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e OnaH3anuH

MonesHble CCbINIKMK:

LleHa B AHpekce lFop3gpaB Ctonnyku Anpesb

Cocpeectp”™™ Bukunegna™t

PNC VIDAL Mail.Ru Drugs.com®**

dapmMmakoTepaneBTM4Yeckas rpynna:

e HelpoTponHble cpeacTBa

dapMaKosiornyeckme CBOMcCTBa:
PapmakoauHaMUKa

AHTMNCNXOTMYECKOE CPeACTBO (HelponenTuk). ObnagaeT CPOACTBOM K CEPOTOHNHOBBIM 5-HT,4,c-, 5-HT3-, 5-HTg-peuenTtopam;
[onaMnHoBbIM Dq-, Dy-, D3-, Ds-, Ds-peuenTtopam; M;_s-xonunHopeuenTtopaMm; o-agpeHopenentopam U rmcTaMUHOBbLIM
H,-peuenTtopam. MNpoaBnseT aHTaroHM3M B OTHOLUEHNN CEPOTOHUHOBLIX 5-HT-, 4ONaMUHOBBLIX U XOJIMHOPELLENTOPOB.

B ycnoBusax in vitro n in vivo obnapaet 6onee BbipaXKeHHbIM CPOACTBOM M aKTMBHOCTbIO B OTHOLLIEHUN CEPOTOHMHOBBIX
5-HT,-peuenTopoB, N0 CpaBHEHUIO C AONAaMUHOBbLIMY D,-perienTopamu. Mo faHHbIM 31eKTPOopU3N0I0rnyecKnx nccnesoBaHunn
OJlaH3arnunH CeNeKTUBHO CHMXXAaET BO36yAMMOCTb Me3onumburyeckux (A10) nonaMnHepruyecknx HEMPOHOB U, B TOXKE BPeMS,
OKa3blBaeT HE3HAYUTEIbHOE AEeNCTBME Ha CTpuaTHble (A9) HEPBHbIE My TKW, YHacTBYIOLIME B PErYASLNN MOTOPHbIX (YHKLUMWA.
OnaH3anuH CHWXXaeT YC/IOBHbIN 3alMTHBIN pedieKe (TeCT, XapakTepusyoLUin aHTUMNCUXOTUYECKYI0 akTUBHOCTL) B 6onee
HU3KKX [03ax, YeM 3TO TpebyeTca AN AOCTMXKEHNS KaTaslencum (pacCTponcTBo, oTparkatoLee NoboyHoe BANSHUE Ha
MOTOPHYI0 (PYHKLMIO). B 0TIMYME OT APYrX HENPONIENTKOB, ONaH3anuH yCMMBAEeT NPOTUBOTPEBOXKHOE AeNCTBME NPU
npoBeAEeHNN aHKCUOJIMTUYECKOro TecTa.

Mpu NpUMeHeHN ofaH3annHa YMEeHbLUATCSA Kak NPpoAyKTUBHbIE (B T.4. 6pea, ransounHaumm), Tak U HeraTueBHble
paccTponcTBa.
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mapMaKOKMHeTMKa

Mocne npuema BHYTpPb onaH3anuH xopowo abcopbupyetcsa ns XXKT, Cax B MNa3Me gocturaetcs vyepes 5-8 4. KoHueHTpauun
OJlaH3arnuHa B NnJja3Me NMeKT JINHENHYI0 3aBUCMMOCTb OT A03bl (B Anana3oHe oT 1 ao 20 mr). NMpuemM nuwim He oKa3biBaeT
BAMSHUA Ha abcopbunio onaH3lanuHa.

Mpu KoHUeHTpauuun B nna3me oT 7 o 1000 Hr/mMn cBA3bIBaHUE ¢ 6enKamMu nia3Mbl COCTABNISET OKO0 93%.

OnaH3anuH MeTabonnsnpyeTcs B Ne4YeHn NyTeEM KOHBbIOraumm n oknciaeHnsa. OCHOBHbIM LIMPKYANPYOLWNM MeTabonnTom
anseTca 10-N-rnioKypoHnA, KOTOPbIN TeopeTuyYeckn He NpoHnkKaeT Yepes 96, N3odepmeHTbl CYP1A2 n CYP2D6 y4acTBylOT
B obpa3oBaHum N-gecmMeTunn n 2-ruapokcumeTna metabonmTos onaH3anuHa. B skcnepumeHTaibHbIX MCC/1Ie 4OBaHMSX Ha
>XKUBOTHbIX MOKa3aHo, 4YTO 3TN MeTabonnTbl o6nafatoT 3Ha4YMTEeIbHO MeHee Bbipa)XeHHON (hapMaKoI0rM4eCckom akTUBHOCTbIO
in vivo, 4yem onaH3anuH. OCHOBHasa hapMaKosormyeckas akTMBHOCTb 00yC/i0BSIeHa HEM3MEHEHHbIM 0/1laH3amnnHOM.

