UHCTPYKLUS
110 MeIHUHHCKOMY NIPHMEHEHHIO JIEKAPCTBEHHOT0 Npenapara
IPUYC”
Perucrpaunonnniii Homep: [1N014704/01
Toprosoe HaumeHoBaHHe
Dpuyc”.
MeskayHapoHoe HeNATEHTOBAHHOE HJIH I'PYNIIIHPOBOYHOE HAHMEHOBAHHE
Je3/10paTajivH.
JlekapcrBennasi popma
PactBop /15t ipyemMa BHYTpb.
Cocrasn
1 M7 pacTBOpa /1 IpremMa BHYTPb COJIEPKHUT
JICHCTBYIOLIEE BEILECTBO: JIe3/10paTaluH (MUKPOHU3UPOBaHHbIN) 0,5 Mr;
BCriomMoraTesibHble BemecTBa: nponuieHrankoias 100,0 mr, copburton Kuakui
(kpuctammuzytommiicst) 150,0 mr, numonnas kucinora 0,5 mr, Harpus LMTpAT
1,26 mr, nuHarpus sgerat 0,25 mr, runpomesiosa 2910 3,5 mr, cykpanosa 4,0 mr,
apomarusarop bats ['am™ 0,75 mr, Boga oumnniennas 10 1 mi.
* CO/lepKUT B CBOEM COCTABE MPOINUIIEHIIIMKOIb U OCH3UIIOBBIN CIIUPT.
Onucanue
[Tpo3paunas GecrBeTHas KUIAKOCTb.
@apmakoTepaneBTHYecKasi rpynmna
[TpoTrBoOaIepruyeckoe cpecTBo — HI-rucTaMMHOBBIX perentopoB 0JI0KaTop.
Koa ATX: RO6AX27
@apmako/IorHyecKHe cBOHCTBA
Dapmaroounamuxa
AHTHTHCTAMMHHBIN TIpenapaT AJIMTEIbHOro AeHCTBHS, 0JIOKATOp M'MCTAMHHOBBIX
Hl1-penenropos. /le3nopata/iuH siBiAsieTCs MEPBUYHBIM AKTUBHBIM METa0O0JIHTOM
noparaauHa. MHrubupyer kackajl peakuuid ajulepru4eckoro BOCIaJeHHs, B TOM
qHclie BEICBOOOKIEHHE MPOBOCTIAIMTEILHBIX IIMTOKUHOB, BKJIIOUAsl HHTEPJICUKHUHBI

WJI-4, WUJi-6, UJI-8, WJI-13, BbIcBOOOKIeHHE NPOBOCIAIUTEIBHBIX XEMOKHHOB,
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HNPOAYKIHUIO CYTIEPOKCUIHBIX AaHUOHOB aKTUBUPOBAHHBIMH HOJ]HMOp(i)HOHIIeprIMPI

HEUTpODUIaMHU, aare3ut0 M XEeMOTAKCUC 9Y03UHOMUIOB, BbIJEICHHE MOJIEKYJI
anaresuu, Ttakux Kak P-cenexktun, IgE — onocpenoBanHoe BbICBOOOXKIEHUE
rucraMMHa, mnpocrarjanauHa D2 wu  neiikotpuena (C4. Takum  oOpazowm,
MpeayIpek/1aeT pasBUTHE U 00JIeryaeT TeueHUe allIepruyeckux peakiuid, odnaaer
IPOTUBO3YJAHBIM W [POTUBOIKCCYJATUBHBIM  JIeMCTBUEM,  yMEHbIIIaeT
[IPOHULIAEMOCTh KalMJUISIPOB, MpeJylpek/aeT pa3BUTHE OTeKa TKaHe#, crasma
[1aKON MYCKYJIATyphl.

[Ipenapar He oOKa3bIBaeT BO3/CHCTBUS Ha IEHTPAJIbHYIO HEPBHYK CHCTEMY,
MpakTHYeCKH He 00J1a/1aeT celaTuBHBIM 3G eKTOM (He BbI3bIBAET COHJIMBOCTH) U HE
BIIUSIET HA CKOPOCTH NCUXOMOTOPHBIX PeaKlMi Mpu rpuemMe B PEKOMEHI0BaHHBIX
no3ax. B KIMHHUKO-()apMaKOJIOTHYECKHX  MCCIEAOBAHUSIX  [PUMEHEHMUs
Je3lopaTagiHa B PEKOMEHYyeMOM TeparneBTUYeCKOW /03¢ He OTMEedalloch
yumuHeHus: uatepBaia QT Ha snekTpokapanorpamme.

