NHCTpyKUumMAa K npenapaTy PynadpunH
O, (Pynataaunn) tab. 10mMr Ne30

Y3HaTb LUeHy >>>

CocTtaB u popMa BbiNnyckKa

TabneTkn CBETJIOFO OpaH>XeBO-PO30BOro LIBETA, KPYrJble.

AKTUBHOE BeLecTBO: pynaTagnHa pymapaTt 12,8 Mr, 4TO COOTBETCTBYET COAEPKAHUIO
pynaTtanuHa 10 mr.

BcriomoraTesibHble BelecTBa: Kpaxmas npexxesaTUuHU3NpoBaHHbIn - 10 Mr, uennososa
MUKpPOKpUCTanandeckas - 15 Mr, kpacutenb xesiesza oKCna KpacHoin (E172) - 0.025 wmr,
KpacuTenb Xenesa okcuna xentbih (E172) - 0.075 Mr, nakTo3bl MOHOrngpaT - 61.1 Mr, MarHus
CTeapaT - 1 mr.

dapmMmakKkonormnyeckoe neumcreme

BrnokaTop rMcTaMUHOBBLIX Hl—peuenTopOB Il nokoneHuns. N3bnpaTenbHO AENCTBYET Ha
nepngepunyeckme rmCTaMmHoOBbIE Hl-peuenTopbl. HekoTopble U3 ero metabonmtos
(nesnopaTtauH u 3-rngpokcuaesnopatagnH) COXpPaHAKT aHTUTMCTAMUHHYIO0 aKTUBHOCTb N MOTYT
BHOCUTb CBOM BKJag B 06LLYyt0 3h(heKTUBHOCTL pynaTaanHa.

PynaTaguH nposBeiseT BbICOKOE CPOACTBO K Hl-FI/ICTaMI/IHOBbIM peuenTtopaM. NccnepnosaHus
pynaTaAunHa in vitro B BbICOKON KOHLEHTpaL MM NoKasaaun nogaBieHne gerpaHyasaumnm TyYHbIX
KNEeTOK, BbI3BAHHON UMMYHOJIOTMYECKUMN N HE UMMYHOJIOMMYECKUMU pa3apaKnTensamu,
nogasiieHne XxeMoTakKCmnca 303MHOUNIOB N HENTPOUIIOB, @ TakXKe BbICBODOXKAEHNSA LLUTOKNHOB
(uHTepnenkuHa (KJ1)-5, -6, NN1-8, TM-KCO (rpaHynoumnTapHo-MakpogaranibHoOro
KoJIoOHMeCcTUMynupyrowero aktopa)), B HacTHOCTU PHO 13 TYyYHbIX KNETOK N MOHOLUTOB
yesioBeka. Kpome TOro pynataguH Bbi3biBaJ A0303aBUCMMOE MOAAB/IEHME SKCNPEeCCUm MoNeKyn
agresnm HemTpoguIos.

BcneacTere cenekTUBHOCTU pynaTajHa B OTHOLIEHNN Nepuhepuyiecknx rmcTaMmnHoBeIx H, -
peLenTopoB, OH He OKa3bIBaeT 3HaYMUTeNIbHOro BanaHusa Ha UHC B nosax 10 uam 20 mr/cyT.

dapMaKOKMHETHUKA

PynaTagunH 6bICTpO BCacbiBaeTCs NOC/e NpuUemMa BHYTPb, BPEMSA OOCTUXKEHUSA Cmax cocTasnsieT
npnbnnsntenbHo 0.75 4. CpegHas Cmax cocTaBsifieT 2.6 Hr/MJ nocsie 04HOKPaTHOro npmema
BHYTpb 10 Mr pynatagunHa n 4.6 Hr/mn nocse ogHOKpaTHOro rnpuema BHyTpb 20 Mr pynaTaguHa.
dapMaKOKUHETNKA pynaTagnHa aBaseTca nmHenHon gns o3 ot 10 go 40 mr.

