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MHCTPYKILIMA
[10 MEJIMIIMHCKOMY ITPUMEHEHMUIO JIEKAPCTBEHHOI'O ITPEITAPATA

IF'AJTIOINEPUAOJI-PUXTEP

HaAaUMMEHOBAHUE JICKAPCTBEHHOI'O Iperapara

Perucrpanmonnsiii Homep: 11 N013574/02
Toprosoe naumenosanue: ['AJIOIIEPU/IOJI-PUXTEP
MeskayHapoaHoe HenaTeHTOBAHHOE HAMMEHOBAHHE: TaJIONEPH/I0JT

JleKapCTBel-lHaﬂ (bopma: PacTBOP Ik BHYTPUMBIIICYHOI'O BBEACHU A

Cocras
1 M1 pacTBOpa JUIsi BHYTPUMBIIIEYHOTO BBEICHHS COIEPIKUT:
leticmeyiowee seujecmso. TaNoNepuiIona 5 Mr.

Bcnomoeamenvhuvle esewjecmea.; MOJIOYHAs KUCJI0Ta, BOJa AJisd UHBEKIUHA.

Onucanue

BecuBeTHBIN WK CJIerKa XKeJITOBaThId MPOo3pavHblii pacTBOp 0€3 MeXaHHYEeCKUX BKIIOUCHHH.

dapmakoTepaneBTHYECKAsI TPYNINA: AaHTUIICUXOTHYECKOE CPEICTBO (HEHPOJIENTHK).
Kon ATX: NOSADO1

®apMakoJI0THYeCKOe 1elicTBHE

P®apmMakoIHHAMHKA

[anonepuion — aHTHICHXOTHYECKOE CpPEeICTBO, INpou3BojaHoe OyrHpodenona. SBusercs
MOIIHBIM aHTArOHUCTOM HEHTPAIBHBIX 10(haMUHOBBIX D2-penenTopos, B peKOMEH/IyEMBIX J103aX
NPOSBIIAET HU3KYIO alib(a)-apeHOOIOKUPYIOYIO aKTHBHOCTD, HE 00J1a/1aeT aHTHTHCTAMHUHHBIM
WA XOJIMHOOJIOKHPYIOIUM JI€HCTBUEM.

["anonepu1071 NoJaB/seT Opel U raUIFOLMHALNKE B pe3yibTaTe 010Kazibl 10paMHUHEPrHYECKUX
CUTHAIBHBIX NMyTeH B ME30JIMMOMYECKHX CTPYKTypax. LleHTpanbHoe aHTHI0(aMHHEPIHYECKOe
JecTBUE TNposBJIsAeTcs B Oa3aibHBIX sApaX (HHIPOCTPHAPHBIX BOJIOKHAX). ['amomepuion

> (PEKTUBHO YCTpaHseT IICHXOMOTOPHOE BO30YXK/eHHE, YeM OOBACHSETCs ero OJaronpusTHoe



JEHCTBHE TPH MAHUSX U IPYTHX CHHPOMAX, CONPOBOKIAIOMMXCS BO30YKICHUEM.

Biusinue Ha OazanbHble sipa, BEPOSTHO, JIC)KUT B OCHOBE HEXKEJATEJIbHBIX SKCTPAaITHPaMHUIHBIX
JIBUTaTeJIbHBIX HAPYIICHUH (MBIIIeYHAast IUCTOHUS, aKaTH3Hsl U HAPKMHCOHU3M).
AnTHI0paMHHEPrHYecKoe JeHCTBHE TAONEPUI0Ia Ha JIAKTOTPO(HBIE KIETKH IEpEeaHe J0JH
runopusza  00YCJIOBJIMBAET THIEPIPOJAKTHHEMHIO BCIEACTBHE  YCTPaHEHUs  J10(amMuH-
OTOCPEIOBAHHOTO TOHMUYECKOTO TOPMOIKEHHUS CEKPEIIHH ITPOJIAKTHHA.

Kpome Toro, antuponamuHIprayeckuii 3p@GexT Ha XeMOpeuenTopbl TPUITEPHOM 30HBI area
postrema 06bsicHAeT 3GEKTUBHOCTH NpenapaTa B OTHOIIEHUH TOIIHOTHI M PBOTHL.
DapMaKOKHHETHKA

BcacpiBanue

[Tocrie BHYTPHUMBIIIEUHOTO BBEJIEHHS TaJIONEPHI0J1 MOJTHOCTBIO BcacklBaeTcs. MakcumanbHas
KoH1eHTpalus (Cmax) raJIonepuioia B miazme aocturaercs B redenue 20—40 MunyT.

Pacnpenenenne

Cas3piBanue ¢ OeJIKaMi IJ1a3Mbl KPOBH Y B3POCIIOTO YeJIOBEeKa COCTABIISeT B cpefHeM oT 88 10
92%. CreneHb CBs3pIBaHMS ¢ OejlKaMH IUIa3Mbl  KPOBH  XapaKTEpH3YeTCs BBICOKOM
MEXHH/IMBH/IYaIbHOH HM3MEHYMBOCTHIO. ['anmomepuon OBICTPO pacmpelensercs 10 pasHbIM
TKaHsM M OpraHaMm, O 4e€M CBHJIETEIILCTBYET 00O 00beM pacnpeiesieHus (B cpeaHeM oT 8 1o
21 n/kr mocne BHYTPUBEHHOro BBeJAeHMs). [ajonmepuaon J€erko INPOHUKAET — yepes
rematosHIedamnueckuit 6aprep. OH TakkKe NPOHUKAET Yepes IUIALeHTY U B IPYIHOE MOJIOKO.
Merabonusm

[amonepusion mnojBepraercss akTHUBHOMY MeTa0oiau3My B mnedeHH. OCHOBHBIMHM ITyTSMH
MeTaboM3Ma Tajlonepujoia B OpraHu3Me 4YelloBeKa SBISIOTCS  IUIIOKYPOHMPOBaHHE,
BOCCT@HOBJIEHHE JI0 KETOHOB, OKUCIIUTEIbHOE N-/IeaIKHINpoBaHue 1 00pa3oBaHKe IIPOU3BOIHBIX
nupuaHUs. CauTaeTcsi, 4To0 MeTaboJINThI FAJIONepH/10J1a He BHOCAT CYIIECTBEHHOIO BKJIa/1a B €10
aKTHMBHOCTb, TeM He MeHee, OKkoso 23% mpenapata OHOTpaHCHOPMHUpPYETCS IYTEM
BOCCTAHOBJICHHS, U OOpaTHBIM Nepexoj BOCCTAHOBJIEHHOTO MeTaboJMTa B IIEPBOHAYAILHOE
COEMHEHHE TOJHOCThIO HCKIIOUHTHh Hedb3s. B Merabonmsme rajgonepujaona y4acTBYIOT
nzohepmentsl nutoxpoma P450 CYP3A4 u CYP2D6. MuruGupoBaHume WM HHIYKIUS
nzopepmernra CYP3A4 umm unrubupoanue wuzodepmenta CYP2D6 MoxeT NOBIMATH Ha
MeTtabosm3m ranonepujiona. CHmwkenne aktTuBHocTH u3opepmenta CYP2D6 moxeTr npuBecTH K
TIOBBIIICHUIO KOHIIEHTPALIMHU TaJonepuaI0a.

Boisesienue

I[Tociie BHYTPHMBIIIEYHOTO BBEJICHUSI KOHEUHbIH nepuon noiaysbiBeaenus (T12) ranonepuiona

cocTaBJisieT B cpeiHeM 21 yac (auanasol ot 13 10 36 yacos).



