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HHCTPYKIHA

0 Me{HIHHCKOMY IIPEMEHCHHAIO PENapaTa

ASAPEHN®

Perucrpanmonnsiit HoMep:

Toprosoe nazsanne: ASAOE

MexayHapoaHoe HeAaTeHTOBAHHOE HasBaume: THnodesuH (pipofezine).
Jlexapcrennas popma: TableTKH.

CoctaB Ha OHYy TabneTKy:

aKMUBHOE @euecmso — MUNOPE3NHA TUrANPOXTIOPHAA MOHOTHPATA 25 MT;

sCnoMozamenvHble 6ewecmea — KpaxManl KapTo(eNbHEIH, KDEMHHAS IMOKCHI KOIUTOHJHBIH
(aspocwn), UeUIONO3a  MHEKPOKDHCTAITMYECKAd, JIAKTO36I ~ MOHOTHApAT,  TOBHJOH

(110THBHHWIHAPPONHAOH HH3KOMOJICKY/ISPHBIH MCTTUIIHHCKHH), MarHKA CTeapar.

Onucanue
TabNeTKy IUIOCKOMIWIMAApPAYECcKAe ¢ (acKol, XENTOBATO-3€/EHOBATOro Ipera. Jlomyckaercs
HAJIHIHEe MPaMOPHOCTH.

dapmakoTepaneBTHIecKas IPYNNA — AHTHIEIPECCAHT.
Kon ATX [NO6AX].

PDapMaKkoJora9ecKue CBOHCTBA

Dapmaxodunamuxa

TPHIMKIHYECKHH aHTHICIPECCAHT U3 IPYIIEI HeA30ApaTeNbHbIX HHIHOATOPOB HEAPOHAIBHOrO
3axBaTa MOHOAMHHOB.

MexaHu3M AHTHACHIPECCHBHOrO JAECTBHS CBf3aH C HeH3OHpaTeNbHBIM HHIHOMpOBaHHEM
ofpaTHOro HEHPOHANBHOTO 3aXBaTa CEPOTOHHHA H HOPQJpCHANHHA, II0 OPHBONHT X
ysemagennio Bx komnenTpanuii B ITHC. TamonenTadeckoe neficTsre Npenapata COYETaCTCH C
CeJaTHBHON aKTHBHOCTHIO H AHKCHOIMTHIECKEM 3 deKToM.

IMpakTHyeckd Be obnanaeT M-XONHHOONOKHpYIOMEH akTHBHOCTBIO, HE BJIHACT HA AKTHBHOCTH
monoamunokcuaassl (MAO). He oka3skBaeT KapAHOTOKCHYECKOTO JNEHCTBHA.

Ddapmaxkokunemuxa
BHCTPO B NOMHOCTHIO BCACKIBAETCS B XEMyIOYHO-KHIIEYHOM TPaKTe. BHOAOCTYIIHOCTE - OKONO
80%. [locme wmepopansHOro mpheMa pa3oBod Ho3et 25 Mr AsafeHa MakCHMabHAdA
KOHIICHTpaIAs cocTaBnser 24,5 ar/mMi u onpeaenserca crycts 1-2 gaca. Ceasp ¢ Genkamu
ma3Mel - 90%. '
MeTtabonu3upyeTcd B Ne9eHH ¢ 00pa3oBaHHEM HECAKTHBHEIX MeTabonmToB. B mccnenopaHmm in
vitro moKa3a=o, UTO IHIO(E3NH He ABserca cybcrparom modepmertos CYP2CY, CYP2CI9,
CYP2D6 u CYP3A4, a mpeuMymiecTBEeHHO MeTaboImsupyercd HOA BIHASHEEM H3o(epMeHTa
CYP1A2.
Tlpenapatr [ocTaTO9HO OBICTPO BHIBOAMTCS M3 KPOBAHOIO PYCHa, HEPHOA HONyBHIBEICHHS
coctasnser 4,3 9aca. BeBoAHTCS H3 OpraHA3Ma NPEHMYIIECTBEHHO OTKAMH.
J—
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IIpoTuBOnOKaZaRAL
[ HNepyuyBCTBATENSHOCTE K OCHOBHOMY W/HNH BCIOMOTATCNBHEIM KOMIIOHCHTAM IIpeliapara;

