MHH3OPAB POCCHH
77A//5/// H-281215
MUHHWCTEPCTBO 3JIPABOOXPAHEHHW P CCHUMCKO OEJIEPAIIMNA
COTJAACOBAHO

MHCTPYKIHA
10 IPUMEHEHUIO JIEKApCTBEHHOTO Npenapara AJis MEJUIUHCKOIO IPUMEHEHUs

Knaputua®

PerncrpanHoHHBIH HOMeP:
Toprosoe HanMeHOBaHHe NMpenapara
Knaputus®.

MexayHapoaHOe HEMATEHTOBAHHOE HAHMEHOBaHHUe

JlopaTaguH.

JlekapcTrBenHnas ¢popma

Cupon.

Cocras

1 Mt cuporma cofepxKuT

aKTHBHOE BELIECTBO: JIOpaTafiH 1 Mr;

BCIIOMOTaTEIbHbIE BellecTBa: nponuneHrnukons 100 mr, . rmunepon 100 mr,
JUMOHHOM KHCJIOTBI MOHOTHApPAT 9,6 Mr (aJbTepHATHBHO — JIMIMOHHAS KHCJIOTA
6e3BonHas 8,78 mr), HaTpus OeHzoar 1 Mr, caxapo3a (rpaHynupoBanHas) 600 mr,
apoMaTH3aTop HCKYCCTBEHHBIH (IIE€pCUKOBBIN) 2,5 MI, BOoJa OYMILEHHas (.S.
10 1 m.

Onucanne

[Ipo3payHblii OGeCIBETHBIN WM >KEATOBATOrO I[BETA CHPOI, HE COJSpKaIlHid
BUJIUMBIX YaCTHII.

PapmakoTepaneBTHYECKAas rpynna

IIpoTuBOaIeprudecKkoe cpeAcTBO — H|-rHCTaMHHOBBIX pelenTOpoB OI0KATOP
Kon ATX: R06AX13

PapmakoJsiorHyecKHe cBOHcTBa

Dapmaxoounamuka

JlopaTamuH — aKTHBHOE BeILIECTBO JI€KAPCTBEHHOro npemnapata Kiaputun®,




NpeACTaBIACT coboit TPULIHUKIIAYECKOE COCIUHCHHUC C BBIPaXX€HHBIM

AHTUTUCTAMHUHHBIM  JEWCTBHEM W  SBJIAETCS  CEJEKTUBHBIM  OJIOKaTOPOM
nepudepuueckux Hj-ructamuHoBBIX penentopoB. Ob6nagaer OBICTPEIM |
IJTUTENIbHBIM POTUBOAIEPTHYeCKUM neicTBueM. Hauaio meicTBHs — B TeyeHHe

30 MHHYT MOCle IIpUeMa JIeKapcTBEHHOro npenapata Kinaputua®

BHYTDb.
AHTHTHCTaMUHHBIA 3QQeKT JOCTAraeT MakCUMyMa cIycTs 8-12 4acoB OT Havana
IelcTBHUA U IIUTCA Oonee 24 4acos.

JlopaTangvH He MPOHHUKAET Yepe3 reMaTodHUedaTuiecKuii 6aprep U He OKa3bIBaeT
BO3JICHCTBHUSl Ha LIGHTPAJIBHYIO HEPBHYK cucTeMy. He oka3piBaeT KIMHHYECKH
3HAaYUMOT'0 aHTUXOJHUHEPTrUIECKOT0 UM CEAATUBHOTO AEUCTBHUS, T.€. HE BBI3HIBAET
COHJIMBOCTH H HE BJIUSET Ha CKOPOCTh IICHXOMOTOPHBIX pEaKIMH NPH IIPUMEHEHUH
B PEKOMEHJIOBaHHBIX A03aX. IlpreM nekapcTBeHHOro mpenapata Knaputun® He
OPUBOAMT K yanuHeHuro uHTepBana QT Ha OKI'.

