HHCTPYKINUA

Mo MEAUIIUHCKOMY NPUMECHCHHUIO JICKAPCTBCHHOI'0 Mpemaparta

KUTPHJI ® (KYTRIL®)

Perucrpanmonnblii HOMep

I1N016118/01

Toprosoe HauMeHOBaHHE

KI/ITpI/IJ'I®

Me:xkayHapoaHoe HeIATEHTOBAHHOE Ha3BaHHe

I'panucerpon

JlekapcTBeHHas popma

TabneTKu, MOKPHITHIE MIEHOYHOM 000JI0YKO

Cocras

1 TabGieTKa COACPIKUT:

aKmueHoe 8eujecmeo. TPpaHUCETPOoH | MT (B BUE rpaHUCETpOHA ruapoxaopuaa 1.12 mr);
scnomozamenvHole deujecmea: 1aKTo3sl MOHOTHApAT — 69.4 mr, runpomeruiosa (3 mIla.c) — 4.0
MT, KapOOKCHUMETHIIKpaxMai HaTpust — 5.0 Mr, 1eJuIrosio3a MUKpokpucTtaumyeckas — 20.0 mr,
MmarHus creapat — 0.5 mr;

obonouka: runipomeiosa (6 mlla.c), tutana guokcun (E171), makporon 400, mosmcopbar 80 —

3.0 Mr; momyckaeTcs UCToib30BaHue roToBoii cMecu Onapait (Opadry) YS-1-18027-A.

Onucanue
TabneTku TpeyroidbHON (GOPMBI, ABOSIKOBBITYKJIbIC, TOKPBITHIE TUICHOYHON 000JI0YKO# 06€510T0

WIN TIOYTH OEJIoro I[BETa; Ha OHOM cTopoHe TabneTku rpaBupoBka K.

dapmakoTepaneBTHYECKasi TPyNNa
[TpoTHBOPBOTHOE CPEICTBO - CEPOTOHUHOBBIX PEIIENITOPOB AHTATOHUCT.

Kox ATX [A04AA02]

dapmakoI0rnyecKne cCBOHCTBA

Dapmakoounamuxa



I'paHKCceTPOH — CECKTHUBHBIN aHTATOHUCT CEPOTOHUHOBBIX (D-THAPOKCUTPUIITAMHUHOBBIX) 5-
HT3-penienTopoB, paciioio)XeHHBIX B OKOHYAHHUSAX OJIyKIArOIIETro HEpBa U TPUTTEPHOMN 30HE JHA
IV xenynouka roJOBHOrO Mo3ra (IpakKTHUECKU HE BIMSIET HA APYTHE PELENTOPl CEPOTOHUHA), C
BBIP2XEHHBIM TTPOTUBOPBOTHBIM 3 dekToM. McenenoBanus moka3aim, 94To y mpemnapara
Kurpun® Huskast ahpUHHOCTD K APYTHM BHAAM PELEIITOPOB, BKIFOYAst APYTHE THIIBI
CEPOTOHHMHOBBIX PELENTOPOB U TopamMuHOBbIe Do-perienTopsl. YcrpaHser pBory,
BO3HUKAIOIIYIO TP BO30YKICHUH MapacUMIaTHYECKO HEPBHOM CUCTEMBI BCIIEACTBHE
BBICBOOOXKICHHSI CEPOTOHUHA SHTEPOXpOoMa(PPUHHBIMU KIETKAMHU.

Kutpun® ycTpaHseT TOLHOTY W PBOTY, BBI3BAaHHYO LHTOTOKCHYECKOH XMMUOTEPAIIHC,
JTy4eBO Tepamnueii, a TakKe MOoCIeoNepaliOHHYIO TOIIHOTY U PBOTY.

