COOTBETCTEYET f-_' K li_: __ EPTHOMY OTUETY

ot 13.08.2025 N= 20155

OBILAS XAPAKTEPUCTHKA JEKAPCTBEHIFOFO TIPEITAPATA “0%)

1. HAMMEHOBAHHUE JJEKAPCTBEHHOI' O ITIPEITAPATA

JleBonieTnpusuH, 5 Mr, TaOJIETKH, TOKPHITHIE TUICHOYHOW 00O0JIOUKOM.

2.  KAYECTBEHHBIN U KOJIMYECTBEHHBIN COCTAB

JlelicTByrolee BEIECTBO: JIEBOLECTUPU3UH.

Kaxxnas Tabnerka coepKuT 5 Mr JIeBOLIETUPU3UHA JUTHUIPOXIIOPUIA.

BcnomorarenbHbie BelecTBa, HAJIMYHE KOTOPBIX HAJO0 YYHUTHIBATH B COCTaBE JICKAPCTBEHHOTO
npernapara: JakTo3bl MOHOTHapar (cM. pasaen 4.4.).

[TonHBII TepedeHb BCIIOMOTaTeNIbHBIX BEIICCTB MPUBE/CH B passeine 6.1.

3.  JIEKAPCTBEHHASI ®OPMA

Tal6yieTKu, MOKPHITHIC INIEHOYHONW 000JI0UKOM.

Kpyribie OBOSIKOBBINTYKJIbIE TAOJETKH, MOKPBIThIE TUIEHOYHON 000JI0YKOW Oenoro Wid MOYTH
Oenoro 1Bera. JlomyckaeTcsi mIepoXOBaTOCTh MOBEpXHOCTH. Ha momepedHoM paszpese sapo
0eJ10ro WM MOYTH OCJIOro IBEeTA.

4, KJIUMHUYECKHUE JAHHBIE

4.1. Tloxka3aHus1 K NPUMEHEHUIO

[Ipenapar nmoka3aH K MPUMEHEHUIO y B3POCIBIX U JETEH B BO3pacTe OT 6 JIET JJIs JICUCHUS:

. CUMITOMOB aJUIEPTHUECKUX PUHUTOB (BKJIIOYAsi KPYTJIOTOIUYHBIN (IEPCUCTUPYIONINI) 1
CC30HHBIN (MHTEPMUTTHPYIOIINN) AJJISPTUICCKIEC PUHUTHI) M AJUICPTHUECKOTO KOHBIOHKTUBUTA

TaKUX, KaK 3yJd, UYUXaHue, 3aJIOKCHHOCTb HOCA, PHUHOPECH, CIC30TCUHCHUC, THUIICPECMUA

KOHBIOHKTHBBI;

o MOJUTHHO3a (CCHHOM JTUXOPAIKH);

° KpanuBHUIBI,

o JAPYTUX AJUICPIHYECKUX JePMATO30B, COMPOBOKIAIOIINXCS 3YI0M M BBICHITTAHUSIMHU.

4.2. PexuM 103MPOBAHMSA H CTIOCOO MPUMEHEHUS

Pexum go3upoBaHus

Bspocnvie
Cyrounas no3a coctasisietT 5 mr (1 TabGieTka) 0THOKpATHO.

Oco0ble TPVIIILI TAIUEHTOB

Hauuenmbl NnoJ2HCU1020 8o3pacma
HpI/I MPUMCHCHUMU IIPLCIiapaTa y NalfMCHTOB IMOXXUJIOTO BO3pacTa € MOYEYHOM HEJOCTATOUYHOCTBIO
J03a OOJDKHA KOPPEKTUPOBATHCA B 3aBUCHUMOCTU OT CTCIICHU MMOYCUHOM HEAOCTATOYHOCTH

(cm. myHKT «[lanimeHThl ¢ HapyIeHHEM G YHKIMH TOYEK» HUXKE).



ot 13.08.2025 N2 20155

(NOCNEQCBATENEHOCTE 0005)

Ilayuenmul ¢ Hapywenuem yHKyuu novex

COOTBETCTBYET ZKCNEPTHOMY OTUETY

OCHOBHBIM IIyTEM BBIBEJCHMS JIEBOLIETUPU3UHA U3 OpPraHHU3Ma SIBJISETCS] BBIBEACHHUE IOYKaMH,
[I03TOMY IpU TNPUMEHEHUM IIpernapaTa y NalMEHTOB C IIOYEYHOM HEJOCTaTOYHOCTHIO 032
JOJKHA KOPPEKTUPOBATbCA B 3aBUCHUMOCTHM OT CTENEHH IIOYEYHOHM HEJOCTaTOYHOCTH,
OCHOBBIBASICh Ha OIICHKE KJIMPEHCa KpeaTUHUHA (MIJI/MUH).
[TanmenTam ¢ JerkuM HapyuieHHeM (QYHKIUHM Mouek (KiupeHc KpeatuHuHa 50-79 mi/MuH)
KOPPEKIMH JI03bI HE TpeOyeTcsl.
Y nanuMeHTOB ¢ YMEPEHHOW IMOYEYHOW HEIO0CTaTOYHOCTHhIO (KIupeHc KpeaTuHuHa oT 30 10
49 mi/MHH) peKOMEHIyeMasi 103a 5 Mr uepe3 JIeHb.
VY [auuMeHToB C TSKENOM I0YEYHOW HEIOCTATOYHOCThIO (KJIMPEHC KpeaTHWHHWHA MEHee
30 mur/MHH) pekoMeHyeMas 103a S mr 1 pa3 B 3 qHs.
Tlayuenmsi ¢ Hapywenuem yuKyuu neveHu
[TaruenTamM ¢ HapylleHHEM TOJIBKO (DYHKIMM TI€YEHH KOPPEKIHU pPEeXHUMa JTO3HPOBAHUS
He TpeOyercsl.
[TanpeHTaM C MOYEYHOW M NEYEHOYHOW HEAOCTATOYHOCTBIO JO3UPOBAHUE OCYILECTBIIETCS 110
BBIIICTIPUBEICHHOM cxeMe (cM. MyHKT «llarrenTsl ¢ HapylieHrneM (PYHKIIMU MTOYEK) BBIIIE).