TsDKeNas CTeHeHb NEYeHOIHOH W/HIIH NOYevHOH HENOCTATOYHOCTH; ONHOBPEMEHHBIH DpHEM
uHrEoATOpoB MAO; 6GepeMEHHOCTD; NEPHOJ JIAKTAI|H; NCTCKHH BO3pacT IO 18 net (onwim
MeQUYUHCKO20 NPUMEHEHUA Y Oemeill 02PaHUYeH).

Pejtkue HAcTeACTBEHHBIE POGIeMBl HEIEPEHOCHMOCTH JIAKTO3bI, IEQUIMT JiaKTassl, FIOKO30-
ranaxTo3Has MansabcopSuus (npenapam codepaicum Aakmosy).

C 0CTOpPOXHOCTBHIO

XpoHmdeckas CcepleyHas HEAOCTATOYHOCTh, MH(APKT MHOKapfa, MmleMudeckas Oonesmb
Cepaua, COCTOSHHE [10C/Ie HHCYIbTa, HE(EKIHOHHEIe 3a60/1eBanys, CaxapHblii [HaGeT (B CRA3H C
HEIOCTAaTOYHOCTHIO JAHHBIX O 6e30macHOCTH).

Cnoco6 nprMeneHHs H J03b1

BuyTps.

HagansHas fos3a Wid B3pocieiX — 25-50 Mr, B 2 mpuema (yrpom H B oben). Ilpu xopome#
IIepPEHOCHMOCTH O3y IOCTENEHHO yBemHIrBaioT A0 150-200 mr/cyT (B 3-4 mpaema, nocemal
OpHeM Nepesi CHOM), B HEKOTOPHIX ciydasx — 1o 400 mr/cyT. OnmaManbHast CyToqHas 103a —
150-200 mr, MaxcamaneHast — 400-500 mr. [lpe nocrixennn xenaeMoro sdbexTa nepexodT 5a
NOANEPKHMBAIONTHE A03bL: 25-75 Mr/cyT. Kype neucnns — 1o 1 rona (#e menee 1-1,5 mec).

Ilo6ounoe nelicreue

T'onoBHas 60Mb, rOJIOBOKPYX¥EBHE, TOMHOTA, PBOTA, AJUVICPTHYCCKHE PEAKI[HA.

B Hayane TepanmWH BO3MOXHO HOsBIIEHHE CIAGOCTH, COHMBOCTH, HApYIlIeHAS KOHUCHTPallHH
BHHMAHHUA, CYXOCTH BO PTY, KOTOphle HUBEIHPYIOTCS 6€3 ONMONHUTENBHOTO ICICHHEA.

Ilepenozuposxa
Ceenienus 0 NepeNoO3APOBKE OTCYTCTBYIOT.

B3aumoneiicTBHe ¢ APYTEMH NeKaPCTBEHHLIME NpeNapaTaMe

Yeummpaer 3¢eKTH 3TaHONA, AHTHIMCTAMHHHBIX NPENApaToB M JIp. CPEACTB, YTHETAOIMHX
ITHC, aETHKOAryI4HTOB.

Crxaet 3 PeKTHBHOCTS IIPOTHBOINMMICHTAYECKAX IPENApaToB.

B uccnenoBanuH in vitro noKasaso, 9to AsadeH He ABJICTCS HATHOMTOPOM HI HHEYKTOPOM
msodepmentor CYP1A2, CYP2C9, CYP2C19, CYP2D6 r CYP3A4, nosroMy MajioBCPOSTHO
B3aUMOZEHCTBHE asaleHa C JICKAPCTBEHHHMH CPEJCTBAMH, SBASIONAMECH CyOCTparamM
JIaHHBIX H30EPMEHTOB.