Mocne npuema 10 mMr 1 pa3/cyT B Te4eHmne 7 gHen cpegHas Cmax cocTasnfeT 3.8 Hr/M.
KoHUeHTpauuns B Njaa3mMe CHM>xXaeTcs no bUakKCcnoHeHUnaabHOW KPMBOM CO CPeOHUM T1/2 5.9 4.
KoahpnumeHT cBA3bIBaHUA pynaTaanHa ¢ 6esnkaMm nnasmbl cocTapngeT 98.5-99%. Tak Kak
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pynaTaAuH HUKOr4a He MPUMEeHSNCA B/B y Nt0AEN, AaHHbIX 0 ero abcontoTHom bruonormnyeckom
DOCTYMHOCTU HEeT.

Mpuem Nuwmn ycunmeaeT obuiee aencrTene pynatagnHa Ha opraHusm (AUC yBenmnymBaeTcs
NpUMepHO Ha 23%). Bo3gencrteme Ha OAVH N3 ero akTUBHbIX MeTaboIMToB N Ha OCHOBHON
HEaKTUBHbIN MeTaboNnT ABASETCA NPAaKTUYECKN OANHAKOBBLIM (CHMXXEHNe NpUMepHOo Ha 5% K Ha
3%, COOTBETCTBEHHO). BpeMs, Heobxoanmoe onsa AOCTUXKEHUS Cmax pynaTaauHa yaoJnHANOCH Ha
14.C B MJla3Me He U3MeHsAs1acb B pe3y/ibTaTe 04HOBPEMEHHOro npuema C nuiien. 3Tun

max
pa3anyna He nMmennm KJIMHNYeCKoro 3Ha4yeHunA.

PynaTaAuH noaBepraeTcs 3HAYNTENbHOMY NPecuMcTeMHOMY MeTabonmamy npu npueme BHyTPb.
HeunsmeHeHHas akTMBHas cybcTaHums obHapyKMBaeTCs B MOYe 1 B KaJjie SMLb B
He3HauYMTesIbHbIX KONMYeCcTBaX. ITO 03HAYAET, YTO pynaTaAnH MOYTU NOJIHOCTbIO
meTabonusmpyetcs. iccnegosaHns meTtabonnsMa in vitroBMMKpocoMax nevyeHn YyesnoBeka
yKa3bIBalOT Ha TO, 4TO pyrnaTaauH MeTabonmsnmpyeTcs NnpenmMyLecTBeHHO N30hepMeHTOM
CYP3A4).

Mpu nccnegosaHMm aKCckpeunn y HYesnoseka (40 mr 14C-pyrlaTa,clea) yCTaHOBJIEHO, 4YTO 34.6%
npenapaTta BbIBOOUTCA NovykaMu, a 60.9% - yepes KULeYHUK B TedeHue 7 aHen. CpeaHnn T1
coctasnseT 5.9 v.

/2

B nccnepoBaHun y 340poBbIX 40OPOBOMLLEB NPU CPAaBHEHUN Pe3yibTaTOB, MOJYYEHHbIX Y JINLL
MOJI040r0 U NOXWUIOro Bo3pacTa, BenndnHbl AUC n Cmax ANns pynataguHa bbinum Beiwe y
NOXWJIbIX Y4aCTHUKOB UccnenoBaHums. BepoaTHO, 3TO 00yC/I0BNIEHO CHUXKEHUEM NeYeHOYHOro
meTabonnisma npu \\\"nepsom npoxoxxaeHnn\\\" Yyepes neyveHb y NOXXWbIX Al0gen. TN pas3anyma
OTMeYaNnCb TONIbKO ANS pynaTaAuHa, a He ang ero metabonntos. CpefHee 3Ha4YeHune T1/2
pynaTaanHa y NoXXuabiX Ny Monoabix obpososbLeB cocTaBnano 8.7 4 M 5.9 4 COOTBETCTBEHHO.
PesynbTaTbl ANa pynataanHa v ans ero MmetabosimtosB He OblIN KIMHNYECKN 3Ha4YUMbIMU.

