COOTBETCTBYET QRCHEFTHOMY QTYETY
ot 21.01.2026 Ne B7S
(NCCNEOOBATENEHOCTE 0003)

OBIIASA XAPAKTEPUCTUKA JIEKAPETBEHHOTFOHPEHAPATA

1. HAUMEHOBAHME JIEKAPCTBEHHOI'O IIPEITAPATA

Jlesonetupusun JC, 5 Mr/mi, Karm ais mpuemMa BHyTpb

2. KAYECTBEHHBIN U KOJIUYECTBEHHBIN COCTAB

JlelicTByrolee BEMECTBO: JICBOLETUPU3UH
B 1 mu npenapata coaepKUTCs S MT JIEBOLIETUPU3UHA JUTHUAPOXIOPHUIA.

BemecrBa, HamuMuue KOTOpBIX HAJ0 YYMTBIBATH B COCTABE JIEKAPCTBEHHOI'O IIperapara: HaTpHi,
METHJITIAPArHIPOKCUOCH30aT U TpONHIIaparupokcuden3oar (cM. pasaen 4.4.).

[Tonubii nEpedyeHb BCIOMOTraTeNbHBIX BEIIECTB, MPUBEICH B pazene 6.1.

3. JEKAPCTBEHHASA ®OPMA

Kamnu nns npuema BHyTpb

[Tpo3paunblii, OECIIBETHBIN WIJIA CIIETKA KEJITOBATHINA PACTBOP.

4. KIMHUYECKHUE JAHHBIE
4.1 Tloka3aHusi K IPUMEHEHHUIO

[Ipenapar nokas3aH K IPUMEHEHUIO y B3POCIBIX U JE€TEH B BO3pacTe OT 2 JIET U CTaplle ISl JICUEHNUS:

® CHMIITOMOB KpYIJOTOJWYHOIO (MEPCUCTHPYIOLIET0) W  CE30HHOIO (MHTEPMUTTHPYIOIIETO)
QICPrMYECKUX PUHUTOB M QIJIEPrMYECKOro KOHBIOHKTUBUTA, TAaKMX Kak 3yJ, YHUXaHHE,
3aJI0)KEHHOCTb HOCA, PUHOPES], CIIE30TEUEHUE, TUIIEPEMHUS] KOHBIOHKTUBBI;

® TOJUTMHO3a (CEHHAs JIMXOPAJIKa);
® KpallMBHHIbBI;

® JIPYrux aJFIeprHYeCKUX JA€pPMAaTO30B, COIIPOBOKAAIONINECS 3YA0M U BBICHIITIAHUAMHU.
4.2 PexuMm 103MPOBAHMSA M CIIOCO0 MPHUMEHEHUS

PexxuMm mo3upoBaHus

Bspocnvie
CyTouHas 103a cocTaBisieT S Mr (22 Karuii) OAHOKPATHO.

ITpoJ0KNTENEHOCTD IpUEMa

[Ipyn neyeHuH CE30HHOTO (MHTEPMHUTTHUPYIOIIErO) AJIEPTUYECKOr0 PUHHUTA (HAJIMYHWE CHUMITOMOB
MeHee 4 nHEW B Helento WM UX oOmias MpOAOKUTENBHOCTh MEHee 4-X HeJlelsb) JUIMTENbHOCTb
JE€YEeHUsT 3aBUCUT OT XapakTepa 3a00JieBaHMS; JIEUEHHE MOXKET ObIThb MpEeKpalleHo IpHu



ot 21.01.2026 Ne B7S
(NOCNEOOCBATENEBEHOCTE 0003)
MCUE3HOBEHUH CHMITOMOB M BO30OHOBIICHO TIPH TOSBHASHHH-SHNMHAFOMOB:

COOTBETCTBYET QRCHEFTHOMY QTYETY

[Ipu neyeHnH KPyTrIOTOAUYHOTO (MIEPCUCTHPYIOLIETO) ANIEPIrHUECKOr0 PUHUTA (HAIUYHE CUMIITOMOB
Oosee 4-x NHEW B HEJCNIO WM WX OOIIasl MPOJOKUTEIBHOCTh Oojiee 4-X HENelb) JICYCHUE MOKET
HpO,Z[O.H)KaTBCH B TCUCHHUC BCCI'O HepI/IO,Z[a BO3I[€I>'ICTBH$I aJIJIepFCHOB.

NMeeTcst KIIMHUYCCKUH OTBIT HEMPEPHIBHOTO MPUMEHEHUS Y B3POCIIBIX MAIIMEHTOB JUTUTEIHHOCTBIO JI0
6 MecHIEB.

Oco0nIe T'PYIIIBI HTAITMCHTOB

ﬂub;a NOJ2HCUTIOC0 803pacma

Koppekmust 10361 mpemapaTa y MAIMEHTOB IIOXKWJIOTO BO3pacTa, IPH YCIOBHM HOPMAaJIbHOW
GbyHKIIMY TIOYeK, He TpeOyeTcs.

Hauuenmw C NeYeHOYHO HeOOCAMOYHOCMbIO

[TanmenTam ¢ MoYEeYHOM HEAOCTATOYHOCTHIO PEXKHUM TO3UPOBAHUS IIpenapaTa ciaeayeT KOpPEeKTHPOBATh
B 3aBHCHMOCTH OT ()YHKITUH IMOYCK (CKOPOCTh KiTyboukoBoii ¢punbrparuu [CKO]).

I[O?»I/IpOBaHI/Ie Yy IMAalIUCHTOB C MOYEYHOM HEOCTATOUHOCTBIO:

IToueyHasi HEIOCTATOYHOCTH CK® (Ma/Mun) Pe:xum 103upoBanusi
Hopwma >90 5 mr | pa3 B ieHb
Jlerkas 60-89 5 mr 1 pa3 B 1eHb
Cpennsis 30-59 5 Mr uepes 2 aHs
Tsoxenast 15-29 5 mr uepe3 3 aHs
(He Tpebyromme auanmsa)
TepmuHanbHas CTagusl — NAIlUEHTHI, <15 IPUEM TIpenapara
HaXOJSIIIMECs Ha THAJIN3e MIPOTHBOIIOKA3aH

Tayuenmoi ¢ napywenuem pynKyuu neueHu

VY DNanuMeHTOB C HApYIICHHEM TOJBKO (YHKIUM MEYCHH KOPPEKIHH PEXHUMa I03UPOBAHUS HE
Tpebyercs.

