBOAAT K PAa3BUTHUIO JHAPEH,
ceszanHoi ¢ Clostridium difficile. I306pITOYHOE KOTUYECTBO TOKCHHOB, BEIpabaThIBaEMOE IIITAMMaMH
Clostridium difficile, MmoxeT BbI3BaTh MOBBIIICHUE JETATHHOCTH CPEIH MALUEHTOB, TaK KaK TaKue
MH(EKIUNA MOTYT OBITh YCTOMYMBBI K TPOTUBOMUKPOOHOMN TEparuy, a TAK)KE MOXKET MOTPeOOBaThCS
KOJIOH?KTOMHs. Henb3s NpUMEHSTH JIEKapCTBEHHBIE CPEICTBA, TOPMO3SIIUE MEPUCTAIBTHKY
KHIIICYHUKA.

Bo3MoskHOCTh pa3BuTus quapeu, csizanHoi ¢ Clostridium difficile, nomxna paccMaTpuBaTbes y BCexX
MANKEHTOB C TUapeei, IocIeI0BaBIIeH 32 MPUMEHEHNEM aHTHOMOTHKOB. TIIaTeIbHOE MEAUIIMHCKOE
HaOJI0ICHNE B TEUCHHE 2 MECAIEB HEOOXOIUMO MaIMEeHTaM, MEPEHECIIUM JUapero, CBA3aHHYIO C
Clostridium difficile, mociie BBeIcHHS aHTHOAKTEPUATBHBIX MTPENapaToB.

Ilepughepuueckas Hetiponamus u Helponamus 3pUmMenIbHO20 Hepea

Coobmanock o nepudepruueckoil HeUPOMaTHH, a TAKKE HEHPOIATUH 3PUTEILHOTO HEPBA U HEBPHUTE
3pUTENLHOTO HEPBA, KOTOPHIE MHOT/IA MPOTPECCUPYIOT A0 MOTEPH 3PEHUs, Y MAIMEHTOB, KOTOPbIE
MOJTy4aJIy JICYCHHE JIMHE30JIUIOM; 3TU COOOIICHNS UMETH MECTO, B NIEPBYIO OUYepelb, Y MAUEHTOB,
MOJTyYaBIIUX JICYCHUE Ha MPOTSHKEHUH MEPUOIOB BPEMEHH, KOTOpbIe ObUIM OO0JIbIIIe MAaKCUMAIBLHO
PEKOMEHIOBAHHOUM MPOIOKUTEILHOCTH JICYEHHUSI, COCTABIISIONICH 28 THEM.

[Tpu mposIBICHUU CUMIITOMOB YXY/IIEHUS 3pUTEIbHON (YHKLNHU, TAKUX KaK U3MEHEHHE OCTPOTHI
3peHMs, HU3MEHEHHE IIBETOBOI'O BOCIPHSTHSA, 3aTyMaHEHHOCTb, JAe(EKThl MoJell 3peHus,
PEKOMEHAYETCS CPOYHO OOpaTuThcs K odrambmoniory s KoHcynbTanuu. ClieayeT HTpOBOIUTH
MOHUTOPHUHI 3PUTENbHOM (PYHKIMH y BCEX NALMEHTOB, INPUHUMAIOIIUX JHMHE30IH] B TEUCHHE
JIMTeNnbHOrO BpeMeHH (Oonee 28 mHeil), a Takke y BCEX MALMEHTOB C BHOBb IOSBHUBIIMMHUCS
CUMIITOMaMH 3PUTEIIBHBIX HApyILICHWH HE3aBHCHMO OT IPOAOJDKUTEIBHOCTH Tepanuu. B cirydae
pa3BUTHs TepudepruuecKoil HeWponaTHM W HEHpOMaTUU 3pPHUTEIBHOTO HEepBa CIEAYeT OLEHUTH
COOTHOILIEHUE PUCK/TI0JIb3a TPOAOIIKEHHS TEPAUK JIMHE30IMIOM Y 9THX MA[MeHTOB. PUck pa3BuTus
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BpEMsA HJIM KOTOPBLIC HCIABHO IIPUHUMAIIN aHTI/IMHKOGaKTepHaﬂbHBIe npernaparbl OJid JICUCHUSA
TyOepKyJiesa.

Jlakmoayuoos

B cBs13u ¢ npuMeHeHrneM JTMHE30JIH/ 12 COOOIIAIOCH O JIaKToanu103¢e. [lanneHTsl, y KOTOphIX Ha (hoHE
npreMa JIMHE30JIH/1a BO3HUKAET IMOBTOPHAS TOIIHOTA WM PBOTA, OOJbh B KUBOTE, HEOOBICHUMBIIA
aIy103 WIIM OTMEYAETCs CHIDKECHHE KOHIICHTPAIMU THIPOKapOOHAT-aHUOHOB, TPEOYIOT TIIATEILHOTO
HaOII0JICHUSI CO CTOPOHBI Bpaya.

Mumoxondpuanvras ouchyHkyus

Jlunezonua uHruOUpyeT cuHTe3 Oenka MUToXoHApuid. [lo6ouHbIe 3PPEKThI, TAKHE KaK JTaKTOAIUI03,
aHeMus ¥ Heiiponatus (nepudepudeckast WM 3puTeIbHOTO HEpBa), MOTYT BO3HUKHYTh B PE3yJIbTaTe
3TOr0 TOPMOXKEHHUS; 3TU APQEKTH SABISAIOTCA 0Oojee pacHpoCTpaHEHHBIMM, KOTJa Iperapar
npuMeHseTcs Oobline, yem 28 aHeil.

Cyoopoeu

CooOmianoch 0 cynoporax y MalMeHTOB, IPUHUMABIINX JIMHE30JIU], IPU 3TOM B OOJBIIWHCTBE
CIIy4aeB B aHAMHE3€ UMEJIOCh YKa3aHUe Ha CyJJOPOTH WM HaIn4due (PakTOpOB PUCKA MX Pa3BUTHS. Y
MalMEeHTOB HEOOXOAUMO coOpaTh MOIPOOHBIA aHaAMHE3, KacaroIIMICs MPeIIeCTBYIONINX MHU30/0B
CYJI0pOT.

Hneubumopor MAO

Jlune3onuyn sBiseTCs OOpAaTHMBIM HECENeKTHBHbIM HHTHOMTOpoM MAOQO; omHako B 032X,
MPUMEHSIEMbIX ISl aHTUOAKTEpUAIbHOM Tepanuu, OH He MPOSBISET aHTUIEIPECCAaHTHBIA 3 (EKT.
Nmerorcss oyeHb OrpaHUYEHHBIE NAHHBIE U3 MCCIEAOBAHUN JIEKAPCTBEHHBIX B3aUMOACHCTBUU U B
OTHOIICHUU O€30MaCHOCTH JIMHE30JIuJa TMpU TMPUMEHEHUH Y TAIUEHTOB C OCHOBHBIMU
3a00JIeBaHUSMU W/WIHA TIPU OJHOBPEMEHHOM MPHUMEHEHUU JICKAPCTBEHHBIX MPENapaToB, KOTOPHIC
MOTYT TOJIBEpPrHYTh WX PHUCKY, 0OycioBieHHoMy wuHruOupoBanueM MAOQO. CrnenoBarenbHO,
MPUMEHECHHE JIMHE30JUAa HE PEKOMEHIYEeTCS B JTUX OOCTOSTENBbCTBAX, KPOME CIIy4aeB, KOT/a
BO3MOXXHO MPOBEJCHHE TIIATEILHOTO HAOMIOAEHHUS W MOHUTOPWHIA IMalMEHTa, IOJYyYarollero
npemnapar (cM. paszaen 4.3, 4.5).