Ilpy AMUTENHHOM JIEYEHHH He HaONIoAaoch KJIMHUYECKH 3HAUUMBIX U3MEHEHHUH
mokasaTesell XM3HEHHO B@XKHBIX (YHKUMH, NAaHHBIX (H3HKATFHOIO OCMOTPA,
pe3yJIbTaTOB JIabOPaTOPHBIX UCCIEAOBAHUHA UITH JJIEKTPOKapAUOTpadUu.
JlopataguHn He o6sajaeT 3HAYMMOM CENEKTHBHOCTHIO IO OTHOWIEHHI0O K Ha-
TMCTaMHHOBBIM perienntopaM. He nHrubupyer o6partHelil 3axBaT HOpanuHehpHUHA H
IPaKTHYECKH HE OKAa3bIBAaeT BIIMSHUS HA CEPAEYHO-COCYAHUCTYH0 CHCTEMY HIIH
(bYHKIMIO BOAUTENS PHTMA.

Dapmakokuremuxa

JlopaTaguH OBICTPO U XOpOIIO BCACBIBAECTCS B JKEITYJOYHO-KHIIEYHOM TpaKTe.
Bpemst noctmxenus makcuManbHOM KoHUEHTpauuu (Tmax) NopaTagnHa B Iia3Mme
KpoBH — 1-1,5 yaca, a ero akTUBHOro merabonura Je3noparaguHa — 1,5-3,7 4daca.
IIpueM nUIIM yBenMYMBAET BpeMs nocmméﬂm MaKCUMAaJIbHON KOHILIEHTPaLUK
(Tmax) MTOpaTaguHa U Ae3OpaTailHa MPUOTH3UTENBHO Ha 1 Yac, HO He OKa3hIBaeT
BIMSHHS Ha OJ(QQEKTUBHOCTh JIEKAPCTBEHHOTO Iipenapara. MakcHMalbHas
xoHUeHTpauus (Cmax) JIOpaTafivHa U Ie3J0paTafiiHa He 3aBUCHT OT NpHeMa MHUIH.
Y NanuMeHTOB C XpOHHUYECKUMH 3a00JIeBaHMAMH [04YeK MaKCHMajbHas

koHLeHTpauus (Cnax) ¥ MIIOLIAAG TOA KPHBOH «KOHLEHTpauus — Bpems» (AUC)




JjopaTaiHa U €ro aKTHBHOI'O MeTabonuTa YBCIIMYHUBAIOTCA 110 CpaBHeHI/IIO C

MaleHTaMu ¢ HopMaibHOM (QyHkuued mnouek. Ileprompl MOTyBEIBENEHHS
NopaTavHa YU €ro akTUBHOTO MeTaboJIMTa IIPU 3TOM He OTIHYAIOTCS OT TAaKOBBIX Y
3IOPOBBIX MAI[MEHTOB. Y MAIMEHTOB C aJKOTOJBHBIM NMOpaXeHUeM MeuyeHU Cmax U
AUC nopatagyiHa ¥ €ro akTMBHOTO METa0OJIUTa yBEIWYMBAIOTCS B JBa pasza IO
CPaBHEHMIO C JAHHBIMU MOKa3aTeIsiIMH Yy MAalMEeHTOB C HOPMAIbHOW (YHKUHEH
NEeYEeHH.

JlopaTtaguH uMeeT BBICOKYIO creneHb (97-99 %), a ero akTHUBHBIA MeTabONHUT —
yMEpPEHHYI0 cTeneHb (73-76 %) cBs3bIBaHUS C OeJIKaMH ITa3MBl.