AKTUBHOCTb n3odepmeHTa CYP2D6 He BAnAET Ha ypoBeHb MeTabonn3Ma onaH3anuHa.

Y 300poBbIX 406POBOJIbLIEB MOC/E NMpMeMa BHYTPb T1,; 0N1aH3anuHa coctasnseT 33 4 (21 - 54 4), a cpeaHUN Nna3MeHHbIN
KNMpPEHC - 26 n/4 (12 - 47 n/y).

OKoJN10 57% oNlaH3annHa, MeYEHHOro Paanon30TonamMn, BbIBOAMTCA C MOYOW, B OCHOBHOM B Buae MeTabonnTos.

DapMakOKUHETNYECKME MOKa3aTesn oJlaH3annHa BapbupyloT B 3aBUCMMOCTM OT MoJia, Bo3pacTa, Haindnsa npucTpactus K
KypeHuto (Tabnnua):

XapaKTepucTMKN NaLVNEeHTOoB Ty (4) Mna3sMeHHbIN KApeHc (1/4)
Hekypswume 38.6 18.6
Kypsawne 30.4 27.7
JKEeHLNHBI 36.7 18.9
My>X4YUHbI 32.3 27.3
Moxxunbie (65 neT u ctaplie) 51.8 17.5
Monoxe 65 net 33.8 18.2

OfaHako cTeneHb U3MeHeHUn Ty, U NIa3MEHHOr0 KJIMPEeHca NoA BAVAHNEM KaXKA0ro N3 yKa3aHHbIX PakTOPOB 3HAYUTENbHO
1/2
yCTynaeT cTeneHn nHgnemnayasibHblX pa3nw1|m7| 3TWX Noka3aTenen.

[locTOBEPHBIX Pa3NNYNn MeXAy CPefHNMN 3HAYEHNAMN Ty, Y MNIAa3MEHHOMO KAMPEHCa 0NlaH3anuHa y naumMeHToB C
TSXKeNbIMU HapyLIeHNsAMN PYHKLMN NOoYeK, MO CPaBHEHUMN C IMLE@MK C HOPMaJlbHON YHKLMEN NoYeK, He YCTaHOBJIEHO.

Y KypsALWMX NALMEHTOB C HE3HAYUTENbHBIMU HAPYLUEHUAMU PYHKLUW NeYeHN Nia3MeHHbI KJIMPEHC oJlaH3anunHa HUXe, 4YeMm y
HeKypAawmx 6e3 Taknx HapyLleHNN.

NMoka3aHusa K NpUMeHeHuUlo:

JleveHne 060CTpeHUn, NOAAEPKMBAIOLLAS U ANMTEeNbHAs NPOTUBOPELNANBHAS Tepanus WN30MPEHUN N OPYTrux
MCUXOTUYECKUX PACCTPONCTB C Bbipa>KeHHOW NPOAYKTUBHOM (B T.4. bpen, raniiounHaumm, aBToMaTn3M) U/Uan HeraTuBHOM (B
T.4. SMOLMOHAIbHas YNOWEHHOCTb, CHUXKEHNE COLMaNIbHOM aKTUBHOCTU, 06eiHEHME peyn) CUMNTOMATUKON, a Takxe
CONYyTCTBYOLWNMMN adPEKTUBHLIMK PAaCCTPONCTBAMM.

JleyeHune oCTpbIX MaHWaKasbHbIX WU CMELLIaHHbIX MPUCTYMOB Npu 6MNoNSpHOM adp(eKTUBHOM paccTpoincTee c/6e3
MCUXOTUYECKUX NPOSBNIEHUI 1 c/6e3 BbICTpol cMeHbI (has.

OTHOCUTCA K Dosle3HAM:
e llInsodhpeHunsa

NMpoTuBONoOKasaHuA:

[MoBbILLIEHHasA YYBCTBUTEJIbHOCTb K OJIaH3aruHy.