VY MmanweHToB ¢ Hapyuienuem u QyHKyuu neveuu, u QyHKyuu noyex, PEKOMEHIYETCS KOPPEKIIH
JO3UPOBAHUS (CM. TAOIUILY BBIIIIE).

eTH
Jlemu om 0 0o 2 1em

besonacuocte u addexTuBHOCTs mnpemapara JleBonerupmsun JJC y nereir B Bospacte ot 0 1o
2 JIeT He yCTaHOBJIEHBI. /laHHBIE OTCYTCTBYIOT.

Jlemu om 2 0o 6 1em

ITo 1,14 mr (5 xanenp) 2 pa3a B IeHb; cyTo4YHas 103a — 2,28 mr (10 kamnens).
Jlemu cmapwe 6 nem

Pexxum 103upoBaHUs HE OTIIMYAETCS OT B3POCIBIX.

Cooco0 nmpuMeHeHus

[Ipenapar npuHMMAaOT BHYTPh BO BpeMs IIpreMa MUIIM WK HaTolak. [ npuema npemnapara cieayer
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COOTBETCTBYET QRCHEFTHOMY QTYETY
ot 21.01.2026 Ne B7S
(NCCNEOOBATENEHOCTE 0003

HCIIOIh30BaTh YaiiHYI0 JIOKKY. [Ipy HeoOX0oaumMoCT?
KOJIMYECTBE BOJIBI HETIOCPEICTBEHHO MEpe]l YIIOTPEOICHUEM.

4.3. [IporuBonoKa3zanust

'umepuyBCTBUTENBHOCTh K JIEBOIIETHUPU3UHY, HETHPU3HHY, THAPOKCU3UHY, JIIOOOMY TPOU3BOIHOMY
MUIepa3uHa WK K JI000MY U3 BCTIOMOTATEIbHBIX BEIIECTB, IEPEUUCIICHHBIX B pasnene 6.1.
TepMuHanbpHast CTaaus TMOYEYHOM HEIOCTATOYHOCTH (CKOPOCTh KiyOoukoBoW (umbTpamuu < 15
MJI/MUH).

4.4. OcoOble yka3aHUsl U MepPbI NMPETOCTOPOKHOCTH NPH NMPUMEHEHUH

WuTepBanbl MEXAy 103aMHU JOJDKHBI OBITH TIOJOOpaHbl WHAMBHIYAJIbHO B 3aBUCUMOCTH OT (DYHKIIHH
MOYeK.

Pexomenyercst coOmOaaTh OCTOPOKHOCTH MPH OJHOBPEMEHHOM YIOTPEOICHUH C AITKOTOJIEM.

[Ipy HamuyuM y MANUEHTOB Mpejapacroyiaralolx (akTopoB K 3aJepKKe MOoYM (Hampumep,
MOBPEXKIEHUE CIHUHHOIO MO3ra, THUIEpIUIa3usl IPEICTaTeNIbHOM JKenes3bl) cleayeT coOJto1aTh
OCTOPOYKHOCTb, TOCKOJIBbKY JIEBOLETUPU3UH MOKET YBEIMUMBATD PUCK 3aCPHKKU MOYH.

OCTOPOXKHOCTH CHEAyeT CcOoOM0aTh y TMAalMEeHTOB C SIWICTICUeH W TMOBBIIIEHHON CYJIOpOXHOU
TOTOBHOCTBIO, TOCKOJIBKY JIEBOLIETUPU3HH MOXKET BBI3BaTh 000CTPEHUE MPUCTYTIOB.

PeaKum{ Ha KOXXHBIC aJlJICPTUICCKUC l'IpO6I>I MoAaBJIACTCA aHTUTUCTAMHUHHBIMU NIpCriapaTaMu, U IICPEa
IMPOBCACHUCM TCCTUPOBAHUA HeO6XO,I[I/IMO BO3CP7KATHCA OT IIpUCMaA IIpCIiapara B TCUCHUC 3-x ﬂHeﬁ.

Bo3moxHO mosiBieHue 3yJa IMociie MpeKpalleHus MpuemMa JEBOLETUPU3MHA, JaKe €CIIU IMOA0O0HBIX
CUMITOMOB He ObUIO B Haualne jedeHus. CUMOTOMBI MOTYT MPOUTH CaMOCTOSTENbHO. B HEKOTOPBIX
CIIy9asiX CUMIITOMBI MOTYT OBITh CHJIBHO BBIPKEHHBIMH, U 3TO MOXET MOTPeOOBAaTH BO30OHOBIICHHUS
nedenus. [lociae BO30OHOBIEHUS JIEUEHUS 3TU CUMITOMBI TOJKHBI TPOUTH.

BcrnomorarennHble BELLIECTBA

JlaHHBIN npenapar coAep>XUT MeHee 1 MMoub (23 Mr) HaTpus Ha MUJUTWIIATP, TO €CTh, IO CYTH, HE
COJIEP’KUT HATPUS.

Metunnaparuapokcubenzoar (E218) u nponunmaparuapokcuOeH30aT, BXOAAIIME B COCTaB Karlelb
JUTSL TIpUeMa BHYTPb, MOTYT SIBIISITHCS IPUYMHON aJJICPTUYECKUX PEakiuil (BO3MOKHO 3aMEJIICHHOTO
THUIIA).

