OBIIASI XAPAKTEPUCTHUKA JIJEKAPCTBEHHOTI'O ITPEIIAPATA
1. HAUMEHOBAHME JJEKAPCTBEHHOI'O ITPEITAPATA

Annepsaii, 5 Mr, TaGNeTKH, MOKPHITHIE TNIEHOYHOH 000I04KOH

2. KAYECTBEHHBINA K KOJJAYECTBEHHLINA COCTAB

JleficTBYIOIIEE BEILECTBO: JICBOLECTHPU3HH

Kaxnas TabieTka, NOKpbITas IJIEHOYHOM 0GONIOUKOM, COIEPXHUT 5 MI' JIEBOLECTHPH3HHA (B BHIS
JMTHAPOXJIOPHAA).

BenoMorartespHble BEIIECTBA, HATHYHE KOTOPHIX HAlO YYHTBIBATH B COCTABE JICKAPCTBEHHOI'O
nperapara: JIakTo3sl MoHOTHApaT 88 Mr (cM. pasien 4.4).

TTonHbI# nepedeHsb BCIOMOTaTeIbHBIX BELECTB IIPUBEZIEH B pasjee 6.1.

MHH3IPAB POCCHHE
25.10. 2022

Ta6ieTKH, MOKPHITHIE TVIEHOYHOH 000JI0UKOH. C OT JACOBAHO

3. JJEKAPCTBEHHAS ®OPMA

OBaJibHbIC IBOSKOBBITYKIBIE TAGNETKH, MOKPHITBIE IUICHOUHOH 0G0/I0UKOH Oenoro WM noyt
Gestoro 1BETa, ¢ OJIHOH CTOPOHBI IJIafIKKe, Ha IPYTOi CTOpoHe rpaBHpoBka «R 5». Ha nonepednom

paspese A1po oT Henoro 1o Moyt 6€JI0ro HBeTa.

4. KIMHUYECKHE JAHHBIE

4.1. llokazaHus K NPHMEHEHHIO

[perapar Annepsaii N0Ka3aH K MPUMEHEHHIO y B3POCHEBIX M JIeTell B BO3pacTe OT 6 Jer i

JICUCHUA:

e CHMOTOMOB a/UIEPTHUYECKOTO PHHHTA, BKJIIOYAs KPYTTIOTOAHYHBIA (IEPCHCTHPYIOWNH) H
CE30HHBIH  (MHTCPMHTTHPYIOUIMH)  aJulepru4ecKuii  pUHMT, H  aJUIEPrHYE€CKOro
KOHBIOHKTHBHTA, TAKHX KaK 3y, YAXaHHE, 3aJI0XKEHHOCTh HOCA, PHHOpES, CIIe30TeYeHHE,
THNEpEMHUs KOHBIOHKTHBBI,

e IlommiHo3a (CEHHOM TUXOpaJKH);

e KpanuBHHIEL,

o JIpyrux ajiepruyecKx JIEpMaTo30B, CONPOBOKIAIOMIMXCSA 3yI0M U BLICHIIAHHAMH.
4.2. Pe:xuM 103MPOBaHMA H CIIOCO0 NMPHMEHEHHS

Pexxum n03MpoBaHuA

Bspocnvie u demu cmapuie 6 aem
Cyrtounas go3a coctasiusgeT 5 mr (1 TabieTka) OAHOKPATHO.
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Ilpodonscumensnocms npuema npenapama

TIpy JeYeHnH CE30HHOrO (MHTEPMHUTTHPYIOIIEr0) PUHUTA (HATHYHE CHMIITOMOB MeHee 4 nHei B
HEE0 WM UX 00LIas IPOJOJIKUTENIBHOCTE MEHEE 4 HefeNb) MPOAOJ/DKUTEIBHOCTE JICUCHHA
3aBHCHT OT [UTHTEILHOCTH CHMITOMATHKH; JIEHEHHE MOXKET OBLITh IIPEKPaIlEHO NMPH HCHE3HOBEHUH
CHMITTOMOB M BO30OHOBIIEHO NPH MOSBJICHUH CUMIITOMOB.

[lpy JiedeHHHM KPYIJIOOAWYHOTO (HMEPCHCTHPYIOUET0) aIEPrHYecKOro pHHHTA (HAJIMYHe
CUMITTOMOB Gosiee 4 jiHel B HeJemo U uX 00Ias Mpo/I0/DKUTENBHOCTE Gollee 4 HENENb) JIeueHHe
MOJXKET MPOJOKATHCS B TEUEHUE BCEro MEepHOAa BO3ICHCTBHSA aJlJICPreHOB.

Hmeercs KIMHMYECKHI ONBIT HETPEPHIBHOTO MPHMEHEHHs JIEBOLETHPH3WHA Y B3pPOCHbIX
MALUEHTOB JUTHTENEHOCTRIO /10 6 MECAIIEB.

Ilponyck npuema npenapama

B ciy4ae npomycka npHeMa npenapara NaluMeHTaMm He cielyeT NPHHUMATh ABOHHYIO 103y ANs
KOMIIEHCAIlHK npomnyineHHoi. Creyromas 103a IPUHUMAETC B OOBIMHOE BpeM.