eTH
Jlemu om 6 0o 18 nem
Pexxum no3upoBaHMsi COOTBETCTBYET PEXKUMY J03UPOBAHUS Y B3POCIBIX.
Jlemu 0o 6 1em
[Ipenapat He ciegyeT NPUMEHATh y JAETEd B BO3pacTe 10 6 JIET B CBA3H C HEBO3MOYKHOCTHIO
o0ecnevnTh PeKUM JO3UPOBAHUS.
Hpyrue nexapcTBeHHbIE (JOPMBI MOTYT Jy4llI€ YAOBIETBOPATH MOTPEOHOCTH JAHHOW TPYIMIIbI
(cM. pazmen 4.4.).

[IpogomKUTEIbHOCTS MIPUEMa IIperapaTa

[Ipu nevennn ce30HHOTO (MHTEPMUTTUPYIOIIETO) AJUIEPTUISCKOTO PUHUTA (HATUYHE CUMITTOMOB
MeHee 4 JHEW B HENENI0 WIM HX 00mas MPOJOJDKATEIFHOCTE MeHee 4-X Heelb)
MPOJOHKUTEIFHOCTD JISYCHHSI 3aBUCUT OT JUTUTEIFHOCTH CUMIITOMATHKH; JICUEHHUE MOXKET OBITh
MPEKPAIIEHO MTPH UCYE3HOBEHUH CUMIITOMOB U BO30OHOBJICHO MPU MOSIBICHUN CUMIITOMOB.

[Ipu neueHUM KpyraoroauyHoro (MEPCUCTUPYIOIIETO) ajIepruueckoro pHUHHTA (Haldu4due
CUMIITOMOB OoJiee 4-X JHEH B HEJESNI0 M UX 00mas MpOJOJDKUTEILHOCTh Oosee 4-X HEIelb)
JICYEHHE MOKET MPOJIOJKATHCS B TEUEHHUE BCET0 NMEPHO/Ia BO3IEUCTBUS aJlJIEPTEHOB.

HmeeTcst KIMHUYECKUN OIBIT HEMPEPHIBHOTO MPUMEHEHHUS JIEBOLIETUPHU3NHA B JIEKAPCTBEHHOMN
dbopme TabMETKH, TOKPBITBIE IIJICHOYHOHW OOOJIOYKOW, S5 Mr Yy B3pOCIBIX TAIMEHTOB

JUINTENILHOCTBIO 10 6 MECSIIEB.
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Croco0 IIpuMeHeHus

BuyTtpb, mnpornarteiBasg ULEIMKOM, BO BpeMsl €4bl WM HATOIAK, 3aluBas HEOOJbIINM
KOJIMYECTBOM BOJIbI.
4.3. TIporuBomoka3zaHus
. 'MnepuyBCTBUTENBHOCTD K JIEBOLIETUPU3UHY, LETUPU3UHY, TUIAPOKCU3MHY, JIOOOMY
MIPOM3BOJHOMY MHUIEpPa3HHA WU K JIOOOMY K3 BCIOMOIaTeIbHBIX BEUIECTB, MEPEUUCICHHBIX B
paznene 6.1.;
o TepMHUHAJIbHAS CTaIUs MOUYEYHON HEJTOCTATOYHOCTH (KIHpeHC kpeatuHuHa < 10 mi/Mun).
4.4. OcoOble yka3aHHS1 M Mepbl IPEJO0CTOPOKHOCTH NIPH NPUMEHEHUHU
WHTepBasibl MEXIY 103aMH JIOJDKHBI OBITH MOMOOpaHbl MHAMBUAYAJIHHO B 3aBHCHMOCTH OT
MOYeYHON (YHKIHH.
Pexomenayercsi co0r01aTh OCTOPOKHOCTh MPU OJHOBPEMEHHOM YIOTPEOJIEHHH C aJIKOTOJIEM
(cm. paznen 4.5.).
[lpy HaMMuMM y MaMEHTOB NpeApacroyiararomux (HakTopoB K 3aJepKKe MOUYM (Hampumep,
MOBPEXKACHUE CIHUHHOTO MO3ra, THIepIlia3usi MpeAcTaTeIbHON JKele3bl) cleAyeT COOIoaaTh
OCTOPOXKHOCTh, TOCKOJIbKY JICBOLIETUPU3UH MOXKET YBEIMUMBATh PUCK 3aJCPKKUA MOUH.
OCTOPOXKHOCTH CIEAYET COONMIOAATh Yy MAllUEHTOB C AMUJICTICUEH U MOBBIIICHHON CYIOPOXKHOM
TOTOBHOCTBIO, TOCKOJIbKY JIEBOLIETUPU3UH MOXKET BbI3BaTh 00OCTPEHNE IPUCTYIIOB.
Peakius Ha KOXHbIE alJepruuecKue mpoobl MOJIABISIETCs aHTUTUCTAMUHHBIMU TIperapaTaMu, U
nepea NpPOBEIEHUEM TECTUPOBAaHUS HEOOXOAMMO BO3AEpXKaThCS OT IpHeMa Ipernapara B
TedeHue 3 nHel.
Bo3moxHO mosBIeHHE 3yda MoOcie MpeKpalleHus NpueMa JIeBOLETUPU3NHA, JaXe eclld
NOJOOHBIX CHMIITOMOB He ObUIO B Haydase jJeueHusl. CUMIITOMBI MOTYT IIPOWTH CaMOCTOSITENBHO.
B HeKOTOphIX ciy4asx CHUMIOTOMBI MOTYT OBITh CHJIBHO BBIPDAKEHHBIMH, M 3TO MOXET
noTpedoBaTh BO30OHOBIEHUS JieueHus. [locie BO30OHOBIEHUS JI€UE€HUS TH CUMIITOMBI JTOJIKHBI
IIPOUTH.