KI/ITpI/IJ'I® HE BJIMSIET HA KOHIICHTPAIUIO IPOIAKTHHA U albJIOCTEPOHA B IJIa3Me KPOBH.
Kutprn® He 0Ka3bIBAET MyTAT€HHOTO ACHCTBHS iN VIVO 1 iN Vitro. TIpH MOKH3HEHHOM BBEICHHHN
B BBICOKHX JI03aX TIOBBIIIAECT PHCK BO3HUKHOBEHHSI T€MATOLCIUTIONIIPHBIX OMyXOJIeH Yy
YKUBOTHBIX.

Dapmaxokunemuxa

Bcacvisanue

BcacreiBanue rpaHuceTpoHa mociie IepopaabHOro MPUMEHEHHS — OBICTPOE U TIOJTHOE, HO
abcoroTHast OMOIOCTYITHOCTh CHUXkaeTcst 10 60% 3a cueT 3 dekTa «mepBoro NPoXoxKIACHUSI»
yepe3 neyeHsb. [Ipuem nuiy He BiuseT Ha OMOJIOCTYITHOCTh IPAHUCETPOHA.

Pacnpeoenenue

I'panuceTpoH pacnpenensieTcs Mo opraHaM U TKaHsIM (BKJIIOYAs [J1a3My U SPUTPOLIUTHI),
CpenHui 00bEeM pacpeIeNICHUsT COCTaBISAET 3 JI/Kr. CBs3b ¢ OCITKaMHU T1a3Mbl COCTABIISICT
npuMepHo 65%.

Memabonusm

buoTtpancdopmanusi mpoucXoIuT B OCHOBHOM B NieUeHH ImyTeM N-IeMeTHUITUpOBaHus U
OKHCJICHHEM apOMaTHYEeCKOT0 KOJIbIIa C MOCIIEAYIONIeH KoHbtoraueid. MccinemoBanus in vitro
MOKa3ajH, YTO KETOKOHA30Jl HHTHOUpPYeT MeTa00Inu3M IPaHUCETPOHA, YTO MPEAIoIaraeT
yuactue nzodepmenton nojacemerictea CYP3A. Jlpyrue uccienoBanus in VIitro mokasaiu, 4to
IpaHUCETPOH HE BIMET Ha akTUBHOCTH 30depmenta CYP3A4.

Buviseoenue

[ToukaMu B HEM3MEHEHHOM BHU/IE BEIBOAUTCS B cpenHeM 12% u B Buzie MeTabomuToB 47% M035I.
OcrtaBummecs 41% BBIBOAATCS Yepe3 KUIICUYHUK B BUJE META0OIUTOB.

[Tepuon momyBBIBEICHUS MPU TIEPOPATHHOM MIPUEME COCTABIISIET 9 4acoB, C MIMPOKOMA

VHAMBHUYyalIbHON BapuaOeIbHOCTBIO.



KoHuenTpanuu rpaHuceTpoHa B IJ1a3Me HEYETKO KOPPEIHUPYIOT C €r0 IPOTUBOPBOTHBIM
nerictBueM. TepaneBTuueckuil 3 ekt HabI01aeTCs Ja)e TorAa, Korja TPaHUCETPOH YKE HE
00OHapy’KUBAETCS B TUIa3Me.

dapMaKOKHHETHKA TPAHUCETPOHA TIPU TIEPOPATLHOM MIPUEME COXPaHSIET TMHEHHBINA XapaKTep B

uana3oHe 7103, 10 2.5 pa3 NpeBbIIIAIOIINX PEKOMEH0BaHHBIE.

IToxa3zanus
[IpodunakTrka TOMHOTH M PBOTHI IPH MIPOBEICHUU IIUTOCTATHYECKON XUMUOTEPATTUH U

JIy4€BOW TE€panuu y B3pOCIbIX.

IIpoTuBonoKka3zanus

[ToBbIIeHHAS! 9yBCTBUTEIBHOCTH K TPAHUCETPOHY WIIH JTF0OOMY M3 KOMIIOHEHTOB IIpernapara.
Peaxiinu runepuyBCTBUTEIBHOCTH K IPYTUM CEJICKTUBHBIM aHTarOHUCTaM CEPOTOHUHOBBIX O-
HTjs-peuentopoB B aHaMHE3E.

Kopmienue rpyasio.