4.5. BzaumopeilicTBHe ¢ JAPYrHMHM JIEKAPDCTBEHHBIMHM TMpenapataMu MW Jpyrue BHAbI
B3auMO/IeHCTBUA

I/IsyquHe BBaHMOHeﬁCTBHH JCBOUCTUPU3MHA C JPYIMMU JICKAPCTBCHHLIMU IIpCliapaTaMyu HC
IIPpOBOANIIOCK. HpI/I HN3YUCHUN JICKAPCTBCHHOI'O BSaHMOHCﬁCTBHH panemMara UOETUPHU3NHA C
AHTUIIUPUHOM, Aa3UTPOMHUIMHOM, NUMECTHUAWMHOM, AHUA3CIIaMOM, OPUTPOMHUIMHOM, TJIHUIIU3UI0OM,
KCTOKOHA30JIOM H HCCBI[OS(l)eI[pI/IHOM KIIMHUYCCKHN 3HAYMMbIX HECXCIATCIbHBIX B38.PIMO,I[61>1CTBPII>1 HEC
BBISABJICHO.

[Ipu ogHOBpemMeHHOM mpuMeHeHHH ¢ TeounHoM (400 Mr/cyt) oOmMii KIUpPEHC LEeTUpU3UHA
cHKaetcs Ha 16% (kuHeTHnKa Teo(MUITNHA HE MEHSETCS).

B ucciaenoBanuu ¢ MCHoJIb30BaHUEM MHOT'OKpAaTHbBIX OO03 IMPU OAJHOBPEMCHHOM IIPUCMCE PHUTAHOBUPA
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COOTBETCTBYET SKCNEPTHOMY OTYETY
ot 21.01.2026 N2 B75
(NCCNEOOBATENEHOCTE 0003)
(600 mr 2 paza B neHb) W netupusuHa (10 MI B—AeHb)—HOKASAHO—FFO—IKOHOSHHHA—HOFHPHIHHE—

yBenuuuBaiach Ha 40%, a 3kcnio3unus putaHoBupa usmensach (-11%).

B psne ciydaeB mnpu  OJHOBPEMEHHOM TPUMEHEHUHM JIEBOLUETHPU3MHA C aJKOTOJIEM HWJIHN
JIEKapCTBEHHBIMU IIpenapaTaMy, OKa3bIBAIOLIMMU IOJABJISIONIEE BIMSHNAE HA LEHTPAIbHYIO HEPBHYIO
cuctemy (IIHC), Bo3moxHO ycunenue ux BiusHus Ha [[HC, xorst He mokazaHo, 4TO paremar
LHETUPU3UHA TOTEHIUPYET FPPEKT aTKOTOIs.

4.6. ®epTHUIBHOCTD, 0€PEMEHHOCTD U JJAKTALMS

bepeMeHHOCTD

JlaHHBIC IO IPUMEHEHUIO JICBOIIETUPU3HHA BO BpeMsi OEPEMEHHOCTH TMPAKTHYECKH OTCYTCTBYIOT WIIH
orpannueHbsl (MeHee 300 ucxomoB OepemeHHocTei). OIHAKO MPUMEHEHHE LETUPU3MHA, paremaTa
neBoneTupusnHa, npu OepemenHoctu (Oosnee 1000 mcxomoB OepeMEHHOCTEH) HE COIMPOBOXKIATIOCH
MOPOKAMH Pa3BUTUSI M BHYTPHYTPOOHBIM M HEOHATAJIBHBIM TOKCHYECKHUM BO3JcicTBHEM. B
HCCIICAOBAHMAX HA )KUBOTHBIX HE BBISABJIICHO IPAMOIO UJIM KOCBECHHOT'O HC6J'IaFOHpI/I$ITHOFO BIIMSAHHUSA HA
TeueHUe OEPEMEHHOCTH, SMOPUOHATILHOE M (DeTAIbHOE PAa3BUTHE, POJIBI U IIOCTHATAILHOE PA3BUTHE.

I[Ipu OepemMeHHOCTH Ha3HAYCHHWE JICBOICTUPU3MHA MOXET OBITh PACCMOTPEHO B  Clydae
HEeOOXOOUMOCTH.

JlakTarms

Letupusun, panemar JIEBOLETUPH3UHA, IKCKPETUPYETCs C TpyAHbIM MOJOKOM. [loaTomy Takxke
BEPOSITHO U BbIIECJICHUE JIEBOLUETUPU3NHA C TPYJHBIM MOJIOKOM. Y JeTel, HaXOSIIUXCS Ha TPYIHOM
BCKapMJIMBaHUM, BO3MOXHO TOSBICHHE IOOOYHBIX peakuuil Ha JeBoueTHpu3uH. [loaTomy
HE00X0IUMO COOIIOAATh OCTOPOKHOCTh HPH Ha3HAYEHWM JIEBOLIETHMPU3MHA B MEPHOJ TPYAHOTO
BCKapMJIMBaHMUS.

DdepTiIbHOCTD

Kinnanueckne JAaHHBIC 110 JICBOLCTUPHU3UHY OTCYTCTBYIOT.

B mnepuon OepeMEHHOCTH, TpPyAHOTO BCKApMIMBAHHUA WM TPH ITUIAHUPOBAHUK OEPEMEHHOCTH
PEKOMEHIYEeTCs IPOKOHCYJIBTUPOBATHCA CO CIIELMAJIMCTOM [0 Hayajla I[pUeMa JIEKapCTBEHHOIO
mpernapara.

4.7. Bausinme Ha CHOCOOHOCTD YHOnpaBJisiTb TPAHCHOPTHBIMU Cpe€ACTBAMHU H paﬁoTaTb C
MeEXaHu3MaMHu

JleBOUETUPU3UH MOXKET MPUBECTU K MOBBILICHHON COHJIMBOCTH, U, CJIEIOBATEIbHO, MOXET OKa3bIBATh
BIIMSTHAE Ha CIIOCOOHOCTH YIIPABIISATH aBTOMOOMIIEM HIIM paboTaTh C TEXHHWKOH. B mepuon neueHus
HEOOXOAMMO BO3/EP)KUBATHCSI OT 3aHATUH TOTEHUUAIBHO ONACHBIMU BUIAMU JI€ATEIBHOCTH,
TpeOyIOIMMH MOBBIIIEHHOW KOHIEHTPALMU BHUMAHUS U ObICTPOTHI ICUXOMOTOPHBIX PEAKIIHUM.