JlopatanuH MeTabONU3MpPYETCS B  J€3NIOpaTafgdH TMOCPEJCTBOM  CHCTEMBI
uutoxpoMa P450 3A4 u, B MeHblIeH cTeneHH, cucTeMbl HuToxpoMa P450 2D6.
BriBoguTcs yepe3 mouku (mpubauzutensHo 40 % NpUHATOH BHYTPB JO3bI) H Yepe3
KUIIEYHUK (MpuOnu3uTensHo 42 % npuHATONW BHYTPH HO3bI) B T€UEHHE Oojiee YyeM
10 nHe#t, npeuMyIIeCTBEHHO B BUAE KOHBIOIHPOBAHHBIX METa0OJMTOB.
[IpubnusurensHo 27 % TNpHUHATOR BHYTPb AO3bI BHIBOOUTCS 4Yepe3 IMOYKH B
TeYeHHe 24 4yacoB IOocje IIpHeMa JIeKapCTBEHHOro npenapata. Menee 1%
aKTUBHOI'O BEIlleCTBAa BBIBOAUTCS Yepe3 IMOYKA B HEU3MEHEHHOM BHJE B TEUEHHE
24 qacoB 1noclie mprema J€KapCTBEHHOT O Ipernapara.

buomoctynHocts  nopataguHa W €ro  akTUBHOrO  MeTabonmura  HUMeeT
J0303aBUCUMBII XapakTep.

DapMakOKUHETHYECKUE NPOGUIN JIOpaTaiHa W ero akKTHBHOTO MeTaboiuTa y
B3pOCIIBIX U NOXXHUJIBIX 3JOPOBBIX JOOPOBOJIBIEB OBLTH COMMOCTABUMEI.

Hepno,u' [IOJIyBBIBEICHUS JlOpaTafgyHa cocTaBiseTr oT 3 Ao 20 yacoB (B cpemHeM
8,4 yaca), a ne3noparaguHa— ot 8,8 n0 92 wacoB (B cpemHeM 28 4acoB); y
MIOXKMJIBIX MAlMEHTOB COOTBETCTBEHHO OT 6,7 1o 37 yacoB (B cpeaHeM 18,2 yaca) u
or 11 no39 w4acoB (B cpemnem 17,5uaca). Ilepuoxm monyBsIBeaEHHS
YBEIIMYUBAETCS IPH AIKOTOJIBHOM IOPaXXE€HHWU TedeHH (B 3aBUCHMOCTH OT
TSOKECTH 3a00JIeBaHMs) U He MEHSETCS NPU HAIWYMH XPOHHYECKOH MOYeyHOM

HCOOCTAaTOYHOCTH.




HpOBelIeHI/Ie remMoanuainia y MalquEeHTOB C XpOHH‘ICCKOﬁ IIOYEYHOM

HEIOCTaTOYHOCTHIO HE OKa3blBaeT BIUSHHUSA Ha (apMaKOKHHETHKY JIOpaTauHa U
€ro akKTHBHOI'O MeTaboJIuTa.

ITokaszaHusl K IPHMEHEHHIO

Ce30HHBIH (MMOJUTMHO3) W KPYIJIOTOAWYHBIA — ajlJIeprUYecKUe PpHUHHUTHL U
aNIeprudecKuil KOHBIOHKTUBUT — YCTPaHEHHE CUMIITOMOB, CBSI3aHHBIX C 3TUMHU
3a00NeBaHMAMH — YHXaHUA, 3yJa CIIM3UCTOH 000I04UKH HOCa, pHHOPEU, OLYLIICHUS
MOKEHHUS U 3yJa B ria3ax, clie30Te4eHHsI.

XpoHHMyecKas uauonaTuieckasl KpanuBHHULA.

IIporuBonoka3zanus

IToBbllIEHHAsT YYyBCTBUTENBHOCTh K JIOpAaTaAMHYy WM J0O00My Jpyromy
KOMITOHEHTY Iperapara.

Jetckuii Bo3pacT a0 2 ner.

Ilepron rpyAHOro BCKapMJIMBaHHS.