Cepomonunoswiii cCuHopom

Coo0manoch O CHOHTaHHBIX CIIydasiX pa3BUTHS CEPOTOHWHOBOTO CHHAPOMA, CBS3aHHOTO C
OJTHOBPEMEHHBIM IPUMEHEHHEM JIMHE30JIMIa W CEPOTOHMHEPIHYECKHX IPEnaparoB, BKIIOYAS
AHTUJICTIPECCAHTHI, TAKHE KaK CEJICKTUBHBIE HHTMOUTOPHI 0OpaTHOTO 3axBaTa ceporoHnHa (CHO3C)
u ommounbl (cM. pasnen 4.3, 4.5). Ilpu HeoOXoaMMOCTH NMPUMEHEHHUsI Mpernapara B COYCTAaHUU C
CHUO3C cnenyer MOCTOSHHO HAOMIONATh 3a MAIlMEHTAMH C LEJIbIO BBISBICHUS NPU3HAKOB U
CUMITOMOB CEPOTOHHHOBOTO CHHJIpPOMAa, TaKWX KaKk HapylleHHe KOTHUTHUBHOH (yHKIUH,
TUIIEPIUPEKCHs, TUnieppedekcuss 1 HapyleHHe KOOpIMHAIMK JBWXEHUN. B ciydae mosiBiaeHus
JTaHHBIX CHMIITOMOB CJIeTyeT OTMEHUTH OAMH W 00a MpUHUMAaeMbIX npernapata. [Ipu npekpamenun
npreMa CEpOTOHUHEPTHUECKOTO CPEACTBAa MOTYT HaOII01aThCsl CHMITOMBI CHHIIPOMA «OTMEHBD.

OnHOBpeMEHHOE NMPUMEHEHHE JIMHE30JIUIa W OynpeHopduHa (OTAEIHHO WM B KOMOWHAIIMH C
HAJTOKCOHOM) TaKXE€ MOXET TMPUBECTH K DPa3BUTHIO CEPOTOHHHOBOrO cuHApoma. Ecim Takoe
OTHOBPEMEHHOE TIPUMECHEHHUE SBISICTCS KIMHUYECKH OOOCHOBAHHBIM, CJEIYET OO0ECIeUnuTh
TH.IaTeHBHBIﬁ KOHTPOJIb 3a COCTOSIHUECM MTAlTUCHTOB, OCO6€HHO B HAYaJIC JICUCHUA U ITPHU MMOBBIICHUAX
10361 (cM. pazaen 4.5).

Paboomuonuz

Coobmanoch 0 ciaydasx pabdAOMHOIM3a TPH TPUMEHEHWW JmHe3onuaa. Ecnm Habmromarorcs
NPU3HAKK MM CHMIITOMBI pabOMMOJIN3a, MPUEM JIMHE30JUJa CIeNyeT MPEeKpaTUTh M HayaTb
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COOTBETCTBYIOIIYIO TEPAITHIO.

Tunonampuemus

VY HEKOTOpBIX MALMEHTOB, MOJYUYaBIINX JUHE30M,I, HAOIIOJAINCh THIIOHATPUEMHS U/UIIH CUHAPOM
HEaJIeKBaTHOW cekpeluu aHTuanypernyeckoro ropmoHa (SIADH). Pexomennyercst perynsipHO
KOHTPOJIMPOBAaTh YpPOBEHb HATPHUsl B CBIBOPOTKE KPOBHM Yy MOXKWIBIX JIIOJACH, y MalMEHTOB,
IIPUHUMAIOIINX AUYPETUKH, U Yy JPYTUX NAllMEHTOB C PUCKOM TMIIOHATPUEMUH.

Oxpawusanue 3yOHOU dIManu

Coobmanocs o ciryyasix 00paTUMOro MOBEPXHOCTHOTO M3MEHEHMS OKpaIIMBaHUsI 3yOHOM aMay mpu
NPUMEHEHUH JIMHe30uuAa. JlaHHble M3MEHEHHs OKpallMBAaHUSA YJAISUINCh  IOCPEICTBOM
poheCCHOHATLHOTO OYHUILIEHHS 3y0O0B.

T'unocnuxemus

Coo01manoch 0 ciry4asiX CUMOTOMATHYECKOW THUMOTIIMKEMHH Y TAIIHEHTOB C CaXapHBIM JAHA0ETOM,
MOJTY4YaBIIUX JIMHE30JIU OJHOBPEMEHHO C MHCYJIMHOM WM TUIOTJIMKEMUYECKUMH TpernapaTamu.
XOTsl IPUUMHHO-CIEACTBEHHAS CBSI3b MEXIAY TPUEMOM JIMHE30JIU/IAa U PA3BUTUEM THIIOTIMKEMUN HE
YCTaHOBJICHA, MAIMEHTOB C CaXapHBIM JHAa0ETOM HEOOXOIUMO MPEAYNPEXAaTh O BO3MOKHOCTH
pa3BUTHS TUMIOTTUKEMUHU. B ciyyae BOZHUKHOBEHHUS TUIIOTIUKEMUU HEOOXOIMMa KOPPEKITUS JT03bI
WHCYJIMHA/TUTIOTIIMKEMHUYECKHX MTPEnapaToB WJIK OTMEHA JIMHE30JIH/1A.

IIpumenenue c npooykmamu numanus, 602amviMu MUPAMUHOM

[laruenTam clelyeT pEKOMEHJIOBaTh OTKa3aThCs OT MpuemMa OOJbIIUX KOJIMYECTB MUIIH,
coZiepKaliel TUpaMUH (TakoM Kak KpacHO€ BHHO, CO3PEBIIMN CBIP, HEKOTOPHIE aKOTOJIbHBIC
HAMUTKH, KOITYEHOE MSICO, SKCTPAKTHI APOKIKEH, MPOAYKTHI U3 (PepMEHTUPOBAHHBIX COEBBIX O0OOB,
TaKHe KaK COEBBII cOycC).

Cynepunghexyus

Knuanueckux wucciaenoBaHuid, u3ydaBmnX 3(QeKkT NpuMeHeHus JMHE30JHIa Ha HOPMAaJbHYIO
MUKpOQIIOpY oOpraHu3Ma 4eJloBeKa, He MpOBOAWIOCH. [IpuMeHeHne aHTHOAKTEpHAIbHBIX
IIpENapaToB MHOTJAa MOMKET IPUBOAMTH K YCHWJIEHHOMY POCTY HEBOCIPUUMYMBBIX K HEMY
MUKpPOOPTaHW3MOB. B KIMHHYECKHX HCCIeNOBaHUSAX ObUIO IMOKa3aHo, 4To mpumepHo y 3 %
MAIMEHTOB, IOJIY4YaBIIUX PEKOMEHJOBAHHBIE JO03bl JIMHE30JMAA, pPa3BUBAICS KaHIUAO3,
aCCOLMMPOBAHHBIN ¢ mpHeMoM aHTHUOMOTHKOB. [Ipy BO3HHMKHOBeHHMH cynepuH(peKuuu Ha QoHe
IIpreMa JUHE30JIna CIEAYET IPUHUMATh COOTBETCTBYIOLINE MEPBI MEAUIIMHCKOTO XapaKTepa.

