i

MHUHUCTEPCTBO 3JIPABOOXPAHEHHUS] POCCUICKOM ®E/IEPALIAA

HHCTPYKIUA
10O MEJUIIUHCKOMY ITIPUMEHEHUIO IEKAPCTBEHHOI'O ITPEITAPATA
Herpun® JI

Perncrpaunonnslii Homep:

Toprosoe naumenosanue: Lletpun® JI

MexyHapoaHOe HeNATeHTOBAHHOE HAHMEHOBAHHE: JIEBOLICTUPH3UH

JlekapcTBeHHasi popma: TaGlETKH, MOKPHITHIE MNIEHOYHOH 060J104KO#

Cocras

Kaxxnas TabneTka, NOKpbITas MJIEHOYHOH 000J104KOH, COAEPIKHT:

Oeticmeylowee eeujecmso. NEBOLETUPH3UHA AUTUApoxaopua 5,00 mr;

6CcnomozamenibHble  Geuyecmea: JIAKTO3bl MOHOTMJpPAT, LUEUIH0/I03a MMKPOKPHCTA/IMYEeCKas
(Avicel PH-102), xpeMHHsS AMOKCHJ KOJUIOMAHBIA O€3BOAHBIA, MarHus CcTeapar;, HWieHOYHas
obonouxka: Onappait Genwiii OY-58900 (runpomennosa (5 cP), turana auokcun (E171),
makporos-400).

Onucanue

OBaJibHBIE JBOSIKOBBINYKJIbIE TabJETKH, MOKPHITHIE MIEHOYHOH 00010uK0i 6€10ro UM nouT
GeJoro 1BeTa, ¢ OJIHOM CTOPOHBI IJIaJKKe, Ha ApYroi cTopoHe rpaBupoBka «R 5». Ha nonepeurom
paspese sapo oT 6esoro Ao noytH Hesoro UBeTa.

®dapmakoTepaneBTHYECKasi Ipynna: NpoTHBOAJUIEPrUYECKOe CpeacTBO — Hi-rucTaMUHOBBIX
peLenTopoB 610KaTop.

Koa ATX: RO6AE09

®apmako/IOrH4ecKHe CBOHCTBA

DapmakoOunamuKka

JlesoueTtupusuH (R)-5HaHTHOMEp LETHPU3HHA, MOIHEIN U CEJIEKTUBHBIA aHTarOHUCT FTMCTaMHHA,
onokupyromuii Hi-ructaMuHoBBIE peLIENTOPHI.

JleBOLIETUPU3HMH OKa3bIBAET BIIMSIHHE HA THCTAMMHO3aBHCHMYIO CTa/HIO aJlJIEPrHYECKHX peaKLini,
a TaKKe YMEHBLIAET MHIPALMIO 503WHO(MIOB, YMEHBIIAET MPOHULIAEMOCTh COCY/IOB,
OrpaHUYMBAET BBICBOOOXKAEHHE MEIMATOPOB BOCIIAJIEHHS.

JIeBOLIETUPU3MH TIPELYTIPEXAAET pa3BUTHE U OOJIEryaeT TEYEHHE AJUIEPrUYECKUX peakLui,
o0sajaeT MpPOTHBOIKCCYJATHBHBIM, NMPOTUBO3YJAHBIM AEHCTBUEM, MPAKTHYECKH HE OKa3bIBACT
AHTMXOJIMHEPIMYECKOT0 M aHTHCEPOTOHHHOBOrO JAeicTBMsA. B TepameBTHueckux 103ax

NpaKTHYECKH HE OKa3blBAET celaTUBHOrO 3ddekra.



DapmakoKuHemuKa

dapMaKOKMHETHYECKHE MTapaMeTphl JIEBOLETUPH3UHA M3MEHAIOTCS JIMHEHHO.

Bcacwvisanue |

ITocsie npueMa BHYTpb npenapat OhICTPO M MOJIHOCTBIO BCACHIBACTCS U3 XKEJTyJ0YHO-KHLIECYHOIO
TpakTa. [IppeM nuiyM He BIMSAET Ha MOJHOTY BCACBIBAHUS, XOTS CHHXKAET €€ CKOPOCTb.
MakcumanbHas koHueHtpauusi (Cmax) B Iia3me kpoBH Joctvraercs uyepes 0,9 4 u cocraBiser
270 ur/mn. PaBHOBeCHast KOHLIEHTPALMS JOCTUTAETCs Yepe3 2 CYTOK.

Pacnpeoenenue

JleBouerupusnn Ha 90% cBasbiBaeTcs ¢ Genkamu rasmel kpoBu. O6bem pacnipenenchus (Va)
cocrasaser 0,4 i/kr. Buogoctynnocts gocturaer 100%.