Qco0ple TpYINIEI MAIMEHTOB

Hayuenmor ¢ Hapyuienuem QyHryuu novex

OCHOBHEIM TTyTEM BBIBEACHMS JIEBOLIETHPU3UHA U3 OpPraHM3Ma SBJISETCS BbIBE/ICHUC TOYKaMH,
MO3TOMY NpH NPHMEHEHHH Mpenapara y NalMEHTOB MOXHIIOr0 BO3pacTa U C MOYEHHOH
HEJIOCTATOYHOCTBLIO /1032 JIOJDKHA KOPPEKTHPOBAThCA B 3aBHCHMOCTH OT CTEICHH IMOYEYHOH
HEJI0CTATOYHOCTH, OCHOBBIBAsACh HA OLEHKE KIIMPEHCa KpeaTHHHHA (MJI/MUH).

ITaupentaM ¢ HapylneHHeM QYHKIIMH TOYEK JIEPKOR CTENEHH THKECTH (KIMPEHC KpeaTHHHHA OT
50 no 79 MII/MHMH) KOPPEKLIHH 103kl HE TPEOYETCH.

V NalyeHTOB ¢ HapylIeHHeM (DYHKLHMH MOYeK CPEaHeH CTENeHH THKECTH (KIHPEHC KpeaTHHHHA
ot 30 10 49 MuI/MHH) peKOMEHyeMas 103a 5 MT Yepe3 JCHb.

V [AUEEeHTOB C HapylleHHeM (QYHKIMH TIOYEK TSKEIOH CTCNCHH (KIMPEHC KpeaTHHHMHA MEHee
30 MII/MHH) peKOMeHayeMas 103a 5 Mr 1 pas B 3 iHsl.

THayuenmoi ¢ noweynowl U NEYEHOYHOU HEOOCTAIMOYHOCHIbIO
JlosupoBaHKE OCYLIECTBIIACTCS 110 BHILIETIPUBECHHO#M CXeMe.

Hayuenmer ¢ Hapywenuem moabLKko QyHKYuY nevenu
Koppekuuu pexuma JI03MpoBaHus He TpebyeTcs.

ﬂ €TH

[Ipenapar MpOTHBOMOKA3aH y ieTel B Bo3pacTe 10 6 JieT.
PesxHM JI03MpOBaHuUs Y AeTeH 0T 6 JIET COOTBETCTBYET PEKUMY JTO3HPOBAHUSA Y B3POCIIBIX.

Crioco0 npHMEHEHHS

BHYTpb, MPOrJaThIBas LEJMKOM, BO BPEMs €/1bl IIH HATOIIAK, 3aI1MBast HeOOJIbIIMM KOJTHIECTBOM
BOJIBIL.
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4.3. IIporuBonOKa3aAHHS

e TMNEpYyBCTBHTENLHOCT K JIEBOUMTHPH3HHY, LETAPH3HHY, TMAPOKCH3UHY, JHOGOMY
NPOM3BOAHOMY IMHIEpa3HHa MJIM K J000OMY M3 BCIOMOTaTelIbHBIX BEIECTB,
NEPEYHCIIEHHBIX B ITyHKTE 6.1;

e TepMmHHaJBHAd CTaAMsA MOYEYHOM HENOCTATOYHOCTH (KJIHpEHC KpeaTHHMHa MeHee 10
MJI/MHH).

4.4. OcoOble yKkazaHus H Mepbl NPeI0CTOPOKHOCTH NPH PHMEeHEHHH

HurepBaibl MEKIY NO3aMH JOJDKHBI OBITh MOAOOpaHBl MHAMBHAYAIbHO, B 3aBHCHMOCTH OT
MOYeYHOH PYHKITHH.

PexomeHzayeTcs cobM0aTh OCTOPOXKHOCTD MPH OXHOBPEMEHHOM YIIOTPeOIEHHH aIKOros.

[Ipy HanU4uK y MAIMEHTOB NpeApacloiaralomux (pakTopoB K 3afepkKe MOYM (HampuMep,
NOpaKEHHWE CIIMHHOTO MO3ra, THIEPIUIa3ks Npe/CcTaTeNbHOH JKEnessl) clefyeT cobmoaaTh
OCTOPOIKHOCTb, IIOCKOJIBKY JICBOLIETHPH3UH MOXKET YBEINYUTH PUCK 3aIPHKKH MOYH.

OcCTOpOKHOCTD ClleflyeT COOJIIOaTh Yy MAlMEHTOB C 3MUJIETIICHEH W IOBBILIEHHOH CyJOPOXXHOH
rOTOBHOCTBIO, MOCKONBKY JIEBOLIETHPU3UH MOKET BBI3BATH 060CTpEHHE MIPHCTYIIOB.

Peakiis Ha KOXKHBIE aJuleprudeckye npoObl NOJaBISeTCS aHTHTHCTAMMHHBIMM [IpenapaTaMM, 1
nepes NpoBeICHUEM TECTHPOBAaHUA HEOOXOAMMO BO3EP)KAaTECA OT NIpHEMa npenapara B TeUeHHE
3 aHen.