Knunuueckue uccneoosanus

bezonacHocTh M 3¢ (EKTUBHOCTh MPUMEHEHHS JIMHE30JUAa JIUTEIbHOCThIO Oosee 28 nHel He
YCTaHOBJIEHBI (II0 BCEM ITOKa3aHMAM, 33 HUCKIIOUCHHEM TyOepKyJiesa JIeTKux). B KoHTponmpyeMbIx
KIMHUYECKUX MCCIEOBAHUSAX HE NMPUHUMAIHM YYacTHE MAlUEHTHl C CHHAPOMOM «IHa0eTHYECKON
CTONbI», TMPOJIOKHAMH WJIM HIIEMHYECKUMH HApPYIICHUSMH, TSDKEIBIMA —OXOTaMH  WIIH
TaHTPEHO3HBIMH MOPAXKECHUAMHU. TakuM 00pa3oM, ONBIT MPUMEHEHHs JTMHE30JIMa B TEPANUU 3TUX
COCTOSTHUM OTpaHUYEH.

4.5. BzaumogeiictBue ¢ JPYIrHMH JIeKADCTBEHHBIMH IIpenapaTamMM W Jpyrue BH/ABI
B3aMMOJAEHCTBHUSA

Uzodepmentsl imToxpoma P450

YcranoBneHo, yTo u3ohepMeHThl muToxpoma P450 He yuacTByIoT B MeTabOIM3ME JIMHE30JIUIA in
vitro. JluHe3onun He HMHrUOMpPYeT M HE TMOTCHUUPYET AaKTUBHOCTb KIMHHYECKH BaKHBIX
n3odepmenTo nuroxpoma P450 (1A2, 2C9, 2C19, 2D6, 2E1, 3A4). Takum 06pa3om, HE 0KHITACTCS
CYP450-unayiupoBaHHOr0 B3aUMOIEUCTBUS IIPU NIPUEME JIMHEZ0JINA.



ot 01.10.2025 N2 24613

(MOCNEOOBATENBLHOCTL 0002)

CyO0ctpars! uzodepmenra CYP2C9

COOTBETCTBYET ZKCNEPTHOMY OTUETY

IIpy ogHOBpEeMEHHOM NPUMEHEHUH JHHe30Iuaa U (S)-BapdapuHa, KOTOPHIM B 3HAUMTEILHOU
creneHn metabonusupyercss uzopepmentom CYP2C9, dapmakoKMHETHYECKHE XapaKTEPUCTHUKU
BapdapuHa He MeHst0TCs. Takue npenapatsl, Kak BaphapuH U GEHUTOUH, SBISIONIMECS CyOcTpaTaMu
m3odepmenta CYP2C9, MOXHO TPUMEHATH OJHOBPEMEHHO C JIMHE30IMIA0OM 0€3 KOPPEKIIUU JTO3HI.

Huaruburopst MAO

JIunezonmuy sABISAETCS HECENEKTHUBHBIM O00paTUMBIM MHruOMTOpoM MAOQ, MOATOMY Y HEKOTOPBIX
MalUCHTOB, IMOJYy4YarolnuX JIMHC30JUA, MOXKET OTMCHATHCA YMCPCHHOC O6paTI/IMO€ YCHUJICHUC
MIPECCOPHOTO JIEHCTBUS 1Ce8003pedpuna N (heHUInponanoiamuna. B cBs3u ¢ 3TUM peKOMEHIYETCS
CHMXXATb HAYaJIbHBIC OO03bI CICAYIOINHUX TIpyHnil MnOpeunaparoB: aApCHOMHUMCTUKU (HaHpI/IMep,
nceBnoddeaprH, (heHUIIIpOoImaHoOIaMHH, snuHePpuH, HOP3MUHEPPUH, n00yTaMuH),
n0haMUHOMUMETHUKH (Hampumep, AopaMHH) U B JalbHEHIIEM OCYIIECTBIATH MOAOOp 03B
TUTPOBAHUEM.

CGDOTOHI/IHGDFI/I‘-IGCKI/IG nperaparhsl

B uccnenosanmsix I, Il u 111 dha3sl He oTMeUanoch pa3BUTHS CEPOTOHUHOBOTO CHHIPOMA y TIAITUEHTOB,
MoJiydaBIIMX JIMHC30JIUA COBMCECTHO C CCPOTOHHHCPIrUYUCCKHMU IIpCriapaTaMu. O,Z[HaKO 651.]'[0
HECKOJIbKO COOOIIEHUI 0 pa3BUTHH CEPOTOHMHOBOIO CHHJIpOMa Ha (pOHE MPUMEHEHHS JTMHE30JI11a
u anTuaenpeccantoB — CMO3C (cm. paznen 4.3).

Hpyrue aHTI/I6aKTeDI/IaJ'II)HBIe npenaparsl

HpI/I OIHOBPCMCHHOM MNPUMCHCHUU C asmpeoHamom u CEHMAMUYUHOM U3MCHCHUA
(bapMaKOKI/IHeTI/IKI/I JJMHE30JIMJJa HE OTMCYAJIOCh.

Pugamnuyun Be3biBan cHukeHHEe Cmax M AUC nuHe3onmuna B cpeaneMm Ha 21 % u 32 %,
COOTBETCTBEHHO.

JIuHe30mH]| ClIEAYET ¢ OCTOPOXKHOCTBIO INPUMEHSATh OJHOBPEMEHHO C Oynpenopgunom (OTAEIBHO
WIA B KOMOMHAIMM C HAJOKCOHOM), TaK KakK IIOBBIIIAETCS PUCK DPA3BUTUSA CEPOTOHHMHOBOTO
CHUH/IPOMA, IPEJICTABIISIFOIIETO TOTEHIIMAIBHYI0 YIPO3y IS )KM3HU (CM. pasnen 4.4).

4.6. DepTUNHHOCTH, OEPEMEHHOCTH U JIAK TaITUA

bepemeHHOCTD

HccnenoBanuii 6€30MacHOCTH MPUMEHEHMs JMHE30JUAa NpU OEpeMEHHOCTH HE IPOBOAMIIOCH,
MO3TOMY MIPUMEHEHHE Tpenapara JInHe3omm mpu 6epeMEeHHOCTH BO3MOKHO TOJIBKO B CITydae, eCiiu
npeAnoaraemMas moJjib3a JAJisi MaTepy MPEBOCXOAUT NOTEHIIMAIBHBIA PUCK JUIS TUIOAA.

JlakTaius

HewnsBecTHO, BBIIENACTCS JIM JIMHE30NHI C TPYAHBIM MOJIOKOM KOPMSIUMX JKCHIIUH, IO3TOMY
ClelyeT IpPEKpaTUTh TPyJHOE BCKAPMIIMBAHHUE IIPU HA3HAYEHHUM IIperapara MaTepu B IEPUOJ
JIAKTaLUH.

4.7. BiusiHue Ha CHOCOOHOCTH YNPaBJATH TPAHCHOPTHBIMHM CpeACTBAMHM H padorarh C
MeXaHM3MaMH

Bo Bpems edeHus JIMHE30JIMI0M YIIPABIATh TPAHCIIOPTHBIMU CPEICTBAMM, CIIELIMAIBHON TEXHUKON
WIA 3aHUMAThCs JICSITEIBHOCTBIO, CBS3aHHOW C TIOBBIIICHHBIM PHCKOM, HE PEKOMEHIYETCH.
HaHI/IeHTOB CICOAYCT MpCAYIPECAUTb O BO3MOXKXHOCTHU PA3BUTHA TI'OJIOBOKPYKCHHA WM CUMIITOMOB
HapyIeHust 3peHus (cMm. pazaensl 4.4, 4.8).
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4.8. HexkesnaTeibHbIe peakmuu

COOTBETCTBYET 3KCNEPTHOMY OTUYETY

Pesrome mpoduiist 6e300acHOCTH

HexenarenbHbIe SIBICHUS, CBSI3aHHBIC C TPUEMOM JIMHE30JIMJA, OBIBAlOT OOBIYHO JIETKOH WIIN
Cpe,Z[HeI\/'I CTCIICHU BBIPA’KCHHOCTH. qame OCTAJIbHBIX OTMCYAKOTCA JUAPECA, I'OJIOBHAA 60JIB, TOIIIHOTA,
pBOTA.