Memabonusm

B HeGonpmux konuyecTBax (MeHee 14%) merabGonusupyercs B opranusme myteM N- u O-
J€3aJIKUIMPOBaHUs (B OTIMYME OT JpPYrMX AHTaroHMCToB Hi-rMCTaMHHOBBIX pELENTOPOB,
KOTOpble METabOJIM3UPYIOTCS B MEYEHH C TMOMOLIBIO CHCTEMBI LIMTOXPOMOB) ¢ 00pa3oBaHUEM
¢dapMakoJIOrHYecKH HeaKTHBHOro Metabonuta. M3-3a He3HauuTenpHOro Mertabonusma U
OTCYTCTBMSI MeTabOJIMYECKOTrO IOTEHUMANa, B3aUMOJEHCTBHME JIEBOLETHPU3MHA C JAPYTHMMH
JIEKapCTBEHHBIMHU MpenapaTaMy MpeAcTaBISeTCs MaJOBEPOATHBIM.

Buvigeoenue

I[Tepuon nomyeiBeaenus (Ti2) y B3pociabix coctaiaser 7,9+1,9 u. V nereit Maajaiiero Bo3pacra
nepuojl MoJyBbIBEAEHUs Kopoue. ¥ B3pocibiX obwmit kaupeHc coctabuser 0,63 mi/MUH/KT.
Oxoino 85,4% npuHATOM 1031 Mpenapara BHIBOAMTCA NMOYKAMM B HEM3MEHEHHOM BHUJIE IyTeM
KJ1y004KOBOM (UIBTpALK U KaHAJIBLIEBOH CEKpeLMHU; 0K0JI0 12,9% — yepe3 KMIIEeYHHK.

Ocobule zpynnsl hayuenmos

ITayuenmwi ¢ novyeuHou HedoCcMamMoyHOCMbIO

V NauMeHTOR ¢ NOYEYHOM He0CcTaToYHOCThIO (KnupeHe kpeaTuHuHa (KK) <40 M1/MuH) KUpeHe
npenapara yMeHblaeTcs. Y MAaLWEHTOB, HAXOJAUIMXCA HA TIeMOAMANM3€, OOLMA KIMpPEeHC
cHmkaercs Ha 80%. Menee 10% npenapara yjanseTcs B XOA€ CTaHAApTHOW 4-4acoBOH
NpoLelypbl FeMOANAIIH3A.

ITayuenmvi ¢ neyeHOYHOU HEOOCMAMOYHOCMbIO

MdapMaKOKHHETHKA JIEBOLETHPU3MHA Y TALMEHTOB C TMEYEHOYHOH HEJI0CTaTOYHOCTBIO He
usyyanach. Y MNALMEHTOB C XPOHUYECKMMH 3a00JI€BAHMAMM MEYEHHM (renaToue/UIIONAPHBIN,
XOJIECTATHYECKUIA W OUIIMAPHBIA LIMPPO3), MOMYYaBLIMX PALIEMHUUYECKOE COEITUHEHHE LIETUPHU3HHA
B g03¢ 10 unu 20 Mr oJIHOKpaTHO, HabJIIOAANIOCH YBEIUYEHHE NEpHoia Moty BbIBeieHUs Ha 50%

¥ CHIDKEHHE KJIMpeHca npernaparta Ha 40%, 1o CpaBHEHHIO CO 3/I0POBBIMH JIFOJbMHU.



Jlemu

JlaHHble 110 McceoBaHMI0 GapMaKOKMHETUKM Npenaparta y 14 neteit B Bospacte ot 6 o 11 ser
¢ Maccoit Tena ot 20 g0 40 Kr mpy nepopajJbHOM NPHEME OJHOKPATHO 5 MTI JIEBOLETHPU3HHA
noKasaJu, 4To nokasaresid Cmax M I1011@A6 N0 papMaKOKMHETHYECKOH KPUBO# «KOHLEHTpaLs-
Bpems» (AUC) mpuMepHO B f1Ba pa3a NpPEBHILIAIOT AHAJIOTMYHBIC IIOKA3aTEIX Yy B3POCIIBIX
3[10pOBBIX JIIO/IeH MPH NMepeKpecTHOM KoHTpoJe. Cpeanuii mokasatesb Cmax coctaBun 450 Hr/mi,
MaKCHMaJlbHasi KOHLEHTPALHMs JOCTUrajlach B cpeJiHeM uepes 1,2 yaca, 001 KIIMPEHC ¢ y4eTOM
macchl Tena 6bi1 Ha 30% Bbille, a MEPUOA MOJYBbIBeJCHHA Ha 24% Kopoue y ACTei, 4YeM
COOTBETCTBYIOIME  MOKasaTead y  B3pocublX. CneumanbHele  hapMakOKMHETHYECKHE
uccnenoBaHMs y  Jerell  miagme 6 JeT  He  NpPOBOAWINCH.  PeTpocrnekTHBHbBIH
dapMakokMHeTHYECKHIA aHanu3 npoBedeH y 323 maumentos (181 peGenok B Bospacte oT 1 10
5 ner, 18 nereit B Bo3pacte or 6 mo 11 snet u 124 B3pocnbix B Bo3pacte oT 18 mo 55 ser),
MONMyYaBIIMX OJHY MIIM HECKOJIBKO J03 JieBoueTHpusuHa oT 1,25 mr no 30 mr. [laHHble,
10JTyYEHHEIE B XO/1€ aHaJIM3a, 0Ka3aly, 4To NPUeM npenapara B Jo3e 1,25 Mry aeTeii B BozpacTe
OT 6 MecsLEeB 0 5 JIET NMPUBOAUT K KOHLEHTPALMM B IUIa3Me, COOTBETCTBYIOIIEH TAKOBOW Y
B3pOCJIBIX MPHU MPHUEME 5 MI' Ipenapara OJIMH pa3 B CY TKH.