Bo3MoxkHO nTosBIIeHHE 3yJAa nocjie npeKpalieHus npueMa JICBOLUETHPHU3HHA, JaXE €CITH IIO,I[()6HI:IX
CHMIITOMOB He ObUI0 B Hauyane JieyeHus. CHMIITOMBI MOryT l'lpOﬁTP[ CaMOCTOATEIIBHO.
B HEKOTOPLIX CIy4YasaX CHMIITOMEI MOTYT OBITH CHILHO BBIPaXXCHHBIMH, H 3TO MOXET HOTpCGOBaTb
B0O300HOBNEeHHs neveHus. [locne BO30OHORIEHUS TEUSHHUS STH CUMITTOMEI JOJIXKHBI HpOﬁTI/I,

BcnomorareneHble BEIIECTBA

Ipenapar AnnepBaii cOaep:KUT aakTo3y. [lalueHTaM ¢ peIko BCTpedaromieiics HacaeICTBEHHOM
HEMEPEHOCHMOCTBID ~ TajlakTO3bl,  ACPHUIMTOM  JIaKTasbl  WJIH  [VIIOKO30-TAJIaKTO3HOH
MansabcopOuuei He CneayeT MPUHUMATD 3TOT Tpenapar.

4.5. B3anMopaeHcTBHe ¢ [JPYIrHMH JIEKADCTBEHHBIMH NpenapaTamMH H Jpyrue BHIBI

B3anMoJeHcTBNS

HM3yueHre B3aUMOJEHCTBHS JIEBOIETHPH3HHA C JPYTMMH JIEKAPCTBEHHBLIMHM IperapaTaMH He
npoBoAMnock., IIpH H3YYEHMH JIEKAapCTBEHHOTO B3auMOAEHCTBHA paleMara LETHpH3HHA C
AHTUIIMPUHOM, a3UTPOMHIIMHOM, LHMETHIMHOM, JHA3eNaMOM, SPHTPOMUIIMHOM, TJIHIHM3HIOM,
KETOKOHAa30JIOM H HCEB)],OB(bCL[pHHOM KIHMHMYCCKH 3HAYUMBIX HEXKCJIATCIIbHBIX B3aHMO,HeﬁCTBHﬁ
HE BBIABJICHO.

IIpn oxHOBpeMEeHHOM IpUMEHEHUH ¢ TeodmimuHoM (400 Mr/cyT) o0mui KIHpPEeHC LUEeTHPU3HHA
cHKaeTcA Ha 16% (kuHeTHKa TeoQuIIHHA HE MEHSETCH).
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B HcClIeI0BaHHH NIPH OJJTHOBPEMEHHOM MpueMe puToHaeupa (600 mMr 2 pasa B IeHb) H LIETHPH3HHA
(10 Mr B JIcHb) TIOKa3aHO, YTO SKCIIO3HLMA LIETUPH3UHA yBeIHuuBanach Ha 40%, a sKCno3uuus
pUTOHABHPA HE3HAYMTENBLHO M3MeHANach (-11%).

VYV 49yBCTBHUTEJBLHBIX MALMEHTOB OJHOBPEMEHHBLIH IIPHEM JICBOLETHPHU3HHA  H aJIKOrOJs HJIH
JIEKAPCTBEHHBIX MPENapaToB, OKa3bIBAIOIINX MTOJABIIAIONIEE BIMAHHE HA LIEHTPAIBHYIO HEPBHYIO
cucremy (LIHC), MOXeT BBI3BaTh 3aTOPMOXKEHHOCTh H YXYIIEHUE paboTOCIIOCOOHOCTH.

4.6, PepTWILHOCTDH, DepeMeHHOCTH M JAKTANHS

bepeMeHHOCTh

JlaHHBIE MO MPUMEHEHHMIO JICBOLIETHPU3HHA BO BpeMsl OEpPEMEHHOCTH IPAKTHYECKH OTCYTCTBYIOT
i orpanudeHbl (MeHee 300 ucxonmos OepemenHoctelt). Onnaxo anMeHéHHe LEeTUPH3HHA,
palieMara JNeBOLETHpH3MHa, npu OepemeHHocTH (Gonee 1000 mcxomoB OepeMeHHOCTEH)
H€e COMPOBOKIANOCH NMOPOKAMH Pa3BHTHA ¥ BHYTPUYTPOOHBIM M HEOHATAJLHBIM TOKCHYECKHM
pozzielictBueM. B HccrlefoBaHMAX Ha JKMBOTHBIX HE BBISABIEHO INPAMOIO HIH KOCBEHHOIO
He6JIaronpHsITHOTO BIUAHHA Ha TeueHHe 6epeMEHHOCTH, SMOPHOHANBHOE H (PeTaNbHOE PA3BHTHE,
pOJibl M MOCTHATAIBHOE Pa3BHTHE.

[lpn OepeMEHHOCTH Ha3HAYEHHE JIEBOLETHPH3MHA MOXET OBITh paccMOTPEHO B Clydae
HEOOXOHMOCTH.

JlaxTanus

IleTHpH3HH, palemar JeBOLETHPH3HHA, SKCKPETHPYETCA ¢ IPyAHBIM MoNoKoM. IlosTomy Takke
BEPOATHO M BBIICICHHE JIEBOUCTUPH3NHA C TPyAHBIM MOJIOKOM. Y JETEH, HaXOAsIMXCs Ha
IPyIHOM BCKapMJIHMBaHHH, BO3MOMHO TOABJICHHE HEXENATENBbHBIX PEAKLUH Ha JIEBOLECTHPH3HH.
IToaromy HeoOXoaMMO COOMIOAATE OCTOPOKHOCTL IIPH HA3HAYEHHMH JIEBOLETHPH3MHA B MEPHOL
IPYAHOTO BCKapMIIMBaHM.