Pe3roMe HexenaTenbHBIX PEAKIIN

YacToTra HEKENATENbHBIX pEaKIUil, NPHUBEICHHBIX HWXKE, OINpeneNsach COOTBETCTBEHHO
cienyroomeMy: odeHb 9acto (> 1/10), wacto (> 1/100, vo < 1/10), Hewacto (> 1/1000, Ho < 1/100),
peako (= 1/10000, vo < 1/1000), ouens peako (< 1/10000), wacrora Hen3BeCTHa (HA OCHOBAHUHU
HUMCHOIIUXCA JaHHBIX OLICHUTH HGBO3MO)KHO).

B3p0c11bze nayuernmol

HqueKuuu u uHeasuu

YacTto: kauaum03 (B T.4. KAHIU03 MMOJOCTH PTa, BATMHAIBHBIN KaHIMI03), TPUOKOBBIC MH(EKIINH;
HeuacTo: BaruHur;

(V) o sk
Penko: konuT, BEI3BaHHBINM MPUMEHEHHEM aHTHOMOTHUKOB (B T.4. IICEBAOMEMOPAHO3HBIN KOJIUT) .

Hapywenus co cmoporsl kposu u ﬂuMGbamuQQCKOIz cucmemyl

YacTo: aHEeMHS ;

Heuacro: neiikonenus’, HeHTpONeHUs, TPOMOOIUTONEHHS , J03UHODIIHS;
Penko: MaHIUTONCHUS |

YacToTa HEU3BECTHA: MUEIIOCYTIPECCHS , CHAEPOOIACTHAS AHEMHUS .

Hapywenus co cmoporbl uMmyHHOU cucmembl

YacToTa HeM3BeCcTHA: aHA(UITAKCHS.

Hapywenus MemabonuIMa U RUMAHUS

Heuacro: runonarpuemus;
%
YacroTa HEU3BECTHA: JIAKTOALUIO3 .

Hcuxuueckue napyuienus

Yacrto: OeccoHHUIIA.

Hapywenus co cmoponwvt nepsrotu cucmemvl

YacTo: ronoBHas 00J1b, U3BpAIICHUE BKyCa («METATHYCCKUN» TPUBKYC BO PTY), TOJIOBOKPYKEHUE;
*
Heuacro: Cya0poru , rTurecCTe3usd, rnmapeCTe3us,
v * o *
YacToTa Hen3BeCTHA: CEPOTOHMHOBBIN CHHIPOM , TIepudeprudecKas HeHpomaTus .

Hapywenusa co cmoporsl opeana 3penus

sk
Hegacro: 3aTymMaHeHHOE 3pEHHUE ;
Pejko: nospienue aedekTos noneit 3peHus ;

%
qaCTOTa HEU3BECTHA: HelponaTus 3pHTENLHOTO HepBa', HEBPHUT 3pUTENBHOIO HepBa , MoTeps
3peHHus , N3MEHEHHE OCTPOTHI 3PEHHUs , U3MEHEHHE IIBETOBOTO 3PEHHUS .

Hapywenus co cmoponsl opeana cayxa u ﬂa6upuﬂma

Heuacro: 3B0H B ymax.
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(NOCNEQCBATENEHOCTE 0002)

Hapywenus co cmoponbl cep()ua

COOTBETCTBYET ZKCNEPTHOMY OTUETY

Heuwacro: aputMmus (Taxukapaust), TpaH3UTOPHAsI NIIEMUYECKAs aTaka.

Hapywenus co cmoponbl COCV@O@

YacTo: MOBHIIICHHUE ApTCPHUAIIBHOT'O JaBJICHUSA
Heuacro: ¢nedur, Tpom60daeouT.

Hapywenus co cmoponwi scenry0ouHo-Kumeuno2o mpaxkma

%
YacTo: muapest , TOITHOTA, PBOTA, JTIOKaIU30BaHHAs win quddy3Has 6076 B 00J1aCTH )KUBOTA, 3a110D,
TUCTICTICHS,

Heuacro: mankpeaTur, racTpuT, B3yTHE )KUBOTA, CYXOCTh BO PTY, ITIOCCUT, )KUJIKHH CTYJ, CTOMaTHT,
M3MEHEHHE OKPACKH CITU3UCTON 000TOYKH S3bIKA U TIPOYHE HAPYIIICHUS COCTOSHUS S3bIKA;

%
Penxo: moBepXHOCTHOE U3MEHEHHUE OKPACKHU dMaJIH 3yOO0B .

Hapywenus co cmoponvt neuenu u scenyuesbl800sauux nymei

YacTto: m3MEHEHHE pe3yibTaTOB (DYHKIMOHAIBHBIX TECTOB ICUCHM, HOBBIIICHUE AKTHBHOCTH
(dbepMeHTOB TeueHu (B TOM uncie ataHnHaMuHOTpaHcdepassl (AJIT), acnapraTamuHoTpaHcdepassl
(ACT), menounoit pocdarassr (LLD));

Hewacro: noBbllieHre KOHIIEHTpAUU 0011ero OunrpyouHa.

Hapywenus co cmoponsl koocu u NOOKONCHBIX MKAHEl

Yacro: 3y1, ChIlb;
Heuacro: xpanuBHHMIIA, IEPMATHUT, MOBBIIIICHHAS TTOTIMBOCTD;

Penxo: Oymiesnple mopakeHUs KOXU (Takue Kak cuHApoMm CTtuBeHca-/[KOHCOHA*, TOKCHYECKHIA
AMUAECPMATBHBIA HEKPOIU3™), aonenus;

YacToTa HEM3BECTHA.! aHFI/IOHeBpOTI/ILIeCKI/Iﬁ OTCK.

Hapywenus co cmoponsl nouex u MOU€6bl80()ﬂmux nymeu

YacTo: NoBbBIIIICHHUE KOHIOCHTpAllMU MOYCBUHBI B KPOBHU;,

Hewacro: modeynass HeOCTaTOYHOCTD, MOBBIIICHNE KOHLIEHTPALMKA KPEAaTHHUHA B IUIa3ME KPOBH,
MIOJINY pUSL.

Hapywenus co cmoponbl penpodvkmuenoﬁ cucmembvbl U MOJIOUHbBIX JHCeles

Heuacro: HapylaICHUA CO CTOPOHBI BJIarajiviila 1 BYJIbBEI.

061/141/16 HapyuweruAa u peaxKkyuu 6 mecme 86€0eHUSs

Yacro: nuxopajaka, T0KaJIu30BaHHAs 0OJIb;
HeuacTo: 03H00, yTOMIIIEMOCTB, KaXK/1a.