Iooicunvie nayuenmoi

JlaHHble 10 (apMaKOKMHETHKE y MOXWIBIX NMALMEHTOB orpaHuyeHsl. [Ipu moBTOpHOM npHeme
30 Mr JIeBOLIETHPM3HMHA O/IMH Pa3 B CyTKH B TeueHHe 6 JHei y 9 MOXKHMIBIX NalMeHTOB (BO3PAcT OT
65 1o 74 net) obuwmii KaMpeHce Obl1 NpubANM3UTENbHO Ha 33% HMWXKE, Y€M TAKOBOHM Y B3pOCIIbIX
GoJiee MOJIOIOrO BO3pacTa. B0 MoKa3aHo, YTO pacrpe/ie/ieHHe palieMaTa LUETHPU3HHA DonbLie
3aBMCHT OT (DYHKIIMH TI0Y€EK, YEM OT BO3pacTa. ITO YTBEPKACHHUE TAKIKE MOKET ObITh IPUMEHUMO
M K JIEBOLIETMPU3MHY, TaK Kak o0a mpenapaTta W JIEBOLETHPU3MH, M LETUPH3UH BBIBOAATCA
PEUMYIIECTBEHHO ¢ MOYOii. [103TOMY, Y MOXMJIBIX MAaLMEHTOB /1032 JICBOLETHPHU3HMHA JI0JKHA
OBITh CKOPPEKTHPOBaHA B 3aBHCHMOCTH OT (YHKIIMH MOYEK.

IToka3zaHusi K NPHMEHEHHIO

JleueHue CHMITOMOB aJlJIEPrUYeCKOr0 PUHKUTA, BKIIOYash KPYTJIOrOAHYHbIH (MepCUCTUPYIOLIH) U
CE30HHBIH (MHTEPMHUTTUPYIOIMI) alIEPrUYECKUi PUHHT, U AJUICPrUYecKoro KOHbIOHKTHUBHTA,
TAaKUX KaK 3yJ, YMXaHHe, 3aJI0KEHHOCTb HOCA, PUHOpes (BBIJENEHUS M3 HOCA), CIIE30TEUCHHE,
runepeMusi KOHBIOHKTHBBI (ITOKPaCHEHHME I1a3).

[TonnuHo3 (ceHHas TMXOpajiKa).

KpanusHuua.

Jlpyrue ajniepruyeckue AepMaTo3bl, CONPOBOXKAAIOLIMXCS 3YI0M U BBICHITAHUAMM.
IIpoTuBONOKa3aHHSA

IToBbILIEHHaS YYBCTBUTCJIBHOCTE K ,ZlCﬁCTBlelLlCMy BELICCTBY, UCTUPU3HHY, TMAPOKCHU3HHY,
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mo6oMy MPOU3BOJHOMY MHUIEPa3HHA WM K T0OOMY BCIIOMOraTe/IbHOMY BELUECTBY Npenapara.
JleuUMT NaKTa3bl, HEMEPEHOCMMOCT JIAKTO3bI, INTIOKO30-Ta/laKTO3Has MajibabcopOLms.
TepMuHanbHas cragus noyeyHoi Hepocrarounoctu (KK < 10 MJI/MHH).

Jlerckwuii Bo3pact 10 6 ner.

C 0cTOPOKHOCTLIO

TIpu XpOHHYECKOH MOYEHHOM HEAOCTATOYHOCTH (HEOOX0AMMa KOPPEKLIMSA PEXXUMA 103MPOBAHHS).
V NMalmeHTOoB MOXHUIIOro Bo3pacTa (IpH BO3PACTHOM CHIDKEHHH KITy0O0uKOBO# (uibTpaumm).

V NauMeHTOB ¢ TMOBPEXIAEHWEM CIHMHHOrO MO3ra, TMMEprJiasved MpeaACTaTe/IbHOH JKenesbl,
a TaKKe MPH HAJIMYMM PYTHX MpeApacroiaralolux (GpakTopoB K 3aJepXKKe MOYH, MOCKOJIbKY
JIEBOLETUPU3HH MOXKET YBEJIMYMBATh PUCK 3aJIEPXKKH MOYH.

V nauMeHTOB ¢ OMWIENCHEH W TOBBILIEHHON CYJOPOXXHOH TOTOBHOCTBIO, TOCKOJBKY
JIEBOLIETUPU3HH MOJXET BBI3BaTh 000OCTPEHHE NPHCTYIIOB.