Kaxyumiics KIMpeHe raiomnepy/10ia mociie BHeCoCy 1ucToro Beeaenus konebaeres or 0.9 xo 1,5
N/4/Kr M CHHKEH y MeUIeHHBIX MeTtabomu3atopoB 1o m3odepmenty CYP2D6. Cumxenne
aktuBHOCTH u30epmenta CYP2D6 MoxeT mnpuBEeCTH K IOBBIIIEHHIO KOHIEHTPAILlUH
rajionepu101a. MexxuHuBuyaibHas BapuadbenbHOCTh (Koadduiment Bapuanuu, %) KIMpeHca
rajiornepuI0Jia y MalueHToB ¢ MU30(peHnei B NOmyIsIIIHOHHOM (PapMaKOKMHETHYECKOM aHaIIM3e
cocranjisiia 44%. Ilociie BHyTpUBEHHOTO BBeJeHHUs rajgomnepuaonaa 21% n03bl BHIBOAUTCS Yepes3
KUIIeYHHUK, a 33% — nouykamu. Menee 3% /103b1 npenapara BHIBOJUTCS I0YKaMH B HEM3MEHEHHOM
BUJIE.

JIuHeWHoCTh

CymiecTByeT JTHHEHHAs 3aBUCUMOCTh MEXY /10301 rajlonepuoia i KOHIEHTPALKEH B I1a3Me y
B3POCIIBIX.

DapMaKOKUHETHKA Y 0COOBIX I'PYIII MAIUEHTOB

Hayuenmuor nosicunozo éo3pacma (cmapuie 65 1em)

KoHueHTpalyu rajonepioia B ia3mMe KpoBH y MalMEHTOB IOKHJIOr0 Bo3pacTa ObLIM BBILIE,
yeM y Oojiee MOJIOABIX NMAIMEHTOB IPH BBEJICHUM TaKOW ke 103bl. Pe3ynbraThl HEOOIBIIMX
KJIMHAYECKHUX MCCIICIOBAHUN YKa3bIBAIOT HA CHW)KEHHBIN KIMpEeHC U OoJiee MpOJ0IKUTEIbHBINA
IIEPUO/I TOJTYBBIBEICHHSI TAJIONEPH10J1a Y TTALIUEHTOB MOKUIIOT0 Bo3pacTa. Pe3ysibraTel nonanawor
B JIMana3oH HaboaaeMbIX Kojebanuil hapMaKOKMHETHYECKUX ToKa3aTesei rajonepuaona. Ilpu
NPUMEHEHHUH Y TAIMEHTOB IMOJKUJIONO BO3pacTa PEKOMEHJIyeTCsi KOPPeKLHUs J103bl (CM. pasjeln
«Cnoco0 npuMeHEeHHUs U 103bI»).

Iayuenmor ¢ noyeunou HeOOCMamo4HoOCmMvIo

BiusiHie moyeyHOW HEIOCTaTOYHOCTH Ha (apMaKOKMHETHUKY TajloNepujIojia HE H3ydaloch.
Hecmotpst Ha TO, 4TO HapyleHHe QYHKIUH MOYEK HE JOJDKHO UMETh KIMHHUYECKH 3HAYMMOI0
BJIMSIHUS Ha BBIBEJICHHE TaJIONEPUI0J1a, pEKOMEH 1yeTcs coOI01aTh OCTOPOKHOCTD IIPH JIEYEHUH
MAallHEHTOB C IOYEYHOW HEIOCTAaTOYHOCTHIO, OCOOEHHO B CIy4asX BBIPQKCHHOW I0YEYHOH
HEJIOCTATOYHOCTH, B CBSI3W C JOJTHUM TIE€PHOJOM IMOJIYBBIBE/ICHHS TajlONEpUaoIa H €ro
BOCCTAHOBJIEHHOTO MeTaboaMTa M BO3MOXHOCTBIO HakoruieHus (cM. paszzen «Crocob
IPUMEHEHHUS U J103b1»).

BBuay Gonbmioro obbema pacrpesieieHust TajJonepuzioia U BBICOKOW CTENEHH CBS3bIBAHMS C
Oenkam¥ IJ1a3Mbl KPOBH, C TOMOUIBIO JIHAJIM3a MOXHO YIAJIUTh KpaiiHe HE3HAYHTEIIBHOE
KOJIMYECTBO Iperapara.

THayuenmol ¢ neyeno4HoU HeOOCMamo4HOCMblO

BiusHue MeYyeHOYHOM HEJ0CTATOYHOCTH Ha (PapMAKOKMHETHKY TraloNepH/0Jia HE H3ydasloch.
Tem He MeHee, NeYeHOYHAss HEJIOCTATOYHOCTh MOJKET OKAa3bIBaTh CYIIECTBEHHOE BIIMSHHE Ha

(I)apMaKOKHHeTHKy rajornepuaojia, TaKk KaK OH aKTHBHO MeTa6OJ1Pl3I/IpyCTC$l B TIICYCHH.



CretoBaTeIbHO, PEKOMEH/YETCSl CHUIKEHME HAyalbHOW J03bl BJBOE M COOJIOJICHHE Mep
MPEIOCTOPOKHOCTH TPH JICYSHUH TAlMEHTOB C MEYEHOYHOH HEJOCTaTOYHOCTBIO (CM. paszielibl
«Crnoco® npuMeHeHust U 103b1» U «OcoOble yKazaHHs»).
dapmakokuHeTHUYECKas-hapmMakoMHaMUYecKas 3aBUCUMOCTh

Tepanesemuyueckue konyenmpayuu

Ha ocHoBauuM oOmnmyO0IMKOBaHHBIX JIA@HHBIX MHOTOYMCIICHHBIX KIMHHUYECKHX HCCIIEI0BAHNI
TepaneBTHYeCKuil 3P dexT y OOJbIIMHCTBA MAMEHTOB C OCTPOH WIIM XpOHHYECKOH (opmamu
MU30(PEHNH JOCTUTAETCs NPH KOHLIEHTpAIMAX Tpenapara B miasme kpoBu ot 1 1o 10 Hr/mi.
HekoTtopblM manmeHTaM MOTryT noTpedoBaThbes 0Oojiee BBICOKHE KOHILIEHTPALMM BCIIEICTBUE
BBICOKOW  MEXKHUHIAMBHIYAJTbHOH  M3MEHUMBOCTH  (papMaKOKMHETHUYECKHX  IOKas3aresen
rajonepu,/10a.

VY nanueHTOB ¢ MepBbIM MPUCTYIIOM IM30()PEHUN OTBET HA TEPANIUIO MOXKET OBITh JOCTUTHYT IIPH
KoHIeHTpausx ot 0,6 10 3,2 HI/MJI, KaKk MMOKa3bIBaeT OIEHKA JIOJIM CBSI3aHHBIX D2-penentopos
npu ycnoBuH, uto 60—-80% cBsizaHHBIX D2-perienTopoB Jiyuliie BCero 00ecneunBaoT J0CTHKEHHE
TEpaneBTUYECKOr0 OTBETA Ha TEpPaIMiO MPH MUHUMAJIBHBIX SKCTPAUPAMHUIHBIX cUMITOMax. B
Cpe/iHeM, KOHIIEHTPAIHU B IAaHHOM JIMaria30He MOJKHO JOCTHYb IPH CYTOYHBIX J03ax oT 1 110 4
MT.