NMoka3aHuA npenapaTa Pyna¢uH®

CnMmnToMaTMyecKoe sieyeHne aJlleprn4eckoro puHMNTa " XpOHVI‘-IeCKOVI nanonaTnyeckom
KpanmBHULUbI.

Pe>XuM po3upoBaHuA

MpuHMUMAIOT BHYTPb.

Ins B3poCabIX N geTen ctapwe 12 neT pekomeHagyeMas go3a coctasndeTt 10 mr 1 pa3s/cyT.

MobouyHoOe peucrBUue

Co CTOPOHbI HEPBHOWM CUCTEMbI: HacTO - COHJINBOCTb, FoJIoBHast 60J1b, FOJIOBOKPYXEHMeE,
YyCTanoCTb, aCTEHUS; HEYACTO - CHMXKEHNE KOHLEHTPALNM BHUMAHWS, Pa3apa>KUTeNbHOCTb.

Co CTOPOHbI AblXaTe/IbHOV CUCTEMbI: HEHACTO - HOCOBOE KPOBOTEYEHME, CYXOCTb CJIN3NCTON
060/104KIM HOCa, hapUHIUT, Kallesib, CYXOCTb B ropsie, 6051 B rNOTKe U B FrOPTaHWN, PUHAT.



Co CTOPOHbI HMLLIEBapMTEHbHOIZ CNUCTEMBbI! HaCTO - CYXOCTb BO PTY, HEYACTO - TOWHOTa, ANapeA,
ancnencuma, peoTa, 6011 B XXUNBOTE, 3anop.

Co CTOPOHHbI obmeHa BeLLeCcTB U MUTaHWA: HeYacCTo - NOBbILWEHME anneTuTa.
Co CTOPOHbI KOXWN N NMOOKOXHbIX TKaHeVi: He4acTo - CbiMb.
Co CTOPOHHbI KOCTHO-MbILLIEYHON CUCTEMbI: HEYACTO - 60Nb B CMUHE, apTpaiarna, Mmmanrmsa.

Co CTOPOHbI OpraHnsmMa B LieJioM: HEHACTO - XKaXda, HeAOMOraHune, nnxopagka, ysean4eHme
MacCChbl Tena.

N3meHeHne nabopaTopHbIX NoKa3aTesien: HevyacTo - nosbiweHne KOK, AJIT, ACT, nasmeHeHune
nokasaTtenen PyHKLMOHaNbHbIX MeYeHOYHbIX Mpob.

npOTMBOHOKaBaHMH K TPUME@HEeHMIO

MNoyYye4yHas HeJOCTATOYHOCTb, MeYeHOYHass HeLO0CTAaTOYHOCTb, BepeMeHHOCTb, Nepnoa nakTauum
(rpyaHoro BCKapMamMBaHus), 0eTCKUiN BO3pacT A0 12 neT; noBbllLeHHasa YyBCTBUTEJIbHOCTb K
pynaTaguHy.

NMpuMeHeHue nNpu 6epeMeHHOCTU U KOPMJIEHUMU TPy Ablo

npOTVIBOI'IOKa3aH K MPpMMEeHEHNIO MNMpn 6€peMeHHOCTI/I n B nepunoa naktaunun

OcoOble yKa3aHuA

C OCTOPOXXHOCTbIO CleayeT NPUMEHNATb Y MaLWEHTOB C YAJIMHEHHbLIM UHTepBasioM QT,
HECKOPPEKTUPOBAHHOW rMnoKanmeMmnen, CTOMKMMN NPoapuTMNYECKUMN COCTOAHUSAMUN, TaKNMIN
KaK KJIMHMYEeCKN 3Ha4YMMas bpaankapans, ocTpas nwemMmms MMokKapaa; y nauneHToB NoXKnaoro
BO3pacTa (65 neT n cTapule); 0oA4HOBPEMEHHO CO CTaTUHaMWN, OAQHOBPEMEHHO C rpenngpyToBbLIM
COKOM.