DepTUIbHOCTD

Knunuueckue JaHHBIE M0 JIEBOLETHPUZHHY OTCYTCTBYIOT.
4.7. BidsiHHe HAa CIOCOGHOCTH YNPABJIATH TPAHCHOPTHBIMH CpeJcTBaMH H padorarh ¢

MEXaHH3IMaMH

JIeBOLIETHPH3HH MOXKET MPHUBECTH K MOBBIICHHON COHTMBOCTH, CJIE/I0BATENLHO, ITpenapaT MOXeT
OKa3hIBaTh BJIMAHHE Ha CMOCOOHOCTH YNPABNATH TPAHCIOPTHBIMH CPEACTBaMHM WM paboTarh
¢ TeXHMKOH. B nepuon sedeHus HeoOXOOMMO BO3JEPHKUBATHECA OT 3aHATHH ITOTEHIHAIBHO
OTIACHBEIMH BHIAMH AEATEIBHOCTH, TpeOYIOUIMMH IOBBIIEHHOH KOHLEHTPAllMM BHUMaHHUA MU
OBICTPOTHI ICHXOMOTOPHBIX PEaKIIUii.

4.8. Hexenate/ibHbIE peakIHH
Pesrome HexxenaTeIbHbIX PeaKLHii
Hannwsle no bezonacHocmu, NoayYeHHbIE NPU UIYHEHUY YeMUPUSUHA

Habmonanice CICAYIONIUE HEXKEIIATC/IBHEIC PCAKIUH:
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Peoxo (= 1/10000_< 1000)

BeTpevasncs Jlerkue M BpeMEHHBIE HEXKeJaTeNlbHble ABICHHA, TaKHe KaK yYTOMIAEMOCTD,
HapylleHHe KOHIIEHTPAIMH, COHJIMBOCTh, TOJIOBHas OO0b, TOJIOBOKPYKEHME, BO30YXICHHE,
CYXOCTh BO PTY M IKEJIyAOYHO-KMIIEYHble paccTpoiicTBa (3amop). B HEKOTOpBIX ciayyasx
HabJIIOIAJIUCh PEaKLMH THIIEPYYBCTBHTEILHOCTH ¥ AaHTHOHEBPOTHYECKHI OTEK.

Taxke coobumarock 00 OTHENBHBIX CiIy4asX CYIOpOr, pEaklyH CBETOUYBCTBHTEIBHOCTH,
MOpaXCHHH TMEeYCHH, aHAQUIAKTHYECKOro INOKa, HAPYIIEHHS KpOBOOOpAIIEHHs, TIJIyXOTEI,
IJIOXOTO CaMOUYBCTBHA, 3y/1a, BACKYJIHTA, 3PHTENbHBIX HApYIUEHHH H KOIUMApHBIX CHOBHCHHSX.

Jlannvie KiuHUYECKUX UCCIEO08AHUTE

KiuaudecKHe UccieIoBaHuA TIOKazait, uto y 14,7% nainMeHToR, IPHHAMABILHX JICBOLICTHPH3HH
B 03¢ 5 Mr, HabJIIOAAIMCh HEXKeNaTeIbHbIe peakiiy B cpaBHeHuH ¢ 11,3% y nanueHToB rpynnsl
wianebo. 95% NaHHBIX HeXKeJaTeNbHBIX PeakUui ObUIH JIETKMMH MM YMEPEHO BBIPa’KEHHBIMH.
B KIMHAYECKHX HMCCIEOBaHHAX 4YacTOTa TPEKpalleHHs TEpaldH BCJIEACTBHE Pa3sBUTHI
He)XenaTeNnbHbIX peakumit cocrarwna 0,7% (4/538) y nauueHToB, paHIOMH3MPOBAHHBIX IJISA
NIOTy4EeHHs JIEBOLCTHPU3HHA B J1o3e 5 Mr, ¥ 0,8% (3/382) y maumeHToB, paHJOMH3HPOBAHHBIX B
rpymmy mianebo.

Crieytolye HeXKenaTeNIbHble peakiiii ObUTH BBIABIIEHB! Y NaLMeHToB (n = 538), yuacTBOBaBLIMX
B KJIAHHYECKOM HCCICNOBaHHW W NPHMCHABIIMX JICBOLCTHPHU3HH B PEKOMCHAOBAHHBIX N03aX
(5 Mr oJIuH pa3 B CYTKH)

C yacmomoi 1-10%:

HexenareabHble peaknny JleBomeTHPH3HH S MI Ilnauebo (n=382)
(n=538) '
COHIHBOCTD 5,6% 1,3%
CyxocTb BO pTY 2,6% 1,3%
TonoeHas GoJb 2,4% 2,9%
YToMIAeMOCTh 1,5% 0,5%
AcTeHHa 1,1% 1,3%

XOTs 4acToTa CITy4aeB COHJIMBOCTH B IPYIIIie JIEBOLIETUPU3HHA Oblia BBILLE, YEM TaKOBas B IPYIIIE
mwiane6o, B GONBIIMHCTBE CTy4aeB ATO HEMXeNaTelIbHOEe SBJICHHE OBLIO JIETKOH MM CpeHeH
CTEICHH TSOKECTH.