Cnocob npuMeHeHus U [03bl:

CTpaHvua 2 u3s 4



3roJIAH3A
®dapmakonormnyeckas 6asa pgaHHbix (http://drugs.thead.ru)

HavanbHas po3a coctasnseT 10-15 mr/cyT. CyTo4Hy0 03y Heobxoanmo noabupaTe NHAMBMAYANIbLHO B 3aBUCMMOCTU OT
KJIMHNYECKOro COCTOSAHNS 6onbHOro. TepaneBTnyeckme fo3bl - 5-20 Mr/cyT. YBennyeHne o3bl CBbilE CTaHAAPTHOM,
cocTaBnsloLen (B 3aBUCUMOCTM OT nMoka3saHumn) 10-15 mMr/cyT, pekomeHayeTCs NpoBOAUNTb TOJIbKO NOC/ie COOTBETCTBYOLLEro
KAnHnYeckoro obcnenosaHns NaumeHTa. YBenmineaTb A03Y C/iedyeT NOCTeNeHHo, C MHTepBasaMn MUHUMYM 24 Y.

[Ons naymeHTOB NOXXMJI0r0 BO3pacTa, a TakXke rnpu NoY4e4YHON HeJOCTaTOYHOCTU TAXKENION CTeNeHn Nan HeJoCTaTO4YHOCTH
PYHKLMN NeYeHn cpe):l,He|71 CTeneHu TSKeCTU HavasibHas fo3a cocTasnseT 5 mMr/cyT.

YMeHbLUeHWe HavyalbHOW 003bl PEKOMEHAYETCA A/ NaLWEeHTOB C KoMOMHaLnen pakTopoB (60JibHble XXEHCKOro nona,
CTapy4yeckoro Bo3pacTa, HeEKypsLLME), NP KOTOPbIX BO3MOXXHO 3aMefsieHne metabonmsma oslaH3anuHa.

MobouyHoe peucrBue:

Co cTopoHbl LUHC: HapyleHne noxoaku (y 60bHbIX C AeMeHUMen anbLreiMepoBCKOro TuMna), COHANBOCTb, akaTu3uns,
rOJIOBOKPY>KEHMe; peiKo - CyaopoxHble npunaaku, 3HC.

Co CTOpOHbI 0bMeHa BelecTB: YBeNnYeHne Macchl Tesa, nepudeprnyieckrne oTeku.

CO CTOPOHbBI 3HAOKPUHHOV CUCTEMbI: YBEINYEHNE COAEPXKAHUSA MPOJIAKTUHA (KIMHUYECKNE NPOoSBeHUs
rUneprposiakTUHEMUN OTMEYaNoCh PeaKo, B BOJbLLIMHCTBE C/lyYaeB HOPMaM3aLUmns YPOBHS MponakTuHa npomcxoauna 6es
OTMeHbI ONaH3anmnHa); B eQUHNYHbIX CyYasXx - runeprankemmns, amabetmyeckas KoMa, AmabeTMYecKnin KeToaunaos.

COo CTOPOHbI CEPAEYHO-COCYANCTON CUCTEMbI: OPTOCTAaTUYECKas MMMOTEeH3Us; peako - bpagukapauns.

CO CTOPOHbLI NuLLEBapUTESIbHOV CUCTEMbI: 3aMnopbl, CYXOCTb BO PTY, MNOBbILIEHNE anneTnTa, NoBbILLeHNe akTUBHOCTU AJTT n
ACT; penko - renatuT.

JlepmaTonorndeckme peakuymm: peiko - poToceHcMbunmnsauus, cbinb.
Co CTOPOHbI MOYEMNOJIOBOVI CUCTEMBI: PEAKO - MPUaNn3Mm.
Co CTOPOHbI CUCTEMbI KPOBETBOPEHMS: 03NHONIINS; PEAKO - NIeKOMNEHUs, TPOMbBOoLMTONEeHMs.

lpoyne: acTeHuns.

anIMEHeHVIe npum 6epeme|-|Hocw| U KOPMJIEHMM TPYAbIO:

ALEKBaTHBIX U CTPOro KOHTPOJIMPYEMbIX KJIMHUYECKMX UCCNiefoBaHni 6@30NacHOCTM NPYMEHEHNS OflaH3anuHa npu
6epeMeHHOCTUN He MPOoBOANIOCk. [IPUMEHEHKE BO3MOXKHO TOJIbKO B C/lyYasx, KOrAa oxxuaaeMas rnosb3a Tepanuu 4fis MaTepu
3HaYUTEsIbHO MpeBbILIaeT NOTEHLMabHbIA PUCK 4S8 MJI0AA.