Hetckuii Bo3pact 10 12 set (Heq0CTaTOYHO JTAHHBIX, TO3BOJISIOMINX YCTAHOBUTH ONTUMAJIbHBIN

PEeXUM TO3UPOBAHUS Y JAHHOW BO3PACTHOM TPYIIIIbI).

C 0CTOPOKHOCTHIO

YacTuuHas KUIIIEYHAsT HETPOXOIUMOCTb.

BepemeHHOCTh ((KEHIIMHAM BO BpeMsi O0epeMEeHHOCTH KHTpHJI® Ha3HA4aeTCs TOJBKO B TOM
ciydae, Korjia mpeoiaraeMasi moJjib3a JijIsl MaTepy MPEBhIIAeT MOTSHIIUATBHBIN PUCK TSI
mrona; Kutpun® He 0KasbIBaeT TepPaTOreHHOTO ACHCTBHS Ha )HBOTHBIX, HCCIICIOBAHKS Y
OCpPEMEHHBIX JKEHIIUH HE TPOBOJIUIIUCH ).

JedunuT nakrasbl, HEIEPEHOCUMOCTbD JTAKTO3bI, TIIFOK030-TallaKTO3HAs MaThaOCopOIus.

Cnoco6 npuMeHeHus U 103bI
Cmanoapmmubulii pexcum 003upo8aHus

Iurocrarnueckas xumuorepanus (mpodUIaKkTUKA)

BuyTps o 1 mr 2 pa3a B cyTku win 2 Mr 1 pa3 B CyTku He Oosiee 7 nHEH mocie Hadana
IIUTOCTAaTHYECKOM Tepanuu. [Ipu 3TOM mepBas 103a qo/KHA OBITH IPUHSATA 3a 1 yac 10 Havaa
[IUTOCTATUYECKON Teparuu.

JlyueBas tepanus (mpodUIaKTHKA)

BuyTps 2 Mr 1 pa3 B cyTKH; Ipu 3TOM IepBast 103a JT0JKHA ObITh MPUHSATA 3a | yac 10 Havana

JTy4EeBOM TEpaIvu.



Cneyuanvhulii pexcum 003upoeanus

eTH
Ta6nerku nperapara Kutpun® He peKOMEHIYIOTCS JUTs PUMEHEHHs y AeTeii 10 12 net, Tak Kak
HEJ0CTAaTOYHO JaHHbIX, TO3BOJIAIOIINX YCTAHOBUTH ONTHUMAJIBHBIM PEXXUM JO3UPOBAHUS Y
JTaHHOW BO3pacTHOM rpynibl. i npoUIakTUKY U JI€YEHUS! TOITHOTHI U PBOTHI IIPU
IPOBEIEHUH LIUTOCTATUYECKON Tepanuy y JeTel UCIoIb3yeTcs ApyTras JIeKapcTBeHHas (popma
npenapara Kutprn® — KOHIEHTpPAT JUTst IPHTOTOBJICHNS pacTBOPA [T HH(Y3Hii (CM.

HWHCTPYKIUIO IO MCAUTTUHCKOMY HpI/IMeHeHI/IIO).

Ilepeno3upoBka

[Ipu omHOKpaTHOM BHYTPUBEHHOM BBEICHHH 38 MI' TpaHHUCETPOHA HE HAOIIOAJIOCh PAa3BUTHS
CepbEe3HBIX HeXeNaTeNbHBIX 3((HEKTOB, KpOME JIETKOW TosoBHON 6oy, Ciennduyeckuii
aHTHIOT JUTst mpenapara Kutpun® He n3Becten. B ciryuae mepe103upoBKH JeUeHIe

CHUMIITOMAaTHYCCKOC.

ITo6o4uHoe neiicTBHE

B GonbmmHCcTBE cydaeB mOOOUYHBIE IEHCTBUS MPU MPUMEHEHUH Tpernapara KI/ITpI/IJ'I® He ObUTH
TSAXKCIIBIMA U ICPCHOCUIIUCH MALIUCHTAMU 663 MNpECpbIBaAHUA TCPAIIHU.