4.8. HexesaTe/ibHbIe peaknuu

Pesrome HDOd)I/IJ'ISI 0e30IMacHOCTHU

ﬂaHHble no 6e30nacuocmu, NnoJly4eHHble npu Usy4eruu yemupusuna
Ha6J'IIOI[aJ'II/ICI) CIICOYIOIIUC HCIKECIATCIbHBIC PCAKIIUH:

Peoko (> 1/10000, <1/1000)




COOTBETCTBYET QKCIHEFTHOMY QTHETY
ot 21.01.2026 Ne B75
(NCCNEOOBATENEHOCTE 0003)
BceTpeuanuce nerkue n BpeMEHHBIE HEKEIATEIbHblo=BAOHHA-PaicHO-Kai-yFOMAAOMO T —HAP Y HOHHO——
KOHIICHTPALlUU, COHJIMBOCTH, TOJIOBHAs OOJb, TOJOBOKPYXEHHE, BO30YKICHHE, CYXOCTb BO PTy H
KEITy0YHO-KUIIEYHbIe paccTpoiicTBa (3amop). B HekoTopeIx cilydasx HaOMIOJANINCh peakIuu
TUIEPYYBCTBUTEILHOCTH U AHTHOHEBPOTHYECKUH OTEK.

Taxxe coobiianock 006 OTAENBHBIX CIy4asX CyIOpOT, PEaKIMH CBETOYYBCTBUTEIBLHOCTHU, MOPANKECHUS
NeYeHH, aHA(PUIAKTHUECKOTO 1I0Ka, HAPYIICHUS KPOBOOOpAILEHHs, TITyXOThI, INIOXOT0 CaMOYyBCTBHS,
3yJla, BaCKYJIUTA, 3pUTENbHBIX HAPYLIECHUN U KOIIMApHBIX CHOBUICHUIA.

Jlannvle KIUHUYECKUX UCCe008aAHUL

Knunnueckue uccnegoBanus nokazaiu, 4to y 14,7 % manueHToB, MIPUHUMABIIUX JICBOLUECTUPU3UH B
703€ 5 MT, HaOJII0Ialu HexKeaTeNbHbIe peakiuu B cpaBHeHud ¢ 11,3% y manueHToB rpymisl mianeoo.
95% nmaHHBIX HEXENATeTbHBIX PEaKIMi ObUTH JIESTKUMH WJIM YMEPEHO BBIPAKEHHBIMH. B KIIMHMYECKHX
WCCIIEIOBAaHUSAX  YacTOTa  NpPEKpalleHHWs Tepalud  BCIEJACTBUE  PAa3BUTHUSL HEXKENATEIbHBIX
peakmmii  coctaBmna  0,7%  (4/538) 'y manuMeHTOB, PaHIOMHM3HPOBAHHBIX Ui TIOJYYCHUS
JeBoleTUpU3UHA B 103€ 5 Mr, 1 0,8% (3/382) m1st manuieHToB, paHIOMU3UPOBAHHBIX B TPy IU1ane6o.

*Crnenyromue HeXelaTelbHble peaklud ObUTH BBIABICHBI y MAlMeHToB (n=538), y4acTBOBAaBIIUX B
KJIMHUYECKOM MCCJIEJOBAHUU W IPUMEHSBIIMX JIEBOLETUPU3MH B PEKOMEHJOBaHHBIX J03ax (5 Mr
OJIMH pa3 B CYTKH):

Yacmo (>1/100, <1/10)

Heoicenamenvnvie peaxyuu Jlesoyemupusun 5 me (n=538) Inayebo (n=382)
COHIINBOCTH 5,6% 1,3%
CyxocTb BO pTy 2,6% 1,3%
TI'omoBHast 6016 2,4% 2,9%
YToMnseMocTb 1,5% 0,5%
ActeHns 1,1% 1,3%

XOTsI 4acTOTa CIy4aeB COHJIMBOCTH B TPYNIIE JICBOIETHPH3MHA ObUIa BBINIEC, YeM TAKOBas B TPyIIIeE
miane0o, B OOJBIIMHCTBE CIy4aeB 3TO HEKENATEIbHOE SBJIEHUE ObUIO JIETKOW WM YMEPEHHOM
CTENCHHU TKECTH.

Heuacmo (=1/1000, <1/100)

bomu B xxuBoTe.

Hocmpeeucmpauuonnbze UCCne008aHUs.

B mepuoa mocTperucTpaiioHHOTO MPUMEHEHHS Mpenapara HaOIoAal CISAyIOIINe HeKeTaTeIbHbIC
peaKIum:

HaDVWeHM}Z CO CImMOpOHDbL MMMVHHOIZ cucmemabl

PeaKI_II/II/I TUIICPYYBCTBUTCIIBHOCTHU, BKIIFOUAA aHa(I)I/IJIaKCI/IIO.

HaDVWeHM}Z MemaboauMa U nUMAaHUs

IloBEINIeHME arnmeTuTAa.

Tcuxuueckue HAPYUWIEHUA

TpeBora, arpeccusi, Bo30ykKIeHUE, TALTIONWHAIIMYN, JENpeccus, OCCCOHHMIIA, CYHUIUJAIbHBIC HIIEH,
KOIIMApHBIE CHOBUJICHUS.



COOTBETCTBYET QRCHEFTHOMY QTYETY
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HaDVWeHM}Z CO CMmMOpOHbl H€D6HOZZ cucmembal

Cynoporu, TpoM003 CHHYCOB TBEpIOW MO3TOBOW 00OJOYKH, MapecTe3us, rOJOBOKPYKEHHUE, BEPTHUTO,
00MOPOK, TPEMOp, TUCTEB3USI.

Hapyuwenus co cmoponwst opeana 3peHus

BocnanureneHple NpOSIBIEHUS, HApyLIEHWE 3pEHUs, HEYETKOCTb 3PUTEIBHOTO  BOCIPHUATHS,
HEMPOU3BOJIbHBIC ABMKCHUS TJIA3HBIX S0JIO0K (HUCTArM).