eTH
[Ipenapat He cieayeT NpUMEHATH y JAeTel 10 6 JIeT, MOCKOJIbKY JJaHHAas JIeKapCTBEHHas Gopma
HE II03BOJISIET MHCIIOJIb30BAaTh MOJAXOMSAIIYK0 JO3UPOBKY [UIsl 3TOM BO3pPAacTHOM TPYIIIBI.
PexkoMenayeTcss MCHoib30BaTh MEAUATPUUECKYIO JIEKAPCTBEHHYIO (GopMy (Karui Juisi mpuema
BHYTPB).

BcnomorarenbpHbI€ BelllecTBa

IIpenapar comep:kUT JakTo3sl MoHoruapar. [lamuentam ¢ peako  BeTpedarouiencs
HACJIC/ICTBEHHOM HENEPEHOCUMOCThIO TallakTO3bl, Je(QUIMTOM JAKTa3bl JIOMaped WIn

TIIIOK030-TAIAKTO3HOW MalibabcopOImelt He ciielyeT MPUHUMATh 3TOT Ipernapar.
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4.5. B3aumojeiicTBHUe ¢ JPYrUMHU JIeKapCTBeHHbe\l’;h' n?)gl;la'pgn 1@;”:12" e “BHBI

B3anMMoO/IelicTBUS

N3yueHne B3aMMOJEHCTBHSI JICBOLUETHPU3WHA C JAPYTHMMH JIEKAPCTBEHHBIMH MperapaTaMu He
npoBoAwsIoCch. Ilpy M3ydeHHM JEKapCTBEHHOIO B3aMMOJCWCTBUS palleMara IETHPU3MHA C
AHTUIHPUHOM, a3UTPOMHIIMHOM, IIUMETHIMHOM, TUA3EMIaMOM, SPUTPOMHIIMHOM, TIIUMU3UIIOM,
KETOKOHA30JIOM U TICEBA03(EIPHHOM KIMHUYECKH 3HAUMMBIX HEKEJIATebHBIX B3aUMOICHCTBUI
HE BBISIBJICHO.

[Ipu omHOBpeMeHHOM MpuMeHeHUHU ¢ TeohmanHoM (400 Mr/cyT) oOmuid KIMPEHC IETUPU3UHA
cHmkaercs Ha 16 % (kuHeTHka TeouIMHA HE MEHSETCS).

B uccnenoBanuu npu OJHOBpEMEHHOM ImpueMe putoHaBupa (600 mMr 2 pasa B JA€Hb) U
uetupusuHa (10 Mr B 1eHb) [MOKa3aHO, YTO KCIIO3ULUS LIETUpU3UHA yBeanuuBaiach Ha 40 %, a
9KCIIO3MIIMS PUTOHABHPA HE3HAUYMUTEILHO n3MeHsutach (-11 %).

VY 4yBCTBUTENBHBIX MAI[MEHTOB OJHOBPEMEHHBIM MpPHEM JIEBOLETUPU3MHA WM AJIKOTOJNS WU
JIEKapCTBEHHBIX MPENapaToB, OKA3bIBAIOIINX MOJIABIIAIONIEE BIUSHIE HA IEHTPAILHYIO HEPBHYIO
cuctemy (IIHC), MOkeT BBI3BaTh 3aTOPMOKCHHOCTh M YXYAIICHHUE pa00TOCTIOCOOHOCTH.

4.6. @epTHIBHOCTb, 0EPEMEHHOCTDb M JIAKTALMS

bepemeHHOCTD

JlaHHBIE 110 PUMEHEHHIO JIEBOIIETUPU3UHA BO BpeMs OEPEMEHHOCTH MPAKTHYECKH OTCYTCTBYIOT
win orpannyeHsl (MeHee 300 mcxonoB O6epemeHHocTel). OnHaKoO, MPUMEHEHHE LETUPU3MHA,
pauemaTa JieBoleTUpU3MHA, Npu OepemeHHOcTH (Oonee 1000 mcxonoB OepeMeHHOCTEH) He
COIIPOBOXKIANIOCh TOPOKAaMHU pPa3BUTHS U BHYTPUYTPOOHBIM M HEOHATAJIbHBIM TOKCHYECKUM
BO3/ICHICTBHEM. B uccresoBaHMsIX Ha JKUBOTHBIX HE BBISABICHO NPSIMOTO WM KOCBEHHOTO
HEOJarONpUsITHOIO BIUSHUS Ha TeYeHHEe OEpeMEeHHOCTH, SMOpHOHaNIbHOE U (eTanbHOe
pa3BUTHE, POJIbI U TIOCTHATAIILHOE Pa3BUTHE.

[Ipu OepeMeHHOCTH Ha3HAu€HHE JIEBOLIETUPU3MHA MOXKET OBITh PAacCMOTPEHO B Cllydae
HEOOXOIMMOCTH.