OTMedeHbI PEAKNEC U MHOT' A TAXKCIIBIC CITydan NPOsSABIICHUA MOBEIIICHHON YYBCTBUTCIIbHOCTHU
(manpumep, aHaduakcus).

Co cmopoHvl HepaHOlL cucmeMmbl: TOIOBHAs 00Jb, 0ECCOHHMIIA, COHJIMBOCTD, CI1a00CTh, TPEBOTA,
0€eCIIOKONCTBO, TOJIOBOKPYIKEHHE.

Co cmopoHbl nuwesapumenvroli cucmemul. 001b B )KUBOTE, 3a110p, JUAPEs, METEOPH3M,
MOBBIIICHUE aKTUBHOCTH «1eueHOYHBIX» TpaHcamuHas (AJIT, ACT) oObIuHO B mpeenax ux
HOpPMAaJIbHBIX 3HAUCHUH, TUCTICTICUS], U3KOTa, N3MEHEHHE BKYCOBBIX OLTYIIECHUI.

Co cmopoHbl UMMYHHOUL cucmeMbl: KOXKHAs ChIIb, TUIIEPTEPMHUSL, OpOHXOCIa3M, KpalTMBHHUIIA,
3y A, p€akuuu MHOBBIIICHHOU YYBCTBUTCJIbHOCTH.

Co cmopoHvl cepOeyHo-cocyoucmou cucmempl: apUTMUs, 00J1b B TPYIU, CHUKEHUE WU
MOBBIIICHHE apTePUATHHOTO JaBICHHUS.

Kak 1 npu npuMeHeHun Ipyrux aHTaroHUCTOB CEPOTOHMHOBBIX 9-HT3-penentopos, npu
Teparmu npenaparoM Kutprn® coobIanocs o cirydasx H3MEHEHHH MapaMeTpoB
anektpokapanorpammel (OKI'), Bkimrovas cimyyau yBenuuenus narepsana QT. Jlanabie
MU3MEHEHHs OBbUTH HEeCYIlIeCTBEHHBIMH U, KaK MPaBUJIO, HE UMEJH KIMHUYECKOT0 3HAUYCHUS, B
YaCTHOCTHU HC UMCIIU MMPU3HAKOB IIPOAPUTMOTCHHOT'O I[CﬁCTBPIH.

Co CMOPOHbL KOJCU U I’ZO()KOZ):‘CHO'O:‘CMPOGOZZ Kremuyamku. KOXXHas ChIIlb, OTEK/OTEK JIM1a.



Co CMOPOHBL OP2AHU3MA 8 UETIOM. FpI/IHHOHOI[06HI)II\/JI CUHAPOM, BKIIIOYaA JIUXOPAAKY U 03H00.

B3aumoneiicTBHe ¢ APYTUMH J1eKAPCTBEHHBIMH CPeACTBAMH

I'panucerpon He BiuseT Ha akTUBHOCTH n3opepmenta CYP3 A4 (oTBeyaromiero 3a MeTaboau3mM
HEKOTOPBIX HAPKOTUIECKUX aHATIBIETHKOB). DPPEKTUBHOCTH TPAHUCETPOHA MOXKET OBITH
yCHUJIeHa BHYTPUBEHHBIM BBeJICHHEM JekcameTa3oHa (8-20 Mr) 10 Havyaia XUMUOTEpaIuu.
HWccnenoBanus in Vitro mokasanu, 4To KETOKOHA30J1 HHTHOUPYET MeTabO0IU3M rpaHHCETPOHA,
4TO Tpeanonaraet yaactue nzodpepmenton noacemeiictea CYP3A. CriennanbHBIX
WCCIICIOBAHMIA TI0 B3aUMOJICHCTBHIO CO CPEJICTBAMH ISl OOIIEH aHEeCTE3UH HE TPOBOIIIIOCH, HO
TPaHUCETPOH XOPOIIO NEPEHOCUTCS ITPH OAHOBPEMEHHOM MTPUMEHEHUHU C TIOJJOOHBIMU
npenapaTaMu U HApKOTUYECKUMU aHAJIbIETHKAMHU.