HapvmeHu}l CO CMmMOpOHbl cepdua

CreHokapusi, TAXUKAPAUS, OLTYIIEHUE CepalcOneHusI.

HapvmeHu}l CO CMmMOpOHbl COCV@O@

Tpom603 sspeMHOIi BEHBI.

Hapywenus co cmoponuwi ObIXamebHOoU cucmemsl, OpecaHos zpydnoﬁ KlemkKku u cpedocmenuﬂ

Ycuiaenue CMMIITOMOB PUHUTA, OABILIKA.

Hapywenus co cmoponbul ofceﬂydouno—Kumeunoeo mpaxkma

TomHoTa, pBOTA.

Hapyuwenus co cmoponwl nevenu u ofceﬂueebleo()ﬂmux nymeti

I'enatur.

Hapyuwenus co cmoponwt kodicu u NOOKOJNCHBbIX MKAHEU

AHTHOHEBPOTUYECKUH OTEK, OHK3aHTeMa, TUIOTPUXO03, 3yJ, ChIllb, TPELUIUHb], KpalnuBHUIIA,
(boToceHcnONIU3asL/ TOKCUYHOCTh, CTOWKAs JICKApCTBEHHAsI S)pUTEMA.

Hapywenus co cmoponvl mbiuieynotl, ckelemuou u COCOUHUMENIbHOU MKAHU

bonp B MbIIIax, aprpairus.

Hapywenus co cmoponwvt nouex u MO‘[@@bl@O()}qux nymeii

Juzypus, 3aaepKKa MOYH.

06WM€ HApyuweruAa u peakuuu 6 mecme 66€0eHUs

HeaddexTnBHOCTD IPOIyKTa U €T0 B3aUMOJICHCTBHS, CYXOCTh CIIM3UCTBIX 000JI0UEK, OTEK.

./]a6opamoprle U UHCMIPDYMEHRMAJIbHblE OanHble

VYBenuyueHne  Macchl Telma, W3MEHeHHe (YHKIHOHAIBGHBIX TPo0 TICYCHH, TIepeKpecTHas
PEaKTUBHOCTD.

Omnucanue OTACIBHBIX HCXKCIIATCIbHBIX DeaKHI/Iﬁ

Y Majoro KoJaM4yecTBa MalueHTOB Ha6J'II-0I[aJ'II/I 3yA MOCIIC IMMPECKPAIICHU TPUMCHCHU JICBOLICTUPU3UHA.

Coo011eHne 0 MoI03peBAEMBIX HEXKEIATEIBLHBIX PEAKIINAX

Baxno COO6H_IaTL 0 IMOA03PCBACMBIX HCKCIIATCIIBHBIX PCAKNUAX IMOCJIC PETUCTPpallUuU JICKAPCTBECHHOTO
npenapara € LIEJIbIO obecrieueHust HCMIPCPBLIBHOTO MOHHUTOPHHIA COOTHOWICHHA «II0JIb3a — PHUCK»
JICKApCTBCHHOTO IIpfriapara. MeauImuHaCcKuM pa6OTHI/IKaM PECKOMCHAYCTCA COO6IJ_[8.TB 0 JI00BIX
IoAO3pCBACMbIX HECKCIATCIBbHBIX PCAKIUAX JICKAPCTBCHHOTO IMpfcrapara 4YCpEe3 HAIUMOHAJIbHBLIC
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CHCTEMBI COO6H.[GHI/I$I 0 HCXCIATCIbHBIX pf€a
OKOHOMHYCCKOI'O COrO3a.

Poccuiickas @enepanvis

Anpec: 109012, r. Mocksa, CnaBstHCKasl Iiomaip, 1. 4, ctp. 1

®denepanbHas ciysx0a 1mo Haa3opy B chepe 3apaBooxpaneHus (Poc3apaBHanzop)
Tenedonsr: +7 8005509903

dakc: +7 (495) 698-15-73

OnexTpoHHas noura: pharm@roszdravnadzor.gov.ru unu npr@roszdravnadzor.gov.ru
https://www.roszdravnadzor.gov.ru/

Pecnybnuka Apmenus

Anpec: 0051, r. EpeBan, nip. Komuraca, 49/5

«Hayunpnii LleHTp SKcnepTH3bl JIEKapCTB M MEIMLIUHCKUX TEXHOJOTMH HMEHH aKaJeMHuKa O.
labpuensna» AO3T

Tenedounsr: +374 60 83-00-73, +374 10 23-08-96, 23-16-82

OnextpoHHas moura: admin@pharm.am

www.pharm.am

Pecny6iinka benapych

Anpec: 220037, r. Munck, ToBapuiieckuii nep. 2a

Pecny6imkanckoe yautapHoe npeanpusitie «LIeHTp SKCnepTH3 1 UCIIBITAaHUH B 3/JpaBOOXPAHCHUN
Tenedonsr: +375-17-231-85-14

®axc: +375-17-252-53-58

OnexkTpoHHas noura: repl@rceth.by

www.rceth.by

Pecny6nuka Kazaxcran

Anpec: 010000, r. Actana, paiion balikonsip, yi1. A. ImaHnoBsa, 13

«HaruoHanbHeI IEHTp SKCHEPTU3bl JIEKAPCTBEHHBIX CPEICTB M MEAUUMHCKUX u3aenui» Komutera
MEIUIMHCKOTO W (apMareBTUYECKOro KOHTpoJii MUHHCTEpCTBa 3IpaBooxpaHeHus PecryOmmku
Kazaxcran

Tenedon: +7 (7172) 23-51-35

OnextpoHHas noura: farm@dari.kz

www.ndda.kz

Keipreizckas Pecny6inka

Anpec: 720044, r. buinkex, yi. 3-1 auHus, 25

JlemapTaMeHT  JIGKAPCTBEHHBIX  CPEICTB M MEAMLUMHCKUX  M3AEIMH TpU  MUHUCTEPCTBE
3npaBooxpaHeHus: Keiproizckoii Pecrry0nuku