JleticTBue Jie3niopaTaanHa HaurHaeTcs: B TeueHue 30 MUHYT 110ociie IpueMa BHYTpb
U TIPOJIOJKAETCsl B TeueHue 24 4acos.

Dapmaroxkunemuxa

AbBcopOius

[Tocie mpuema mpenapata BHYTpb Jie3jioparajuH Xxopoiio abcopdupyercst w3
ey I04HO-KHuIedHoro TpakTa. Onpejensiercs B riazme Kposu yepes 30 MUHYT, a
MakcHMMalibHas ~ KOHLeHTpauuss B mia3Me KpoBu (Cmax) jgocturaercs
npuOIU3UTEeIbHO  Yepe3 3 yaca.  buojocTynHOCT,  Je3jopaTajvHa
JI030TIPOTIOPLIMOHANIBHA TIPU IIPUEME J103bl B MHTEpBase 0T 5 Mr 10 20 Mmr.

Pacnipenesienue

Cs3p ¢ Oenkamu 11a3Mmbl KpoBuU coctaBisier 83—87 %. llpu npumenenuu y
B3pOCJIbIX U MOAPOCTKOB B TeyeHue 14 nueit B 103e oT 5 mr 10 20 Mr 1 pa3 B CyTKH
NPU3HAKOB KJIMHUYECKH 3HAYMMOW KyMYJISIMU Jle3jiopaTajiiHa He OTMeYaeTcs.
CreneHb aKKyMYJSILIMM Jie3Jl0paTaJMHa COIJlacyercss CO 3HauYeHHeM Iepuoja
ITOJTy BBIBEJICHHSI ¥ YAaCTOTON ero NpUMEeHeHHsl OJIMH pa3 B CyTKH. B uccrnenoBannu

OHHOKpaTHOﬁ J103bI, IPOBEICHHOM C UCITOJIB30BAHHUEM J103bI Z1€3JI0paTainHa 7,5 MTI,
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He HaOJII0/al0Ch BIUSIHUE IHIIM (BBICOKOKAJIOPHHHBIM 3aBTPaK € BbICOKUM
COZIepIKaHMEM JKUPOB) M IpeiindpyTOBOro COKa Ha pacrpe/iesieH|e Je3/10parTaiuHa.
He nponukaer yepe3 rematosnuedanndeckuii Gapwep.

buorpanchopmarius

He aBnsercs nurudéuropom uzodepmerroB CYP3IA4 in vivo u CYP2D6 in vitro n
He sBisercs cyOcTpatoM MM MHruouropom P-rimkonporerna. MHTEHCHBHO
MeTaboJIM3upyeTcsi B TMEYEHM IyTeM THAPOKCHIMPOBAHUS ¢ 0Opa3oBaHHeM 3-
THIPOKCH/IE3]I0paTaInHa, KOTOPbIH 3aTeM IIIOKY POHU3UPYETCS.

DIUMHHALMS

TepmunanbHast ¢asza neprojia 1osyBbeIBeIeHHs COCTABISET 0KOso 27 yacoB. Jluiib
HeOoJIbIIasi 4acTh NMPUHIATON BHYTPb 03Bl BBIBOJUTCS MoYkKaMu (MeHblne 2 %) u
yepe3 KUllleuHUK (meHbie 7 %).

Iloka3aHusi K NPHMeEHEHH IO

- QJUIEPrU4ecKUil pUHUT (yCTpaHeHHe MIIM OOJIerdyeHue 4YMXaHusl, 3aJI0KEHHOCTH
HOCA, BbIJICJICHUS CIIM3U U3 HOCA, 3y/1a B HOCY, 3y/1a HeDa, 3y/1a M ITOKpacHeHus IJ1as,
CJIE30TEUYEHHS );

- KpanuBHULA (YMEHBILIEHUE UJIM YCTPAHEHHE KOKHOTO 3y/1a, CHITIH ).
IIporuBonoka3zanus

[ unepuyBCTBUTEIBLHOCTD K J1€3/10paTaIuHy, JAPYTUM KOMIIOHEHTaM Ipernapara uiu
J0paTaiuHy.

bepeMeHHOCTb U epuo/1 Py IHOTO BCKapMIIMBAHMUSL.

