COOTBETCTEYET ZKCNEPTHOMY OTUYETY
ot 16.07.2025 N= 17653

10 MEJUIIMHCKOMY ITPUMEHEHUIO JIEKAPCTBEHHOI'O ITIPEITAPATA

Jlesouerupuszun-Tesa

PerncrpanmonHblii HOMep:

Toprosoe HanMeHoBaHue: JleBoeTupusuH-TeBa

MexayHapoaHoe HEMATEHTOBAHHOE WM IPYNIIUPOBOYHOE HAUMEHOBAHME: JICBOLICTUPU3UH
JlekapcTBeHHas popma: TaGICTKH, TOKPHITHIE TUICHOYHON 000JI0YKOM

CocraB

1 TabneTka COIEPXKHT: Oelicmeyioujee Geujecmeo JeBOLUETUpU3NHA auruapoxiopua 5,00 mr;
ecnomozamenvhvlie Gewjecmea: UEIII0I03a MUKpOKpucTauueckas (mapka 102) 30,00 wmr,
JaKTO3bl MOHOTUApaT 63,50 M, KpeMHUS JUOKCHJ KOJUIOMAHBIA (KpeMHHUS JUOKCH]I
KoJutou b1 Oe3Boanbii) 0,50 mr, maraus creapat 1,00 mr; oborouxa Omanpait Y 1-7000H
Oenpbiii:  makporon-400  (mommdTHieHrIMKONB-400) 0,1875 mr, Ttutana auwokcupn (E171)
0,9375 wmr, runipomenno3a-2910 (E464) 1,875 wmr.

Onucanue

OBasnbHbIe TAONETKU, MOKPHITHIE MICHOYHOW 000JI0YKOM Oenoro uiau modytu Oenoro IBera, C
rpaBupoBkoil «LC5» Ha ogHOI cTopoHe. TabneTku AOIKHBI ObITh 0€3 TPELUH U CKOJIOB.
dapmakoTepaneBTHYeCKAs] TPyNNa: AHTUTUCTAMUHHBIE CPEJCTBA CUCTEMHOTO JICHCTBUS,
MIPOU3BO/IHBIE MMUIIEpA3UHA

Koa ATX: RO6AE09

DapMaKoJIOrHuecKue CBOMCTBA

Dapmakoounamuxa

JleBoueTMpu3UH — aKTUBHOE BewIeCcTBO mnpenapata JleBonerupusun-TeBa — 3To R-sHanTHOMEp
HETUPU3MHA, MOINHBI W  CENEKTUBHBI  AQHTArOHHCT TUCTAMHHA,  OJOKUPYIOIIUN
Hi-rucramunoBsie penenTopsl. JIeBOLETUPU3UH OKa3bIBACT BIMSHUE HA THCTAMUHO3aBUCHUMYIO
CTAJNI0 AJUIEPTUYECKUX PEAKIMN, a TaK)Ke€ YMEHBIIAET MUTPALUI0 D03MHO(PHUIOB, YMEHBIIAET
MPOHUIIAEMOCTh COCYI0B, OTPAHUYMBAET BHICBOOOKICHNE MEINATOPOB BOCTIAJICHHS.
JleBoLleTUPU3WH TMPEAYNPEKIACT Pa3BUTHE U OOJEer4aeT TEUYECHHE AalUICPTrUYeCKHX pPEeaKIlHid,
00J1a71TaeT MPOTHUBOIKCCYAATUBHBIM, MPOTUBO3YIHBIM JIEHCTBHEM, MPAKTUUECKH HE OKa3bIBAET
AHTUXOJIMHEPTHYECKOTO H aHTHUCEPOTOHHMHOBOTO JeWCTBHs. B TepameBTHYECKHMX 103ax
MPAKTUYECKH HE OKAa3bIBaeT CeAaTUBHOIO () (deKTa.

DapmakoKkunemuxa

AOGcopOuus

[Toce mpuema BHYTph Ipemapat ObICTPO U MOTHOCTHIO BCACHIBACTCS U3 JKETYI0YHO-KUIIIEYHOTO



COOTBETCTBYET 3KCINEPTHO

ot 16.07.2025 N= 17658

TpakTa. [lpueM numM He BIUAET HA MOJHOTY mac‘ﬂz‘.&ﬁhﬂ?%ﬁ i LribRabr ek” érllg(;rlf—tl)"ch.

MY OTUETY

MakcumanbHasi KoHteHTpanus (Cmax) B TU1a3Me KpoBU qocturaercs uepes 0,9 yaca u cocraBisieT
270 Hr/Mi, paBHOBECHASI KOHIICHTPAIIHS JOCTUTACTCS Yepe3 2 CYTOK.

Pacopenenenue

JleBouetupusun Ha 90 % cBs3bIBaeTcs ¢ Oenkamu 1a3mbl KpoBu. O0beM pacnpeznenenus (Va)
cocramsieT 0,4 n/kr. buogocrynHocts gocturaer 100 %.

Buorpancdopmarus

B neGonpummmx konmuectBax (<14 %) wmerabonusupyercs B opranusme nyteM N- u O-
JNEAKWIMPOBaHUS (B OTJIMYME OT JPYTUX AaHTAaroHUCTOB Hi-rHCTaMHMHOBBIX pELENTOPOB,
KOTOpBIC METa0OIM3UPYIOTCS B MEYCHH C MOMOIIBI0 CUCTEMBI ITUTOXPOMOB) C 0Opa3oBaHUEM
(dapMaKoJIOTHYECKH HEAaKTUBHOTO MeradonuTa. l3-3a He3HaumTenpHOro wmertaboim3ma |
OTCYTCTBUSI METa0OJIMUYECKOro MOTEHIMAla B3aMMOJCHCTBHE JIEBOLUETHUPU3HHA C JAPYTUMHU
JIEKapCTBEHHBIMU MpenapaTaMu IpeaCTaBIsSIeTCsS MaTOBEPOSITHBIM.