[Ipu oaHOBpeMeHHOM ymoTpebneHnu ¢ ankoronem (cM. «BsaumozeiicTBue ¢ JpyruMH
JIEKapCTBEHHBIMH TpErnapaTaMm»).

BepeMeHHOCTh U MEPHOJ IPyAHOTO BCKAPMITMBAHHS.

DepTHIBHOCTb, GepeMEeHHOCTb H NEPHO/] IPYAHOr0 BCKaPpMJIHBAHHS

bepemennocmob

JIaHHBIE 110 TPUMEHEHHUIO JICBOLIETUPU3MHA BO BpeMsi 6EPEMEHHOCTH MPAKTHYECKH OTCYTCTBYIOT
wiu orpanndensl (MeHee 300 ucxonoB GepemenHoctei). OnHaKO, MPUMEHEHHE LETHPH3WHA,
pauemaTa JeBoLeTMpu3uHa, mpu OGepemenHoctn (Gomee 1000 wucxomoB GepeMeHHOCTEH)
HE COMPOBOXAAJIOCH MIOPOKAMM Pa3BUTHA M BHYTPUYTPOOHBIM M HEOHATaJbHBIM TOKCHYECKHM
BO3JECHCTBUEM. B HCC/ICIOBAHUAX HA J>KUBOTHBIX HE BBIABJICHO IMPAMOro MM KOCBEHHOIrO
HEGMaroNPUATHOTO BIIMSHHSA Ha TeueHHe GEpeMEHHOCTH, SMOPHOHANBHOE U (eTabHOE pasBUTHE,
PO U MOCTHATAIBHOE Pa3BUTHE.

IIpu GepeMEHHOCTH Ha3HAYEHHE JICBOLETHPH3MHA MOXKET ObITh pPAacCMOTPEHO B cllydae
HE0OX0AUMOCTH.

Ilepuoo 2pyoH020 6CKAPMAUBAHUA

L{eTHpU3KH, paLieMaT JIEBOLETHPU3MHA, SKCKPETHPYETCA € IpyAHBIM MosokoM. TToaTomy Takske
BEpOSITHO M BBIJEJICHUE JICBOLETUPU3NHA C IPYJHBIM MOJIOKOM. Y [CTeH, HaXOAIMXCS Ha
rpy/IHOM BCKapMJIMBaHWHM, BO3MOXXHO TOSIBJIEHME MOOOYHBIX pPeaKuMi Ha JIEBOLETUPH3MH.
[TosToMy HEOGXOAMMO COOMIOAATH OCTOPOXKHOCTD MPU Ha3HAYCHUH JIEBOLETUPH3MHA B NIEPHOA
rPyAHOr0 BCKapMJIMBAHHS.

DepmunvHocmb

KJiMHMYeCKHe JaHHBIE M0 JICBOLIETUPU3UHY OTCYTCTBYIOT.

Tlepea nMpUMeHEeHUeM MpenapaTa, ecau Bbl GepeMeH b, WK npeanonaraete, 4To Bel Mo 6bl
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ObITh OEpeMEHHOM, WM TIUIAHUpyeTe OepeMEHHOCTb, HEOOXOAMMO IPOKOHCYJIbTHPOBATHCS
C BpayoM.

Cnoco0 npuMeHeHHs H J03bl

[Ipenapat NMpUHUMAIOT BHYTpb, NPOrjaThiBas LEIMKOM, BO BPEMs €/1bl MM HATOLAK, 3anuBas
HeOOIbLIMM KOJTMYECTBOM BOJBI.

B3pocnvie u oemu cmapwe 6 nem

CyTtouHas 103a coctaBisieT 5 Mr (1 TabneTka) oAHOKpaTHO.

IIpooonscumenvHocmes npuema npenapama

[Tpu neyeHUuH ce30HHOTO (MHTEPMUTTHPYIOILEr0) PUHUTA (HAaJIMYME CUMIITOMOB MeHee 4-X HEH
B HEJIEJIIO WK MX 001uas npoJo/KUTEIbHOCTh MEHEE 4-X HE/IEJb) NMPOJAOJIKUTE/ILHOCTD JIeYEHUs
3aBUCHUT OT JJIUTEJIBHOCTH CUMITTOMATHKH; JIEUEHHE MOXET OBITh MPEKPALIEHO NPH HCYE3HOBEHUH
CHMMITOMOB ¥ BO30OHOBJIEHO NPH MOSBJIEHUH CUMITTOMOB.

[Ipy Ne4yeHHuH KPYrJIoroguyHoro (TMEepCUCTUPYIOLIETO) Aa/UIEPrUYecKOro pHHUTA (Haauuue
cUMNTOMOB Gosee 4-X JHEH B HEAENIO W WX 00Lias MpoAO/DKMTENBHOCTh Oonee 4-X HeZelb)
JIe4YeHUE MOXET MPOJOIIKATHCS B TEYEHHUE BCETO NMEPUO/IA BO3JCHCTBUS ajlJICPreHOB.