B cBs3M ¢ BBICOKOW MEXHMHIMBUAYATbHOH H3MEHUYMBOCTHIO ()apMaKOKHHETHUECKHX MTOKa3aTelei
rajionepuaoia ¥ 3aBUCUMOCTBIO 3(@dekra OT KOHIEHTpaluu, PEKOMEHAYeTcs I0JA0MpaTh
WHIMBUIYATIBHYIO /103y TaJIONEpUI0Ia UCXO0/1s U3 PeaKlluu MalMeHTa Ha JICYeHHE, C y4ETOM TOro,
YTO Ha Pa3BUTHE MOJOBUHBI MAKCUMAJIBHOTO OTBETA Ha Teparnuio Tpedyercs 5 quei. B otaenbHbIX
CIIyqasix MOKeT OBITh 11eJ1Ieco00pa3HbIM U3MEPEHUE KOHIICHTPAIUH rajonepuioia B KPOBH.
Bnusnue na cepoeuno-cocyoucmyio cucmemy

Puck ynnunenuss unrepBania QTc Bo3pacTaeT ¢ yBEIMUEHHEM JI03bI M KOHLEHTPALUH
rajiornepy0a B rjaa3Me KpoBH.

DKempanupamuonas cumMnmomMamuxa

DKCTpanupaMHuJIHble CHMITOMBI MOTYT pPa3BUThbCS IIpM INPUMEHEHMM IIpenapara B
TepaneBTUYECKOM JHara3oHe, XOTs WX YacToTa, KaK IpPaBUIIO, BO3PACTAaeT IPU NPUMEHEHHH B

J103aX, MMPEBBIIAONINX TEPANTCBTHYCCKHUE.

Iloka3aHHus K NPUMEHEHHIO

B3pocasie (ctapme 18 ner):

— BeicTpoe KyNmHUpOBaHHE TSHKEJIOrO OCTPOrO ICHXOMOTOPHOTO BO30YXK/JEHHMS, CBS3aHHOIO C
IICUXOTUYECKUM PACCTPONCTBOM WJIM MaHHAKAJIbHBIMU SMH30/1aMH  TpH  OHIIOJISIPHOM

paccrpoiicte | Tuna npu HeaPEKTUBHOCTH NEPOPATBHON TEpAIUH.



— Heotnoxnas tepanust aeaupus npu HedaGHeKTHBHOCTH HeapMaKoIOTHYECKHX METO/I0B.

— Jleyenne xopen I'eHTHHITOHA JIerKOM M YMEpPEHHOH CTENEHH TSKECTH, KOrja Jpyrue
JIEKapCTBEHHBIE Cpe/ICTBa HeA((GEKTUBHBI MM IUIOXO NEPEHOCATCS, a epopaibHas Tepanusl
HE MO/IXO/THT.

— Tlpodunaktika MocaeonepalioHHON TOITHOTHI M PBOTHI Y TALMEHTOB C YMEPEHHBIM H
BBICOKMM PUCKOM B BHJI€ MOHOTEpANUH MM B COCTaBE KOMOMHMPOBAHHOM TepalyM, KOrjaa
JIpyTHE JIEKapCTBEHHBIE Cpe/IcTBa HeI(GEKTUBHBI HITH IJIOXO NEPEHOCATCS.

— KomOunupoBaHHasi Tepamusi IOCJIEONEPAlMOHHON TOIIHOTBI M PBOTHI, KOrja Jpyrue

JICKApCTBECHHBIC CPEIACTBA HCB(b(bCKTI/IBHbI HJIA I1JIOXO MEPEHOCATCA.

IIporuBonOKa3aHus

— I'unep4yBCTBUTEIBHOCTD K TAJONEPHI0TY W/WIN IPYTUM MPOU3BOIHBIM OyTHPO(dEHOHA HITH
K JI000MY M3 BCIIOMOTaTeIbHbBIX BEIIECTB.

- Kowma.

— VYrHereHue LeHTpaIbHOM HepBHOM cuctemsl (IL[HC).

—  bonesns [lapkuncona.

— Jlemenuus ¢ tenbiiamu Jlesu.

— IIporpeccupytoiuii cynpaHykieapHblii napaiud.

— Bpoxzaennslii cuHApoM yasmHeHHOro uHTepBana QT uinu HanuuMe yUIMHEHHs MHTEpBaja
QT B anamHese.

— HenaBHO nepeHeceHHbI OCTPhIi HH(APKT MUOKap/A.

— JlekoMneHCHpOBaHHAas cep/ievyHasi HeJIOCTaTOYHOCTb.

—  JKenynoukoBas apuT™MHs WIM NOJUMOpP(HAs KeTya04KoBas TaXUKapusl THUIA «ITHPYIT» B
aHaMHe3e.

— HexomneHncupoBaHHas THIIOKATIUEMHUSL.

— OJHOBpeMEHHOE NPUMEHEHHE JIEKaPCTBEHHBIX MIPENapaToB, BbI3BIBAIOIIMX Y/UIMHEHHE
unrepBaia QT (cm. paznen «B3zaumoaeicTBHE ¢ APYTUMH JI€KAPCTBEHHBIMHU CPEJICTBAMEY).

— JleTl M mOJaPOCTKU B Bo3pacte a0 18 ner (BcieAcTBHE OTCYTCTBUS JAaHHBIX KIMHHYECKHX

HCCIIEIOBAHUM).

C 0CcTOPOKHOCTHIO
JlexomrieHCHpoBaHHbIe 3a00lIeBaHMsl CEepIEYHO-COCYAUCTOH CHCTEMBI (B T.4. CTEHOKap/us,
HapylIEHUsl BHYTPUCEPIEYHON IPOBOAUMOCTH), SIUJICTICHS, II€YCHOYHAs H/WIHM I0YedHas

HEIO0CTATOYHOCTh, THUIIEPTUPEO3 (C SIBJICHUSIMH THpGOTOKCPIKO’Sa), JICTOYHO-CEpJICUHAA H



JbIXarenbHas HeaoctaTouHocTh (B T.4. mpu XOBJI u octpbix MHQEKIMOHHBIX 3a00/1€BaHUAX),
TUNEpIUIa3us MpecTaTeIbHON Keae3bl ¢ 3aePXKKOH MOYHM, aJKOrOJIM3M, JENPECCHs, TOXKUIIOH

BO3pAcCT.

IIpumenenne npu 6epeMeHHOCTH U B NIEPHO/ IPYAHOI0 BCKAPMJIMBAHHSA

bepemMeHHOCTH

JlaHHbIe O TpPUMEHEHHUH Yy Hebosbloro yucia OepeMeHHbIX JkeHIMH (Oonee 400 ciydaeB
OEepeMEHHOCTH C U3BECTHBIM HCXOJIOM) HE MOATBEPKIAAIOT HATHYUS TEPAaTOTEHHOrO JEHCTBHS,
(ETOTOKCUYHOCTH MJIM HEOHATAJIbHOW TOKCHMYHOCTH Trajonepujaona. Tem He MeHee, ONMCaHbI
OT/EbHbIE CIy4au BPOXKAEHHBIX Je(EeKTOB pa3BUTHUsA HAa (OHE NMPUMEHEHMs Tajolepuzoia B
COYETAaHWH C JPYIMMH JIEKapCTBEHHBIMM TNpernaparaMM BO BpeMmsi OepemeHHocTH. B
MCCIIC/IOBAHUSAX HA JKMBOTHBIX YCTAaHOBJIEHO TOKCHYECKOE JEHCTBHE HA PENpOAyKTHBHYIO
bynkmoo. B kauectBe Mepbl MpeoCTOPOKHOCTH clelyeT u30erath NpHUMEHEHUs Ipenapara
["anonepuon-Puxrep Bo BpeMst 6epeMEHHOCTH.