Heuacmo (0,1-1%):

Bbony B JKHBOTE.
IocmpezucmpayuoHHvie UCCIe008aHUA

B mepuoi IMOCTPETHCTPAlMOHHOrO INPHMEHEHHMs [penapara HabmoJaluch  Cleayronue
HeXeNaTe/IbHbIC PEaKIHH:

Hapywenus co cmopoubt uMMyHHOU CUCHeMbl
Peaxiiy runepuyBCTBHTENILHOCTH, BKITIOYAs aHA(QHIIAKCHIO.
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Hapywenus memaboauzma u numanus

[ToBpilieHUE aNeTUTa.

Hcuxuuecxue HAPYULEeHUA

TpeBora, arpeccus, Bo30YXICHHE, TALTIOLMHALNM, AETNpeccHs, OSCCOHHHLA, CYHIMAATbHbBIE
UJICH, KOIIMApHbIe CHOBHICHHS.

Hapvmenwz €O CHOPOHbL HEPBHOY CUCHEMbI

Cypoporu, TpoM003 CHHYCOB TBEPIOl MO3TOBOI OOONOYKH, MApecTe3Hs, IOJIOBOKPYKEHHE,
BEPTHr0, 0GMOPOK, TPEMOp, JUCTEB3HSI.

Hapyuienus co cmoponvl op2ana 3peHis

BocnanutenpHele TPOSBICHUA, HapyIISHHE 3PEHHsA, HEYETKOCTb 3PHTEIBHOTO BOCIPHATHS,
HEIPOH3BOJILHBIE JBHIKEHHS [JIa3HBIX S0JI0K (HUCTArM).

Hapywenus co cmopouv cepoya

CTGHOKapHHﬁ, TaxWuKap/usd, OIYIUICHHE CepIU_ICGHCHHH. 3

HGQML’HEL‘I CO CMOPOHbBIL COCE@OG

Tpom603 s peMHOH BEHEI.

Hapywenus co cmoponbl ObixameibHOt CUCTHEMbL, OP2AHOE ZPYOHOT KIeMKY U CPeO00CeHUs

YcuneHne CHMITOMOB PUHHTA, OJbIIIKA.

JKenydouno-kuuieunvie Hapyuwernus

TowHOTa, PBOTA.

Hapyuwenusi co cimoponvt neuen i ¥cea4esolgo0auux nymeil

I'enatur.

Hapvwenus co cmopoivl KOACU 1 NOOKOICHBIX MKaHell

AHCMOHEBPOTHYECKMI OTEK, DK3aHTEMa, THIOTPHXO03, 3YA, Chillb, TPELIMHBI, KpalMBHHIIA,
(OTOCEHCHOMTH3AIMA/TOKCHYHOCTD, CTOMKas JIeKapCTBEHHAs SpHTEMA.

Hapywenus co cmoponul mbliie unoi, ckenemHuoti U COeOUHUMENbHOU MKAHU

boJb B MBILILIAX, apTParHsl.

Hapywenus co cmoponbi nouex u Mo4esvie00auiux nymeu

Juzypwus, 3aJiepaKKa MOYH.,

Obwue HapyuileHus U peakyuy 8 Mecme 88edenus

HesddexTuBHOCTS NPOIYKTa U €ro B3aUMOIEHCTBHS, CYXOCTh CIIM3HCTBIX 00QJIOUEK, OTEK.

Jlabopamopnbie u UHCHPYMEHMAbHbIE OAHHbIC
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VBeNMYeHHE Macchl TeNa, H3MeHeHHe (yHKUMOHANbHBIX Mpo6 TNe4eHH, IEPEKpPeCcTHas
pEaKTUBHOCTb.

OnucaHie OTeJILHBIX HEXKENaTeLHEIX peakiyii

V Majoro KOJMYecTBa TNalMEeHTOB HAOMOjancs 3y Toc/ie [peKpalleHHs MPUMCHCHHA
JIEBOLIETUPHU3HHA.

CoobleHne 0 MOA03PEeBAEMBIX HEIKCTIATEIEHBIX PC. HAX

Baxno coobmarb O TOA03PEBAEMBIX HEXENATeIbHbIX PeaKiusX MOCie perucTpaiki
JIEKaPCTBEHHOTO Tpenapara ¢ el 00ecTieYeHus HeNPEepPHBHOIO MOHUTOPHHIA COOTHOIICHIS
«IONb3a — PUCK» JICKAPCTBEHHOIO Ipenapara. MeIMIMHCKHM PabOTHMKAaM PEKOMEHIyeTCH
co06IaTh O JOGBIX MOAO3PEBAEMBIX HEXENATENbHBIX PEaKiUAX JIEKapCTBCHHOTO mpenapara
yepe3 HALMOHATLHBIC CHCTEMbI COOBIIEHNS O HEXENATENbHBIX PEAKIMAX FOCY/IAPCTE — HWICHOB
EBpasuiicKoro 3KOHOMHYECKOT0 C0103a.