ﬂa60pam0prle U UHCMPYMEHMATIbHbLE OAHHbIE

YacTo: TOBBIIICHUE KOJIMYECTBA HEUTPODUIOB, HSO3MHO(PHIOB, CHUXEHHUE TEMOIJIOOWHA,
réMaToKpuTa UKW YUCJia SPUTPOLUUTOB, MOBLINICHUC WUJIXN CHUKCHHUC KOJIMYCCTBA TpOM6OI_[I/ITOB 501050
JICMKOLIMTOB, TIOBBIIICHHE aKTUBHOCTH JIAKTATICTUAPOTEHA3bl, KPEATHHKHHA3HI, JIUITa3bl, aMUJIa3kI,
MOBBINICHUEC KOHICHTPAIUH TNIFOKO3bl HC HATONIAK, CHUKCHHC OGH.IGFO 66.]'[1(8., aJIBGYMI/IHa, HaTpuAa
WIIH KaJIbIIWsI, TIOBBINICHUE WM CHIDKEHHUE KaJIvsl WM THIPOKapOOHATOB;

HeuacTo: noBblilieHNE COACPKaHUS HATPUS WIN KAJIbLKS B IUIA3ME KPOBH, CHUYKEHUE KOHLIEHTPALUU
[JIFOKO3bl HE HATOLIAK, MOBBILICHUE UM CHU)KEHHME XJIOPUAOB B KPOBH, IOBBILIEHHUE KOIMYECTBA
PETUKYJIOLUTOB, CHUKEHNE KOJTMYECTBA HEUTPOPHIIOB.
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*Cwm. pasnen 4.4.

Crenyromue nmodounsie 3h(eKTsl MpU NPUMEHEHUH JTMHE30IMIa B PEAKUX CIydasX OTHOCHIIUCH K
KaTeropuu Cepbe3HbIX: JIOKAIN30BaHHAs 0OJb B 00JACTH JKMBOTA, TPAH3UTOpPHAs HUIIEMUYECKas
aTaka, apTepUaIIbHAsI TUIIEPTEH3HSL.

B KoHTpoOIMpYEeMbIX KIMHUYECKUX UCCIIEOBAHUSIX, B KOTOPBIX JIMHE30IH] IPUMEHSIICS MAKCUMYM
28 nHel, ToIbKO y 2 % nanueHToB pa3BuBaiach aHemus. [Ipu nprMeHeHnn He3aperucTpupoOBaHHOTO
mpernapaTa B paMKax MpOrpaMM paHHEro JAOCTyNa JUis MalUueHTOB C KU3HEYTPOXKAIOIIMMU
unpexumsmu, y 2,5 % (33/1326) manineHToB, KOTOPBIE MOIyYaId THHE30IuA < 28 THEel, pa3BuBaIach
aHeMmusi, B TO BpeMs KaK IpHU MPUMEHEHUU JHHe3oiuaa Oonblle 28 nHeW aHeMus pa3BUBAJIaCh y
12,3 % (53/430) narueHTOB.

CooTHolIeHHE CIy4YaeB pa3BUTHUSI aHEMUH, TpeOyIolllel nepeauBaHus KpoBH, cocTaBuio 9 % cpenu
MarUeHToB, NoiydaBmmx juHesonua < 28 muert (3/33), u 15 % (8/53) B Tex cmyuasx, Kormaa
JIUHE30JIU] IPUMEHSUTH OoJiee 28 THEH.

IIpoune 0coOble MOMYJISIINN

Hedcenamenvnvle peakyuu y nayueHmog ¢ mMyOepKyie30M JeeKUx ¢ MHONCECEEHHOI
JekapcmeenHol yemouuueocmoio M. tuberculosis

B xome mnposeneHus MHOTOLEHTPOBOrO, NPOCHEKTHUBHOIO, PaHAOMHU3UPOBAHHOIO JIBOMHOIO
CJIETIOT 0, TUT1ale00-KOHTPOJIUPYEMOTO UCCIIEIOBaHUS 10 olleHKe 3 (HEKTUBHOCTH U EPEHOCUMOCTHU
peXuMa XUMHOTEpanuy, BKJIIOYABLIETO JHHE30JIM[, y MAalUEHTOB C TYOEpKyJIe30M JIETKHX C
MHOXECTBEHHOH JIEKAPCTBEHHOU YCTOWYMBOCTBIO M. tuberculosis, Obly BBISIBICHBI HEXKENIATEIbHBIC
peaxkuuu:

Hapywenus co cmoponsl kposu u ﬂuM(i)amulleCKOIZ cucmemul

YacToTa HEU3BECTHA: aHEMUS, Y03UHOPUIIHS.

3HO0KpuHHble Hapyuerus

YacToTa HEU3BECTHA: TUTIOTUPEO3, MTOBBIIICHNE YPOBHS TUpeoTpornHoro ropmona (TTT).

Hcuxuweckue napyuienus

YacToTra HEW3BECTHA: OECCOHHMIIA, MAPOKCH3MAIbHOE TPEBOKHOE PACCTPOMCTBO, IJIAKCHBOCTH,
TpeBOra, pacCTPONCTBO SMOLIMI U TOBEICHMUSI.

Hapywenus co cmoponvt nepsrou cucmemvi

YacTora HEM3BECTHA: IOJIOBHAsl 00Jb, CYJOPOTH, TPEMOP PYK, UyBCTBO OHEMEHMs B KOHEUHOCTH,
HEBPAJITHs TPOMHUYHOIO HEPBA, TEHEPAIIM30BAHHBIN CYIOPOXKHBIN IIPUIIAIOK, IOTEPS COZHAHMUSL.

Hapywenus co cmoponsl opeana cayxa u ﬂa6upuﬂma

YacroTa HEU3BECTHA: CHUKEHHUE CIIyXa, 3BOH B yIIIaX.

Hapywenus co cmoponbl cep()ua

YacTtoTa HEM3BECTHA: CUHYCOBAsl apUTMUS, HA/IPKETy 10YKOBast IKCTPACUCTOJINS, CHUKEHUE CEerMeHTa
ST Ha sneKTpoKapAuOTpaMMe.

Hapywenusa co cmoporbl ObIXAMeNbHOU cucmemsl, opcanos ZDVOHOI:Z KIemKU U CpedOoCmeHus

UYacToTra Hen3BecTHA: Kallelb ¢ MOKPOTOMU, KaTapaabHbI pUHO(APUHTHUT.

Hapywenus co cmoponwi scenry0ouHo-Kumeuno2o mpaxkma

Yactora HensBecTHA: 00JIb B AMUTACTPHUH, TUCTICIICHYECKHUE SBJICHUS, TOIITHOTA, PBOTA, SPO3UBHBIN
racTpHT.
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Hapywenus co cmoponsl nevenu u 3!C€JZU€6‘bl80()}lu4ux nymeu

YacToTa HEM3BECTHA: MOBBIIICHUE aKTUBHOCTHU (bepMeHTOB INCYCHHU, ICIIAaTOTOKCUYHOCTD.

Hapywenus co cmoponsl koocu u NOOKONCHBIX MKAHEl

YacToTa HEM3BECTHA.! 3y KOXHBIX ITOKPOBOB, MCIUKAMCHTO3HOC aKHC.

Hapywienus co cmopoHbl MbliueYHou, KOCMHOU U COCOUHUMENbHOU MKAHU

Penxo: pabgomuonus (cM. paznen 4.4).
YacroTa HEU3BECTHA: apTPAITHS, 00JIb B CYXOKHUITHSX.

Hapywenus co cmoponvt nouex u Mouesbieoosuux nymeu

YacroTa HeW3BECTHA: TUIIEPYPUKEMHUS], HEPPOTOKCUYHOCTb.