JleTckuii BO3pacT 10 6 MecsieB.

Penko Berpevaroasicsi Hacse/ICTBeHHasi HeNepeHOCUMOCTh (DPYKTO3bI.

C 0cTOpPOKHOCTHIO

Tsxenas noyeyHass HeJIOCTATOYHOCT.

Cynoporu B anamHese.

IIpuvenenue npu GepeMeHHOCTH H B IEPHOJ IPY/AHOI0 BCKAPMJIHBAHHUS
[Ipumenenue npenapara y OepeMeHHbIX POTUBOINOKA3aHO B CBSA3U C OTCYTCTBUEM
KJIMHUYECKUX JIAHHBIX O 0e301acHOCTH NMPUMEHEHHUs JeKapCTBEHHOIO Iperapara

Dpuyc® Bo BpeMsi GepeMEHHOCTH.
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Jle3nopara/iuH 5KCKpeTHPYeTCsl B IPYAHOE MOJIOKO, TO3TOMY MPUMEHATh JIpuyc® B

IIEPHOJI IPYJIHOIO BCKAPMIIMBAHUSI IPOTHUBOIIOKA3AHO.
Cnocob npuMeHeHHs H J103bI

BHyTpb, He3aBHCUMO OT BpeMEHH [pHeMa I[IMIIH, 3anuBas HeOOJBIIUM
KOJIMYECTBOM BO/IbI.

Hetsim B Bospacte oT 6 110 12 mecsiueB — o 1 mr (2 mu pactBopa) 1 pa3s B J1eHb;
JETsIM B Bo3pacTe ot 1 roga 1o 5 siet — no 1,25 mr (2,5 ma pactBopa) 1 pa3 B JieHb;
neTsM B Bo3pacte oT 6 10 11 et —no 2,5 mr (5 mi pactBopa) 1 pa3 B JieHb;
B3pPOCJIBIM U IIOApOocTKaM oT 12 siet — o 5 mr (10 mi pactBopa) 1 pa3 B 1eHb.

[Ipu ce3oHHOM (MHTEPMHUTTHPYIOLIEM) QJIEPIMYECKOM pUHUTE (HaJH4YHe
CHMIITOMOB IIPO/IOJDKUTENIBHOCTBIO MeHee 4 JIHell B HeJlellto Wik MeHee 4 HeJlellb B
rogy) HeoOXOJAMMO OLEHMBaTh TeueHue 3abosieBaHusi. [lociie HcYe3HOBEHUS
CUMIITOMOB  IIpM€M IIpenapara ciejayeT Ipekpatutb. llpu noBTOpHOM
BO3HUKHOBEHUH CUMIITOMOB JIe4eHHe MOXKHO BO30OHOBHUTE.

[Ipu kpyrioroguyHoM (HEpCUCTUPYIOLIEM) auIepriiyeckoM pHHHTE (Haludue
CHUMIITOMOB IIPOAOJDKUTENIBHOCTBIO 4 1 Oonee JHel B Heaemo uitk Oosee 4 Heneb
B I'OJly ) Npe/AIoaraeTcsi JUIMTEeIbHOE JIeUeHHe B TeYeHHe BCEro rnepruojia KOHTaKTa
C aJlIepreHoM.

[Tpy KpanuBHMIle TPUMEHSITH IPU HAIAYUK CUMIITOMOB, WHIMBHIYaIbHAs
MIPOAOJKUTEIILHOCTD TEPAITHK Olpe/ieseTCs BpauoM.

Ecnu nocine nevenus yinydilleHUs: He HACTYNAeT UM CHMITTOMBI yCYTyOJISFOTCS, WITH
MOSIBJISIFOTCS. HOBbIE CUMITTOMBI, HEOOXOIUMO NPOKOHCYJIBTHPOBATLCS ¢ BPAYOM.
[IpumensiiiTe npenapaT TOJBKO COIJIaCHO TEM [OKa3aHUsIM, TOMY CIOCOQY
[IPUMEHEHMS U B TeX /103aX, KOTOpbIE YKa3aHbl B UHCTPYKILIHUH.