Jlakranms

LleTupusux, pauemar JIeBOLETUPU3HHA, SKCKPETUPYETCs ¢ TPYAHBIM MOJIOKOM. [loaTomy Takke
BEPOSTHO M BBIJICJIEHUE JIEBOLETUPH3UHA C I'PYAHBIM MOJOKOM. Y JHeTed, HaXOASIIUXCS Ha
TPYIHOM BCKapMJIMBaHWHU, BO3MOXXHO TOSBJICHHE ITOOOYHBIX PEAaKIHUH Ha JICBOIECTHPHU3UH.
[ToaTomMy HE0OX0MMO COOJIIO/IaTh OCTOPOKHOCTh PU HAa3HAYEHUH JIEBOLETHPU3MHA B MEPHOJT
IPYIHOTO BCKapMJIUBAHMUSL.

DdepTUabHOCTD

KnuHnueckue nanHble N0 JIEBOLETUPUZUHY OTCYTCTBYIOT.
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4.7. BiusiHMe Ha CIOCOOHOCTH YNPaBJSATH Tpancnﬂ?,'i'&g?ﬁi;'%ﬁ'@lﬁw’ﬁTﬁ%&%‘éﬁ c

MeXaHU3MaMH
JleBoLIETUPU3WH MOXKET TPHBECTH K TOBBIIICHHOW COHJMBOCTH, CJIEIOBATEIIbHO, TMpernapar
JleBOLIETHPU3UH MOXKET OKa3bIBaTh BIIMSIHHE HAa CIOCOOHOCTh YIPAaBJISATh aBTOMOOWJIEM WIIH
paboraTth C TexHUKOH. B mepwom seueHWss HEOOXOAMMO BO3JIECPKHBATHCS OT 3aHATHH
INOTCHIUAJIBHO OIIaCHBIMHW BUJaMH JCATCIIbHOCTH, TpC6YIOIJ_II/IMI/I HOBBIIICHHON KOHICHTpaluu
BHUMAaHHUA U OBICTPOTHI IICHXOMOTOPHBIX PEAKIIHA.

4.8. HexenarejibHble peaKIul

Pe3roMe HexxenaTeIbHbIX DEAKINN

ﬂaHHble no 66301’ZCZCHOCmu, NOJIYYEeHHble nPpU USYHUEeHUU YEeMUPUSUHA
Ha6JIIOIlaJII/ICI) CICAYIOMUC HCKCIIATCIIbHBIC pCaKIIUU:

Peoko (=21/10000, <1/1000)

Berpewanuch sierkue M BpeMEHHBIE HEXeNaTelbHble SBICHHMS TakKhe, KaK YTOMIISIEMOCTb,
HapyIIeHHe KOHICHTPAllUW, COHJIMBOCTH, TOJIOBHas OOJb, TOJIOBOKPYXEHHE, BO30YKICHHE,
CYXOCTh BO PTy H XKeIlyJOYHO-KHIIEYHBIE paccTpoiicTBa (3amop). B HEKOTOpBIX ciydasx
HaOJII0AAIMCh PEAKIIUU THIIEPYYBCTBUTEILHOCTH U AHTHOHEBPOTHUYECKUH OTEK.

Taike cooOmanoch 00 OTHENBHBIX CIy4asxX CYAOPOI, PEAaKLHUU CBETOUYBCTBUTEIbHOCTH,
MOpaKEHUsS TICYSHH, aHA(PMIAKTUYECKOTO IIIOKAa, HApYIIEHUS KPOBOOOpAIIECHHUS, TIYXOTH,
TUTOXOTO CAaMOYYBCTBUS, 3y/a, BACKYJIUTA, 3PUTEIHHBIX HAPYIICHUH U KOIIMAPHBIX CHOBHICHHUH.
Hannvle Knunuyeckux ucciedosanuti

Knuauueckne wuccnenoBaHus Mokazamd, urto y 14,7 % manueHToB, NPUHUMABIIUX
JICBOLIETUPHU3UH B J103€ 5 MI, HaOIIOAaINCh HEXKeIaTelbHble peakiuu B cpaBHeHuu ¢ 11,3 % y
NAaIMEeHTOB Trpymmbl 1iane6o. 95 % NaHHBIX HEXeNaTeNbHBIX PEeaKIuid ObUIM JIETKUMHU WIIN
YMEPEHHO BBIPAKEHHBIMH.

B KIMHMYECKMX HCCIEIOBAaHMIX YacTOTa INPEKpallleHus Tepaluu BCIEACTBUE Pa3BUTHUSA
nmo6ouyHeIx peaknuii cocraBmwia 0,7 % (4/538) y mamueHTOB, PaHIOMHU3HPOBAHHBIX IS
MoJTyueHus JeBolueTupusuHa B 1o3e 5 mr u 0,8 % (3/382) mist manieHToB, paHJOMU3UPOBAHHBIX
B Tpynmy 1uiane6o.

Crnenyrmomue HeXenaTelbHbIE pEakUud ObUIM BBISBIEHBI Yy mamueHToB (N = 538),
yYaCTBOBAaBIIMX B KJIMHUYECKOM HCCIEJIOBAaHWH W TPUMEHSBIIUX JICBOLECTHPU3UH B
PEKOMEHIOBaHHBIX /103aX (5 MTI OJIMH Pa3 B CYTKH):

Yacmo (>1/100, no <1/10)

Heocenamenvnoie peakyuu | Jlesoyemupuszun 5 me (N = 538) Inayebo (n = 382)
COHJINBOCTH 5,6 % 1,3%
CyxocTb BO pTYy 2,6 % 1,3%
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TonoBHa% 60/b 24 % ({TOCAE8e Eu.-L.TEﬂi:-HEg 3}&. iy
YTOMIIEMOCTD 1.5% 0,5%
AcreHus 1,1% 1,3%

XOTs 9acToTa CIIy4aeB COHJUBOCTH B TPYIIE JICBOIETUPHU3MHA ObUIA BBIIIE, YeM TaKOBas B
rpynme miane6o, B OONBIIMHCTBE CIy4aeB 3TO HEKENATEIbHOE SBJICHHE ObUIO JIETKOM WM

YMEPEHHOU CTENEeH! TSHKECTH.