Hapywenus co cmoporbl penpodvkmuenoﬁ cucnmembl U MOJIOYHbBIX oJHcenes

YacToTa HEen3BeCTHA! rajakTopes.

061/141/16 HAPYUIEHUS U PeaKyuu 8 Mecme 66e0eHuUs.

YacrtoTa HeW3BeCTHA: OTBpallleHHE K TMuIle, HoTeps ammeruta, (ebdpunpHas TeMIeparypa,
MOKPACHEHHUE 0 X0y MOAKOKHBIX BEH.

J]a60pam0pﬂble U UHCIMPYMEHMAIbHblE dannvie

YacToTa HEM3BECTHA: CHIDKCHHE KOHIICHTpAaUX KaJIMA B IJIa3MC KPOBHU.
€TH

HaHHBIe 1o 6630HaCHOCTI/I, IMOJIYYCHHBIC B KIMHHUYCCKUX MCCICAOBAHUAX C YUACTUCM 60.]'[66
500 marueHToB AETCKOTO Bo3pacta (C poxaeHUs 10 17 5er), He YKas3bIBalOT, 4TO NPO(HIb
0€30MaCHOCTH JIMHE30JIUAA IS AeTel OTIIndaeTcst OT npoduiast 6€30mMacHOCTH TS B3POCIBIX.

COO6I.H€HI/IG 0 MOA03PEBACMBIX HEXKECIATCIbHBIX PCAKITNAX

BaxxHo cooOmare 0 TMOAO3PEBAEMBIX HEKENATEIbHBIX PEAKIUAX TIOCIE PETUCTPALUU
JIEKApCTBEHHOT'O TpernapaTa ¢ IeIbl0 00ECTICUeHHs] HEeMPEPHIBHOTO MOHUTOPHHTA COOTHOIICHUS
«MoNb3a — PHUCK» JIGKAPCTBEHHOTO TMperapara. MEIUIIMHCKUM pa0OTHUKAM pPEKOMEHIYeTCs
coo0maThk 0 JIOOBIX MOI03PEBAEMBIX HEKETATEIbHBIX PEAKIUAX JIEKAPCTBEHHOTO Mpernapara yepes
HallMOHAJIBHBIC CUCTCMBbI COOGH_IGHI/IH (0] HCXKCJIATCIIbHBIX peaK]_II/I}IX I‘OCy,Z[apCTB-‘-IJIeHOB
EBpa3uiickoro 3kOHOMUYECKOTO COK03a:

Poccuiickas @enepanus

®denepanpHas cayx0a o Haa30py B chepe 3apaBoOXpaHEHUS

Anpec: 109012, r. Mocksa, CraBsiHCKasl miioniaip, 1. 4, ctp. 1
Tenedon: +7 800 550 99 03

OnexrponHas noura: pharm@roszdravnadzor.gov.ru

Caiit B HHGOPMAIIMOHHO-TEIICKOMMYHHKAIIMOHHOM ceTH «IHTepHeT»:

www.roszdravnadzor.gov.ru
4.9. Ilepeno3upoBka

CHUMIITOMBI

O crydasx nmepeo3upOBKH JTUHE30JUIa He COOOIAIoch.
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JleyeHune

COOTBETCTBYET 3KCNEPTHOMY OTUYETY

PGKOMGH,Z[yeTC}I CUMIITOMATHUYCCKOC JICUCHUC (B TOM YHUCIIC H€O6XO,Z[I/IMO HOI[,Z[Gp)KI/IBaTB CKOpOCTB
KJIyOOoukoBOU puibTpanuu). HeT maHHBIX OTHOCHUTETBFHO YCKOPEHHS BBIBEICHUS JIMHE30JIUA MPU
NEpUTOHEANBHOM Juanu3e uian remonepdysuu. [Ipumepno 30 % nuuHezonuaa BEIBOAUTCS B TCUCHHE
3 4 npu reMoIuaums3e.

5. DPAPMAKOJIOTUYECKUE CBOMCTBA
5.1. ®apmakoguHAMHYECKHE CBOICTBA

dapMakoTeparneBTU4YeCcKas Tpynna: aHTHOAKTepUaAlIbHBIE CPEACTBA CHCTEMHOTO JCHCTBUS; APyTHE
aHTHOAKTepUATBHBIC CPE/ICTBA.
Kox ATX: JO1XXO08

MexaHu3M IeUCTBUS

JluHe301M, CHUHTETHYECKHH aHTHOAKTEpUANbHBIA Mpernapar, OTHOCUTCI K HOBOMY KJIacCy
MIPOTUBOMHUKPOOHBIX CPENICTB, OKCA30JIMIMHOHAM, AKTUBHBIX i7 Vifro B OTHOILEHUH a’POOHBIX
IPaMIIOJIOKUTENbHBIX OaKkTepuid, HEKOTOPHIX TI'PAMOTPHUIATEIBHBIX OakTepuil M aHAIPOOHBIX
MUKpPOOPTraHu3MOB. JIMHE30/Iu ] CeNeKTUBHO HMHIHOMpYeT cHuHTe3 Oeiaka B OakTepusix. 3a cyer
CBSI3BIBaHUS ¢ OaKTepUATHHBIMU PUOOCOMAMH OH TPEOTBpaIIaeT 00pa3oBaHue (PYHKIIMOHATHHOTO
WHUIUMUpPYIOIIEro Komiuiekca 70S, KOTOPBIH SABJISIETCA BaXKHBIM KOMIIOHEHTOM IMPOIECCa TPAHCIISIIIAN
IpU CUHTE3€E OerKa.

YyBCTBUTEILHOCTD

[Ipenapar aKTUBEH in Vitro U in vivo

['paMmioniokUTEIBHBIC a9POOEI

Enterococcus faecium (BKiIt04asi IITaMMbl, PE3UCTEHTHbIE K BAHKOMUIIMHY )
Staphylococcus aureus (BKI04as METULIMJTMHPE3UCTEHTHBIE IITAMMBI)
Streptococcus agalactiae

Streptococcus pneumoniae (BKJII0Yasi IOJTUPE3UCTEHTHBIE ILITAMMBI)
Streptococcus pyogenes

Jpyrve MUKpOOpPraHUu3Mbl

Mycobacterium tuberculosis

[Ipenapar akKTUBEH in vitro

['pamnosioxkuTeabHBIE a9POODI

Enterococcus faecalis (Bkio4as TaMMbl, pe3UCTEHTHBIE K BAHKOMUIIMHY )
Enterococcus faecium (Bxiro4asi ITAMMbl, UyBCTBUTEJIbHBIE K BAHKOMUIIMHY )
Staphylococcus epidermidis (BkIIt0ouast METUIMILTMHPE3UCTCHTHBIC IIITAMMBI)
Staphylococcus haemolyticus,

Cmpenmoxoxku Tpynnsl Viridans

I'pamoTpunaTeNbHbIE a3PO0BI

Pasteurella multocida

Pe3ucTeHTHbIC K IMHE30JIUy MUKPOOPTaHU3MbI

Haemophilus influenzae

Moraxella catarrhalis

Neisseria spp.

Enterobacteriaceae spp.

Pseudomonas spp.