Poccuiickas Dedepayus:

Anpec: 109012, Mocksa, CriaBsHcKas ILTIOMANb, A. 4, ctp. 1

denepalbHas ciyx6a 1o Haazopy B cdepe 31paBOOXpaHCHHA (Poc3apasHan3op)
Tenedou: +7 (495) 698-45-38, +7 (499) 578-02-30

®daxkc: +7-495-698-15-73

AnekTponHas noyra: pharm@roszdravnadzor.ru

www.roszdravnadzor.ru

Pecnyb6auxa Kasaxcman:
Anpec: 010000, r. Acrana, yi. A. UManoBa, 13

«HanMoHANbHBIA TEHTP BKCIEPTH3bl JIEKAPCTBEHHBIX CPEACTB H ME/MUMHCKHX H3ENHI»
KoMHTETa MEIMIMHCKOro ¥ (papMareBTHHecKoro KOHTpons MHHHCTEpCTBa 31paBOOXpaHCHHUA
PecnyGymku Kazaxcran

Tenedon: +7 (7172) 78-99-11

DnekTponHas noyra: farm@dari.kz
http://www.ndda kz

4.9, Ilepeno3nmpoBka
CHMIITOMBEI

ConnuBocTb (Y B3pOCIHbIX), BHa4ane MOIyT MOABHTBCA BO30YK/IeHHE M OECTIOKOHCTBO, 3aTeM
CMEHSIFOLIIECH COHUBOCTEIO (Y AeTe).

Jleuenue
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Heo6X0MMO MPOMBITE XKENYIOK HIH MPUHATH aKTHBUPOBAHHBIA Yroib, €CIIM TOCHE NpHeMa
mpenapata IMpPONUIO Majo BpeMeHH. PeKoMeHAyeTcs NpPOBEJEHME CHMITOMATHYECKOH H
nojmepKuBaomei Tepanuu. Cneuuduyeckoro antiaoTa Het. I'emoauanus HeadpexruseH.

5. ®APMAKOJIOTHYECKHUE CBOMCTBA

5.1. @apmakoaHHAMHYECKHE CBOlCTBA

dapMaKkoTepaneBTHYECKas TIPyMNa: aHTUIHCTAMHHHBIE CPEACTBA CHCTEMHOrO JICHCTBHS;
NPOM3BOAHEIE MUNEpa3HHA.

Kon ATX: RO6AE09

Mexauusm aeiictBrg U hapMaxoanHamuyeckre 3ddexTrl

JleBoneTHpH3MH — JIEHCTBYIOLIEE BEIIECTBO MNpemapara AJUICpBIA — 3TO (R)-aHanTHOMEDP
LETMPM3MHA, MOLIHBIH M  CENEKTHBHBIA  aHTATOHMCT  IHCTaMHHA, OJIOKUpYIOLIHH
H-rucTaMHHOBBIE PELIEIITOPBI.

JIeBOLICTHPH3HH OKA3HIBAET BIHSHHE HAa TUCTAMHHO3ABHCHMYIO CTA/IUIO /LICPrHYeCKUX PeaKiiui,
a TaKKe YMEHBIIAET MHIPALMIO D03MHOQMIOB, YMEHBIIAET [POHMIAEMOCTE COCYTIOB,
OTpaHHMYMBAET BHICBOOOK/EHHE MEAUATOPOB BOCTIAICHHS.

JIeBOLETHPH3MH TIPE/TYNPEXKNAET pasBUTHE M OGNEryaeT TEYEHHe AUICPrHUCCKMX peaKipH,
06/1a1aeT TMPOTHBOIKCCYIATHBHBIM, IPOTHBO3Y/IHBIM JICHCTBHEM, NPAKTHYECKH HE OKasblBACT
AHTMXOJNHHEPrHYECKOT0 W AHTHCEPOTOHHHOBOTrO JeHCTBHA. B TepaneBTHYeCKHX J03aX
NPAKTHYECKH HE OKA3BIBAET CEIATUBHOTO 9 deKTa.

5.2. ®apMaKOKMHETHYECKHE CBOHCTBA

Abcopbuus

Ilociie MpUeMa BHYTPb JICBOLETHPM3HH OLICTPO H IOJHOCTBIO BCACHIBACTCA M3 JKEIYNOHHO-
KMILEYHOTO TPakKTa. BropoctynHocTh Aocturaer 100%. [Ipuem muiy HE BIHACT HA MOTHOTY
BCACBhIBAHHUA, XOTA CHHIKACT €€ CKOPOCTb.

MakcumanbHas KOHIEHTPalHs (Cmax) B TJIa3Me KPOBH JIOCTHIacTCA HCPE3 0,9 4 u cocTaBiseT
270 Hr/my1. PaBHOBECHAs KOHIEHTpAIMs JOCTHIaeTCs 4epes 2 CyTOK.

Pacnpenesienue

Jlesonetupusud Ha 90% cBaAsbiBaeTCs ¢ OeaKamMH ILUIa3Mbl KPOBH. O6nem pacmpenenenus (Va)
coctasiset 0,4 J/kr,

buorpancdopmanus

B HeGonbluiX KonmuuecTBax (MeHee 14%) meraGonusupyercss B oprausMe myteMm N- u O-
JIe3aJIKWIMpOBaHKA (B OT/IMYME OT JPYTMX AHTaroHMCToB Hi-rMCTaMHHOBBIX pElENTOPOB,
KOTOpble MeTabOIM3HPYIOTCA B TEYEHH C MOMOMIBIO CHCTEMBI LIMTOXPOMOB) ¢ 00pa3oBaHHEM
(apMaKoNOrHuecK HeaKTHBHOTO MertaGonura. H3-32 HE3HAYMTETBHOrO merabonuzma M
OTCYTCTBHA MeTAGONMYECKOro MOTEHIMaNa B3aHMMOJCHCTBHME JIEBOLCTHPU3HHA C JpYTHMH
JIEKAPCTBEHHBIME NIPENapaTaMul IIPE/ICTABIACTCS MATIOBEPOATHBIM.
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DNUMUAHALUAS