IToGounoe neiicTeue

VY nerelt B Bo3pacte or 6 10 23 MecslEeB OTMEYaIUCh CIEIYIOUIHEe M0OOYHbIe
3 deKThl, YacToTa KOTOPHIX Oblla HECKOJILKO BbIIIE, 4YeM IpH NPUMEHEHUH
rnarnedo («ycThIKuy»): auapes (B 3,7 % ciydaeB), NOBBIIIEHHE TeMIEpaTyphbl

tena (2,3 %), becconnuna (2,3 %).




Y nereii B Bo3pacte oT 2 710 11 et npu npuMeHeHUH JIeKapCTBEHHOTO TIperapara
Dpuyc® pacTBOp Julst IPUEMa BHYTPb 4acToTa 1060uHbIX 2(deKTOB ObLIa TaKOi *Ke,
KaK Mpy IpUMeHEeHUH 1uianedo.

[To pe3ynbraram KIMHUYECKUX MCCIIEIOBAaHUH y JleTeld B BO3pacTe oT 6 10 -11 ner
IIpA IIpHEeMe Ipernapata B PEKOMEHAYeMbIX j03ax (2,5 Mr/aeHb) MoOOYHBIX
3¢ PeKTOB BHISIBIEHO HE OBLIO.

Y nereit B Bo3pacte 12-17 ser mo pesylbraramM KIMHUYECKHUX HCCIIe0BaHUMA
HauboJiee yacTo BeTpeyaroluiics: nodbounst d3¢gdext — ronosuas 6omab (5,9 %),
yacToTa KOTOpO# Oblila He BbIIIe, YeM Mpu npueme ranedo (6,9 %).

VY B3pocibIX U MOJApocTKOB (12 yer u crapuie) no pesysibTaTaM KIMHUYECKUX
uccieoBaHui modbounsie 3dexTs OblM 3adukcupoBanbl y 3 % MalMeHTOB MO
CPaBHEHHIO C IPYIION, MPUMEHSBIIUX M1aiedo0, U3 HUX Yallle BCero OTMe4alluch:
noBellieHHas yromiasiemocts (1,2 %), cyxocrs Bo pry (0,8 %), romoBuasi 60ib
(0,6 %).

Nudopmarnus o nobouHbIx 3 hexTax npejacraBieHa rno pe3yjabTaTaM KIHHUYeCKUX
MCCIIe/IOBAHUNA U HAOJIIOIEHUH MTOCTPETUCTPALMOHHOTO MTePUO/Ia.

[lo pmaHHBIM BceMHUpPHOW opranmzaiuu 3japaBooxpaHeHust (BO3) noGounsie
shdekTsl  KnaccuGUUUpPOBaHbBl B COOTBETCTBHMM C MX YaCTOTOW pPa3BUTHS
cilelyroIuM oopa3om: odeHb yacto (> 1/10), wacro (ot > 1/100 no < 1/10), HeuacTto
(ot > 1/1000 mo < 1/100), penko (ot = 1/10000 no < 1/1000), ovyens penko (<
1/10000); yacroTta HeW3BeCTHA — MO MMEIOIIMMCS JaHHbIM YCTAHOBUTH YacTOTY
BO3HUKHOBEHUS HE MPE/ICTABISIOCH BO3MOKHBIM.

Co cmoponbl ncuxuku: OY€Hb PEAKO — TrajUlOIMHALIMU; 4acTOTa HEU3BECTHA —
aHOMaJIbHOE MOBEJIEHHUE, arpeccusi, IeIPECCUBHOE PacCTPOMCTBO.

Co cmoponbl HepeHOotl cucmempl: 9acTo - TOJI0BHasE 60I1b; yacTo (y aereil 1o 2 ner)
— OEeCCOHHMIIA; OYEeHb PEIKO — TIOJIOBOKPYKEHHE, COHJIMBOCTb, OECCOHHHMIIA,
TICUXOMOTOpHASI THIIEPAKTUBHOCTD, CYOPOTH.

Co cmoponbl neuenu u Hcenuesvl6oOAWUX nymeti. OYeHb PEIKO — IOBBILICHHE
aKTMBHOCTUM (DEPMEHTOB T[€Y€eHH, TIOBbILIEHHE KOHIIEHTpaluu Ounmupyouna,

reraTuT, 4aCcToTa HEU3BECTHA — XKEIITYX4aA.