INanmentam ¢  geduuUMTOM  caxapa3bpl/M30MaibTas3bl, HENEePeHOCUMOCTHIO
GpyKTO3Bl, TIIOKO30-TAJIaKTO3HOW Manbabcopbiueil — B CBSA3U C HaAIUYUEM
caxapo3bl, BXOJAIIEN B COCTaB CHpOINa.

C ocTOpoxKHOCTHIO

Tsixkenple HApyIIEHUS QYHKIUHU TIEYEHH.

bepeMenHocTh (cM. pazgen «[IpuMeHeHue npu OEPEeMEHHOCTH W B IIEPUOL
IpyAHOTO BCKapMITUBAHUS ).

IIpuvMeneHue npu GepeMeHHOCTH H B NEPHOJ FPYAHOr0 BCKapMJIHBaHHS
be3onacHOCTs NprMeHeHNs IopaTailHa BO BpeMs OepeMEHHOCTH He yCTaHOBIIEHa.

[IpuMeHeHHe JleKapCTBEHHOro npenapara Knaputun®

npu OGepeMeHHOCTH
BO3MOJKHO TOJIBKO ITOCJI€ KOHCYJIBTALMK C BPayOM B CIIydae eCiid IpeAaroaraemas
N0JIb3a [IJI MaTepHU IpeBbIIIAeT MTOTEHIMATBHEBIN PUCK [IJIA TUIOAA.

JlopaTtayH U €ro akTUBHBIH MeTabOJIUT BBIAETAIOTCS B IPYIHOE MOJIOKO, [IO3TOMY
IIpY Ha3HaYeHHUH JIEKapCTBEHHOTO IpernapaTa B IepUOJ IPYAHOrO BCKapMIIMBAHUSA

CllelyeT peLIUTh BOIPOC O NPEKpaIleHHH Py IHOTO BCKapMJTHBAHHS.




Cnocob npuMeHeHHSs U A03bI

BHyTph, He3aBUCHUMO OT BpeMEHH IIpHEMA MHULIH.

B3pocavim, B TOM YHCIIE TIOXUIBIM, U TOAPOCTKAM cTapiie 12 jeT peKOMeHIyeTcs
npueM JekapcTBeHHoro mpenapara Knaputua® B gose 10 mr (2 gaiinsie JIOXKKH
(10 mur) cupomna) 1 pa3 B neHs.

[Ipy npuMeHEeHUH MpernapaTa y MOXUJIBIX MAllMEeHTOB U Y NAllUEHTOB C HATMYHEM
XPOHHYECKOH NMOYeYHOH HEAOCTAaTOYHOCTH KOPPEKIIMU JO3bI He TpebyeTcs.
Jlemam B Bo3pacTe OT 2 10 12 1eT 103y nekapcTBeHHOro mpenapara Knaputun®
PEKOMEHIyeTCsA Ha3Ha4yaTh B 3aBUCUMOCTH OT MAcCChI Teja:

- 30 xr u MmeHee — 5 Mr (1 yaiiHas noxka (5 M) cupona) 1 pa3 B ieHb;

- 6onee 30 xr — 10 mr (2 gaitasie nmoxku (10 M) cupona) 1 pa3 B neHb.

B3pocneIM B OeTAM ¢ TSOKENbIM HapylieHHeM (yHKIWU TeYeHUd HadaibHas 103a
IOJDKHA COCTaBMIATH: NMpH Macce Tena 30 kr 1 MeHee — 5 mr (1 4vaitHas noXkka
(5 mn) cupomna) yepes neHb, pu Macce Tena 6osee 30 kr — 10 mr (2 yaiiHble JTOXKU
(10 mu1) cupomna) yepes AeHb.