DJIMMUHALHS

[Tepuon nomyseiBenenus (T12) y B3pocibix cocrapuseT 7,9+1,9 u. V nerell miaziiero Bo3pacra
NEepUoJ ] TMONYBBIBEACHUS KOpode. Y B3poCiblX oOmui kKiaupeHc coctaniser 0,63 mu/MHUH/KT.
Okono 85,4 % npuHATON [103bl MpernapaTa BBIBOJUTCS MOYKAMH B HEM3MEHHOM BHUJE IMyTEM
KITyOOYKOBOW (DMIIBTPAITMH M KAHATBIIEBOW CEKpeIuu, OKoyio 12,9 % — depe3 KUIIeUHUK.
JInHEeNHOCTh

DapMaKOKHHETUYECKUE TTapaMeTPhI JIEBOIIETUPU3UHA U3MEHSIOTCS TUHEIHO.

[IoyeuHas HEAOCTATOYHOCTh

Kaxxymuiicss oOumi KIMPEHC JIEBOIETUPHU3MHA KOPPETUPYET C KIMPEHCOM KpeaTHHUHA.
[TosTOMy y ManMeHTOB C MOYEYHOW HEAOCTATOYHOCTBHIO CPEAHEN M TSAKEION CTENEHU TIKECTH
PEeKUM J03MPOBAaHUS IpenapaTa cliefayeT KoppeKTupoBaTh (cM. monpasznen «llamueHTtsl c
HapyleHreM QyHKIMU Hodek» pasnena «Crnocod NpUMEeHEHUs U J103b1»).

Y nanueHToB € TEPMHMHAJIBHOM CTaguedl IMO4YeyHOW HEJOCTaTOUYHOCTH OOMIMHA KIIMPEHC
cHmkaercs Ha 80 % OTHOCHTENBHO 3I0OPOBBIX JOOPOBOJIBLEB ¢ HOPMaJIbHOU (PyHKLIMEH MOYeK.
Menee 10 % neBoueTupusuHa yJauseTcd B XOJA€ CTaHAAPTHOW 4-4acoBOM IpoLETypHl
reMoIualIn3a.

IIeueHOUHAS HEAOCTATOYHOCTDH

PapMaKOKMHETHKY JIEBOLUETUPU3NHA Y MAlMEHTOB C IIEYEHOYHOW HEJIOCTaTOYHOCTBIO HE
u3ydyanu. Y TalUeHTOB C XPOHUYECKUMHU 3a00JEBAaHUSIMU TEUeHHU (TenaToLEeIUTIONSPHBIN,
XOJIECTATUYECKUH U OMITMApHBIA IUPPO3), TOTYUYABIINX PAIlEeMHUECKOE COCTMHEHUE IIETHPU3UHA
B 103¢ 10 mmm 20 Mr oAHOKPATHO, HAOMIOAIM YBEIMUEHNE Teproa oyBeiBeAeHus Ha 50 % u

CHIDKEHHUE KimpeHca npenapara Ha 40 % 1mo cpaBHEHHIO CO 3I0POBBIMH JIFOIbMH.



COOTBETCTEYET 2KCNEPTHOMY OTUYETY
ot 16.07.2025 Nz 17658

(NOCNEONCBATENBEHOCTL 0002)