Heuacmo (>1/1000, no <1/100)

bomm B j)xuBoOTE.

Tlocmpezucmpayuonnsle uccie008anus

B mepuox mocTperucTpallMOHHOTO MPHMEHEHHUs Tpernapara HaOIIOJalnuCh CIEAYIONUe
HEKeJIaTeJIbHbIC SIBJICHUS .

Hapywenus co cmoponbi MMM]/HHOZZ cucmembl. p€akMM TUICPUYYBCTBUTCIBHOCTH, BKIJIHOYasd

aHa(UIAKCHIO.

Hapywenus MemadoaU3MAa U NUMAHUsL. TIOBBIIICHUE aIllIETHTA.

Tlcuxuueckue HapyuieHus: TpEBOra, arpcccus:d, B036Y)KI[CHI/IC, raJurrouquHaniu, ACIpeccus,

6eCCOHHI/II_[a, CyHnuaaJdbHbIC UACHU, KOLIIMAPHBIC CHOBUACHU.

Hapywenus co cmoponvl HepgHOU cucmeMmbl: CynOpoTd, TPOMOO3 CHHYCOB TBEPIIOW MO3TOBOI

000J104YKH, MTapecTe3usi, FTOJIOBOKPYKEHNE, BEPTUT0, 0OMOPOK, TPEMOP, TUCTEB3HU.

Hapywenus co cmopoust opeana 3perus. BOCHAIUTEIbHBIE IMPOSABJICHUA, HAPYIICHUC 3PCHUA,

HCYCTKOCTD 3pUTCIILHOI'O BOCIIPUATHA, HCTIPOU3BOJIBHBIC IBUKXCHUS TTIA3HBIX SI0JT0K (HI/ICTaFM).

Hapywernus co cmoponbt cepdua.‘ CTCHOKapauWs, TaxukKapausd, OIIYyIICHUEC CepILHC6I/IeHI/I$[.

Hapywenus co cmoponul cocy0os: TpOMO03 IPEMHOI BEHBI.

HCZDVWQHM}I CO _CmOpOHbL OblXamenbHou cucmembvl, opcarHoes ZDVaHOZZ KiemxKu u CD@OOCWZ@HM}Z.'

YCUIICHUEC CUMIITOMOB PUHHNTA, OJbIIIKA.

}Keﬂvdoqno-xuweuﬂbw HapyuieHus. TOITHOTa, pBOTA.

Hapywenus co cmoponsl neuenu u cheﬂll€6b1600}lmux nymeii. TeIaTuT.

Hapyuwenus co cmoporbl KoJicu u NOOKONCHLIX MKAHEIL. aHFI/IOHeBPOTI/I‘-ICCKI/Iﬁ OTCK, OK3aHTEMaA,

THIIOTPUXO03, 3Yy[, CbIllb, TPCIIHUHBLI, KPpAalIMBHUIIA, q)OTOCCHCI/I6I/IJ'II/I3aI_II/ISI/TOKCI/I‘{HOCTB, CTOMKas
JICKApCTBCHHAs SpUTEMAaA.

Hapywenus co cmoporbl mMbluleyHol, cKelemHol u coeQuHUmenbHol mxanu. 00Jb B MBbIIIax,

apTpaTHUs.

Hapyuwienus co cmopombl noyex u MOHBGbl@O()ﬂWMX nymeti. AU3ypust, 3a/ICpKKa MOYH.

Obwue Hapywenus u peakyuu 6 mecme 8edenus. HEIPHEKTUBHOCTh MPOIYKTA U €Tro

B3aUMOJICHCTBUS, CyXOCTh CIIM3UCTBIX 000JI0UEK, OTEK.

ﬂa60pam0mtb1e U _ UHCmMpYymMeHmdajibHble oaHHvle: YBCIMYCHHUC MaACChl TCJIa, H3MCHCHUC
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L0
(GyHKIIMOHAIBHBIX P00 NEYeHHU, epeKpecTHas peaKTI/IB}E)crr)

Onucanue OTACIBHBIX HCXKCIATCIIbHBIX DeaKI_[I/If/'I

Y Majoro KojaMuyecTBa MAIMEHTOB HAOIIOAANCs 3yA IIOCHEe IPEKpalleHus MPUMEHEHUs
JI€BOLIETUPU3UHA.

COO6H.I€HI/IC 0 ITOA03PEBACMBIX HEXKCIIATCIBbHBIX PCAKIINAX

BaxxHo cooOmarb 0 10J03PEBAEMBIX HEXKENATENbHBIX pEeaKUUsAX I10CJI€ PETUCTpaluu
JICKapCTBEHHOTO Iperapara ¢ IeNbl0 00ecTeYeHrs] HePEPhIBHOTO MOHUTOPUHIA COOTHOILICHHS
«I10JIb3a — PHUCK» JIEKAPCTBEHHOIO Ipenapara. MeauIMHCKUM pPaOOTHUKAM PEKOMEHIYeTCs
cooOmare o0 JHOOBIX  MOJO3PEBAEMbIX  HEXKENATENbHBIX  PEAKUUSAX  JIEKapCTBEHHOI'O
mpernapata  4epes HallMOHAJIbHbIE CUCTEMBI coo01IeHus 0 HE)KeJIaTeJIbHbIX

peaknusX rocyaapCTtB — 4ICHOB EBpa3HﬁCKOFO 3KOHOMHYCCKOI'O COKO3a.