Pe3ncTeHTHOCTD
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" (MOCHENOBL HOCT B (802
MexanusM JelCTBHS JIMHE30IUAA OTIUYACTCA OT exaHI/IS'IQO'B'I}lé:ﬂ'g'mﬁﬂ'leﬁngfll/fLOMIIKb06HH%{

OMY OTUETY

IpernapaToB JAPYTrUX KiIaccoB (HANpHUMeEp, aMHHOTIHMKO3HMIOB, OeTa-JTaKTaMoOB, AHTarOHHWCTOB
¢donmMeBol  KHCIIOTHL,  TJIMKONENTHIOB,  JINHKO3aMHU/OB,  XWHOJOHOB,  pH(aMHUIMHOB,
CTPENTOrPAaMHUHOB, TETPALIMKIMHOB U XJIOpaM(EHUKOIIa), TOITOMY MEPEKPECTHON PE3UCTEHTHOCTH
MEXKy JIMHE30JMI0M M 3TUMH TIperapaTaMy He CyIlecTByeT. JIMHe301M/] aKTHBEH B OTHOLICHUH
MATOr€HHBIX MUKPOOPIaHU3MOB KaK YyBCTBHUTENBHBIX, TAK U PE3UCTEHTHBIX K 3THM IpenapaTam.
Pe3ucTeHTHOCT MO0 OTHOIICHHWIO K JIMHE30JIMAY PAa3BHBACTCS MEIJICHHO IMYyTEM MHOTOCTaJUHHOM
myTaruu 23S pudocomanshoit PHK u npoucxoauT ¢ yactoroii menee 1 x 10°—1 x 1071,

5.2. ®apmMakoKHHEeTHYECKHE CBOMCTBA

AOGcopbrms

[Tocse mpuemMa BHYTPbH JIMHE30JIU OBICTPO M MHTEHCHBHO BCACBIBACTCS U3 JKEITYTOYHO-KHIIICUHOTO
TpakTa. MakcumallbHas KOHIEHTpanus JuHe3omuaa B tiazme KpoBU (Cmax) — 21,2 Mr/n, cpeaHwmii
MEPUOJT BPEMCHH 0 JOCTH)KEHUS MaKCHMAalbHOW KOHIIEHTPAIMM JIMHE30JUAa B IJIa3Me KPOBU
(TCmax) — 2 4, abconoTHast OMOAOCTYIMHOCTH cocTaBisieT 0koio 100 %. [IpueM nuiy He BIUSIET HA
BCAChIBaHUE JTHHE30/IM/1a. PaBHOBECHAS KOHIIEHTPAIUS JIHHE30/IM/1a B KPOBHU IOCTUTAETCS Ha 2 JICHD
npuema.

Pacopenenenune

O0BeM pacrmpeneneHus JTMHE30IUIa IpU TOCTH)KEHUU PAaBHOBECHON KOHIICHTPALMU Y 310pPOBOTO
B3POCJIOTO YeoBeKa cocTaBisieT B cpeaaeM 40—50 11, 4TO mpUMEPHO PaBHO OOIIEMY COACPKAHUIO
BOJbI B opranusme. CBsi3bIBaHME C OelKaMu I1a3Mbl KpoBU cocTaBiisieT 31 % W He 3aBUCHT OT
KOHIIEHTPALUHU JIMHE30JI11a B KPOBH.

Buotpancdopmarus

YcranoBineHo, 4To M30(EepPMEHTHI CHUCTeMBbI mUTOXpoMa P450 He ydacTByOT B MeTabojn3Me
JIMHE30dMaa in Vvitro. JIMHE301Ma HEe MHTUOMPYET W HE MOTEHIMPYET aKTHBHOCTb KIMHUYECKH
BaXHBIX m30¢epmeHToB rutoxpoma P450 (1A2, 2C9, 2C19, 2D6, 2E1, 3A4).

MeTtaboarueckoe OKHCICHHE HPUBOAUT K OOpa30BaHMIO JBYX HEAKTUBHBIX METaOOIUTOB —
THAPOKCHATWITIIMIIMHA (OCHOBHOM METa0OJIMT y dYeJoBeKa, oOpasyercs B  pe3yJbTare
He(EepPMEHTAaTUBHOTO TPOLIECCa) U AMHUHOITOKCHMYKCYCHOM KHCIIOTHI (0Opa3dyercs B MEHBIIMX
Kom4ecTBax). Takke OMUCAHBI JPyTHUe HEAKTUBHBIC METa0OHUTEHI.

ONUMMUHALIMSA

BHenoueuHslil KiMpeHe cocTaBisgeT okoso 65 % knupeHca auHezonuaa. C yBeNMYEHHEM O3Bl
JIMHE30JIMa OTMECHACTCA HGGOHBI_HEUI CTEIIeHb HEJIMHEUHOCTH KJIMPCHCA. 9TO MOXKET O6’b$ICH$ITI>C$I
CHIDKEHHEM IOYEYHOTO M BHEMOYEYHOI'o KIMpEHCa IMpH BHICOKOW 03¢ JnHe3onuaa. OIHako
pasiinuusa KINPCHCA HCBCIIUKW U HC BIIMAIOT HaA Ka)KyH_II/II\/'IC}I nepruona nmoJIyBbIBCACHUA.

JIuHe3omu y marueHToB ¢ HOpMaIbHOUW (yHKIIMEH TOYEK U TP TOYEUHON HEAOCTATOYHOCTH JIETKON
M CcpelHEHl CTeNmeHW BBIBOAUTCS IMOYKaMU B BuAe THApokcudTHArIUIMHA (40 %),
aMUHOATOKCUYKCcycHOM kuciotel (10 %) u B HemsmenenHom Buzae (30-35 %). Kumeunukom
BBIBOJIUTCS B BUAEC TUAPOKCHATWINHINHA (6 %) M aMHHOATOKCHMYKCYCHOW KHCIOTHI (3 %).
Jlune3onu B HEM3MEHHOM BU/JIE MPAKTUYECKU HE BHIBOAUTCS KUILIEYHHUKOM.

IIepuon nonyBbIBEICHUS JIMHE30JIM1A B CPEHEM COCTaBIIAET 5—7 4.

IToyeuH”as HeJOCTATOYHOCTD

[locne oapHokpatHOoro mpuemMa 600 Mr JuHE30JIMAA NANUEHTAMU C TKEIOM MOoYeyHOU
HEJO0CTAaTOYHOCThIO (KiIMpeHC KpeaTuHuHa < 30 MJI/MUH) KOHIIEHTpalusi JIByX €ro OCHOBHBIX
MeTabOIUTOB BO3pactaeT B 7—8 pa3. Opnako yBenumuenuss AUC (mmomanp T1OJ  KpPUBOU
«KOHIICHTpalMsI-BpeMs») JIMHE30I1Aa He HaOmonanock. HecMoTps Ha TO, YTO MpU reMoauaIn3e
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BBIBOAUTCA HCKOTOPOC KOJIHMYECTBO OCHOBHEBIX METa -OHHTOBJIE;;CJE%E%)EEEP Ilgl_l'll;lg?) e qu&h

nocsie npuema 600 Mr JMHE30/1M1a U IPOBEAEHUS MPOLEAYPHl AMATN3a OCTABAJIACh CYIIECTBEHHO
BBIIIC KOHLEHTPAlMM B KPOBM Yy MALMEHTOB C HOPMalbHON (YHKLHMEH IO4YeK, JIErKkod wWiu
CPEAHETSKEINION MOYEYHON HEJOCTATOYHOCTHIO.