B HacTosawee BpeMA OTCYTCTBYIOT AaHHbIE O BblaeNIeEHNN ONaH3annHa C rpygHbIM MOJIOKOM. anI HeobxoAnMocTun
npuMeHeHNA B nepuoa Nnaktauun rpygHoe BCKapManBaHme cnenyeT npekpaTtuTb.

B3anMopencTBme C ApPpYyruMmM NneKapCcTBeHHbIMU CpeacTBaMu:

anI oaAHoOBpeMeHHOM nNpMMeHeHnn C neKapCTBeHHbIMN CpeaCcTBaMK, OKa3blBalOWMMN YyrHeTalouwee BInAHNE Ha LHC, c
3TaHOJIOM YCUIMBAETCA yrHeTatouwee savsaHne Ha LHC, aHTurnnepTeH3smnBHoe nencrene.

MeTab0sM3M 0NaH3anMHa MOXXeT U3MEHATbLCA Mo AeNCTBMEM UHIMBMTOPOB NN MHAYKTOPOB n3ogepmeHTa CYP1A2.
MnasMeHHbIN KNMPEHC OlaH3annHa NoBbILLAETCA Y KYPALWMX NauMeHTOoB 1 Yy 60NbHbIX, NPpUHMMaLWmMX KapbamasenuH (B
CBA3U ¢ yBenn4eHnem akTuBHocTn CYP1A2). CunbHble MHrMbuTopsl CYP1A2 MOryT CHUXXaTb MJa3MEeHHbIN KINPEHC
oslaH3anuHa.

OLHOBPEMEHHbIN NPUEM aKTUBMPOBAHHOIO Yrisi yMeHbllaeT 61MofoCTyNHOCTb oslaH3anmHa Ha 50-60%.

I'Ip|/| ooHoOBpeMeHHOM npunMmeHeHMnM C CIZ)J'IyBOKcaMI/IHOM NnoBbILLAeTCA KOHLUEHTpPaUna oflaH3anHa B Nja3Me KpoBu.

Mpuem chnyokceTnHa (60 Mr oagHOKpaTHO nnm 60 Mr exxegHeBHO B TeyeHne 8 AHel) Bbi3biBaeT yBennyeHune Cpay 0N1aH3anmHa
B NJ1a3Me KpoBW B cpefHeM Ha 16% n CHuU>KeHne nia3MeHHOro KAnpeHca oslaH3annHa B cpegHeM Ha 16%.

Ocobble ykazaHUsA U Mepbl NPeaoCTOPOIKHOCTH:

C 0cob0oi 0OCTOPO)KHOCTLIO MPUMEHATL NpK yBennvyeHnn akTuBHoCcTN ACT n ANIT y 60MbHBIX C HEAOCTAaTOYHOCTbLIO (hYHKLMN
rneYeHn, orpaHNyYeHHbIM PYHKLNOHAIbHLIM PE3ePBOM NeYeHn Wi Y NauneHToB, MnoJjydatowmnx ae4yeHme noTeHumnaabHo
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renaToToKCMYeckuMn npenapaTtamu. B cnyyae ysennyeHna aktnsHoctn ACT n/vnun AJIT BO BpeMS NIe4eHUs 0slaH3annHoM,
TpebyeTcs TwaTenbHoe HabnoaeHne 3a NauMeHToM, U, NP HeobXo0ANMMOCTU, CHUXKEHME [03bI.

C OCTOPO)XHOCTLIO MPUMEHATL Y NALMEHTOB C NUJIENTUYECKUMM NPpUNaLKaMy B aHaMHe3€e NN NoABEPXKEHHbIX
BO3JeNCTBUI0 (DAaKTOPOB, CHUXKAIOLLIMX MOPOr CYOPO>XXHOM FOTOBHOCTM.