HmeeTcss KJIMHUYECKHUH ONBIT HENPEPBIBHOrO TNPHUMEHEHMS JIEBOLETHPU3MHA Yy B3pPOCIBIX
NaLUEeHTOB JAJIUTEILHOCTBIO 10 6 MECSLIEB.

Ecnv Bel NpUHMMaeTe WIM HEJAaBHO MPUHMMANW Jpyrue mnpenapatel, coobwure o6 3TOM
JeyaleMy Bpauy.

IIpu nporycke npueMa He NPUHMUMANTE ABOMHYIO 103y, MPUMHTE CIIEAYIOLLYIO 103y B 00bIMHOE
BpeMsl.

Ocobvle epynnot hayuenmos

Ilayuenmer ¢ napywenuem @GyHKyuu novex

OCHOBHBIM ITyTE€M BBIBEICHHUS JIEBOLETUPU3MHA M3 OpPraHM3Ma SBJIACTCS BBIBEJCHHE MOYKaMH,
MOSTOMY NpH NPUMEHEHWM TpenapaTta y MNaLMEHTOB IOXHJIOIO BO3pacTa M C MMOYEYHOU
HEJI0CTATOYHOCTBIO 71032 JI0JKHA KOPPEKTUPOBAThCS B 3aBUCUMOCTH OT CTENEHH NMOYEYHOH
HEJIOCTATOYHOCTH, OCHOBBIBASsCh Ha OLIEHKE KJIMPEHCa KpeaTHHHHA (MJI/MHH).

[TaupeHTaM ¢ JIETKMM HapylueHueM (YHKUMM rodek (kiMpeHc kpeaTWHHHa 50-79 Mi/MuH)
KOPPEKLMH 10361 He Tpebyercs.

V NauMeHTOB C yMEPEHHOM MOYeYHOM HEeI0CTaTOYHOCTBIO (KIMpEeHC KpeaTHHHUHa oT 30 10

49 MJI/MHH) peKOMEHlyeMas 103a S5 MI 4epe3 JEHb.

V NauMeHTOB C TAXKEJION MOYEYHOM HE0CTATOYHOCTBIO (KITMPEHC KpeaTHHHHA MeHee 30 MII/MUH)
pekoMeHayemas 1o3a 5 mr 1 pa3 B 3 fHs.

ITayuenmoi ¢ noueuHoOU U neYeHOYHOU HeOOCMamoYHOCMbIO

HOBHPOB&HHC OCYLUCCTBJIACTCA 110 Bblllleﬂpllee}lCHHOﬁ CXEME.



Ilayuenmol ¢ HapyuwieHuem MonbKO QYHKYUU heyeHu

Koppekuuu pexxuma J03MpoBaHus He TpedyeTcs.

IToGouHoe neiicTBHe

JlanHble 10 6€30NacHOCTH, MOJIyYEHHBIE PU U3Y4YEHUH LETUPHU3HHA

Habmopanuces cnegyrolue HexeaTeIbHbIE peaKLHu:

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

Berpeyanuce Jierkue M BPEMEHHBIE HEXENATENIbHBIE SBJICHUS, TAaKUE KaK YTOMIIAEMOCTb,
HapylLIEHHE KOHLEHTPAaLMH, COHJIMBOCTb, TOJOBHas 0OJb, rOJOBOKpYXeHHE, BO30YKACHHE,
CyXOCTb BO PTY M XelTyJO4YHO-KMINEYHbIe paccTpoicTBa (3amop). B HekoTopeIx ciydasx
Ha0JII0JaJIUCh PeaKLIMK TUIepYyBCTBUTEIBHOCTH M aHTHOHEBPOTHYECKHUM OTEK.

Taxxe coobmanoch 00 OTAENBHBIX CIy4asX CyAOpOr, peakLUMH CBETOYYBCTBUTEJIbHOCTH,
NopaXkeHUss Me4YeHH, aHa(UIaKTUYECKOro IIOKA, HApYLIEHWs KPOBOOOpALUEHHs, TIJIyXOTbl,
TJIOXOr0 CaMOYyBCTBHS, 3y/1a, BACKYJIMTA, 3pPUTEIBHBIX HApYIEHHH U KOLUMapHBIX CHOBHACHHUSAX.
JlanHvle KIUHUYeCKUX UCCNe008aHU

KnuHuuyeckue uccieaoBaHus nokasainu, uto y 14,7% nauueHTos, NpUHUMABIINX JICBOLETHPH3HH
B J103€ 5 MI HabJIIOIAJINCh HEXeJaTe/IbHbIe peakuuy B cpaBHeHUH ¢ 11,3% y nauueHToB rpymnmsl
nnaue6o. Cpea [aHHBIX HEXeNaTeNbHbIX peakuuid 95% ObuiM JIETKMMH WM yMEPEHO
BBIPAXXEHHBIMHU. B KJIMHHYECKHMX MCCIEN0BAaHUAX YAcTOTa NPEKPALUECHHMs TEpanuu BCJEACTBHE
pasBuTHs MOOOYHBIX peakuuit cocraBuiaa 0,7% (4/538) y naumeHTOB, paHIOMU3UPOBAHHBIX 1S
noJyueHus JeBoueTupusnHa B f1o3e 5 mr 1 0,8% (3/382) nnisa nauueHToB, paHA0MU3UPOBAHHBIX B

rpyniy nnaue6o.