JInIta moKWJIoro Bo3pacra

Jlannpie o (apMaKOKMHETHKE Y MOXKHIIBIX MAIlMEHTOB OrpaHuyeHsl. [Ipu moBTOpHOM mpHeMe
30 Mr JIeBOLETUPU3HHA OJIMH pa3 B CYTKU B Te4eHUE 6 NHEN y 9 MOXKWIbIX NallMeHTOB (BO3pPacT
or 65 no 74 ner) oOmuil kiupeHc Obul npubIU3UTENbHO Ha 33 % HUXKE, YeM TaKOBOHU Yy
B3poCibIX Oosiee MoJ0J0r0 Bo3pacTa. bbIIO MOKa3zaHO, UYTO paclpeieseHHe paileMara
HETUPU3UHA OOJIBIIE 3aBHCUT OT (PYHKIMH IMOYEK, YeM OT BO3pacTa. DTO YTBEPKICHHE TAKKE
MOKET OBbITh IPUMEHHMMO U K JIEBOLIETUPU3UHY, TaK Kak o0a mpernapara, U JI€BOLETUPU3UH, U
LHETUPU3HUH, BBIBOJSATCS MPEUMYIIECTBEHHO ¢ MOYOW. [I0o3TOMYy y MOXMIBIX MHAaIlEHTOB 1032
JICBOLIETUPHU3MHA JI0JKHA OBITH CKOPPEKTUPOBAHA B 3aBUCUMOCTH OT (PYHKIIMU MOYEK.
eTH
JlarHbIe TIO HCCTIeIOBaHUIO0 (PapMaKOKMHETHUKH Ipenaparta y 14 mereit B Bo3pacte ot 6 mo 11 ner
¢ Maccoi Tena ot 20 no 40 Kr npu nepopajibHOM IPUEME OJHOKPATHO 5 MTI JIEBOLIETUPU3MHA
nokasanu, 4to mnokazaren Cmax ¥ miomans moj kpuBoid (AUC) mpumepHo B 1Ba pasa
IPEBBIIIAIOT AHAJOTUYHBIE IIOKA3aTEJIM y B3POCIBIX 30POBBIX JIOJEH IpPU IMEPEKPECTHOM
koHTposie. Cpemuuii mokazatenb Cmax cocTaBmil 450 HI/MJI, MakCHMajbHas KOHICHTPAIUS
JocTUTaNnach B cpeqHeM yepes 1,2 yaca, oOumii kimpeHc ¢ yuyeToMm macchl Tena obut Ha 30 %
BBIIIIE, a MIEPUO]I MOTYyBbIBeAeHHs Ha 24 % Kopoue y JeTel, 4eM COOTBETCTBYIOIIME MOKa3aTelln
y B3pocibix. CrenuanbHbeie (apMaKOKMHETUYECKHE UCCIENOBAaHMUA y JeTeld muaame 6 JeT He
MpoBOUIU. PeTpocnieKTuBHBIN (PapMaKOKMHETHUYECKUM aHaU3 TpoBeAeH y 323 malueHTOB
(181 pebenok B Bo3pacte oT 1 g0 5 ner, 18 nereit B Bo3pacte oT 6 10 11 ner u 124 B3pocnbix B
Bo3pacTe oT 18 10 55 ner), momyyaBIIUX OJJHY MM HECKOJBKO J03 JIEBOLETUpU3HHA OT 1,25 Mmr
no 30 mr. JlaHHbIe, TOJyYEeHHBIE B XOJE aHalW3a, MOKa3alid, YTO MPHEM Iperapata B J103€
1,25 Mr y nereil B Bo3zpacte OoT 6 MecslleB A0 5 JeT MPUBOJIUT K KOHLEHTPALMU B IUIa3Me,
COOTBETCTBYIOIIIEH TAKOBOM y B3pOCIBIX MPU IPUEME 5 MT Ipenapara OJIuH pa3 B CyTKH.
Ioxka3zaHus K NPUMEHEHHIO
[IpenapaTr mokasaH K NMPUMEHEHHUIO y B3POCIbIX U JETeH B BO3pacTe OT 6 JeT W crapiie AJs
JICUEHUS:
® CHMIITOMOB aJUIEPrUYE€CKUX PHUHHUTOB (BKJIKOYAS KPYTJIOTOAUYHBIA (MEPCUCTUPYIOIINMA) U
CE30HHBIH  (MHTEPMUTTHPYIOIIMI)  aJIEpTUYEeCKHe  PUHUTBI) UM aJUIEPrHYECKOTo
KOHBIOHKTUBHTA, TaKMX KakK 3yJ, YMXaHUE, 3aJI0)KEHHOCTb HOCA, PUHOpEs, CIE30TEUCHUE,
TUIIEPEMUST KOHBbIOHKTHUBBI;
® TIOJUIMHO3A (CEHHAs TUXOPaIKa);
® KpamnuBHUIIBL

¢ JIpyIruXx aJuICPprUICCKUX ACPMATO30B, COITPOBOKAAOMUXCA 3yJOM U BBICBIITIAHUAMMU.



COOTBETCTBYET 2
ot 16.07 5 N2 17638
(MOCNEOOBATENEHOCTE 0002)

IIporuBonokazanus

KCTIEPTHOMY OTYETY

e [ UNepuYyBCTBUTEIBHOCTh K JIEBOLECTUPH3UHY, LETHPU3UHY, TUAPOKCH3HHY, JHOOOMY
POM3BOIHOMY MHUIIEPA3UHA HITH K JIIOOOMY M3 BCIIOMOTATENIbHBIX BEIECTB.

e Jledunur nakraspl, HENEPEHOCUMOCTH JIAKTO3bI, TIIFOKO30-TATaKTO3HAs Majababcopouus.

e TepmuHanbHas cTaaus MOYEYHOH HENOCTATOYHOCTH (CKOPOCTHh KIyOOYKOBOH (MIBTpanuu
<15 mur/mun).

e Jlerckuii Bo3pact 110 6 JeT.

C 0CTOPOKHOCTHIO

[Ipy  XpoHWYECKOH TIOYEUHOW HEJOCTAaTOYHOCTH (HEOOXOAMMa KOPPEKIHS pPeKuMa

JIO3UPOBAHUSA).

YV nanmeHToB MOKUJI0ro Bo3pacta (IIpyu BO3PACTHOM CHIXKEHUU KITyOOUKOBOH (DUIIBTpAIUN).

VY nanueHToB C MOBPEXJIEHHWEM CIMHHOIO MO3Tra, TMIIEpIUIasueil MpeCcTaTeIbHOM Kele3bl, a

TaKKe MPU HAJTUYMUU JIPYTUX MIpeapacrosiararoiux (akTopoB K 3aJ€piKKE MOYH, MOCKOIbKY

JIEBOLUETUPU3NH MOXKET YBEIIMUUBATH PUCK 3aCPHKKH MOYH.

[Ipu omHOBpeMEHHOM yHoOTpebNeHUuH ¢ ankorojem (cM. pasaen «B3aumonelcTBue ¢ ApyruMu

JIEKapCTBEHHBIMU MperapaTaMm).

bepemMeHHOCTD U MIEpUOJI TPYIHOTO BCKapMIIMBAHUS.

OCTOPOKHOCTH CIIeZyeT COOJII0/IaTh y MAI[UCHTOB C SIMUJICTICHECH W TIOBBIIICHHON CyIOPOXKHON

TOTOBHOCTBIO, TOCKOJIbKY JIEBOLIETUPU3HH MOKET BbI3BaTh 0OOCTPEHHE MPUCTYIIOB.