[Tpu nHAYKINH «TIeYeHOYHBIX» (pepMeHTOB (perHobapOuTamoM HabII0AaI0Ch YBEIHUCHHE
KJIUPEHCA TPaHUCETPOHA (IIPU BHYTPUBEHHOM BBEJCHUH) IPUMEPHO HA YETBEPTh.

He BBIsSIBIIEHO B3auMOIEHUCTBUS ITPU OAHOBPEMEHHOM MIPUMEHEHUHU ¢ O€H301Ma3enuHaMH,
TPaHKBUJIM3ATOPaMH, IPOTUBOS3BEHHBIMU TperapaTaMy U3 Tpynbl 010kaTopoB Ha-
THCTaMHUHOBBIX PEENITOPOB U IIUTOCTATUYECKUMU JIEKAPCTBEHHBIMU CPEICTBAMH,
BBI3BIBAIOIIMMHU PBOTY.

Kaxk u npu npuMeHeHHH IPYyTuX aHTarOHUCTOB CEPOTOHMHOBBIX 5-HT3-pernentopos, mpu
Tepanuy TPaHUCETPOHOM COOOINAIOCh O Cydasx u3MeHeHui mapametpoB DKI', Bkirouas
ciydan yBenuueHust uHTepsana QT. JlaHHble n3MeHeHHsI ObLTH HECYIIIECTBEHHBIMU U, KaK
NPaBUJIO, HE UMENH KIIMHUYECKOr0 3HaYeHUsI, B YACTHOCTH HE UMEJIH MPU3HAKOB
IPOAPUTMOI€HHOTO AelicTBUA. OHAKO y MALIMEHTOB, MMOJIyYalOIIUX COMYyTCTBYIOLIYIO TEPAIIHIO
npenapaTaMmy ¢ U3BECTHON CITIOCOOHOCTHIO MTPOJIOHTHPOBATh HHTEpBal QT u/miam apuTMOreHHOM
aKTUBHOCTBIO, HaOMroAaemble n3MeHeHus Ha DK mpu Tepanuu rpaHUCETPOHOM MOTYT

MMPUBCCTHU K KIIMHWUYCCKU 3HAYUMBIM NIOCIICACTBUSAM.

Oco0ble ykazanus

[TanMeHTs! ¢ IpU3HAKaMK YaCTUYHOM HEMPOXOAUMOCTH KHUILIEYHHKA MIOCJIEe BBEICHUS IIpenapara
Kurpun® JOIKHBI HAXOAUTECS 10 HAGITIOICHIEM Bpaya, Tak Kak Kurpuin® MOKeT CHIKATh
MOTOPHKY KHUIIIEYHHUKA.

KI/ITpI/IJ'I® Oe3omaceH AJ11 IPUMEHEHHUS y MOXKWIBIX U MALIUEHTOB C MOYEYHOU MM MEYEHOYHOU
HEI0CTaTOYHOCTBIO.

V 3710poBBIX 106pOBOIBIEE KuTpun® mpy BHYTPHBEHHOM BBEICHHH B 103¢ 10 200 MKI/KT He
OKa3bIBACT KIIMHUYECKH 3HAYUMOTO BIMSHUS Ha 3JICKTPOIHIEPaTorpaMMy WIH Pe3yIbTaThl

MCUXOMECTPUUCCKUX TCCTOB.