Crneayrouye HexeaTelbHble peakuny OblIM BBIABJICHBI y NalMeHTOB (M=538) yyacTBOBaBLINMX
B KJIMHMYECKOM HCCJIEJOBAaHUM W TNPUMEHABIUMX JIEBOUECTHPU3UH B PEKOMEHIOBAaHHBIX 103aX
(5 Mr oauH pa3 B CyTKH):

C yvacmomonu 1-10%

HexenarenbHble peakUUu JleBouetupusuH 5 mr (m=538) | [1nauebo (n1=382)
COHJIMBOCTB 5,6% 1,3%
CyxocTb BO pTY 2,6% 1,3%
["onoBHas 60J1b 2,4% 2,9%
VTomnseMocTb 1,5% 0,5%
AcTeHus 1,1% 1,3%

XoTs yacToTa CJIy4acB COHJIMBOCTH B I'pyMIe JICBOUCTHPHU3NHA Op1a BBILIEC, YEM TaKOBas B rpyIIe
n.rlaue6o, B OOJIBLLIMHCTBE CJIy4yacB 3TO HEXKEJIATCJIbHOE SABJICHHC OBIJIO JIETKOW WK }'MCpCHHOﬁ

CTCIICHU TAXECTH.



Heuacmo (0,1-1%)

bonu B xuBOTE.

ITocmpe2ucmpayuonHele uccne008anus

B nepuoa nocTperucTpalMOHHOro NPUMEHEHHs Npenapara HabJIroJaIuCh CleLyoIHE 1000YHbIE
3¢ PeKThI:

Hapywenus co cmopoHel uMMyHHOU cucmembl

Peakuuu runepyyBCTBUTENIBHOCTH, BKJIIOYas aHaQHIAKCHIO.

Hapywenus co cmoponer obmeHna eewyecme u numanus

[ToBbllIEeHHE anneTHTA.

Hapywenus ncuxuxu

TpeBora, arpeccus, Bo30yXAeHHe, Ta/TIOLUMHALMK, AenpeccHus, OECCOHHMUA, CyMUMAATbHbIE
U/ieH, KOLIIMapHbl€ CHOBH/EHHUS.

Hapywenua co cmoponvr HepéHou cucmemol

Cynoporu, TpoM603 CHHYCOB TBEpAOH MO3roBoH 000JIOYKH, MapecTe3Hs, roJIOBOKPYKEHHE,
BEPTHro, 0OMOpOK, TPEMOp, AUCTEB3HSI.

Hapywenus co cmoponer opeana 3penus

BocnanurenbHele NpoOsBIEHHMs, HApYLIEHWE 3PEHHS, HEYETKOCTh 3PHUTEJILHOrO BOCIPHATHS,
HETMpPOM3BOJIbHBIE IBWXKEHHS Ia3HbIX S0/10K (HUCTarm).

Hapywenus co cmoponer cepoya

CreHokapaus, TaXuKapnnﬂ, olyylieHue cepauebreHus.

Hapywenus co cmoponel cocyooe

Tpom603 sipeMHOM BEHBI.

Hapywenus co cmoponbl ObixamenbHOU cucmembl, Op2ano8 2pyOHOU KIemKu U cCpe00CmeHus
VYcuneHue CHMIITOMOB PUHHTA, OJIbILIKA.

Hapywenus co cmoponel K0d#cu u NOOKONCHbIX MKaHeU

AHTMOHEBPOTHYECKMI OTEK, 3K3aHTEMa, TMIOTPUXO3, 3yJ, Cblllb, TPELIMHBI KpanMBHULA,
(boToceHCHOUMM3aLUI/TOKCUYHOCTD, CTOMKAs JIEKapCTBEHHAs SpUTEMA.

Obwue paccmpoiicmea

Hea(ekTHBHOCTB MPOAYKTa U €ro B3aUMOJEHCTBHS, CYXOCTb CIIM3UCThIX 000/104eK
Hapywenus co cmoponbt dceny0oyHo-KumeyHo20 mpakma

TowHoTAa, pBOTAa.

Hapywenus co cmopoHbl neyeHu u Jcenyesvbl800Auux nymeu

I'enaTur.

Hapywenus co cmopoHel ckelemHO-MbluleYHOU, KOCMHOU CUCTEMbl U COEOUHUMENbHOU MKAHU

Bone B MbIILIAX, apTpanrys.



Hapywenus co cmopoHbvl noyex u Mo4e6bl800Auux nymeu

Juzypus, 3aep>KKa MOYH.

Obwue paccmpoiicmea u HapyuleHus 6 Mecme 66e0eHUs.

Orek.