Ilo6ouHoe aeiicTBHE

B ximHMYeCKUX HCCIeNOBaHUSX C y4acTHeM JieTed B Bo3pacte oT 2 1o 12 jer,

NPUHUMABIIKMX JIEKapCTBeHHbIH mnpenapar Knaputun®

Jaige, 4yeM B TIpymnrne
manebo («IyCThIIKWY), HAOMONAMCH rojioBHas Ooib (2,7 %), HepBO3HOCTE (2,3 %),
yromiisieMocTs (1 %).

B xJIMHHYECKMX HCCIIEIOBAaHUAX C YYacTHEeM B3POCIbIX HEXeJaTeIbHbIEe SBIICHHU,
HabmofaBIIMecs dailue, 4eM IpH NpHMEHeHHH Iutaunebo, BCTpedyanuch y 2 %
TAlMEHTOB, IIPUHAMABIINX JIEKAPCTBeHHBIN npernapar Knaputun®. Y B3pocnbix
DA IPUMEHEHHH JIeKapCTBEHHOro mpenapara Kiaputun® game, yem B rpynme
mwiane6o, orMedanuch ronosHas 6osb (0,6 %), connmuBocts (1,2 %), NOBEHILIEHHE
anmerura (0,5 %) u 6ecconnuna (0,1 %). Kpome Toro, B mocrmMapkeTHHrOBOM
nepuojie UMeNUCh odeHb penkue coobmenus (< 1/10 000) o romoBokpyxeHUH,

YTOMIIIEMOCTH, CYXOCTH BO PTy, XeJIyJOYHO-KHIIEYHBIX pPacCTPOHCTBaxX

(TOIHOTA, TacTPHT), ALIEPIrHYECKHX peaKUHsX B BHIE CHIIH, aHA(QHUIAKCHH,




BKJIIO4Yas aHFI’IOHeBPOTH‘IeCKI/Iﬁ OTEK, AJIOIICIIMH, HAPYIICHHH (byHKIII/IH IICYCHHU,

cepALeOHEeHNH, TAXUKAPIHH U CyJOpOTaXx.

Ilepeno3upoBka

Cumnmomol: COHIMBOCTD, TAXUKAPAHs, FOJIOBHAs OOJIb.

B ciyyae mepeno3MpOBKH clieIyeT He3aMeUIUTeNIbHO 00OpaTHUThCSA K Bpady.
Jleuenue: cuUMNTOMaTH4YeCKas ¥ TOJAEpXHBAOINas Tepanusi. Bo3moxHO
IPOMBIBaHUE KEIYIKa, IPHUEM aJcOpOEeHTOB (M3MENBYEHHOrO0 aKTUBHPOBAHHOTO
yIJig ¢ BOAOH).

JlopatailuH He BBIBOOWTCA IIpH MOMOLIM remoauanusa. llocne okazaHHA
HEOTJIOXKHOM IMOMOIMM HEOOXOOMMO IPOJOIKHUTH HabIIOAeHHE 3a COCTOSHUEM
MalMeHTa.

B3aumogeiicTBae ¢ ApyruMH JIeKapCTBEHHBIMH CPEeACTBAMH

[IpieM mnHIIH He OKa3bIBae€T BIUAHUA Ha 3PPEKTUBHOCTH JIEKAPCTBEHHOTO
npenapara Knaputus®.

JlexapcTBenHbIH Tpemnapatr Knaputun®

HE YCH/IMBAaeT NEHCTBHS aJKOrojisi Ha
LEHTPAILHYIO HEPBHYIO CHCTEMY.

[Tpu cOBMECTHOM IMpHeMe JIOpaTaJlHa ¢ KETOKOHA30JI0M, SPUTPOMHIMHOM HIIH
UMETHINHOM OTMEYaJIOCh NOBHIIIEHHE KOHLIEHTPALUH JIOpaTaJuHa B IUIa3Me, HO
3TO NOBBIIIEHHE HE SBJUIOCH KIMHHYECKH 3HAYHMBIM, B TOM YHCJIE MO JAHHBIM
aJIeKTpoKapArorpaduu.