Poccuiickas ®@enepanus

OenepanibHas ciryx0a 1o Hax3o0py B cdepe 3apaBooxpanenus (PoczapaBuanzop)

109012, Mockga, CnaBsHCKas 1iomas, a. 4, ctp. 1

Temedon: +7 800 550-99-03

e-mail: pharm@roszdravnadzor.gov.ru

Caiir: https://www.roszdravnadzor.gov.ru

4.9. Tlepemno3upoBka

CuMIITOMBI

ConnuBocTh (y B3pOCIbIX), BHa4ajge MOTYT HOSBHUTHCS BO30YXJIeHHE M OECHOKOMCTBO, 3aTEM
CMEHSIOIINECS] COHIUBOCTRIO (Y AeTei).

Jleuenue

Heo6xoauMo mpoMBITE KETyJO0K WX MPUHATh aKTUBHPOBAHHBINA YTOJb, €CIIM MOCTE MpueMa
mpernapara MpoLUUIO Majlo BpeMeHH. PekoMeHJyercs NpOBENEeHHE CHMITOMAaTHYECKOH U
nojaaepkuBaronieit repanuu. Crnenuduaeckoro aHTUAo0Ta HeT. ['eMoananus He 23 PeKTHBEH.

5.  ®APMAKOJIOTMYECKUE CBOMCTBA

5.1. dapmakoauHaMH4YeCKHe CBOICTBA

dapmakoTepaneBTUUYECKass TPYIIa: aHTUTUCTAMUHHBIE CpPEJCTBA CHCTEMHOTO JICHCTBUS,
MIPOU3BOIHBIC MMUIIEPA3HHA.

Kox ATX: RO6AEQ9

MexauusM JercTBus U (hapMakomnHaMudeckie Y dEKTH

JlepoueTupu3uH — aKTUBHOE BEUIECTBO Ipemnapara JleBouerupusuH — 310 R-sHaHTHOMED
LHETUPU3UHA,  MOUIHBI W CEJNEKTHBHBIH  AaHTarOHUCT  TUCTAMUHA,  OJIOKUPYIOIIUI

Hi-rucramMuHOBEIC PCUCIITOPHI. .HCBOLIGTI/IpI/ISI/IH OKa3bIBACT BJIMSAHHWC HA T'MCTAMHUHO3aBUCUMYIO
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CTAJUIO AJUICPTUYCCKUX PEAKIUi, a TakkKe Hpact %E‘plﬁ%g %BJPE-BE)HIII—OIBT Ql\};lel;-ll:})%]laeT

POHHUIIAEMOCTh COCY/IOB, OTPaHUYNBACT BHICBOOOKIEHUE MEMATOPOB BOCIIAICHHSL.
JleBOLETUPHU3UH TPEAYNPEKAAeT Pa3BUTHE M OOJIETYACT TEUCHHE AJUIEPTUUYECKUX PEaKIHid,
o0JasaeT MPOTUBOIKCCYAATUBHBIM, MPOTHUBO3YIHBIM JCHCTBUEM, MPAKTUYECKH HE OKa3bIBaeT
AQHTUXOJIMHEPTUYECKOTO U aHTHUCEPOTOHMHOBOrO JAeicTBHs. B  TepameBTHyeckuX J03ax
MPAKTUYECKH HE OKAa3bIBaCT CeAATHBHOIO () (eKTa.

5.2. dapmakoKHHeTHYeCKHe CBOIiCTBa

AOGcopbuus

[Tocne mpuema BHYTpb Hpernapar ObICTPO U MOJHOCTHIO BCACHIBACTCS U3 JKEIYA0YHO-KHILIEYHOTO
TpakTa. [lpueM numM HE BIMSAET HA MOJHOTY BCACBIBAHMS, XOTSI CHMYKAET €€ CKOpPOCTb.
MaxkcumanbpHas KoHIeHTparus (Cmax) B I1a3Me KpoBH gocturaetcs yepes 0,9 gaca u coctaBisier
270 Hr/mi, paBHOBECHAsI KOHILIEHTPALIUS JOCTUTAETCS Yepe3 2 CYTOK.

Pacupenenenue

JleBouerrpusun Ha 90 % csi3biBacTcs ¢ Oenkamu 1iazmbl kpoBu. O0bem pacnpenenenus (Vq)
cocrasisiet 0,4 /kr. buogocrynuocts nocturaer 100 %.

BI/IOTDaHCd)ODMaHI/IH

B wnebGompmmx konmmyectBax (< 14 %) wmerabonusupyercss B opranusme nyrem N- u
O-nmeankwmupoBanus (B OTIIMUKE OT JPYTMX AHTAarOHUCTOB Hi-THCTAMUHOBBIX PEIEITOPOB,
KOTOpBbIEe METabOIM3UPYIOTCS B MEYCHU C TOMOIIBIO CHCTEMBI IIUTOXPOMOB) C 0Opa3oBaHHEM
dapMaKkoIOTHYECK HEAaKTUBHOTO MeTabonuTa. M3-3a He3HauwTenpHOro MmeTtabonm3ma U
OTCYTCTBHSI METabOJMYECKOTO TMOTEHIIMada B3aUMOACHCTBHE JIEBOIETUPU3UHA C JIPYTHMH
JIEKapCTBEHHBIMH TTPETIapaTaMy MPEICTABIISETCS MATOBEPOSITHBIM.