Y HOBOPOIK/IEHHBIX, MOJBEPraBIINXCsl BO3JACHCTBUIO aHTUIICUXOTHYECKHX IpENapaToB (B TOM
yucne ragonepuaona) B teuerue III tpumectpa OepeMEHHOCTH, CYLIECTBYET PHCK pa3BUTHSA
HeXeJIaTe/IbHBIX PEeaKInii, BKIIIoUas SKCTpanupaMuIHbIe pacCTpOMCTBA U/UIIM CHH/IPOM OTMEHBI,
KOTOPbIE MOTYT Pa3JIn4yaThCs M0 CTENEHH TSHKECTH U MPOJOIKUTEIBHOCTH TI0C/IE POJOB. Y HHX
OTMEYAIHCh BO30YXKJEHHE, THUIEPTOHYC, THIIOTOHYC, TPEMOP, COHJIMBOCTb, JbIXaTelbHas
HEJIOCTaTOYHOCTh M HapylleHHe BckapMiauBaHus. Cle10BaTeIbHO, PEKOMEH/YeTCs TIATeIbHOE
HaOI0/IeHUE 3a HOBOPOXK/ICHHBIMH.

[lepuoa rpyIHOro BCKapMJIMBAHUS

Fanonepu,uon INPOHUKAET B TIPYAHOE MOJIOKO. Fa.nonepnnon B HEOOJBIIUX KOJIMYECTBAX
BBIBJISIETCA B IJIA3ME KPOBH U MOYE€ HOBOPOXKICHHBIX, IMOJIYHYaBIINX I'PYAHOE MOJIOKO MaTepeﬁ,
IIPUHUMAaBIIUX TaJIONICPUIO0IT. I/IH(I)OpMaLIPIH O BJIMSHHUH rajJIONEpr/10j1a Ha OpraHu3M MJIaJICHIIEB,
HaxXoIsAOMxXcs Ha TPYAHOM BCKapMJIMBaHHUH, HEJOCTATOYHO. Pemenue o IpEKpalcCHuu rpyaiHoro
BCKapMJIMBaHUs MJIM NPEKpAILICHUHU TEparuu IpernapaTtom Fanonepuzxon-PHXTep HCOﬁXOIII/IMO
IIPUHHAMATh C YYC€TOM I10JIb3bl I'PYAHOI'0 BCKapMJIMBAHHUS JUISA pe6eHI<a W I10JIb3bl JICUCHHUS IS
JKCHIIIUHBI.

DepTHIbHOCTE

["ajonepu, 101 MOBBINIAET KOHIIEHTPAIHMIO MPOJIAaKTHHA. [ MIiepnposakTHHEMHs MOXKET 110/IaBJIsATh
CHUHTE3 FOHAJ0TPONUH-pUIN3UHT ropMoHa (I'HPI') B runoranamyce, 4T0 NPUBOJUT K CHHIKCHHIO
CEKpEIUH FOHAJI0TPOIIMHOB B rHIO(u3e. DTO BHI3BIBACT HAPYIIEHHE PENPOLYKTUBHON (YHKIHH

B p€3yJibTaT€ TOPMOXKCHHUS CUHTE3a ITOJIOBBIX TOPMOHOB Y MYXYHUH H KCHIIUH.



Cnocod npumMeHeHHs H 103bI

Crioco0 npuMeHeHusl

[Ipenapar I"anonepunon-Puxrep, pacTBOp AJ1si BHYyTPHMBIIIEYHOTO BBE/ICHHUS, IIPe/IHa3HAYEH
TOJIBKO JUIsl BHYTPUMBbIIICUHBIX HHBEKIHHA.

Pexxum 103upoBaHus

Pexomenayetcst HaunHaTh JieYeHHE ¢ HU3KOM J103bl, KOTOPYIO B Ja/IbHEHIIIEM ClIe/lyeT TUTPOBATh
B 3aBHCHMOCTH OT OTBETa Ha Teparuio, /Ui 1moadopa MHHUMAILHOH A(PdeKTHBHON 1031 (CM.
pazzen «PapMakOKHHETHKAY).

Pexomenjanuu 110 JA03UPOBAHUIO npenapara ["ayionepuion-Puxrep, pacTBop JUIA

BHYTPUMBIINICYHOI'O BBCJICHHUA, V B3POCJIbIX MAIIMCHTOB!

Bbzcmpoe KynuposaHue miaceiloco ocmpo20 NCUXOMOMOPHO20 6036y31c0euwl, CBA30HHO020 C
ncuxomu4decKkum paccmpoz?cmewu U MAHUAKATbHLIMU  NU300aMU npu 6un0.7l}lpH0M

paccmpoticmee I muna npu neaghgpexmuenocmu nepopatvHol mepanuu

« 5 MI' BHYTPHUMBIIIEYHO.
. MO’KHO OBTOPATH KaX/Iblif Yac J0 JOCTHIKEHHUS KOHTPOJISI CHMIITOMOB.
. VY GOJIBIIMHCTBA NAIIMEHTOB JIOCTATOYHBIN 3 EKT JocTUraeTes mpu J103e 10 15 Mr/cyT.

MakcumainbHas cyrodnas j03a cocrtaBiser 20 mr.

o HeobxoaumocTs Oosiee MTeIbHOTO Ha3HaYeHUs npenapara [ anonepugon-Puxrep
CIIElyeT OIICHUTh Ha paHHeW cTaJuu JieueHus (cM. pazzaen «Ocobble ykazaHHs»).
[Tpumenenune npenapara ["anonepugon-Puxrep, pacTBop /Ui BHYTPUMBILIEYHOTO
BBEJICHHUS, CIIe/lyeT MPEKPATUTh, KaK TOJILKO /ISl 3TOT0 OyAyT KIMHHYECKHE OKa3aHHUs.
B cnyuae, eciiu notpedyercs aanbHellee jeyeHne, He0OX0MMO HaYaTh IpUeM
rajjonepuaoia B TabieTkax B TOM ke J03e (ko3 duipeHt nepecuera 103sl 1:1) ¢

IIOCIIClIy}OHICf;I KOppCKTHpOBKOﬁ JIO3BI B 3aBUCHUMOCTH OT OTBETA Ha TCPAITHIO.

Heomnooicnas mepanust Oenupus npu nHesghgexmuernocmu Heghapmakonioeudeckux Memooos

. 1-10 Mr BHYTPHUMBIIIEYHO.

. Jleyenue cieyeT HAYMHATH C MUHMMAJIBHO BO3MOXKHOH /103bl. B cityyae, ecin
BO30YKJIEHHE COXPAHSETCs, 103y ClIeYeT YBEJIMYMBATh C HHTEPBAJIOM OT 2 110 4 4acos,

JI0 IOCTHXKEHHs] MAaKCUMaJIbHOW CyTOYHOM 10361 10 Mr.




Jlewenue xopeu I'enmunemona necKou u yMepeHHOU CMEneHu MmAdCeCmu, Ko20a opy2ue
JlekapcmeenHvle cpeocmea HedhGekmusHvl UnU NI10X0 NePEeHOCAMCS, a NePoPabHas Mepanus
He nooxooum

. 2—5 MI BHYTPUMBIIIEYHO.

. MoOHO MOBTOPSATH KaX/IbIi Yac 0 JOCTUKEHUS] KOHTPOJISi CHMIITOMOB HIIH J10

JIOCTUIKEHUSI MAaKCUMAJIbHOU CyTO‘{HOﬁ J103bI 10 mr.

IIpoghunaxmuxa nocneonepayuoHHoU MOUHOMbL U PEOMbL Y NAYUEHMOE C YMEPEHHbIM U
BbICOKUM PUCKOM 8 8UOE MOHOMEPANUU UIU 8 COCMABe KOMOUHUPOBAHHOU mepanuu, Ko20d
opyzue ieKapcmeentvle cpeocmeda HedahhekmueHvl uiu nioXo NepeHocImcs

o 1-2 Mr BHYTPUMBIIIEYHO MTPH HHIYKIUH WK 3a 30 MUHYT 10 OKOHYaHHUS AaHECTE3UH.