®nyBoxcamuH, NponadeHOH, MeKCwieTHH, mumpodaokcamus (MHTHOHTOPE! H30pepMEHTa
CYP1A2) MoryT noBbIIaTh KOBICHTPAIAIO a3aieHa B [L1a3M€ KPOBH.

Ocobble ykazanug

[ocne nepesona ¢ Tepanuu marmbmropamu MAO Ha Asaden HeoOXozmm uHTepsan B 1-2

HEOCIIH.

B nepHoz ieqyeHHs ClIEAyeT BO3ACPKHBATLCA OT NPHEMA alIKOT 014,

JhoGoe NENpEecCHBHOE PaccTPOMCTBO caMmo no ceGe ypenEumBaeT pHCK cymmuia. [loatomy BO

BpeMd JICUCHHS 33 NANHEHTAMH JOXHO OHTH YCTaHOBNEHO HabmoNeHHe ¢ OENbI0 PaHHErO

BHIABJICHAS HapyINEHAH WM H3IMECHCHRH HOBEACHUS, 8 TAKKe CYHIATbLHBIX HAKICHHOCTEH.
AT

BinsaHde HA BHIOJHEHHE NOTEHIHAILHO ONACHBLIX mon/mmﬂ;mfé(a

0c060ro BHEMAHAS B GLICTPOTH NCHXOMOTOPHLIX peakwi 7

B cBS3@ € BO3MOXHEIM CHUKEHHEM KORICHTDAIAH BHEMAHM{: B
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NOBHLINIEHHOTO BHAMAHHA H GRICTPOTH ICHXOMOTOPHBIX peakiu# (ympaBieHye TpaHCIOPTHBIME
CpeIcTBaMH, paboTa ¢ ABHKYIIHMHACS MEXAHHIMAMH, paboTa AECHETYEPa A ONEPATOpPa U IP.).

®opma BLITYCKA

Tabnetxa no 25 mr.

Mo 10 umm 14 TabneTox B KOHTYPHYIO A9CHKOBYIO YIaKOBKY.

Mo 100, 200, 250, 300 Tabnerox B 6aBKH NOTHMEPHRIC, YKYTIOPCHHBIC KPHILIKAMH.

Banky nonumepuyo uin 3, 4, 5 KOHTYPHHX F4eHKOBHX yNaKoBOK O 10 Tabnerox nau 1, 2, 3,
4 KOHTYpHBIX S9efiKOBRIX yTakoBok no 14 Tabnerox BMecTe C HHCTPYKIUHEH 110 NPHMEHCHHIO
NMOMEILAIOT B N1a4Ky A3 KapTOHa.

Ycnosua xpaHeHns
B cyxoM, 3ail[HIIEHHOM OT CBETA MeCTe, IIpH TeMnepaType He sbime 25°C.
XpanuTe B HENOCTYIHOM [UIR A€TEH MecTe.

Cpox ronnocra
5 nert.
He ncnons30BaTh 10 OKOHYAHHHM CPOKa FOAHOCTH, YKasaHHOTO Ha yIaxoBKe.

Y10BES OTHYCKR H3 anTeK
Ilo peuenty.

Baanenen peracTpanHoHHO0 Y10CTOBCPeHES
OAO «HWDK®D®APM», Poccus

603950, r. Huxuwit Hosropon

I'CI1-459, ya. Canranckas, a. 7

Ten.: (831) 278-80-88

®axc: (831) 430-72-28

Hurepner: http://www.nizhpharm.ru

Hponssoanrean

3A0 «MAKH3-PAPMA», Poccaus

109029, r. Mocksa, AsromobrbHLIE 1poesn, 4.6
Ten.: (495) 974-70-00

dakc: (495) 974-11-10

E-mail: mail@makizpharma.ru

Tpemenzuu nompebumeneii nanpasizxms ¢ adpec 340 «MAKH3-PAPMA»

IMpeacrasuress $RpMLI
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