IIpumeHeHne npu 0epeMEHHOCTH M B MIEPHO/ TPYIHOI0 BCKAPMJINBAHUS

bepemennocmo

JlaHHbIE IO IPUMEHEHUIO JIEBOLIETUPU3UHA BO BpeMsi OEpEMEHHOCTH MPAKTUUYECKH OTCYTCTBYIOT

win orpanuueHsl (MeHee 300 ucxonoB OepemMeHHOCTeW). OAHAKO NMPUMEHEHUE LETHPU3UHA,

pauiemaTa JieBoleTUpU3MHA, Npu OepemeHHocTH (Oonee 1000 mcxonoB OepeMeHHOCTEH) He

COIMPOBOXKAAIOCH MOPOKAMU Pa3BUTHS U BHYTPUYTPOOHBIM K HEOHATAIbHBIM TOKCHUYECKUM

Bo3JeiicTBMeM. B uccrnenoBaHuAX Ha J>KMBOTHBIX HE BBISBJIEHO NPSAMOTO WJIM KOCBEHHOTO

HEOJaronpusATHOTO BIUSHUS HAa TedeHHe OepeMeHHOCTH, 3MOpHOHANbHOE U (heTarbHOe

pa3BUTHE, POJBI U IOCTHATAIBHOE PA3BUTHE.

[Ipu Ha3HaUEHUU JIEBOLETHUPU3HHA OEPEMEHHBIM CIeIyeT COOJII0IaTh OCTOPOKHOCTD.

Ilepuoo zpyonozo éckapmauganus

[leTnpusug, panemar JEBOLUETUPU3UHA, IKCKPETUPYETCS ¢ TPYIHBIM MosiokoM. [loaToMy Takke

BEPOATHO M BBIIEICHHUE JIEBOLIETUPU3MHA C TPYIHBIM MOJIOKOM. Y JeTel, HaxoAAluXcs Ha

IPYAHOM BCKapMJIMBaHUHU, BO3MOXXHO TIOSIBJIEHHE NOOOYHBIX peakUuid Ha JIEBOLETHUPU3HH.

[ToaToMy HEOOX0IMMO COOJIIO/IaTh OCTOPOKHOCTh IIPHU HAa3HAUEHUH JIEBOLETHUPU3UHA B MEPUOJT

TPYAHOI'O BCKapMJIMBAHHA.
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(NOCNEONCBATENBEHOCTL 0002)

Depmunvrnocmsp

COOTBETCTBYET SKCNEPTHOMY OTUYETY

Knnnnyeckue gaHHble 10 JIEBOUETUPU3UHY OTCYTCTBYIOT.
Cnocod npuMeHeHus U 103bl

PexxuM o3upoBaHus

Bspocnvie
CyTrounas m03a cocrapisieT 5 mr (1 Tabierka) oTHOKPATHO.

Oco0Bble IPYIIILI MAIUEHTOB

Tayuenmul nosicunozo gospacma

Koppekuusi 1036l mpernapata y MAlUWCHTOB IOXUIIOTO BO3pacTa IPH YCIOBHU HOPMajbHOU
($yHKIMHU TOYEK He TpedyeTcs.

Tayuenmul ¢ napywenuem QYHKYuu nouex

[TarieHTaM € TIOYEYHOHl HEIOCTATOYHOCTBIO PEXKUM [O3UPOBAaHHS Iperapara CJieayer
KOPPEKTUPOBATh B 3aBUCHMOCTH OT (PYHKLIUH IMOYEK (CKOPOCTh KIyOOYKOBOW (HIbTpaIlu
[CKD]).

Jo3upoBaHue y MalMeHTOB ¢ MMOYEUYHON HEA0CTaTOYHOCTHIO:

IToyeyHast HEAOCTATOYHOCTDH CK® (Mma1/Mun) Pesxxum no3upoBanus
Hopma >90 5 mr 1 pa3 B 1eHb
Jlerkas 60-89 5 mr 1 pa3 B 1eHb
Cpennsis 30-59 5 Mr uepe3 2 qHsA
15-29
Tsoxenas 5 mr uepe3 3 nHA
(ue TpeOyrolye aAuanu3a)
TepmunanvHasi cTaaus — MAIlMEHTHI, pueM Ipenapara
HAXOJSIIIINECS HA JUaln3e < MPOTUBOIOKA3aH

llayuenmul ¢ napywenuem Qynkyuu nevenu

VY nanueHToB ¢ HapylIEHHWEM TOJIbKO (PYHKIIMU NEYEHU KOPPEKLUU PEKUMa JI03UPOBAHMS HE
Tpebyercs.

VY NanueHToB ¢ napyuwieHuem u QYyHKyuu nevenu, u yHKyuu nouex, peKOMEHIYeTCs] KOPPEKIHs
JIO3UPOBaAHUs (CM. TAOIHUILY BBIIIE).

[1poomKUTENLHOCTS IPUEMA IIpenapara

[Tpu neyeHnn ce30HHOTO (MHTEPMUTTHPYIOIIET0) aJNIEPrHUEeCKOro pUHUTA (HATUYHe CUMIITOMOB
MeHee 4 qHe B HeAEN0 WIM HUX 0O0mas MpOAODKUTENbHOCTh MeHee 4-X Heslesb)
MPOJOKUTEIBLHOCTD JIEYEHHSI 3aBUCUT OT JUIMTEIbHOCTH CUMIITOMATHKH; JICUEHUE MOXKET ObITh
MPEKPALIEHO MTPU UCYE3HOBEHUH CUMIITOMOB U BO30OHOBJIEHO MPY MOSIBIEHUN CUMIITOMOB.