Kombunuposannas mepanusi nocieonepayuoHHol mouHomsl U peomsl, K020a opyaue
JleKkapcmeenHule cpeocmea HeahgheKxmusHl uiu ni0xXo NepeHocsImcs

. 1-2 Mr BHYTPUMBIIIEYHO.

OTMeHa Tepanuu

PexomMeH10BaHO MOCTENIEHHOE CHUIKEHHE JI03bI npenapara (CM. pasaei «Ocobble YKa3aHus ))).

OcoOble IpyIIIbl HAllMEHTOB

Ilayuenmol ¢ noyeunol HedOCMamo4HOCMbIO

BiusiHue MOYEYHOM HEIOCTAaTOYHOCTH Ha (apMaKOKMHETHKY TajoNepujioia He H3ydaloch.
Koppekuuss 1036l He pEKOMEHIYeTcsi, HO TIpH JICYCHHWH T[alUEHTOB ¢ IOYEYHOH
HEJ0CTaTOYHOCTBIO ClIeIyeT COOM0AaTh OCTOPOIKHOCTb.

Tem He MeHee, y MAIIMEHTOB C TSDKEJIOW MOYEYHON HEJTOCTATOYHOCTHIO MOXKET MOTpeOOBaTHCS
OoJsiee HM3Kas HavyajbHas J103a, B JaJIbHEHINIEM HAa3HAYEHHE W KOPPEKIUs J03bl POBOISATCS B
3aBUCUMOCTH OT WHJIMBHyaJIbHOTO OTBETA Ha Teparnuio (cM. paszzaen «PapMakoOKUHETHKAY).
Ilayuenmol ¢ neyeHoyHoOU HEOOCMAMOYHOCMbIO

BiusiHHe TEYeHOYHOM HEIOCTAaTOYHOCTH Ha (papMaKOKMHETHKY Tajlonepuoia He H3ydaloch.
[TockonbKy rajonepua01 HHTEHCUBHO META0OIN3UPYETCS B IEYEHH, PEKOMEHYETCSl YMEHBIIUTH
HaAvaJbHYIO /103y BJBoe. B nanbHelimeM 103a MOeT ObITh 1mojgoOpaHa B 3aBHCHMOCTH OT
WHJMBUYAILHOTO OTBeTa Ha Tepanuio (cM. pasgensl  «OcoOble  yKkaszaHus» U
«DapMaKOKHHETHKA»)

Jemu u noopocmku 0o 18 rem

[Ipumenenue npenapara [ anonepunon-Puxrep, pacTBop Aasi BHYTPHMBIIIEYHOTO BBEIACHHS, Y
JeTeil W TOAPOCTKOB o 18 7er mnpoTHBONOKA3aHO, IOCKOJIbKY OTCYTCTBYIOT JIaHHBIC
KJIMHUYECKHUX MCCIeIoBaHmi 1o 6e30macHOCTH U 3P GEeKTUBHOCTH NPUMEHEHHS Y JIAaHHOM I'PYIIIIbI

INarfuCHTOB.



Iooxcunvie nayuenmol (cmapwe 65 1em)

Pexomeniyemasi HauasibHasi /103a rajIoNepuaoIa y MOKUIBIX NAIMEHTOB COCTABIISIET MOJIOBUHY
MUHUMAaJILHO J103bI IS B3pOCIbIX. B nanpHeitmeM q03a MokeT ObITh 0 100paHa B 3aBUCUMOCTH
OT MHJUBUIYATHHOTO OTBETA HA TEpPAIHi0. Y MOKUIBIX MAIlMEHTOB PEKOMEHIYETCSI OCTOPOKHOE
U TIOCTETIEHHOE MOBBIIIEHKE 103bl. MakCUMasbHasi CyTOYHAs J03a COCTaBIISET S5 MT.

J1o3bl1 BbIIIE 5 MI/CYT MOKHO paccMaTpUBATh TOJIBKO y MALIMEHTOB, KOTOpBIE NEPEHOCAT Ooiee
BBICOKHE JI03bI, U TOJIBKO TOCJIE TIOBTOPHOM OLIEHKH 0XHJIa€MOMH IMOJIb3bl M BO3MOXKHOIO PUCKA

JUIA TTalluH€HTa HHAWBUYAJIbHO.

ITo6ounoe aeiicTBHE

YacToTa HexelaTeIbHbIX peaKkiiii OCHOBaHA Ha JIAaHHBIX MCCJIEIOBAHUI M OIbITA KITMHUYECKOTO
IPUMEHEHHS B MOCTPErHCTPAIMOHHOM TIEPHO/IE TAJONEPH/I0J1a U MPEJCTaBIeHa B COOTBETCTBUHU
co creayromei kinaccudukaiuen: oyenp yacto (=1/10), yacto (ot 21/100 no <1/10), newacto (0T
>1/1000 no <1/100), peaxo (ot =1/10000 mo <1/1000), ouenp penko (<1/10000), wactora
HEU3BeCTHA (HENb3sl OLIEHUTH 10 HMMEIOIIUMCS JaHHBIM). B kax10# 4acTOoTHOH Kareropuu
HeXeJlaTe/IbHbIe PEaKI[U| PacIpe/ieIeHbl II0 CHCTEMHO-OPTaHHbIM KJlaccaMm.

Hapymenus co cTopoHbl KPOBH U IIHMd)aTPI‘{CCKOﬁ CUCTCMBbI

Heyacmo: neiikoneHus.
HYacmoma neuzeecmua: MaHIUTOIICHHUS, arpaHyJIOIUTO3, Tp0M6OIIPITOHeHH5{, HCﬁTpOHCHI/IH.

Hapyinenusi co CTOpOHbI HMMYHHOM CHCTEMBI

Heuacmo.‘peaxunu T'ANECPYYBCTBUTCIIBHOCTH.
HYacmoma Heu36ecmHa:aHa(bnnaKTqucxaﬂ peakius.

HapyineHus co cTOpOHbI 3HAOKPUHHOW CHCTEMBbI

Peoxo: runepnposiakTHHEMHSI.
Yacmoma neuséecmna: HealeKBaTHas CEKpeLMs aHTHIMYPETHYECKOTO TOPMOHA.

Hapyiienus co cTopoHbl 0OMeHa BEIIECTB U MUTaHHUS

Yacmoma neussecmna. TANIOTTTUKEMUSL.

HapyiueHus: nCUXHUKH

Ouenv yacmo. Bo30yxaeHHe, OECCOHHUIIA.

Yacmo: ICUXOTHYECKOE PaCCTPOMCTBO, JICTIPECCHS.

Heuacmo: cocTOsHUE CIIyTAaHHOCTH CO3HAHMUS, OTCYTCTBHE JIMOHM/10, CHUIKEHHE JIMOM]I0,
6ecnoKoiCTBO.

HapyiueHnus co cTOpOHbI HEPBHOM CUCTEMBI

Ouenb yacmo: SKCTpanupaMHIHbIE PACCTPONCTBA, THIIEPKUHE3US, FOJI0OBHAs 00JIb.



Yacmo: no3aHss TUCKMHE3US, aKaTU3Usl, OpaIuKUHE3HS, IUCKUHE3Us, TUCTOHUS, TUTIOKHHE3HS,
THIIEPTOHYC, TOJIOBOKPYKEHHE, COHIIMBOCTD, TPEMOP.

Heuacmo: cynoporu, NapKHHCOHU3M, CeIallisi, HeTPOU3BOJIbHBIE MBIIIEYHBIE COKPAIIICHHSL.
Peoko: 310kayecTBEHHBIN HEUPOJIENITHIYECKUAN CHHPOM, HapyIlIeHHe KOOPIMHALIUH JIBUKEHUH,
HHCTarMm.

Yacmoma neussecmna; akKMHE3Us, PUTHIHOCTD 110 TUITY «3yOUaToro Kojecay, MackooOpa3Hoe
JIHIIO.