C OCTOPOXKHOCTbIO MPUMEHATL Y MALMEHTOB C MOHUXEHHbLIM KOJIMYECTBOM NENKOLUTOB U/ HENTPOdUIOB, 06yCNOBIEHHbBIM
PazNNYHBLIMK NPUYNHAMM; C MPU3HAKAMUN YITHETEHNSA/TOKCMYECKOr0 HapYyLLIEeHUs PYHKLUN KOCTHOrO MO3ra noj Bo3AenCcTBmeM
JIeKapCTBEHHbIX CPEACTB B aHAaMHe3e; C yrHeTeHneM pyHKLMN KOCTHOrO Mo3ra, 06yC/I0BIEHHOr0 CONyTCTBYOLLUM
3aboneBaHMeM, paguoTepanuein uan XuMmuoTepanmein B aHaMHe3e; C rMnep303uHogUInNE NI MAENONpondepaTBHbLIM
3aboneBaHMeM. B KIMHUYECKUX NCCNEN0BaHUAX NPYMEHeHMe 0JlaH3anunHa y 60/1bHbIX C KJ103anMH3aBUCUMON HERTpOneHnen
VAN arpaHyioLMTO30M B aHaMHE3€e He COMPOBOXKAaJI0Ch PELMANBAMM YKA3aHHbIX PAacCTPONCTB.

C OCTOPOXHOCTbIO MPUMEHATbL Y NMNauMNeHTOB C KJIINMHUNYECKNMIN MNMPOoABIEHNAMU runepniasnn npep,CTaTeanm?l Xenesbl,
I'IapaJ'lVITVI‘-IeCKOI?I HEenpoxoanMmocCTblo KMLLIeYHUKa, 3aKprT0yFOJ’IbHOI7I FJ'IayKOMOI?I N CXOOHbIMU COCTOAHUAMN.

Mpu nevyeHUn HenpoNenTKamu, BKJOYas 0JlaH3annH, BO3MOXXHO pa3sutre 3HC. KnuHuyeckue nposisneHns 3HC nnun
3HaynTesIbHOE MOBbILIEHNE TeMnepaTypbl Tena 6e3 Apyrux CMMATOMOB A@HHOIO CUHAPOMa TPebytoT OTMEeHbI BCcex
HEenpoNIeNnTNKOB, BKJIOYAs OflaH3anuH.

Mpu onuTenbHOM Tepanun HelponenTMKaMn CyLLeCTBYET PUCK Pa3BUTUS NMO3AHEN ANCKMHEe3uW. Mpu pasBuTun NpU3HaKoB
no3gHen AUCKMHEe3UN PEKOMEHAYETCS CHVXEeHUe [03bl AN OTMeHa oJlaH3annHa. CUMNTOMbI NO34HEN AUCKUHE3UN MOTYT
NMoSIBASTLCS UKW HApacTaTb NOC/e OTMeHbl Tepanuu.

YynTbiBasa xapakTep DencTeus onaHlanuHa Ha LUHC, cnenyeT C OCTOPOXXHOCTbIO NPUMEHATL €ro B KOMBUMHauum ¢ aopyrunMmm
NeKapCTBEHHbLIMU NpenapaTaMu LEHTPaJIbHOrO AENCTBUS N 3TAHOJIOM.

Be3onacHoCcTb 1 3h(EeKTMBHOCTb ONlaH3annHa y NauueHToB B Bo3pacTe A0 18 fieT He n3y4yeHbl.
BauvsiHne Ha criocobHOCTb K BOXAEHUIO aBTOTPaHCIopTa u paboTe ¢ MeExaHU3MaMu

B nepuvopg nevyeHuns cnenyeTt C OCTOPOXKHOCTHLIO 3aHUMATbCS BUAAMU AeATeNbHOCTH, CBA3aHHBIMU C HEOBXOAUMOCTbIO
KOHLIEHTPaLUN BHUMaHKS N BbICOKON CKOPOCTU NCUXOMOTOPHbIX peakLuii.

Mpyn HapyLleHnsaX (PyHKLNN noYeK

Mpn NoYeyYHOM HEeJOCTAaTOYHOCTU TAXKENION CTENEeHN HavyaslbHasA A03a COCTaBNAeT 5 Mr/cyT.

Mpyu HapyLweHnsax (pyHKLUNUN nevYeHu

Mpy HEeJOCTAaTOYHOCTUN (DYHKLMN NEYEHN CPeOHEN CTENEHN TAXKECTUN HavyalbHasa A4o3a CoCTaBnseT 5 mr/cyT.
lNMpumMeHeHue B NO>XXMJIOM Bo3pacte

[0na naumeHTOB NOXKWJIOro BO3pacTa HavasibHasa fo3a cocTaBnaeT 5 mr/cyT.

lNMpuMmeHeHne B [,eTCKOM Bo3pacTe

Be3onacHOCTb 1 3(pheKTUBHOCTb OJflaH3annHa y nauneHToB B BO3pacTe A0 18 feT He u3yyeHsol.

UcTouHuK: http://drugs.thead.ru/EGOLANZA
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