Tenedonsr: +996 312 21-92-78, 0800 800 26 26

dakc: +996 312 21-05-08

OnextpoHHas noura: dlsmi@pharm.kg

www.pharm.kg

4.9. Ilepeno3upoBka

CHUMITTOMBI

ConnuBocts (y B3pOCHBIX), BHayalle MOTYT TOSBHUTbCS BO30YXJA€HHE U OECHOKOWCTBO, 3aTeM
CMEHSIOIINECS] COHJIMBOCTHIO (Y ACTEH).


mailto:pharm@roszdravnadzor.gov.ru
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Jleuenue

HeobxomuMo TPOMBITH JKETYJOK WIM TPUHATH AKTHBUPOBAHHBIA YrOjb, €CIHM IOCIE IMpUeMa
mperapara TpOIUIO  Majo BpeMeHH. PekoMeHIyeTcss TpOBEIeHHE CUMITOMATHYECKOH H
nojaaepxkuBaromie Tepanuu. Crenuduaeckoro aHTHaA0Ta HeT. ['eMoananu3 He 3P PeKTuBeH.

5. PAPMAKOJIOTHYECKUE CBOHCTBA

5.1. ®apmakoguHAMHUYeCKHE CBOCTBA

dapMakoTepaneBTUYECKas rpynna: aHTUTMCTaAMUHHBIE CPE/ICTBA CUCTEMHOTO JIEUCTBUS; IPOU3BOIHbIE
MUIepa3uHa.
Kox ATX: RO6AE09

MexaHu3M JeiCTBH, (baDMaKOHI/IHaMI/I‘ICCKI/Ie Sd)d)CKTBI

JleBoneTupu3uH — JelcTByIomiee BemiecTBO mpemapara Jlesouerupuszun JIC - 310 R-sHanTHOMED
LETUPU3MHA, MOIIHBIA U CENEKTUBHBIN aHTaroHUCT THUCTaMuHA, Omokupyrommii HlructamuHOBBIE
peLenTopsl.

HCBOI.[CTI/IpI/ISI/IH OKa3bIBACT BJIMUAHUC HA THCTAMHUHO3aBUCUMYIO CTAJUI0 AJJICPTHUYCCKUX peaKL{HfI, a
TAaKXXC YMCHBIIACT MUTPALUIO 3031/IHO(1)I/IJ'IOB, YMCHbLIIACT MNPOHHUIACMOCTL COCYIdOB, OTpaHUYHBACT
BBICBO60)KI[GHI/IG MCIUATOPOB BOCIIAJICHU.

JleBoLeTHPH3HH MPEAYNPEKAAET Pa3BUTHE M OOJIErdaeT TeUEeHHE AJUIEPTUUECKUX peakiui, obmanaer
MPOTUBOAKCCYJATUBHBIM, MIPOTUBO3YAHBIM neiicTBueM, MPAKTUYECKH HE OKa3bIBaeT
AQHTUXOJINHEPTUYECKOTO U aHTHUCEPOTOHMHOBOIO AeHcTBUs. B TepameBTHUECKHX [103aX MPaKTUYECKH
HE OKa3bIBaeT CEJaTUBHOIO YPQeKTa.

5.2. dapmakoKMHeTHYECKHE CBOHCTBA

Abcopbuus

[locne mpuema BHYTph mnpenapar ObICTPO M IOJHOCTBIO BCACBIBAECTCA W3 KEJIYAOYHO-KUIIEYHOTO
tpakta (KKT). Ilpuem nmumu He BIMseT Ha MOJHOTY abCOPOLMHU, XOTS CKOPOCTh €€ YMEHbIIaeTcs. Y
B3pOCJIBIX MOCJIE OJHOKPATHOTO MpueMa IMpenapara B TepaneBTUUECKOW a03€ (5 Mr) MakcuMasbHas
koHHeHTpauus (Cmax) B 1a3me kpoBu jpocturaercs uepe3 0,9 4 u cocraBiser 270 Hr/mu, mocnie
MOBTOpHOTO TipreMa B 703¢ 5 Mr — 308 Hr/mii. PaBHOBeCHass KOHIIEHTpAIUS TOCTUTAETCs 4yepe3 2
CYTOK.

Pacnopenenenne

JleBonetupusud Ha 90% cBsa3bIBaeTca ¢ Oenkamu Iuia3Mbl kpoBH. OOwvem pacnpenenenus (Vd)
cocrasisiet 0,4 n/kr. buogoctymHocts gocturaer 100%.

EI/IOTDaHCd)ODMaHI/IH

B nebonpunx konuuectBax (<14%) merabonuzupyercs B opranuzMe mytem N- u O-1eankuinpoBaHus
(B oTIIMUMeE OT APYruX aHTaroHMCToB H1-rucTaMUHOBBIX peleNTOPOB, KOTOPbIE META0OIU3UPYIOTCS B
MEYCHU C TIOMOIIBI0 CHUCTEMBI ITMTOXPOMOB) ¢ o0Opa3oBaHHEM (HapMaKOJIOTUYECKH HEAKTUBHOTO
MeTabonuTa. M3-3a HE3HAUMTENHHOIO METaboNM3Ma M OTCYTCTBHS METa0OJMYECKOro MHOTEHIHMajIa
B3aMMOJICHCTBUE JIEBOLETHUPU3NHA C JPYIMMM JIEKAPCTBEHHBIMU IIperapaTaMM IpeacTaBIIseTCs
MAaJIOBEPOSITHBIM.



COOTBETCTBYET QRCHEFTHOMY QTYETY
ot 21.01.2026 Ne B7S
(NCCNEOOBATENEHOCTE 0003)

OIMMUHALIMS

VY B3pocasix nepuoy nonyseiBeaeHus (T1/2) cocrasmsier 7,9+£1,9 u; y neteit mnanmero Bozpacta T1/2
yKOpoueH. Y B3pocibix o0muid kiupeHc coctaiser 0,63 mu/mun/kr. Okono 85,4% mnpuHATON 103bI
mpemapata BBIBOAUTCS TMOYKAaMHU B HEU3MEHEHHOM BHJE MyTeM KIyOOuKOBOW QuiubTpanmuu u
KaHaJbLIEBOMN ceKpeluu; 0Koo 12,9% — depe3 KUIICUHUK.