Hapyiienus co cTopoHbl Oprasa 3peHust

Yacmo: cna3m B3opa, pacCTpoicTBa 3peHuUs.
Heuacmo: He4eTKOCTb 3pEHUsI.

HapyiieHusi co cTOpOHbI cep/iiia

Heyacmo: TaxXuKapaus.
Yacmoma neussecmna: (bPIGpHJIJUIIII/ISI XKEITYI0YKOB, HOJ'[HMOp(bHaﬂ KEJIIyA0UYKOBas TaXxuKapAus
THUIIA KITHPYIT», KCITYAOUKOBasA TaXUKapJaus, SKCTPaCUCTOJIH.

Hapyienus co CTOpOHBI COCYIOB

Yacmo: apTeépuaibHas r'MIoTCH3UA, OPTOCTATHYCCKAsA THIIOTCH3U .

Hapy1ieHus co cTOpoHBI JIbIXaTeIbHONH CHCTEMBI, OPraHOB I'PYIHON KJIETKH U CPEOCTEHUS

Heyacmo: onpnika.
Peoko: Gponxocnasm.
Yacmoma neuzéecmua. OT€K rOpTaHy, JJAPUHTOCTIA3M.

HapyieHus co CTOPOHBI KEeIYI0YHO-KMIIIEYHOT0 TpaKTa

Yacmo: pBOTa, TOOIHOTA, 3a110p, CYXOCTh BO PTY, NOBBIIIEHHOEC CIIFOHOOTACIICHHUEC.

HapylueHnus co CTOpPOHBI IEYEHH M HKETYEBBIBOASIINX MYyTEH

Yacmo: OTKIIOHEHHS OT HOPMBI (PYHKITHOHATIBHBIX P00 MEUSHH.
Heyacmo: renaTur, xenryxa.
Yacmoma neuzéecmua: ocTpas NeYeHOUHAsi HEIOCTaTOYHOCTb, XOJIECTa3.

Hapyienus co CTOpOHBI KOKH ¥ MOJIKOMXHBIX TKaHEH

Yacmo: cbilb.

Heuacmo: peaxiusi poTOYYBCTBUTEILHOCTH, KPAIIMBHULIA, 3y, THIIEPTHIPO3.
Yacmoma neuzeecmna. aHTHOHEBPOTUYECKUHN OTEK, SKC(POIMATUBHBIN J1E€pPMaTHT,
JIEUKOIMTOKJIACTUYECKUN BaCKYJIUT.

HapyieHusi co CTOPOHbBI CKEIETHO-MBIIIEYHOW U COSIMHUTEIbHON TKaH!

Heuacmo: KPHUBOLICA, PUTHIHOCTDH MBIIIL, MBIIIEYHBIE ClIa3Mbl, CKOBAHHOCTb OIIOPHO-
JABHUIaTCJIbHOIO arrapara.

Peoko: Tpu3M, MBILIICUHBIE TIOAEPTUBAHUS.
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Yacmoma neuseecmua. pabIoMHUOIHN3.

Hapyiienus co cTOpOHBI IOYEK ¥ MOYEBBIBOSIIUX ITyTEH

Yacmo: 3a/ICPXKKa MOYH.

Bimsinue Ha TeyeHre O€peMEHHOCTH, ITOCIEPOJIOBbIE W NIEPUHATATBLHbBIE COCTOSHUS

HYacmoma neuzeecmua: CHHAPOM OTMEHBI Y HOBOPOKIACHHDbIX.

Hapy1ieHus co CTOPOHBI ITOJOBBIX OPraHOB U MOJIOYHOM JKeJ1e3bl

Yacmo: spekTuibHas AUCHYHKITHSL.

Heuacmo: ameHopesl, ranakTopesi, AucCMeHopest, 0071b B MOJIOYHBIX JKele3ax, AMckoMdopT B
MOJIOYHBIX JKeje3ax.

Peoxo: meHOpparusi, HapyIIeHHEe MEHCTPYaIbHOTO IIUK/Ia, HApYIIEHHE MOJIO0BOH (QYHKIMH.
Yacmoma neuzeecmna: npuanu3M, THHEKOMACTHSL.

OGmne pacCTPOMCTBA MU HAPYIIIEHHUS B MECTE BBEACHUS

Heuacmo: THNIEPTEPMUS, OTCK, HAPYIICHUEC ITOXO/IKH.
HYacmoma neuzeecmna: BHE3aHas CMEPTH, OTEK JIMILA, THIIOTECPMHU .

JlabopaTopHble 1 HHCTPYMCHTAJIBHBIC JIAHHBIC

Heuacmo: yBenudyeHue Macchl Tella, CHUXKEHUE MacChl Tela.
Yacmoma neuzeecmna: ynminenue uarepsana QT Ha anekTpokapauorpamme.

Knacc-cnermduueckue 3¢ dexTsl aHTHIICHXOTUYECKHUX IIPEapaToB

[Ipu mpuMeHEeHMM AHTHUIICUXOTHYECKHUX MpEenapaToB TaKKe ObUIM 3aperuCTpUpOBAHBI CIydau
OCTAHOBKHM cepjilla, BeHO3HOH TpoMOoambommu (BTD), Bxmouas TpoMO0IMOO0IHIO J1IErOYHON

aprepuu 1 TpomO03 riry0okux BeH. HacToTa JaHHBIX HeXelaTeIbHbIX PeaKIiii He YCTaHOBJICHA.

ITepenosupoBka

Cumnmomvi

[lepeno3upoBka rajonepuoia MpOSIBISETCS YCHICHHEM M3BECTHBIX (hapMaKoIOruyecKux
3pdexToB M  HexenaTenpHBIX  peakuuid. CHMITOMBI  NEpPEIO3UPOBKU:  BBIPAXKEHHBIC
JKCTparMpaMuIHbIE paCCTPONCTBA, apTepUaIbHas IMIIOTEH3Us U Celalus. JKCTpalupaMuIHbIe
paccTpoiicTBa MPOSBISIOTCS PHUTHAHOCTHIO MBIl M TIEHEPATU30BAHHBIM WJIH JIOKAJIbHBIM
TpemopoM. Hapsiny ¢ aprepuanbHON T'MIOTEH3MEH TakKe BO3MOJKHO pa3BUTHUE apTEePUaIbHON
TUNIEPTEH3UH.

B TskenbIx ciaydasx NAlMEeHT BMaJaeT B KOMY, Yy HEro OTMEYaeTCs YIHETEHHE JbIXaHWS U
apTepualbHas THIIOTEH3Ms, TKECTh KOTOPBIX MOXET COOTBETCTBOBATH IIOKOIOJ00HOMY
cocTosiHnio. HeoOX0MMO OLIEHHUTh PHCK JKENyJJOUKOBBIX apUTMHH, BO3MOXKHO CBSI3aHHBIX C

yuinHeHreM uHTepBaia QTc.
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Jleuenue

Cnemuduyeckuit  aHTHAOT  OTCYTCTBYeT.  [IpoBOAMTCS — moOJUIep)KUBaroIas — Teparnusl.
Db HeKTHBHOCTh TPUMEHEHHsI aKTHBUPOBAHHOTO YIJISi HE YCTaHOBJIEHA. J[Maiu3 mpu JieYeHUH
NIepeI03UPOBKH HE PEKOMEH/IyeTCs, TaK KaK C €ro MOMOIIBIO YAAISeTCs 04eHb HE3HAYUTEIIbHOE
KOJIMYECTBO rajionepuoia (cM. pasjen «DapMakoKUHETHKA).