JlabopamopHveie u uHcmpymenmanoHoie OGHHbIE

VBeAMYEHHE Macchl Tejla, W3MEHEHHe (PYHKUMOHAJBHBIX MpPOO MEYeHH, MEpeKpecTHas
PEaKTHBHOCTB.

Onucanue OmOebHBIX HEMHCENAMENbHBIX PEAKK UL

V Majoro kojauyecTBa TMAaUMEHTOB Habmopancs 3yJ IOC/E MPEKPaleHHs MPUMEHECHHUS
NIeBOLIETUPH3HHA.

Ecin y Bac otmeuarotcst no604Hslie 3¢beKThl, yKasaHHBIE B MHCTPYKIHMH I OHH yCYyTyOusioTes,
win Bel 3ameTunu mo6ele apyrue no6o4nble 3¢ GeKTr, He yKa3aHHBIE B MHCTPYKLIMH, CO00LIMTE
006 3TOM Bpauy.

Ilepeno3supoBka

Cumnmomor

ConnuBocTb (y B3pOC/BIX), BHa4ajle MOTYT MOSIBUTBCS BO30YXIAeHHE M GeCroKOWCTBO, 3aTeM
CMEHSIOLIUECS COHJIMBOCTBIO (Y AETEH).

Jleyenue

Heo0X0MMO TMPOMBITE JKEJYAOK WIM NMPUHATE aKTUBMPOBAHHEBIM Yrojib, €C/IM 1ocie npHema
npenapara MPOLLIO Majlo BpPEMEHH. PeKOMEHIyeTcs NpOBEJEHHE CHMITOMATHYECKOH M
nojyiepxuBatoe Tepanuu. Crieuduyeckoro aHTHA0Ta HeT. 'eMouanus He apdexTuseH.
B3aumojeiicTBHe ¢ IPYrHMH JIeKaPCTBEHHBLIMH NpenapaTaMu

U3yuyeHne B3aWMOJEHCTBHS JIEBOLETHPU3MHA C JPYTMMH JIEKADCTBEHHBIMHM TNpenapaTaMd He
NpoBOAWIOCE. [IpH W3yYyeHHWM JIEKApCTBEHHOrO B3aUMOJIEHCTBMSA pauemaTa LETHpU3HMHA C
AQHTUIIMPUHOM, a3UTPOMHLIMHOM, LIMMETHAMHOM, JMA3€NaMOM, SPUTPOMHLIMHOM, TIIMITH3HAOM,
KETOKOHA30JI0M M NceBA03()eJPUHOM KIMHMYECKHU 3HAYUMBIX HEXKEJIaTeIbHbIX B3aUMOJICHCTBHUIA
HE BBISBJIEHO.

ITpu OJHOBPEMEHHOM MPUMEHEHHH ¢ TeopUTMHOM (400 Mr/cyT) OOWMHA KIHPEHC LUETHPU3MHA
cHxaercs Ha 16% (kMHeTHKa TeO(PUIIIMHA HE MEHSIETCS).

B ucciieJ0BaH|M NPH OJHOBPEMEHHOM NpreMe putaHoBupa (600 mr 2 pasa B IeHb) U LETHPU3HHA
(10 Mr B ieHB) MOKA3aHO, YTO SKCHO3MLMS LETUPU3MHA yBeauuuBaack Ha 40% , a okcrno3uums
pUTaHOBHpA HE3HAYMTEIbHO U3MeHsack (-11%).

V 4yBCTBUTE/BHBIX MALMEHTOB OJHOBPEMEHHBIH NpHUEM JIEBOLETHPU3MHA M AJIKOrOJIA WM
JleKapCTBEHHBIX MPenapaToB, OKa3bIBaIOLIMX MOJAB/IAIOLIEE BIUSHUE Ha LICHTPAIbHYIO HEPBHYIO

cuctemy (LIHC), MOXeT BbI3BaTh 3aTOPMOIKEHHOCTD H YXY/IUICHHE pabOTOCIOCOOHOCTH.



Oco0ble yka3zaHusi

UurepBanbl MexAy [103aMH NODKHBI ObITh M0A00paHbl MHAMBHYallbHO, B 3aBUCHMOCTH OT
no4yeyHo ¢yHKLHMH.

PekoMen/yeTcsi cOGMOAATE OCTOPOXKHOCTE MPH OJJHOBPEMEHHOM YIOTPEOICHHH € AJIKOrOJIEM.
I[Ipy HanMuMM y NAaUMEHTOB Mpejpacronaralommux (akTopoB K 3aJepike MO4H (Hampumep,
MOBPEX/ICHHE CMMHHOTO MO3ra, TMIEPIUIa3us MpPEJCTATEIBHOH XKele3bl) ciefyer cobmonarh
OCTOPOXXHOCTB, TMOCKOJIBKY JIEBOLETUPH3MH MOXET YBEJIMYHBATH PHCK 3a/JEPKKH MOUH.
OCTOpPOXKHOCTb CjlelyeT COOMIOAATh y NALMEHTOB ¢ SMMIENCUEH W MOBBILEHHOH Cy10pOXKHOM
FOTOBHOCTEIO, TIOCKOJIBKY JIEBOLIETUPU3MH MOXET BBI3BaTh 000CTPEHHE IIPUCTYTIOB.