IleueHOYHAS HEJOCTATOYHOCTh

Nmerorcss orpaHUYeHHBIE NAHHBIE, YTO y NALUKUEHTOB C JIETKOM M CPEOHETSKENIOW MEYEHOYHOU
HEJ0CTaTOYHOCTHIO (Ki1acc A u B o knaccudukanun Yaina-I1p10) hapmakoKkMHETHKA JTHHE30MIa
U IBYX €r0 OCHOBHBIX METa0OJIUTOB HE U3MeHseTcs. DapMaKOKMHETHKA JTHHE30UIa Y MAIIMEHTOB C
TSDKEIION MeUYeHOYHOU HeZocTaTouHOCThIO (Ki1ace C no kinaccudukanuu Yaina-I1s10) He n3ydanace.
OpHaKko, TMOCKOJIBKY JIMHE30H]I METa0Omu3upyercss HeepMEHTHBIM IyTeM, TO HE OXHIAeTCs
3HAYUMOT0 HAPYIIEHUS €ro METaboIu3Ma MU NMeYECHOYHOU HEJJ0CTaTOYHOCTH.

JInna moXujiaoro Bo3pacra

VY MoKUIIBIX MAIIEHTOB B Bo3pacTe 65 JeT u crapiie papMakOKMHETHKA JIMHE30JIU/1a CYIECTBEHHO
HE U3MEHSETCSI.

I'ennnepHble OCOOEHHOCTH

vy KCHIIIUH O6’beM pacnpeaciiCHud JIMHC30JIMAa HCCKOJIBKO HUXKE, UYCM Y MYIKYHWH; Y HUX TAKXC Ha
20 % cHMXEH CpeIHUN KIMPEHC MpU pacyeTe Ha Maccy Teia. KoHIeHTpanys JIMHEe30/IM1a B I1a3mMe
KpPOBH KCHIIWH BBIIIC, YEM Y MYKUYMH, YTO MOXKCT OTHACTHU OGBHCH}ITBC}I pasiinuusaMn MacCChbl TCJ1a.
OpaHaKo MOCKOJIbKY MEPHO]] MOTYBBIBEICHUS JIUHE30UAa Y MY>KUYUH U JKCHIUH CYLIECTBEHHO HE
OTJIMYACTCs, HCT NMTOBOAA OKHUAATh IMOBBIIICHUA KOHICHTPALUW JIMHC30JIMAa B KPOBU JKCHIIWH BBIIIC
MIEPEHOCUMOr0 YPOBHS, TaK YTO KOPPEKLIHUHU JA03bI HE TpeOyeTcsl.

CTHU

Y mnonmpoctkoB (12—-17 ner) dapmMakOKHHETHKA JIMHE30JIMa, MPUHATOrO B mo3e 600 mr, He
OTJIMYAJIaCh OT KUHETHKH Yy B3pociblX. TakuMm oOpazom, mpu Ha3HauyeHHH mnoapoctkam 600 mr
JIUHE30JIMa KaXkaple 12 9 ero KOHIEHTpaIus OyJIeT TaKoH e, KaK y B3pOCIbIX ITPU Ha3HAYCHUH TON
e J103bl.

6. PAPMALIEBTUUECKUE CBOMCTBA
6.1. Ilepeuenb BcnoMoOraTe/ibHbIX BelIECTB

Kpaxman kykypy3HbIit

[enmrono3a Mukpokpucramnuieckas (tun 101)
I'unponosa

KapOokcumernnkpaxmai HaTpus

Maruus creapat

IInenounas obonouxa:

['unpomennosa

Maxkporou 6000 (momustrinenraukons 6000)
Turana guokcun (E171)

[Tomucop6at 80

6.2. HecoBMecTHMOCTD
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He npumenumo.

6.3. Cpok rogHocTH (CPpOK XpaHeHus1)
3 roxa.
6.4. OcoOble MepbI IPEAOCTOPOKHOCTH IPH XPAHECHUHU

Xpanuth npu temmeparype He Bbime 25 °C. XpaHUTh B OPUTHMHAJIBHOW yHakoBKe (Mayke) st
3alllUThI OT CBETA.

6.5. XapakTep u coaepkaHue YIAaKOBKH
ITo 10 TabneTok B KOHTYpHYIO SYEHKOBYIO YIIAKOBKY M3 IJICHKH MOJMBHHUIXJIOPUIHON U (OJIBIU

ATIOMUHUEBOM NI€YaTHOM JTaKUPOBAHHOM.

ITo 50 Ttabnmetok B OaHKy W3 TOJMITHJIEHA BBICOKOW IUIOTHOCTH, YKYNOPEHHYIO KPBIIIKON
HAaBUHYMBAEMOW M3 MOJIMIIPONUIICHA C KOHTPOJIEM IIEPBOIO BCKPBITHS.

CB00OIHOE TPOCTPAHCTBO B OAHKE 3aMOTHSIOT BATOM METUITMHCKOM TUTPOCKOITMYECKOM.

Omny Oanky wiM | KOHTYpHYIO SYEHKOBYIO YHAKOBKY C HMHCTPYKIMEH 110 MEIUIIMHCKOMY
MIPUMEHEHHUIO TTOMEIIAIOT B MAUKy U3 KapTOHA.

6.6. OcoOble Mepbl MPEI0CTOPOKHOCTH NMPH YTHIN3ALUH MCIOJIb30BAHHOIO JIEKAPCTBEHHOI0
npenapara MJM OTXO0/J0B, MOJYYEHHBIX MoOcJIe NMPUMEHEHHS JIEKAPDCTBEHHOIro INpenapara u
Apyrue MAHUMYJISAIIUHU € TPenapaTomM

Het oco0bIx TpeOoBaHM K yTHIM3AIUN.

7. AEPKATEJIb PETUCTPAIMOHHOI'O YIOCTOBEPEHMUSA

Poccuiickas @enepanus

000 «ITPOMOME]Jl PYC»

Anpec: 129090, r. MockBsa, mpocriekT Mupa, 1om 13, crpoenue 1, opuc 13
Tenedon: +7 (495) 640-25-28

DnekTpoHHas moyra: reception@promomed.pro

7.1. llpencraBuTeb AepKaTesis PerucTPAIMOHHOIO YA0CTOBEPEeHUSA

IIperen3un norpedburesieil HaopPaBIATh 10 AIPECY:

Poccuiickas @enepanust

000 «ITPOMOME]Jl PYC»

Anpec: 129090, r. MockBsa, mpocriekt Mupa, 1om 13, crpoenue 1, opuc 13
Tenedon: 8 800 222 95 63; 8 800 777 86 04 (KpyrioCyTOUYHO)

OnektpoHHas moyvra: hot line@promomed.pro
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COOTBETCTBYET 3KCNEPTHOMY OTUYETY

ot 01.10.2025 N= 24613

8. HOMEP PETMCTPALIMOHHOTIO YJ1OCTOREPEHHMS -~/ IEAUBATENEHOCTS 0002)

9. KATEI'OPUSA OTITYCKA JIEKAPCTBEHHOT O ITPEITAPATA

JlexapcTBeHHBIH TpenapaT OTHOCUTCS K KATErOPUH OTIyCKa 10 PEeLenTy.

OOmiast xapaKkTEepUCTHKA JIEKAPCTBEHHOTO TMpernapara JIMHE30ua JOCTyIHA B €IWHOM pPEecTpe
3apErHuCTPUPOBAHHBIX JIGKAPCTBEHHBIX CPEACTB EBpa3miickoro SKOHOMHYECKOTO COK03a M Ha
ouIaILHOM caire YIIOJTHOMOYEHHOTO opraHa (3KCmIepTHOM OpTaHU3AIIHH )
https://lk.regmed.ru/Register/EAEU_SmPC
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