BansiHne Ha crioCoObHOCTb K BOXAEHWIO aBTOTpPaHCriopTa un yripaBJ/ieHNUO MexaHu3MamMu

B nepuopn neyeHns naumeHTam peKoMeHAyeTCs NPosiBASTb OCTOPOXKHOCTbL NPY yrnpaBieHnun
ABTOTPAHCMOPTOM U APYrUX NOTEHLNANbHO OMNACHbIX BUAAX OEeATENbHOCTU, Tpebyowmx
NOBbLILUEHHON KOHLEHTPaLUM BHUMAHNSA N BbICTPOThI MCMXOMOTOPHbLIX PeakLni, Noka He byneT
yCTaHOBJIEHA UHAMBMAYaANbHAA peakunsa Ha pynaTaauH.

JleKapcTBeHHOe B3auMogeucTBme

CoBMeCTHOe NpuMeHeHne pyrnaTaanHa B Ao3e 20 Mr n KeToKoHa30/1a Uan 3puTpoMULMHa
yCunmBaeT CUCTEMHOE BO34eNCTBME pynaTaanHa B 10 pa3 n nocnegHux - B 2-3 pasa. 9Tu
KOMOUHaLMN HE CONPOBOXAAIOTCA USMEHEHMAMN MHTepBasia QT M yBeIMYEHNEM HacTOThI
No6oYHbIX peakuni No CPaBHEHMIO C pa3fefibHbiM NMPUMEHEHMEM YKa3aHHbIX MpenapaTos.
OpHako pynataguH HeobxooMMo NMPUMEHATb C OCTOPOXKHOCTbIO COBMECTHO C 3TUMN



NeKapCTBEHHbLIMW BELLECTBAMMU U C APYTMMN NHrnbmntopamm nsogpepmeHta CYP3A4.

OLHOBpPEMEHHbIN NprveM pynaTaanHa u rpenndgpyToBoro coka B 3.5 pasa ycunmaet obuiee
nencteme pynataguHa. He cnegyet ynotpebnaTtb rpenndpyToBbI COK OGHOBPEMEHHO C MPUEMOM
pynaTtaauHa.

PynatagunH B ao3e 20 Mr ycnnmeaeT NU3MEHEHNS KOTHUTUBHOM N MCUXOMOTOPHOW AEATENbHOCTN,
Bbl3BaHHbIE MPUEMOM 3TaHoONa.

Henb3a NCKAKYUTb BO3MOXXHOCTb B3aMMOAENCTBMA pynaTagnuHa C ApYruMn aHTUTMCTaMUHHbLIMIN
rnpenapatamMun n cpegcrteamu, yrietarowmmm LHC.

B cBA3K C TeM, 4TO HEKOTOPbIE N3 CTAaTMHOB, TaKXXe KakK pynaTagunH, Mmetabonnsnpyotcs
n3opepmeHToMm CYP3A4 umntoxpoma P450, HeNb3s UCKIOYNTb BO3MOXKHOCTb MOBbILLEHNS YPOBHS
K®K npun nx coBMecTHOM npumMeHeHuun. Mo yKasaHHbIM NpnynHam pynataguH craenyet C
OCTOPOXXHOCTbIO NPUMEHATbL OAHOBPEMEHHO CO CTaTUHaMN.

Nepepno3npoBkKa

O cnyvasax nepeno3npoBku He coobuwanock. B nccnegoBaHnm KanMHnyYeckom 6esonacHocTun
PynaTtagunH B cyTo4yHowm no3e 100 Mr B TeyeHne 6 aHen XopoLlo rnepeHocuncs. Hanbonee
pacnpocTpaHeHHON Nobo4YHOW peakumen Bblsla COHNAMBOCTL. pn CnyYanHOM NpornaTbiBaHUN

0YeHb BbICOKUX 003 C/eayeT NPoBOANTb CUMMMTOMATUYECKOE Nle4eHne BMecTe C HeobxoanmbIiMun
Nnoaaep>XBaoLWMMM MEPAMMU.

YcnoBus XxpaHeHuUnA

Mpn TeMmnepaType He Bbiwe 25 C.

CpoOK rogpHOCTH

3 roaa.

YcnoBusa npopaxwu

Mo peuenTy.