Peakuus Ha KOXHbIE ajlepruyeckue npodbl MoJaBaseTCs aHTUTMCTAMUHHBIMU TpenapaTamMy, 1
rnepe/1 NPOBE/ICHUEM TECTUPOBaHHs HEOOX0IMMO BO3/IEPXKAThCs OT MPUEMa Npernapara B TEYCHHUE
3 aHeM.

B03MO>KHO MOSABJIEHHE 3y/1a MOCIIe NPEKPaLEHHUs TIPHeMa JIEBOLIETHPHU3MHA, 1aXKe €CIIH OJ00HBIX
CUMNTOMOB HEe OBUIO B Havaje Je4yeHus. CHUMNTOMBI MOTYT IPOATH CaMOCTOSTEIbHO.
B HEKOTOPBIX CJTy4asX CUMIITOMBI MOTYT GBITh CHIIBHO BEIPQXXEHHBIMH, H 3TO MOXET NMoTpeGoBaTh
BO306HOBIEHHS jieueHusl. [Tocsie BO30GHOBICHUS IEYEHHUS 3TH CUMITTOMBI JIOJKHBI IPOHTH.
Jlemu

JleBoLieTHPU3KMH B Tab/eTKax MOKPBITHIX MJIEHOYHOH 000/104KOM, NPOTHBONOKA3aH y ACTEH 10
6 neT, MOCKOJIbKY AaHHas JieKapCTBEHHasi (GopMa He MMO3BOJIAET MCIOJIb30BAaTh MOAXOAALLYIO
JIO3UPOBKY JJIsl 3TOH BO3PAaCTHOM IPyIIbL.

Baunsinue Ha cnocoGHOCTL YNPABJSTH TPAHCIIOPTHLIMH CPEICTBAMH, MEXaHH3MaMH
JIeBOLIETUPU3MH MOXKET MPUBECTH K MOBBILIEHHOH COHJIIMBOCTH, CJIEA0BATE/IBHO, NPENApaT MOXKET
OKa3bIBaTh BJMSHHE HAa CIOCOOHOCTH YMpPaBJATh TPAHCIIOPTHBIMH CPEACTBAMU WM paboTath
C TeXHMKOH. B mepuoj JjieyeHHs: HEOOXOAMMO BO3JEPXKMBATHCA OT 3aHATHH MNOTEHLMAIBHO
OMAacHbIMHM BHJAMH JEATENILHOCTH, TPeOYIOIMMH MOBBILIEHHONW KOHUECHTpALMH BHUMAHUA H
OBICTPOTHI ICUXOMOTOPHBIX PEAKLMH.

®opma BbIMyCKa

TabneTku, MOKPHITHIE TIEHOYHOH 060J1049KO#H, 5 MT.

[Io 7 wm 10 Ttabnetok B 6aucrep u3 ([TA/AJVIIBX) donbru/amoMuHueBoi Qosbra.
ITo 1, 2 unu 3 6nucTepa ¢ HHCTPYKUMEH 110 MPUMEHEHHIO B NA4YKy KapTOHHYIO.

Yc/ioBHSI XpaHEHHA

B opuruHanbHo# ynakoske (611cTep B nauke) npu temneparype He Boiue 25 °C.

XpaHuTh B HEIOCTYITHOM JUIsl IETEH MeCTe.

Cpok rogHocTH

2 ropa. He ucnons3oBath nocie UCTEYEHUs CpOKa roJHOCTH, yKa3aHHOI'O Ha YIaKOBKE.



YcaoBus oTnycka

Ornyckatot 6e3 peuenTa.

FOpuanyeckoe M0, HA HMSI KOTOPOT'0 BbIAAHO PErHCTPALHOHHOE Y10CTOBEpeHHe

000 «p. Penau’c JIaboparopuc», Poccus

115035, r. Mocksa, OBuMHHUKOBCKas Hab., a. 20, cTp. 1

ten.: +7 (495) 783-29-01

IIpon3BoauTe)ib

JI-p Penaw’c JlaGoparopuc JIta., Muaus

Dr. Reddy’s Laboratories Ltd., India

I[TpousBoacTBeHHOE moapasaeneHue - 6, Buanamk Kxons, Hanarapx Poyn, bapau, Conan
Huctpuxr, X.I1., 173205, Unaus.

CBe/ileHHsl 0 peK/IaMalHsX H HeXKeJIATeIbHbIX JIEKAPCTBEHHBIX PEaKUHsAX HANpaBJsATh N0
ajpecy:

000 «/Ip. Penau’c Jlaboparopuc», Poccus

115035, r. Mocksa, OBunHHHKOBCKas Hab., a. 20, cTp. 1

tein.: +7 (495) 783-29-01

CT.CrIeLMaIucT No perucTpaLtu
000 «p. Penau’c JlabopaTopuc»
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