Iepuon nomyesBeneHus (T12) y B3pocnbix coctasnser 7,9 + 1,9 4. ¥ netell miiamero sospacra
NIepHOl TIONYBBIBEJCHHS KOpode. Y B3pOC/BIX OOLIMH KIMPEHC COCTaBIACT 0,63 mMa/MHH/KT.
Oxono 85,4% npuHATON /103bl JIEBOLETUPH3HHA BBHIBOJMTCA [0YKaMH B HEM3MCHCHHOM BHJIC
nyTeM KIyGoyKoBOH QUIbTpaLKH U KaHaIBLEBOH cexpeLn; okono 12,9% — uepes KMICYHHK.

JInHeHHOCTE (HEAMHEHHOCTD)

(PapMaKOKHHETHYECKHE NMAPAMETPBI IEBOIETHPH3UHA H3MEHSIOTCA JIAHERHO. .

[TauMeHTEI ¢ NOYeYHOH HEOCTATOYHOCTRIO

V [AIMEHTOB ¢ OYEYHOH HEJI0CTATOUHOCTBIO (KIMPEHC KpeaTHHUHA MeHee 40 MIl/MIH) KITHPEHC
JIeBOLIETUPH3HHA YMEHBIIACTCS. Y NAIMEHTOB, HAXOAMMXCA Ha TeMOAMAIH3e, OOIIHMH KIMPeHe
crmkaeTcs Ha 80%. Menee 10% NeBOLUETHPH3UHA YAAISAETCS B XOJe CTaHIapTHON 4-4acOBOH
[pOLIEYPhl TEMOJIHAITH3A.

TlanueHTEl ¢ NeUYeHOUHOM HEJOCTATOUHOCTBIO

DapMaKOKHHETHKA JICBOLETHPU3NHA Y TAIMEHTOB C MEeYeHOYHOH HEeNOCTATOYHOCTBIO HE
u3yyaiack. Y NalEEHTOB C XPOHHYECKHMH 3360/1eBaHMAME TeYeHH (renaToleUIONAPHBIHA,
XOJIECTATHYECKH I ¥ OMIMAPHBIN HPPO3), MOMyIaBIIMX PALEMHUYECKOE COCIMHEHHE LICTHPH3HHA
g o3¢ 10 wim 20 Mr OHOKPATHO, HaOMOAAIOCH YBEIHICHHE NMEPHO/A TIOTYBBIBEICHUA Ha 50%
Ji CHIDKEHHE KIIMpeHca JieBoLeTHpH3KHa Ha 40% 1o CpaBHEHHMIO CO 3/00POBBIMH JIFOJIEMH.

TToxuiible ManUeHT Ll

Jlanmbie 10 (papMAKOKMHETHKE y TOXWIBIX NAIMEHTOB OTPaHHHCHEL. IIpx NOBTOPHOM NpHEME
30 Mr IEBOLCTHPH3UHA OJIMH Pa3 B CyTKH B TeueHHe 6 IHel y 9 NOKHMIIBIX NALHEHTOB (Bo3pact oT
65 10 74 net) oGmui KMpeHe GblI MPHOTH3UTENBHO Ha 33% HIKE, 1eM TAKOBOI y B3pOCIBIX
Gosiee MOJIOZIOro Bo3pacTa. BEUIO MOKa3aHo, 9TO pacnpeeseHue paleMara LeTHpU3MHA Gonblie
3aBHCHT OT (PYHKIMH TI0YEK, YEM OT BO3PACTa. ITO YTBEPHKICHHAC TAKIKE MOKET ObITH MPUMEHUMO
W K JICBOLETHPH3MHY, Tak Kak 00a mpenapara, W JICBOIETHPH3MH, W LCTHPH3MH BBIBOJATCA
TPEHMYILECTBEHHO ¢ MOUOH. T103TOMY y MOKHIBIX TALMEHTOB 11032 JICBOLCTHPH3NHA JIOJDKHA
GBITH CKOPPEKTUPOBAHA B 3aBHCAMOCTH OT (YHKIIMH IOYCK.