[TpoXoIMMOCTh JBIXaTENbHBIX ITyTeH Y MAllMEeHTOB B COCTOSSHUM KOMbI HEOOXOUMO 00eCTIeYnTh
C TOMOIIBIO POTOTJIOTOYHOTO BO3JYyXOBOJA MJIM UHTYOauuu. [Ipu yrHeTeHUM JbIXaHHSI MOXKET
oTpedOBaThCS UCKYCCTBEHHAs! BEHTUJISIIUS JIETKHUX.

Pexomenayercss mouutopunr DKI' u mokasareneil HM3HEHHO BaXKHBIX (YHKIHH BIUIOTH JIO
Hopmamuzamuu  DKI'.  Jlns  jedeHMsl TsOKEIbIX apUTMHUEL  PEKOMEHJyeTcss TPHUMEHSTh
COOTBETCTBYIOLIME AaHTHAPUTMHYECKHE MEPBI.

ApTepUaIbHYIO TUIIOTEH3UIO U COCYJUCTBIA KOJUIANC MOXHO KOMIIEHCHPOBATh BHYTPHUBEHHBIM
BJIMBAHUEM JKHJKOCTEH, IJIa3Mbl WIH KOHIEHTPUPOBAHHOTO albOyMHHA, & TaKkKe BBEJICHHEM
COCYJIOCYKUBAIOIIMX CPEJCTB, TAKMX KaK JIOMIAMUH WM HOPAApPEHATHH. AJpEeHAINH IPUMEHSThH
KaTerOPUYECKH HEe PEKOMEH/IYETCs, TaK KaK B COUETAHUHU C TAJTONEPUI0JIOM OH MOXET BbI3BAaTh
BBIPAXKEHHYIO apTePHATBHYIO THIIOTECH3HIO.

[Ipu pa3BUTHH TSOKENBIX ASKCTPANMPAMHUIHBIX CHMIITOMOB PEKOMEHIYETCS MapeHTepaibHOe

BBCACHUEC NPOTHBOIIAPKUHCOHUYCCKUX IIPCIIapaToB.

B3aumoeiicTBHe ¢ APYruMH JIEKAPCTBEHHBIMH CPeCTBAMH
WccnenoBanus B3auMOJICHCTBUN TPOBOAMIMCH TOJIBKO Y B3POCIIBIX.

BiMsiHue Ha cepIeYHO-COCYIUCTYIO CHCTEMY

[IpoTuBOMOKa3aHO OJHOBPEMEHHOE IpUMEHeHHe TMpenapara [ anonepuupon-Puxrep ¢

JIEKApCTBEHHBIMHU TIperapaTaMu, KOTOpbIE BbI3BIBAIOT yuyimHeHue uHTepBana QTc (cm. pasnen

«IIporuBonokazanus»). [IpumepamMu Takux npenaparos SIBISIOTCS:

e AHTHapuTMH4YecKHue rnpenaparhbl [A kiacca (Hanpumep, AM30IMHpPaMU/l, XUHUIHH).

e Antnapurmudeckue npenaparsl 11 ximacca (amuoaapon, nodeTHIN A, APOHEAAPOH, HOYTHIIHL,
COTaJION).

e Hekoropsle aHTUAECTIPECCAHTHI (LIUTATIONPAM, CHUTAIONPAM).

e HexoTtopble aHTHOHOTHKH (a3UTPOMMIIMH, KIAPUTPOMHUIMH, SPUTPOMHINH, JIEBO(IOKCALIUH,
MOKCH(]IOKCALUH, TETUTPOMHIIMH).

e Jlpyrue aHTHIICUXOTHYECKHE ITpenaparhl (IPOU3BOIHbIE (EHOTHA3HHA, CEPTUH/IOIN, TUMO3H/,
3UIPACU/IOH).

e Hexoropsie mpoTUBOrpHOKOBEIE MpenapaThl (IEHTAMUIMH).

e HexkoTopsie MpoTHBOMAJISIPHIiHBIE TIpenapaThl (raopaHTPHH).
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e HekoTopsle npenaparsl, BIUSIONUE Ha XKETy04UHO-KUIIEUHbIH TPAKT (J101aCETPOH).

e HexoTopble JekapCTBEHHbIE TIpenaparbl JUls JIEYEHHs OHKOJOTHYECKHX 3abosieBaHui
(TopemudeH, BanaeTaHuo).

e Hexoropsie Apyrue jgekapcTBEHHbIE Npenaparsl (Oenpunil, MeTaaoH ).

JlaHHBIii IepeYeHb He SBISETCS UCUEPIIBIBAIOIIUM.

Pexomenayercsi co0110/1aTh OCTOPOKHOCTH ITPU pUMeHeHuH npenapara ["anonepuaon-Puxrep B

KOMOMHAIIMK C JIEKApCTBEHHBIMU MpernapaTamMH, BBI3bIBAIOLIIMMH HApYIIEHHs 3JIEKTPOJIMTHOIO

Oananca (cM. pazaen «OcoOble yKazaHus»).

JlekapcTBEHHBIE IIpenapaThl, KOTOPbIE MOT'YT IOBBIIIATH KOHIICHTPALIMHU TaJIONEPU/10J1a B I1J1a3Me

KpPOBHU

MeraGonu3M  rajonepuaoia  OCYIIECTBISETCS ~ HECKOJIbKUMM  HYTSMH  (CM.  paszeln

«®apmakokrHeTHKa»). OCHOBHON NMyTh — TIIOKYPOHHPOBAHHE M BOCCTAHOBJICHHE 10 KETOHOB.

Taxoke B MeTabosin3Me yyacTByeT ciucteMa u3odhepmento utoxpoma P450, ocobenno CYP3A4

u, B Menbmeir crenenn, CYP2D6. Ilomamienue stux mnyredt Merabonu3ma Apyrum

JIEKapCTBEHHBIM TpenaparoM WIH CHUWXKeHHe akTuBHOCcTH u3zopepmenta CYP2D6 moxer

MPUBECTH K MOBBIICHUIO KOHIIEHTPAIIUH rajlonepuaoa B rjaazMe KpoBu. Bo3MoxkeH aJiuTHBHBIN

¢ dext noxasnenus akruBHocTH n3opepmenta CYP3 A4 u cHIKeHHsI akTHBHOCTH M30(epMeHTa

CYP2D6 (cMm. paznen «®apmakokuHeTHKay). Mcxoas U3 OrpaHMuYEHHOW M, B psijie CIIy4daes,

NPOTHBOPEYUBON MH(POPMALIMU, TOTEHIUATBHOE MOBBIIICHHE KOHILIEHTPALMU Tajonepuzaoia B

mia3Me KpOBH INMPH OJHOBPEMEHHOM TNprMeHeHnH uHruourtopa usopepmenta CYP3A4 w/wmm

CYP2D6 moxer npocturate ot 20 1o 40%, XOTs B HEKOTOPBIX CIy4asiX 3aperucTpPUpPOBAHO

noBeienue 10 100%. Ilpumepamu JekapCTBEHHBIX MpenapaToB, KOTOPbIE MOTYT IPUBECTH K

MOBBIIIEHHIO KOHLIEHTPAIIMK TaJIONepH/10J1a B Mla3Me KPOBH (MCXO/s U3 KIMHUYECKOTO OIbITa

WM MEXaHU3MOB MEXJIEKAPCTBEHHBIX B3aUMOJICHCTBUN), SIBIISIIOTCS:

e Uuruburoper wuszopepmenta CYP3A4 — anmpazonam, ¢uiyBOKCaMUH, HHIAMHABUD,
UTPAaKOHA30J, KETOKOHAa30Jl, He(}a30d0H, M03aKOHA30J, CaKBHHABHp, Bepanamuil,
BOPUKOHA30.

e Uuruburoper wuszopepmenta CYP2D6 — OynponuoH, XJIOpHpoMasHH, IyJIOKCETHH,
MapoOKCEeTHH, TPOMETA3HH, CEPTPAJINH, BeHIa(aKCHH.

e KomOunuposanusie uHruoutopsr usopepmerro CYP3A4 u CYP2D6 — dayokcerun,
PUTOHABHUD.

e (C HEeyCTaHOBJIEHHBIM MEXaHM3MOM — OYCITMPOH.