OcoOble ykazanusi

IIpuem nexapcTBeHHOro mpenaparta Knaputua®

clemyeT MpeKpaTuTth 3a 48 yacos
0 TPOBEINCHHUS KOXHBIX Np0OO, MOCKOJBKY aHTHIMCTaAMHUHHBIE JIEKapCTBEHHEIE
npenaparsl MOTYT HCKaXaTh pe3yJIbTaThl JUATHOCTUYECKOrO UCCIIEIOBAHHUS.
Biansinne Ha cnocoOHOCTH K BOXKIEHHIO ABTOTPAHCIOPTA H YNPaBJIEHHIO
MeXaHH3MaMH

He BbISIBJIEHO OTPHLIATENBLHOIO AEHCTBUSA JIEKapCTBEHHOro npenapaTta Kinaputue®
Ha CIOCOOHOCTh K YIIPaBJIIEHHIO aBTOMOOWJIEM WM OCYIIECTBIEHHIO [PYroif

JesATEeNBbHOCTH, TpeOyIolle MOBBIIIEHHON KOHIIEHTPAllMi BHUMaHHS.




OIIHaI(O B OYCHBb PCAKHUX CIIyUassX HEKOTOPHIC NAIUCHTBI UCIIBITBIBAKOT COHJIMBOCTD

TIpH NpUeMe JeKapcTBeHHOro npenaparta Knaputun®

, KOTOpasi MOXET MOBJUATH Ha
UX CIOCOOHOCTH YIPaBJIATH TPAHCIOPTHBIMM CpENCTBaMH U paboTaTh ¢
MeXaHU3MaMHU.

®opma BbINyCKA

Cupon 1wmr/mn. Ilo 60mn wmu 120 mMn Bo ¢nakoHBI TEMHOrO CTEKIa,
YKYNOpEHHbIE ATIOMHHHUEBHIMH BHHTOBBIMH KpBIIIKAMH, HMEIOUHUMH KOJbBLO
MEPBOrO BCKPBITUS M TMOJMITUICHOBYIO YIUIOTHUTENBHYIO NPOKIAAKY, = WIH
MOJIUMIPONUJIEHOBBIMH BHHTOBBIMU KpPBIIIKAMH, HMEIOLIMMH KOJBIO IEPBOTO
BCKDBITHS, 3alllUTyY OT BCKPBITHA (JIakOHA JETBMH M IMOJHUITHIECHOBYIO
YIUIOTHUTENIbHYIO TNpokiaaky. Ilo 1 ¢rmakoHy B KOMIUIEKTE C IUIACTUKOBOM
JIO)KON-03aTOPOM WJIM T'PaJyMpPOBaHHBIM LUTMIPHIIEM Ha 5 MJI U MHCTPYKIIMEH 1o
NPUMEHEHUIO B KAPTOHHOMH IauKe.

VcaoBus XpaHeHus

IIpu Temnepatype He Boile 25 °C. XpaHUTh B HEAOCTYITHOM JIs JETEH MeCTe.
Cpok roaHocTH

3 roga.

He ucnons3o0Bath no WcTeueHUH CpoOKa FOAHOCTH.

YcaoBus ornycka

be3s peuenra.

IlpousBoauTesb

Bnanenen peructpaunonnoro ynocrosepenus: 3A0 «baitepy», Poccus
IIpousseneno: lllepunr-Ilnay Jlabo H.B., Unnymrpuenapk 30, b-2220, r. Xeiict-
on-aeH-bepr, benbrus.

JAONnoMHHTEbHYI0 HH(POPMALIHIO MOKHO NMOJYYHTD MO aapecy:

107113, r. Mocksa, 3-1 Pribunckas yiu., a. 18, ctp.
Ten.: +7 (495) 231-12-00 ‘
®axc: +7 (495) 231-12-02

s —

Crenuanuct no perucTpanuu I'pronBasisg ML.A.