[Ipy nedyeHUM KPYIJIOTOJUYHOTO (TMEPCUCTUPYIOIIET0) AIJIEPrHYecKoro pUHHUTA (HAIW4He

cUMOTOMOB Oojee 4-x JHEW B HENEII0 M HX o6ma;1 MpOAOJIKUTCIIbHOCTD oonee 4-x HC,[[C.HB)



COOTBETCTBYET SKCNEPTHOMY OTUYETY

ot 16.07 2025 N2 17698

oL
10 B4 HOCTR 00027
JISUEHHE MOXKET IIPOIOJIKATECSA B TEUEHUE BCETC HepHOH%OSﬂgg&BT%( %Q&Te B.T o Uolz)

HmeeTcsi KIMHWYECKUN OMBIT HEMPEPHIBHOTO TPUMEHEHUsS Tperapara JIeBOICTHPU3UHA B
JICKapCTBEHHON (hopMe TaOJIeTKH, IOKPBIThIE TUICHOYHOW OOOJOYKOH, S5 MI, Yy B3POCIBIX
NAIMEHTOB JUTUTEIILHOCTHIO 10 6 MECSIIEB.

[Iponyck mpuema mnpemapara

Ecnu Bei 3a0b1mu puHATh nipenapat JleBouernpusun-TeBa, He MpUHUMANWTE ABOHHYIO 103y VIS
KOMIICHCAIIMH MTPOIYIICHHOM, IPUMHUTE CIEAYIOUIYIO 103y B 0OBIYHOE BPEMSI.

€T’
Jlemu om 0 0o 6 1em
[Tpemapar JleBonietupusuH-TeBa B JaHHOW JIEKapCcTBEHHOW (popMe HE ciielyeT Ha3HA4aTh JIETAM
B Bo3pacte oT 0 10 6 JIeT B CBA3M C HEBO3MOXKHOCTBIO 00€CIIEUUTh PEKUM JO3UPOBAHUS.
Jlemu cmapuwie 6 nem
Pexxum no3upoBaHust Ui AeTel OT 6 JIeT HE OTJIMYAeTCs OT peXuMma JO03UpPOBAHUA s
B3POCIIBIX.

Cnoco0 nnpuMeHeHus

[IpenapaT nNpUHUMAIOT BHYTpPb, MPOTJIATHIBAS IIEJIMKOM, BO BPEMsI €lIbl HJIM HATOINAK, 3aluBas
HEOOIBIINM KOJIMYECTBOM BO/IBI.

Ecin Bbel mpuHMMaeTe WM HETABHO NPUHUMAIH APYTHE Tperaparbl, cooO0mmre 00 3TOM
JedanieMy Bpady.

Ecnu mocne nedeHus yiydilieHHE HE HACTYMaeT, WM TMOSBISIOTCS HOBBIE CHMIITOMBI,
HEO00XO0IUMO MPOKOHCYIIBTUPOBATHCS C BPAUOM.

[TpumensiiiTe npenapar TOJBKO COTJIACHO TOMY CIOCOOY NMPUMEHEHHS M B T€X J103aX, KOTOpPbHIE
YKa3aHbl B HHCTPYKILIHUH.

ITo6ouHoe aelicTBHE

ﬂaHHble no 6€3OI’ZCZCHOCI’I’ZM, NnoJIy4YeHHble npu U3yyeHuu yemupusuHa

HaGuroamich crieayronme HexenaTeIbHbIe PeaKIiu:

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

Bcerpeuyanuce Jierkvue M BpPEMEHHBIE HEXKEIIATEIbHBIC SBJIICHHUS, TAKUE KaK YTOMIISIEMOCTb,
HapylleHHe KOHIEHTpallUW, COHJIMBOCTb, TOJOBHas O0Jib, TOJIOBOKpY>KEHHE, BO30YXIEHHE,
CYXOCTb BO PTy U XKeJIyJAOYHO-KUILIEYHbIE paccTpoicTBa (3amop). B HeEKoTOphIX ciydasx
HaOJII0IATMCh PEaKIUU TUIIEPUYyBCTBUTEIILHOCTH U @aHTHOHEBPOTUYECKHIT OTEK.

Taxke cooOmanock 00 OTIAENBHBIX CIOy4asx CyAOpOr, pPEaKLUU CBETOUYBCTBUTEIBHOCTH,
NOpaKEHUs] TEeUYeHH, aHA(pWIAKTUYECKOTO IIO0KAa, HAPYIIEHUsS KpPOBOOOpPAIIEHUS, TIYXOTHI,

IIJIOXOTO CAMOYyBCTBHS, 3y/1d, BACKYJINTA, 3pUTEIbHBIX HAPYIICHU U KOIIMAPHBIX CHOBUJEHUM.



COOTBETCTBYET 3KCNEPTHOMY OTYETY
ot 16.07.2025 N= 17638

(MOCNENOBATENBHOCTS 0002)

Jlannvle KIUHUYECKUX UCCIe008AHULL

Knuanyeckne wuccnenoBanus TMoOKazand, uro y 14,7 % mDanueHToB, NPUHUMABIIUX
JICBOLETUPHU3UH B J103€ S5 MI, HaOJMI01amu HEXelaTelbHble peakiuuu B cpaBHeHuu ¢ 11,3 % y
MNAIMEHTOB TPYMIbl Miane6o. 95 % naHHBIX HEXeNaTeNbHbIX peakUuil ObUTM JIETKUMH MU
YMEPEHO BBIPAKEHHBIMH.