DJIMMUHAIIHS

[Tepuon momyBeiBeneHus (T12) y B3pocabix cocTaBisier 7,9 + 1,9 wacoB. V nereit miaamiero
BO3pacTa MEpUOJl TMOJNYBBIBEJCHHUS KOpoue. Y B3pOCHBIX OOLIMH KIMPEHC COCTaBIsET
0,63 wmu/mun/kr. Oxomo 85,4 % TpUHATOW 03Bl TIpermapara BBIBOAWTCS IOYKaMU B
HEU3MEHEHHOM BHJE IyTeM KIyOOuKOBOH (GUIbTpallud W KaHAJIbLEBOW CEKPELHUHU; OKOJIO
12,9 % — yepe3 KHUIIEYHUK.

JInHeNHOCTh (HEMMHEHHOCTS)

(DapMaKOKI/IHCTI/I‘-IGCKI/IC napaMeTphl JICBOUCTUPU3NHA USMCHAIOTCH JIMHEMHO.

[loyeyHas HEJOCTATOYHOCTh

Kaxymuiics o0muid KIMpeHC JEeBOLETUPU3UHA KOPPEIUpPYeT C KIUPEHCOM KpeaTHHHHA.
[TosToMy y mauMeHTOB ¢ MOYEYHOW HEAOCTATOYHOCTBIO CPEIHEN W TSHKEIOW CTEMEHM TSKECTH
PEXHUM JO3UPOBAHUS Iperapara cielyeT KOppeKTUpoBaTh (CM. pasznen 4.2.).

Y manMeHToB ¢ MOYeuHOW HemocTaToyHOCThiO (knmpeHc kpeatuHuHa (KK) < 40 mu/mun)
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KIMpEHC TIperapata yMeHbIuaercs. Y IaIlueHTOB, R sttt B’ TENO AR ab3e Gt

kiupeHc cHuxaercs Ha 80 %. Menee 10 % mnpenapara ynansercs B XOJ€ CTaHAApTHOM
4-qacoBOW TPOIIETypPHl TEMOINAIIN3A.

IleyeHOYHAS HEAOCTATOYHOCTD

®dapMaKOKMHETHKA JICBOLIETUPU3MHA Yy TAIMCHTOB C IIEYEHOYHOW HEIOCTAaTOYHOCTHIO HE
u3ydanach. Y TMAalHUEHTOB C XPOHUYECKUMHU 3a00JICBaHUSIMH TI€YCHU (TemaTOIEIUTIONSPHBIH,
X0JIECTAaTUYECKHUIM ¥ OWJIMAPHBIN UPPO3), MOTYUABIIUX PALIEMUYECKOE COCTMHEHUE [IETUPU3HUHA
B 103¢ 10 mim 20 Mr oTHOKpaTHO, HAOJIIOIAJIOCh YBEIMYCHHE TTepruoa oyBeiBeAeHU Ha 50 %
Y CHIDKEHHUE KiMpeHca npenapata Ha 40 %, 1o CpaBHEHUIO CO 3JI0POBBIMHU JIFOIbMU.

JInna moyKuJioro Bo3pacra

Jannapie Mo (hapMaKOKUHETHKE Y TIOXKWIBIX MAIlMCHTOB OTpaHUYCHEI. [Ipy MoBTOpHOM TpreMe
30 Mr jeBOLETMPHU3MHA OJIMH Pa3 B CYTKM B TedeHHME O HHEW y 9 MOXKWIBIX NalUEHTOB
(Bo3pact ot 65 10 74 net) oOuuit KaupeHce ObUT MPUOIM3UTENbHO Ha 33 % HuUXKe, YeM TaKOBOH y
B3pOCIBIX OoJiee MOJOZOro Bo3pacTa. bBbIIO MOKa3aHO, YTO pachpenesieHHe paremara
HETUPU3UHA OOJIBIIE 3aBUCHUT OT (PYHKIIMH TOYEK, YeM OT BO3pacTa. DTO YTBEPKICHHE TAKKE
MOKET OBITb MPUMEHHMO U K JICBOLETUPHU3UHY, TaK KaK U JICBOLETUPHU3WUH, U LIETUPHU3IUH
BBIBOJATCS NPEUMYIIECTBEHHO ¢ Mo4YoM. Ilo3TOMy 'y TOXWIBIX MalMEHTOB 1032
JIEBOIETUPHU3UHA JIOJDKHA OBITh CKOPPEKTUPOBAHA B 3aBUCUMOCTH OT (DYHKITUHU TTOYEK.
eTH