JIMHENHOCTD

dapMaKOKMHETUYECKUE TMapaMeTphl JIEBOLUETUPU3MHA M3MEHSIOTCS JIMHEWHO M TPaKTUYECKH He
OTIUYAIOTCS OT PapMaKOKMHETUKH [[ETUPU3HHA.

Oco0rIe T'PYHIIbI TAIIMCHTOB

J]uua nooaicus10co eopacma

JlanHbple 1O (hapMaKOKMHETHKE Y TIOKWIBIX IAallMeHTOB OTpPaHWYEHHI. [IpM TOBTOpHOM mpHeMe
30 Mr JICBOLIETUPU3HHA OJIMH pa3 B CyTKH B TCUCHHE 6 JTHEH Yy 9 MOKWIIBIX MAIMEHTOB (BO3pAacT OT 65 10
74 ner) oOmmii KIMpeHC ObUT MpHOIM3UTENBEHO Ha 33% HIDKE, YeM TaKOBOW Y B3pOCIHBIX Oojee
MOJIOJIOTO Bo3pacTta. BbuIo MoKa3aHo, YTO pacmpe/iejiCHUe palremMara IeTUPU3HHA OOJIbIIEe 3aBHCHUT OT
(GYHKIMM TI0YEK, YeM OT BO3pacTa. JTO YTBEPKICHHE TAaKKe€ MOXKET OBbITh NPUMEHHUMO H K
JCBOICTUPU3UHY, TaK Kak o00a mpenapata, W JICBOLCTUPU3WH, W UCTUPHU3UH, BBIBOISITCS
NPpEUMYIICCTBCHHO C MOYOH. HOSTOMy Y HOOXWJIBIX MAaIlMCHTOB A03a JICBOUCTUPU3WHA AOJIKHA OBITH
CKOPPEKTUPOBaHa 3aBUCUMOCTHU OT (DYHKIIUHU TIOYECK.

Toueunas neoocmamounocmo

Kaxxymuiics oOmmii KIUpEeHC JTEeBOIETUPU3NHA KOPPEIUPYET ¢ KIMPEHCOM KpeaTHHHHA. [losTomy y
MAIlMEHTOB C IOYE€YHOM HEJOCTATOYHOCTBIO CPEAHEH W TSKEJIOM CTENEHBIO TSKECTH PEKAM
JO3UPOBAHUS Mpemnapara cleAyeT KOppeKTHpoBaTh (cM. pazaen 4.2). Y MalnueHTOB ¢ TEPMUHAIBHON
cTajuel OYEUYHON HEOCTaTOYHOCThIO 00LIMI KIMpeHC cHuxkaeTcst Ha 80% OTHOCHUTENBHO 37J0POBBIX
IO0OpOBONBIIEB ¢ HOpMalnbHOW QyHKIMed mouek. Menee 10% neBoreTupusnHa ynaiasieTcs B XOJe
CTaHJapTHOU 4-4acoBOM MPOLIETYphl T€MOIUATN3A.

Tleuenounoil nedocmamoyurnocme

®apMaKOKMHETHKY JIEBOLIETUPHU3UHA Y MALMEHTOB C NMEYEHOYHOW HEJOCTATOYHOCTHIO HE M3ydaiu. Y
MAlMEHTOB C XPOHUYECKUMH 3a00JIeBaHUSIMH TEYeHHU (TenaTOLEIUTIONSPHBINA, XONECTAaTHUYECKUd |
OWJIMApHBIA HUPPO3), MOJYYABIIUX pallEMUYECKOE COequHEHue IeTupusnHa B no3ze 10 wim 20 mr
OJIHOKPATHO, HaON0/adM yBEIMUYEHHE Mepuoja MouyBbiBeaeHus Ha 50% U CHIDKEHHE KIHpeHca
npenapata Ha 40% 10 CpaBHEHUIO CO 370POBBIMU JIFOJIBMHU.

CTH

JlaHHBIE 1O MCCIeNOBaHUIO (papMaKOKHMHETHKH Tperapata y 14 nmeteit B Bo3pacte oT 6 10 11 et ¢
Maccoit Tena or 20 no 40 Kr mpu mHepopaibHOM IPHEME OJHOKPATHO 5 MI JIEBOLETUPU3MHA
MoKazajiy, yTo nokasareny Cmax u miaowmwaab noa kpusoi (AUC) npumepHO B /1Ba pa3a IPEBHIIIAIOT
aHaJIOTUYHBIE TIOKA3aTeNIM Yy B3pOCIBIX 3JI0OPOBBIX JIOJEH NMpH NepeKpecTHOM KoHTpoise. CpeaHuit
noka3zarenb Cmax coctaBui 450 Hr/mil, MaKCHMasbHass KOHIICHTPALUS JOCTUTANIACh B CPEIHEM UYepes
1,2 yaca, oOwMii KJIMpeHC ¢ yueToM Macchl Tesa Obl1 Ha 30% BblIlle, a Iepuo] MoyBbIBeieHUS Ha 24%
KOpoye y JeTei, uYeM COOTBeTCTBYIOIIME IOKazareiau Yy  B3pociabiX.  CrenuanbHble
(apMakOKMHETUYECKHE MCCIIEOBaHUS Yy JeTell miaame 6 JeT He NpOBOJMIN. PeTpocreKTHBHBIN
(hapMaKOKWHETHUSCKHI aHau3 TpoBeieH y 323 mamuenToB (181 pebeHok B Bo3pacte ot 1 10 5 mer,
18 nmereit B Bo3pacte oT 6 10 11 et u 124 B3pocnsix B Bo3pacte oT 18 10 55 ner), monydaBmuX OgHY
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WM HECKOJBKO J103 JIEBOLIETUPHU3UHA OT 1,25 Mr je-30-mrP—HerHbie—RofyieHbie—B-—XxoAe—aHaiH3t————
MOKa3aJu, 4YTo IIPUeM Mpernapata B 103¢ 1,25 mMr y aeteit B Bozpacte oT 6 Mecs1eB 0 S5 JIeT MPUBOIUT K
KOHIIEHTpPALlMU B IJIa3Me, COOTBETCTBYIOIIEH TaKOBOM y B3pOCIBIX MPHU MPUEME 5 MI mpenapara oJuH
pa3 B CYTKH.