B KIMHWYECKMX HCCIIEOBAHUSAX 4YacTOTa MPEKpAIleHHsl Tepamnuu BCIEIACTBUE PAa3BUTHUA
HEeXeNaTeNbHbIX peakiuii coctasmna 0,7 % (4/538) y mauueHTOB, paHIOMHU3HPOBAHHBIX IS
MOJTy4eHus JeBoleTupu3nHa B 1o3e 5 mr, u 0,8 % (3/382) ans nanueHToB, paHIOMH3UPOBAHHBIX
B IpyIITy Iu1amneoo.

Crenyromue HeXeaTelabHbIe PeaKUU ObLIM BBIABICHBI y MAIMEHTOB (n=538), y4acTBOBaBIINX
B KJIMHHYECKOM HCCIICIOBAaHHHM WM TMPHUMEHSBIIMX JIEBOIETUPHU3MH B PEKOMEHJOBAHHBIX 032X
(5 Mr oiuH pa3 B CyTKH):

C yacmomou 1-10 %:

Heorcenamenvnuvie peaxyuu Jlesoyemupuzumn 5 me Ilnayebo
(n=538) (n=382)
COHIIUBOCTH 5,6 % 1,3%
CyXO0CTb BO PTY 2,6 % 1,3 %
I'onoBHAas 00Jb 2.4 % 2,9 %
YToMIsieMOCThb 1,5 % 0,5 %
AcreHus 1,1 % 1,3 %

XOTsl YacTtoTa CiIydaeB COHJIMBOCTH B TPYIIE JICBOICTHPU3MHA ObUIAa BBINIEC, YeM TakoBas B
rpynmne miaane6o, B OONBIIMHCTBE CIydaeB ATO HEXKeNaTeNbHOE SBJICHHE OBLIO JIETKOW WU
YMEPEHHOU CTETIEHU TSHKECTHU.

Heuacmo (0,1—1 %): Bonu B :KUBOTE.

HocmpeeucmpauMOHHble uccneo008anusl
B nepuoa  IMOCTPCruCTpallMOHHOTO  IIPUMCHCHHUA  IIpeIiapaTa Ha6moz[am/1 CJICayromue
HCIKCJIATCIIbHBIC PCAKIINU:

Hapyuwernus co cmoponbl UMMYHHOU CUCIEMbL.

Peakuuu runepuyBCTBUTENBHOCTH, BKIIOYAst aHA(UIAKCHUIO.

Hapywenus MemadoaUIMa U NUMAHUSL.

[ToBpIIIEHNE anIIeTUTA.

Hcuxuueckue napyuenus.

TpeBora, arpeccusi, Bo30yXJACHHE, TAJUTIONUHAINY, JETNpeccus, OCCCOHHUIIA, CYUIUIATbHBIC

HJICH, KOIIIMAPHBIC CHOBUJICHUS.
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Hapywenus co cmoponsl Hepsrou cucmembi.

Cynoporu, TpoM003 CHHYCOB TBEPIOW MO3rOBOH 000JIOUKH, MapecTe3us, T'OJOBOKPYKEHHUE,
BEPTUTO, 0OMOPOK, TPEMOP, TUCTEB3USI.

Hapywenus co cmoponsl opeana spenus.

BocnanurenbHble TPOSBICHHS, HApyLIEHHWE 3PEHUS, HEYETKOCTh 3PUTEIBHOIO BOCIIPHUATHS,
HENPOU3BOJIbHBIC ABM)KCHUS TJIA3HBIX 00K (HUCTArM).

Hapywenus co cmoponbl cepdua.‘

CreHokapausi, TAXUKAPKs, OIIYIICHUE CepaIIeONCHUSI.

Hapywenus co cmoponbi COCV()OG.'

Tpom003 speMHOI BEHBI.

Hapywenus co cmoporbt ObIXamenbHoU cucmemyvl, opearos ZDV()HOL‘i KinemkKu u CD@@OCWI@HH;L'

Ycunaenue CUMIITOMOB pyuHHUTA, OAbIIIKA.

HapymeHuﬂ CO CImMOpOHbl .?fC'eJZV()OllHO-KumellHOZO mpaxKma.

TomHoTa, pBoTa.

Hapywenus co cmoponsl neuenu u 9!C€]l’~l€6b160()}lluux nymeﬁ.‘

I'enatwur.

HapymeHuﬂ CO CImMOPOHbL KOIAHCU U NOOKOIICHBIX MKAHEI:

AHTHOHEBPOTUYECKHI OTEK, HSK3aHTEMa, TUIIOTPHXO03, 3y, ChIllb, TPEIIUHBI, KpPAIHBHHIIA,
(boToceHCHOUIN3aIUsA/TOKCUYHOCTh, CTOMKasl JIeKapCTBEHHAs I)pUTEMa.

HCZDVWQHM}I CO CImMOpOHbl Mblu/lellHOlz, KOCMHOU U COCOUHUMENbHOU MKAHU.

bonb B MbIHIAax, apTpajrus.

Hapywernus co cmoporsl nouex u M0q€6b160()ﬂwux nymei.

Hwusypus, 3a1epKKa MOYH.

O6mue HAPYWEHUA U peaKkyuu 6 mecnie 66e0eHUsl.

HCB(I)(I)CKTI/IBHOCTB MMpoOAYKTa U €ro B3aHMOﬂeﬁCTBHH, CYXOCTb CIIM3UCTBIX O60JIO‘{CK, OTCK.

ﬂa6opam0prle U UHCMPYMEHRNAIbHblE Oanuwle:

VBenuueHne Macchl TeNla, HW3MEHEHHWE (DYHKIMOHAIBHBIX TMPOO TME€UYeHHU, TEepeKpecTHas
PEaKTUBHOCTb.