Kax 1 npu npuMeHeHun Ipyrux aHTaroHUCTOB CEpOTOHMHOBBIX 9-HT3-penentopos, npu
Tepanuu npenapaTom KI/ITpI/IJ'I® coobmianock 00 n3meHnenusx napametpo DKI', Bkitouas
ciydau yBennueHus nuatepBana QT. JlaHHble ©3MEHEHUs ObUTH HECYILIECTBEHHBIMHU U, KaK
IIPABUJIO, HE UMENIH KIIMHUYECKOTO 3HAUEHUS], B YACTHOCTU HE UMEJIU IIPU3HAKOB
IIPOAPUTMOT€HHOT O AelcTBUA. OHAKO y MALMEHTOB C YK€ CYIIECTBYIOIIMMH apUTMHUSIMU WU
3a00JI€BaHUSMU, CONPOBOXKIAIOIIMMUCS HAPYLIEHUEM CEpACYHOIN IPOBOAUMOCTH,
HaOmroaeMble u3MeHeHus napamerpos OKI' npu Tepanuu npenapatom KI/ITpI/IJ'I® MOTYT
IIPUBECTU K KIIMHUYECKU 3HAUMMBIM IIOCIEACTBUAM. B CBSI3U € 3TUM cllelyeT NpOsBIATh
OCTOPOKHOCTB ITPH HA3HAYEHUH IIpenapara nanueHTam ¢ COIyTCTBYIOIUMHU CEPACYHBIMU
3a00JI€BaHUAMHU, [TOJTYUYAIOIIUM KapIUOTOKCUUECKYI0 XMMHOTEPAIHIO U/WUIIA UMEIOILUM

CONMYTCTBYIOIIUC SJICKTPOJUTHLIC HAPYIHICHUS.

Biusinue Ha CIOCOOHOCTH K BOK/ICHHIO TPAHCIIOPTHBIX CPeICTB U padoTy ¢ MAIIMHAMY H
MeXaHNu3MaMu

JlaHHbIE O BIMAHMUM MpenapaTa KI/ITpI/IJ'I® Ha CIOCOOHOCTH K BOXKACHHUIO TPAHCTIOPTHOTO
CpeIcTBa OTCYTCTBYIOT. O/THAKO cielyeT coOI0IaTh OCTOPOKHOCTh, UMes B BUILY, UTO B
C/IMHIYHBIX CITy4asiX IPH TEPAITHH nperapatoM Kurprn® coobIanock o COHIMBOCTH I

TOJIOBOKPY>KEHHUHU.

(I)opMa BBIIIYCKA U YIIaKOBKa

Ta0JeTKH, OKPBITHIE INIEHOYHON 000JI04KOM, 1 Mr

[To 10 Tabnerok B Gmuctepe u3 [IBX/amoMmuHneBoi Gponbru.

[To 1 6GnucTepy BMeCTe ¢ MHCTPYKIIMEH IO MPUMEHEHHIO TTOMENIAIOT B KAPTOHHYIO MAUKYy .

Cpox romHocTu
5 rer.

He ncrionp30BaTh 10 NCTCUCHUH CpOKa roagHOCTH, YKa3aHHOI'O Ha YIIaKOBKC.

YcaoBus XxpaHeHust
[Ipu remnepartype He Boiie 30°C.

XpaHUTb B HETOCTYITHOM JUIs1 IETEH MECTe.

YcaoBus oTnycka u3 anrexk

ITo peuenry.



Baanenen PermcrpaumoHHOro yiocroBepeHHs M MPOU3BOAUTE/Ib
®. Xodpdbmann-JIs Pomr JIta., ['perzaxepmrpacce 124, 4070 bazens, [lIBetinapus
F. Hoffmann-La Roche Ltd, Grenzacherstrasse 124, 4070 Basel, Switzerland

3apeaucmpuposannsie 6 Poccuu nexapemesentvle gpopmul npenapama Kumpur®:
- TaOJICTKH, OKPBITHIE TUIeHOYHOU 000a0uKoi, 1 mr (IT N016118/01);

- KOHIIGHTPAT ISl IPUTOTOBIICHUS pacTBopa st uHQy3uid 1 mr/1 mia u 3 mr/3 mu (11

N016118/02).

Ilpemensuu nompebumerneii nanpasiamo no aopecy llpeocmasumenvcmea @.Xoggmann-Jla
Pow JImo.:

107031, Poccus, r. Mocksa, TpyOHast miomanis, 1. 2

tel. (495) 229 29 99, dakc (495) 229 79 99
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