6. PAPMAIIEBTUYECKHUE CBOMCTBA
6.1. IlepeueHb BcnoMorareJibHbIX BellleCTB

I'muuepon 100 %

[IponmiieHrnukons

Hatpus caxapunar (E954)

Harpus anerar tpuruapar
VYkcycHas Kuciora
MeTtunnaparuapokcudensoar (E218)
[IponmmmaparuagpoxcudeH3oar

Bona ounmennas

6.2. HecoBmecTHMOCTB

He npumennmo

6.3. Cpok roxHocTH (CpOK XpaHEHHs)

3 roxa.

Tlociie mepBOT0 BCKPBITUA 3 MECHIIA.

6.4. OcoOble MepbI MPEIOCTOPOKHOCTH MPU XPAHEHUH

XpaHuTb IpH TeMIiepatype He Bbliie 25 °C, B OpUrHHaJIbHOM yIIaKOBKE.

VYcnoBus XpaHEHUs NOCIE NIEPBOTO BCKPBITUS JIEKAPCTBEHHOTO Mpemnapara cM. B paszene 6.3.
6.5. Xapakrep u coaep:kaHHue YIIaKOBKH

I[To 20 mn Bo ¢makonsl u3 TemHoro crekna (xmacc III), ykynmopeHHBbIe 3aBHMHYMBAIOLIEICS
IJ1aCTMACCOBOM KPBIIIKON CO BCTPOEHHOM MPOOKON-KaNeIbHUIIEH U KOHTPOJIEM MIEPBOIO BCKPHITHSL.

Ilo 1 (I)J'IaKOHy BMCECTC C JIMCTKOM-BKJIAABIIIEM IMIOMCIIAIOT B [IAYKY KapTOHHYTO.

6.6 Oco0bie Mepbl NPeJOCTOPOKHOCTH NMPH YTHIM3AUMH MCIOJIb30BAHHOIO J1E€KAPCTBEHHOI0
npenapara WJIH OTXO/A0B, MOJYYEHHBIX MOcCJe NPUMEHEHUs JeKAPCTBEHHOIro Ipenapara H
Apyrue MAHUMYJISIUHU € TPenapaTomM

Oco0ble TpeOoBaHUs OTCYTCTBYIOT.

10
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7. JAEP/KATEJIb PETUCTPAIIMOHHOI O-¥ASEFOBEPEHHS

Poccuiickas Penepanus

AO «/lomunanTa-CepBuc»

142100, MockoBckast o6nactb, T. [logonsck, yin. Komcomonbckas, a. 1, crpoenue 49, nomenienue 1,
KoMHaTa 223

Tenedon/dakc: +7 (495) 580 30 60, +7 (495) 580 30 61

e-mail: info-ds@danhson.com

7.1. IlpeacTaBuTeJib AepaKaTessi PErHCTPAIIMOHHOIO YA0CTOBepeHus: HA TeppuTopuu Coro3a

IIperen3un norpeduTene HAIPABIATE 10 aPECY:

Poccuiickas @enepanus

AO «JlomunanTa-CepBucy»

142100, MockoBckas o0mnacts, T. [Togonsck, ya. Komcomonbckast, 1. 1, ctpoenue 49, nomenienue 1,
KoMHaTa 223

Tenedon/dbakc: +7 (495) 580 30 60, +7 (495) 580 30 61

OnexrponHas noura: info-ds@danhson.com

Pecny6inka ApmeHus

000 «®PAPM TPACT»

Anpec: 0014, r. Epesan, yi. MaMukoHsHI, 48
Temedon/dakc: +374 10 20-34-14
DnexkTpoHHas nodra: asan-jalalyan@yandex.ru

Pecny6nmka benapych

000 «JAHCOH-BI'»

Anpec: 220126, r. Munck, mip. [To6eaureneit, n.31, kopmyc 1, mom. 416, 418
Tenedon: +375-17-367-85-88

OnexrponHas nmoura: hulaknatalya@gmail.com

Pecny6nnka Kazaxcran

000 «JIAHCOH-BbI'»

Anpec: 050026, r. Anmartsl, yi. AlitueBa 46-18
Tenedon: +7 (727) 39591 13

OnextpoHHas noura: laykal6@mail.ru

Keoipreisckasa Pecriybauka

OcOO0 «DasMed»

Anpec: 720043, Keipreisckas PecniyOnuka, r. bumikek, yi. Caapiranuesa, 1
Tenedon/dakc: +996 312 35-75-42

OnexrponHas noura: product@dasmed.kg

8. HOMEP (HOMEPA) PETUCTPAIIMOHHOI'O YIOCTOBEPEHMUSA

9. KATEI'OPUSA OTIIYCKA JIEKAPCTBEHHOT O ITPEITAPATA

11
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JlexapcTBEHHBIN TTpenapaT OTHOCUTCS K KAaTETOPHUH GFiFyeia-6es-peHersar

OO6mras xapakTepHuCTHKa JIeKapCcTBeHHOTO npernapata JleBonetupusun [IC noctymnHa B €IMHOM peecTpe
3apEeTUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CpeACTB EBpa3uiickoro 53KOHOMHUYECKOIO COK3a W Ha
ouIIMaIELHOM caiTe YIIOJTHOMOYEHHOTO opraHa (3KCTIepTHOM OpTaHU3AIIHH )
https://lk.regmed.ru/Registet/EAEU_SmPC
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