Onucanye OTACIbHEIX HeXKENIaTSAbHBIX PeaKIIUM

Y wManoro KonuyecTBa MAlUEHTOB HAOMIOJANIM 3yd TMOCIEe NpPEeKpalleHus MpUMEHEHUs
J€BOLETUPU3UHA.

Ecin y Bac ormedaroTcsi HeenaTeiabHbIE PEAKIUHM, YKa3aHHbIE B MHCTPYKLUH, WU OHU
ycyryomnstores, uium Bel 3aMeTiiin mo0ble Jpyrue HekeaTelbHble Peakldd, He yKa3aHHbIE B

UHCTPYKIIMHU, COOOIIUTE 00 ITOM Bpady.
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Ilepeno3upoBka

MY OTUETY

Cumnmomsi: COHTUBOCTH (y B3POCIBIX), BO30YXKICHHE U OCCIIOKOHCTBO, CMEHSIOIIHECS
COHJIMBOCTHIO (y JieTeit).

Jleuenue: HEOOXOIMMO MPOMBITH KEIyJA0K W MPUHATH aKTUBHUPOBAHHBIA YIOJib, €CIIU MOCHE
npueMa mperapara npoluio Majao BpeMeHU. PexoMeHiyeTcs nmpoBeieHHe CUMITOMATUYECKON U
noepkuBatoiieit repanuu. Crnenuduaeckoro aHTHA0Ta HeT. [ emonuanu3 He 3pdexTuBeH.
B3aumojeiicTBHe ¢ APYruMH JIeKAPCTBEHHBIMH MpenapaTamMmu

W3ydyenue B3aMMOJEHCTBHUS JIEBOLUETUPU3MHA C JPYTMMH JIEKAPCTBEHHBIMHU IperaparaMu He
npoBoawad. Ilpu wu3yyeHHHM JIeKApCTBEHHOTO B3aMMOJEWUCTBUA palemara LeTUPU3UHA C
AQHTUITUPUHOM, A3UTPOMHIIMHOM, IUMETUIAMHOM, IHA3ETIaMOM, SPUTPOMHUIIMHOM, TIIUIH3UIOM,
KETOKOHA30JIOM H TICeBI0A(EAPUHOM KIMHUYECKH 3HAUMMBIX HEXKEJIATEIbHBIX B3aUMOICHCTBUI
HE BBISBIICHO.

[Tpu ogHOBpeMEeHHOM IpUMeHeHUU ¢ TeoduumHoM (400 mr/cyT) 00U KIUpPEHC LETHPU3UHA
cHmkaetcs Ha 16 % (kuHeTHka TeousIMHA HE MEHSIETCS).

B wuccnepoBanum mnpu OAHOBpeMEHHOM Ipueme puToHaBupa (600 Mr 2 pa3za B JeHb) HU
uetupuszuna (10 Mr B IeHb) OKa3aHO, YTO SKCIIO3UIUS IETUPU3MHA yBennuuBaiach Ha 40 %, a
9KCIIO3ULIMS PUTOHABUPA HE3HAYUTENIBbHO u3MeHstach (-11 %).

Y 4yBCTBUTENBHBIX MAIIEHTOB OJHOBPEMEHHBIM NpUEM JICBOLUETHPU3WHA W AJKOTOJS HIIH
JIEKApCTBEHHBIX MPEapaToB, OKA3hIBAOIINX ITOIABIISIONIEE BIUSIHNE Ha IEHTPAIbHYIO HEPBHYIO
cucremy (LIHC), MoXxeT BbI3BaTh 3aTOPMOKEHHOCTh U yXY/IIIeHUEe pab0TOCIIOCOOHOCTH.
Oco0ble yka3anus

Ilepen npuemom mpemnapara JleBouetnpusuH-TeBa NPOKOHCYIBTUPYHUTECH C JIEHAIUM BPA4YOM
WK paOOTHUKOM anTeKH.

WuTepBansl MeXIy [103aMU JODKHBI OBITH MOJ0OpaHBl MHIWBUIYATBbHO B 3aBHUCHUMOCTH OT
MOYEYHOU (HYHKITUH.

Pexomennyercs co0nroaaTh OCTOPOKHOCTD MTPH OAHOBPEMEHHOM YNOTPEOIEHUHU C AJIKOTOJIEM.
[lpr HamMUMM y TANMEHTOB MpeApacroiararimux (akTopoB K 3aaepkKKe MOYd (Hampumep,
MOBPEXJCHUE CIIMHHOIO MO3ra, THMEpIUIa3us IMpeJCcTaTelbHON Kene3bl) cieayeT coOironaTh
OCTOPOKHOCTh, MOCKOJIbKY JIEBOLIETUPU3UH MOKET YBEIUUUBATH PUCK 33JICPKKH MOYH.
OCTOPOXHOCTH CIEAYeT COOMIOJATh Yy MAIMEHTOB C AMUJIETICUEH W TIOBBIIIEHHON CYIOPOKHOU
TOTOBHOCTBIO, TIOCKOJIBKY JIEBOIIETUPH3HH MOKET BBI3BAaTh 00OCTPEHHE MPUCTYIIOB.

Peakius Ha KOXKHBIE ajlieprUyecKue MpoObl MOAABIISETCS AHTUTUCTAMUHHBIMY MpenapaTaMu, U
nepea MpPOBEIEHUEM TECTHPOBAHUS HEOOXOAMMO BO3AEp)KaThCs OT IpHeMa Ipernapara B
TeueHue 3 qHEN.