eTH

JlaHHBIE TIO HCCIIEOBAHMIO (PapMaKOKHHETHKH JICBOLICTHPU3MHA Y 14 nereit B BO3pacTe 0T 6 10
11 mer ¢ maccoii Tena or 20 o 40 Kr npd nNepopanbHOM IIPpHEME ONHOKpaTHO 5 mr
JICBOLIETHPH3MHA TI0Ka3aJTH, 4T0 MoKa3aTe/ i Cmax M IIOLIA/b MOJ dapMakOKHHETHYECKOH KpHBOH
«xonuenTpaius-spems» (AUC) puMepHO B /1Ba pasa MPEBLILIAIOT aHATIOTHYHBIC HOKa3aTeNu y
B3POCJIBIX 340POBBIX JIOCH NPH MEPEKPECTHOM KOHTPOIIE. Cpennuit nokasaresib Cmax COCTaBAN
450 Hr/mi, MakcMMalbHas KOHLICHTpaIldsi [1OCTHrajach B CpelHEM yepes 1,2 waca, obuwi
KJIMpEHC ¢ y4eTOM Macchl Tena 6bul Ha 30% Bbllle, a EPHOA NMOJTYBBIBEICHHA Ha 24% xopoue y
JeTell, YeM COOTBETCTBYIOIIME [10KA3aTeH y B3pocibiX. CrienuallbHbIe (hapMaKOKMHETHYCCKHE
HccnemoBaHus y  Jiereit  muamme 6 JeT  HE  TIPOBOJMJIMCE. PeTpocneKTHBHBIH
(hapMaKOKHHETHYECKHIi aHAIK3 NpoBe/JieH y 323 NarueHToB (181 peGerox B Bo3pacte ot 1 10
5 ner, 18 pmeteit B Bo3pacTe OT 6 Ao 11 ner u 124 B3poCyBIX B BO3pacTe OT 18 ngo 55 ner),
0TydaBIIMX OJHY WM HECKOJIBKO 103 JICBOUETUPH3HHA OT 1,25 mr no 30 wmr. JlaHHble,
TNONyYeHHBIE B XO/€ aHAIH3a, MOKA3aH, YTO MPHEM JIEBOLCTHPU3NHA B 1103€ 1,25 Mr y gereH B
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BO3pAcTe OT 6 MECALEB A0 5 JieT NPHBOAMT K KOHUCHTPALHH B IUIA3ME, COOTBETCTBYIOIIEH
TAKOBOH Y B3POCIIBIX MPH IIPHEME 5 MT JIEBOLETHPU3KHA OZIHH pa3 B CYTKH.

6. P®APMAITEBTUYECKHE CBOICTBA

6.1. IlepeyeHb BCIIOMOraTe/IbHLIX BEIIECTB

Aopo mabnemxu

JlakTO361 MOHOTHAPAT

[ewnono3a MAKPOKpUCTAIMYECKast
KpeMuust JUOKCH/ KOJUIOWAHBIH

Marnus creapar

Cocmae nienounoii o6orouxu Onadpaii benvisi OY-58900
Cunpomesuiosa (5 cP)
Tutana auokcun (E171)

Maxporon-400
6.2. HecoBMecTHMOCTH

He mpuMeHHMO.

6.3. Cpok rogHOCTH (CPOK XpaHeHHs)

3 ropa.

6.4. Oco0ble Mepbl NPEIOCTOPOXKHOCTH NIPH XPAHEHHH

XpaHuTh NIPY TEMIIEPaType HE BBILIE 2370,

6.5. Xapakrep H coaepKaHue nepBHYHOH YNAKOBKH

ITo 7 wu 10 ta6nerox B 6iucrep u3 (TIA/AJIVTIBX) dosbry Jamomunuesoi gonery. Ilo 1, 2 nim
3 GnucTepa BMECTE C JIACTKOM-BKIIa/bIIEM B NAYKy KApTOHHYIO.

He Bce pa3Mephl YIIaKOBOK MOTYT ObITb I0CTYTHBI /Ut peaIH3aLMH.

6.6. Ocobbie Mepsl MPEIOCTOPOXKHOCTH ~ HpPH  YHHUTOKCHHH HCHOJIL30BAHHOTO

JEKapCcTBEeHHOTO0 npenapata HJIH 0TXO0J0B, TOJYYCHHBIX nocJjie NpHMEHEHHHA

npenapata,  APyrHe MAHHNYJISIHE ¢ IpenapaTom
Hert 0coObix TpeOOBaHHH K yTHIIM3AIMH,
7. JEPKATEJIb PETACTPAIIMOHHOI'O VYIOCTOBEPEHHII
Wnpus

Il-p Pexmu’c JlaGopatopuc Jita. / Dr. Reddy’s Laboratories Ltd.
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8-2-337, Poax Ne3, Bamxapa Xumic, Xaiinepa6an, Tenanrana-500034 / 8-2-337, Road No 3,
Banjara Hills, Hyderabad, Telangana-500034

7.1. IlpeacraBHTeNb AepXKaTeNsl PErHCTPANHOHHOrO Y/IOCTOBEPCHHSI HAa TEPPHTOPHH

Coro3a

IIpereH3uu noTpebUTENCH HANPABIATE O aNPEcy:

Poccuiickas Penepanps

IpeactasurensetBo Gupmbl «JI-p Penmm’c JaGoparopuc JITA.»:
115035, r. Mockea, OsunHHEKOBCKas Hal., 1. 20, cTp. 1

ten: +7 (495) 795-39-39

dakc: +7 (495) 795-39-08

e-mail: inforus@drreddys.com

8. HOMEP PETUCTPAITAOHHOI'O YAOCTOBEPEHUA

9. JIATA INEPBAYHOI PETMCTPAIIAN (IOATBEPKIEHWA PETHCTPALIH, -
IEPEPETUCTPAITAN)

JlaTa nepBoi perucTpaliu:

10. TATA IIEPECMOTPA TEKCTA

O61mas XapaKTepHCTHKA JIEKaPCTBEHHOTO TIpenapara AJUIepBH I0CTynHa Ha MH(OPMAI[HOHHOM
nopraie EBpasuiicKOro 3KOHOMHYECKOTO COK03a B MH(bOPMALIHOHHO-KOMMYHUKALOHHOH CCTH

«WnTepHeT» https://eec.eaeunion.org/

148269
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VIEHCTBUTENEH fU18 JAHHOH
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