JlanHble 1o MccnenoBaHuio papMakOKMHETUKHU MpernapaTta y 14 neteit B Bozpacte oT 6 10 11 ner
¢ maccoit tena ot 20 go 40 Kr mpu nepopaIbHOM MPUEME OJHOKPATHO 5 MT JIEBOLIETUPU3UHA
nmokasaiau, 4to mokaszaremn Cmax W mromans mon kpuoi (AUC) mpumepHo B 1Ba pasa
NPEBBIIIAIOT AHAJOTUYHBIE TIOKA3aTEJW Y B3POCIBIX 3J0POBBIX JIIOJEH NPU IMEPEKPECTHOM
KoHTpoje. Cpennuil nokaszarenb Cmax cocTaBun 450 Hr/mi, MakcUMallbHas KOHIEHTpalus
JIOCTUranach B cpegHeM uepe3 1,2 gaca, oOmuil KIMpeHC ¢ yueToM Macchl Tena 0bu1 Ha 30 %
BbIIIIE,  TIEPUO/I MOTYBbIBeACHUS Ha 24 % Kopode y JieTell, 4eM COOTBETCTBYIOIIME [TOKa3aTeIn
y B3pocinbix. CrnenuanbHble (apMaKOKMHETHYECKHWE HCCIEeOBaHUS y JeTed mutanme 6 et
HE TPOBOAWIUCH. PETPOCHEKTUBHBIM (QapMakKOKMHETUYECKUN aHaimu3 mpoBeaeH y 323
narueHToB (181 pebenok B Bo3pacte ot 1 mo 5 ner, 18 neteit B Bo3pacte ot 6 no 11 ner u 124
B3POCJBIX B Bo3pacTe oT 18 10 55 yier), mory4aBIIuX OJHY WJIH HECKOJIBKO 703 JIEBOIETUPHU3NHA
ot 1,25 mr no 30 mr. /[aHHbIE, MOJIYYEHHBIE B XO/I€ aHAIN3a, MOKA3aJId, YTO IPUEM IIpenapara B
no3e 1,25 mr y gereit B Bo3pacte oT 6 Mecs1eB A0 5 JET MPUBOJUT K KOHIIEHTPALMH B IJIa3Me,

COOTBETCTBYIOILIEN TAKOBOM y B3pOCIBIX NIPU IIPUEME 5 MT IIpenaparta OJuH pa3 B CYTKH.
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6. ®APMAIEBTUYECKHUE CBOWCTB (MOCNEOCBATEINBHOCTE 0005)

6.1. IlepeyeHb BCIOMOraTe/IbHBIX BeLECTB
— JIaKTO3bl MOHOTH/IPAT;
—  IEJUTI0J03a MUKPOKPUCTAJUTHYECKas
—  Kanblus ruapodocdara IUruapar;
— HATPUA KPaXMAITIUKOIT (HATpUs KapOOKCHMETHUIIKPaXMa);
— nosunoH K30;
— Mar”us creapar.
CoctaB 0007109KH
— TUIpoMeIio3a (TUIPOKCUTTPOUIMETUIIEIUTI0103a) (E464);
— wMakporoa 6000 (mommdTHnenrmukoap-6000) (E1521);
— turtana quokeun (E171).
6.2. HecoBMecTHMOCTH
He npumennmo.
6.3. Cpok rognocTu (CpoK XpaHeHHs)
4 rona.
6.4. Oco0ble Mepbl MPeI0CTOPOKHOCTH MPH XPaHEHUH
XpaHUTh B KOHTYPHOM SYEMKOBOW YIMAKOBKE B IMayKe JJIs 3alIUTHI OT CBETA MpPU TEMIIEpaType
Huxke 30 °C.
6.5. XapakTep M coiep:kaHue NePBUYHON YIAKOBKH
[To 10 TabneTok B KOHTYPHYIO SIYEHKOBYIO YIAKOBKY M3 IJICHKM MOJMBUHWIXJIOPUAHON U
(boJIbru aMIOMHUHNEBOM NEYaTHON JTAKUPOBAHHOM.
1, 2, 3 KOHTYpHbIE STYEHKOBbIE YNAKOBKU 10 10 TaGIeTOK ¢ JIMCTKOM-BKJIAbIIIEM ITOMELIA0T B
MavKy U3 KapTOHA JUIsl MOTPEOUTENLCKON Taphl.
6.6. OcoOble Mepbl NPEIOCTOPOKHOCTH TP  YHUYTOKEHHUH  WCHOJIb30BAHHOIO
JIEKAPpCTBEHHOr0 Tpenapara WJIH  OTXO0JA0B, MOJYYEeHHBIX TOCJe NPUMEHEHHUs
JIEKAPCTBEHHOI'0 Mpenapara u JApyrue MaAaHUMyJISIIUN C PenapaToM
Het oco06bIx TpeGoBaHUH K YTHIU3AIHH.
7.  JEPXATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHUS
Poccuiickas ®@enepanns
AK1roHepHOe 0011ecTBO «MeTaMeanKay
630091, HoBocubupckas 00:1., r.0. ropoa HoBocubupck, r. HoBocubupck, yin. CoBerckas, 1. 36,
yacTb nomMeni. 202.

Ten./dpakc: 8 (383) 304-79-98.
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L

7.1. TlpencraBuTeib JAep:KaTejsi perucTpail oHHOTO U%EM&%%;EHI:HG CTb 0005

[Iperen3un HOTDC6I/ITGJICI71 HalpasJIATH 110 aAPECyY.

Poccniickas @enepanus
AKImoHepHoe o01ecTBo «MeramenuKa
630096, r. HoBocubupck, yn. CrtanimonHasi, 31. 80/8.

e-mail: pretenzii@metamedika.ru

8. HOMEP PETHCTPALIMOHHOTI'O Y/IOCTOBEPEHMSI
JITI-Ne(002722)-(PT-RU)

9. JATA NMEPBUYHOWM PETUCTPAIIMU (ITOJATBEPXXJIEHUSI PETUCTPALINH,
MNEPEPET'UCTPALIUN)

Jara nepeuunoii peructpanun: 10.07.2023

10. JATA INIEPECMOTPA TEKCTA

OO0mass  xapakTepucTHKa JIeKapCTBEHHOro Ipemapata JleBoueTUpusuH JOCTyIIHA Ha

MH(pOpMallMOHHOM TmopTaje EBpa3suiickoro SKOHOMHMYECKOTO COr03a B HH(OPMAaLMOHHO-

KOMMYHUKaIMOHHOM cetn «MHTepHe™ https://eec.eaeunion.org/
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