Bo3MOXXHO MOSBICHHE 3yaa ITOCJIE TMPEKpallCHUA IIpHeMa JICBOUCTUPU3WHA, OaXE CCIU



COOTBETCTBYET 3KCINEPTHO

ot 16.07.2025 N= 17658

MMOJOOHBIX CUMIITOMOB HE OBLJIO B Hayalle J€UECHHUSL. CI/IN}EIlE)Il\;II} %%ﬁ%gmahgﬁﬁéﬁﬁo

MY OTUETY

B HekoTOppIX ciy4asX CHMITOMBI MOTIYT OBITb CHJIBHO BBIPD&KEHHBIMH, U 3TO MOXKET
notpedoBaTh BO300HOBICHUS JeueHHs. [loce BO30OHOBIEHUS JIGUEHUSI ATH CUMIITOMBI JOJDKHBI
MIPOMTH.
eTH

JleBoueTupu3uH B TabJeTKax, MOKPBHITHIX IUIEHOYHOH OOOJOYKON, MPOTHUBOIIOKA3aH IS
OpUMEHeHHs y JeTed 10 6 JIeT, MOCKOJNbKY JaHHas JIeKapCTBEHHas (opMa HE IO3BOJISET
IIPUMEHATH MTOAXOAAILYIO TO3UPOBKY [UIsl 9TOM BO3PAaCTHOM Ipynibl. PEKOMEHyEeTCsl IPUMEHATh
HeNaTPUUECKYIO JIEKAPCTBEHHYIO (hopMy (Karuiu s IpueMa BHYTPb).

BcrnioMmorarensHble BEIECTBA

[Ipenmapatr comepkuT JakTO3bl MoOHorujpar. llamuenram ¢ peako  BeTpeuarolieics
HACJIC/ICTBEHHON HENepPeHOCUMOCTBIO TaJIaKTO3bl, 1e(UIMTOM JIAKTa3bl JIOMApel WK IIIH0K030-
rajJjakTo3HOM MajabaOcopOLueil He ciieyeT IpUHUMAaTh 3TOT Mpenapar.

Bunsinne Ha cIOcOOHOCTH YIPABJIATH TPAHCIOPTHBIMHU CPEJACTBAMH, MeXaHU3MAMM
JleBoLIETUPU3UH MOKET NPUBECTH K IIOBBIIIEHHON COHJIMBOCTH, CIJIEOBATEIbHO, Ipernapar
JleBoueTupu3uH-TeBa MOKET OKa3blBaTh BIUSHHE Ha CIIOCOOHOCTb YNPaBIIATH aBTOMOOUIIEM
win paboTaTte ¢ TeXHUKOM. B mepuon neueHus HeoOXOAMMO BO3AEP)KUBATHCS OT 3aHATUH
NOTEHLIMAIbHO ONACHBIMHU BHUJIAMU JI€ATEIbHOCTH, TPEOYIOUIMMH IOBBIILIEHHOW KOHIEHTPALUU
BHHUMAaHUs U ObICTPOTHI ICUXOMOTOPHBIX PEAKIIMH.

dopMa BbINTYCKa

TabneTku, NOKPBITHIE TNIEHOYHOIH 000I0UKOM 5 MT.

[To 7 Tabnmerok B OJIMCTEp W3 AIIOMUHUEBOW JIaMUHUPOBaHHOU Qoibru. [1o 1 umm 2 Gmauctepa
BMECTE C HMHCTPYKLMEH MO MPUMEHEHHIO B MAdyKy KapTOHHYIO, HA KOTOPYIO JONOJHUTEIBHO
MOTYT OBbITh HAaHECEHBI 3alUTHbBIE HAKIEHKH.

Wnun mo 10 tabnetok B OnucTep W3 aMIOMUHUEBOW JlaMuHHpoBaHHOM ¢oneru. Ilo 1 wim
3 Guiicrepa BMECTE C HHCTPYKLIMEHW IO TNPUMEHEHMIO B TMauyKy KapTOHHYI0, Ha KOTOPYIO
JIOTIOJTHUTEIIBHO MOTYT OBITh HAaHECEHBI 3ALUTHBIC HAKIEHKY.

YciaoBus XxpaHeHUs

XpaHuTb 1pu TeMIiepatrype He Boime 25 °C.

XpaHUTh B HEAOCTYITHOM JIJIs IeTeld MecTe!

Cpoxk rognocTu

3 roga.

He npuMeHATH 110 HCTEYEHUH CPOKA F'OJTHOCTH.

YcaoBust ormycka

OtnyckaroT 0e3 perenra.
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HaumenoBanme AepKaTest (Baageabya) p': '&&BEMTJEEFEH;’EOE?&%&&HH

JIEKapCTBEHHOI'0 Npenapara
Tesa @apmanestuueckue [Ipennpusatus Jta., U3panins
IIpousBoauTenn

Tepa ®apmanestuyeckue [pennpusarus Jita.,

18 Omu I'ypsuty Cr., Muaa. 3oyH, Kdap Cabda, U3pannb
Beinyckawomuii KOHTPOJIb Ka4ecTBa

Tepa ®apmackrotukan Bopke [Ipaitat Jlumuteq Kommnanu,
4042 Jleopenen, ya. [Tamnaru 13, Benrpus

Opranusanus, IPUHUMAKOLIAS NIPEeTEeH3MU NoTpeduTeei
Poccniickas @enepanys

00O «TeBa»

115054, Mockaa, yi. Banosas, 35

Tenedon: +7 (495) 644 22 34

AJpec B MHTEpHETE: WwWWw.teva.ru
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