JlaHHBIH NIepevYeHb He SBJSETCS HCUEPIILIBAOIIIM.

[ToBbllIeHHE KOHIEHTpAIMH TaJONEepUaoia B IUIa3Me€ KPOBH MOXKET YBEJIMYHTh PHCK

HeXeJlaTeIbHBIX SBJIEHHH, B TOM 4yucie, yumHenus untepBata QTc (cm. pasmen «OcoObie
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ykazaHus»). Y uimHenue untepBaia QTc nabmomanoch nmpu NpUMEHEHHM Tajlonepujaosia B
KOMOMHAIMK ¢ MHrHOMTOpaMH MeTabosim3Ma KeTokKoHa3oj0M (400 Mr/cyT) ¥ mapoKCEeTHHOM
(20 mr/cyTKkH).

VY nanmueHToB, NPHHAMAIOUIMX TaJONEPUION OJHOBPEMEHHO C TaKMMH JIEKapCTBEHHBIMH
npenapaTaMi, peKOMEH/IYeTCs MPOBOJAUTH MOHMUTOPUHI NPH3HAKOB HJIM CUMIITOMOB YCHJICHHUS
WK yJUTHHEHHS (apMaKoJIOTHYeCKOro AeHCTBHS rajlonepui0ia, a 103y npenapara ["anonepuaoi-
PuxTtep, npu HeOOXOIMMOCTH, CHU3UTb.

JlekapcTBEeHHBIE MpenapaThl, KOTOPbIe MOTYT CHM)KATh KOHIIEHTPAIIMU TajJoNepHa0Jia B IjIa3Me

KpOBH

O/HOBpeMEHHOE MPUMEHEHHE raIoNepuI0ia ¢ MOIHBIMU HHIyKTOpamu u3opepmenta CYP3 A4
MOJKET IIPUBECTH K MOCTENIEHHOMY CHH)KEHUIO KOHIIEHTPAIMii rajlonepu/10ia B 1a3Me KpoBHU 110
TaKOW CTerneHu, 4to 3((HEKTUBHOCTH €ro TakkKe CHH3UTCA. llpumepamu Takux mnpenapaToB
SBISIOTCS:  KapOamaszenwH,  ¢enoOGapOutan,  ¢enuroun,  pudamnuumb,  3BepoOoi
npoabIpsiBieHHbIN (Hypericum perforatum). IlepedeHb He SBISETCS HCYEPIIBIBAIOLIUM.
Unnaykuus pepMeHTOB MOKET HAOIIOAATHCS YIKE Yepe3 HECKOJIbKO JHEH IPUMEHEHHs IIpernapara.
MakcumanbHas UHAYKIUS (PEPMEHTOB, KaK IMpaBHJIO, HAOMOAAaeTcss MpUOIU3UTEIBHO Yepes
2 HeJleNM M MOXKET COXPAHSATHCS HEKOTOPOE BpeMsi MOCJE OTMEHBI TEPANUU JIEKapCTBEHHBIM
npenapatoM. [Ipy oJHOBpeMEHHOM IpHMEHEHHH UHAYKTOpoB wu3opepmenta CYP3A4
pPEKOMEH 1yeTcsl TPOBOAUTH HaOJII0/IeHHE 3a MAIlMEHTOM, a 103y npenapara [ anonepunon-Puxrep,
npu  HeoOXxoxumoctH, yBenuuuTh. Ilocne ormensl unHaykTopa uszodpepmenta CYP3A4
KOHIIEHTPAIHS raJIoNepH/10J1a MOJKET MOCTENIEHHO BO3PACTH, ClIE0BATEILHO, MOYKET BOBHUKHYTh
HE0OXO0/IMMOCTH CHU3UTH /103y Npenapata ["anonepunon-Puxrep.

M3BecTHO, 4TO Balbmpoar HATpUs MOJABISET INIIOKYPOHHPOBAHHWE, HO HE BIHMSET Ha
KOHIIEHTPAIMH raJIoNepH/I0J1a B 1Ia3mMe KPOBH.

BimsiHue rajonepuiosia Ha APYrye JIEKapCTBEHHBIE MMpenapaThl

["anonepu101 MOKET yCHIMBaTh JeiicTBue cpeacTs, yruetaoumx [[HC, B Tom uucne ankoross,
CHOTBOPHBIX, C€JATUBHBIX MPENapaToOB U CHUIIbHBIX aHAJIBI€THKOB. TaKke 0TMEUaloCh YCUICHHE
neiicteus Ha [{THC npu koMOuHaLIMM ¢ METHII0TION.

["anonepuaon ocnabiser AelcTBHE aJpeHaTMHAa M JIPYTUX JIEKAPCTBEHHBIX IIpenapaToB ¢
CHMIIATOMUMETHYECKOM aKTHBHOCTBIO (HAIlpUMeEp, CTUMYJISTOPOB Hanoaobue ampeTaMHHOB) U
NPUBOJIUT K M3BPAIICHUIO AHTUTMIIEPTEH3UBHOIO JIEHCTBHS aApeHOOIOKAaTOpOB, TaKUX Kak
I'yaHEeTH/IUH.

Fanonepnzlon MOJKET 0CJIa0ISATh JIEHCTBUE JIEBOAONBI U JAPYrux aroHucCToB HO(baMI/IHa.
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[anonepunon spasiercss uHruOutopom uzodpepmenta CYP2D6. Tamonepumon TOpMO3UT
MeTa00IM3M TPUIUMKIMYECKHX aHTHJIENPECCAHTOB (TaKUX KaK, MMUIIPAMUH, JI€3UIIPAMHUH), TEM
caMbIM CcIIOCOOCTBYSI MOBBILICHUIO UX KOHIIEHTPALHH B I1a3Me KPOBH.

Hpyrue dopMbl B3auMO01€HCTBHS

B penkux ciyyasx Npu OJHOBPEMEHHOM IPUMEHEHHHM COJIeH JMTHUS W rajJonepuaoia
HaOJIIOATMCh CIIeIYIONIHE paccTpoicTBa: SHIeaNoNaThs, SKCTparnpaMu/iHas CHMIITOMATHKA,
MO3/IHSAS JUCKMHE3Us, 3JI0KAYEeCTBEHHBIH HEHpOJIENTHYECKHH CHHAPOM, OCTPBIH MO3TOBOM
CHHJPOM M KOMa. BOJIBIIMHCTBO 3THX CHMITOMOB OOpAaTHUMBI. SIBISIOTCS JIM TH CHMIITOMBI
MPOSIBJIEHUEM OIPEICTICHHON HO30JI0IMYeCKOH (POPMBI, TIOKA HESICHO.

Tem He MeHee, nmpu NOSBIEHHHM NOJAOOHONW CHMNOTOMATHKH Y MAIMEHTOB, NPHUHUMAIOMINX
OJTHOBPEMEHHO COJIM JIMTUS W TaJONEePHIO0J, CIeIyeT HEMEIJEHHO MPEeKpaTHTh INPUMEHEHHE
Ipernaparos.

BrisiBieH antaronusm rajonepuaosia mo OTHOMICHHUIO K aHTUKOAryJIIHTY d)eHI/IHlII/IOHy.

Ocobble ykazanus

[ToBBIITIEHHE CMEPTHOCTH Y MAIIMEHTOB MOYKHJIOTO BO3pacTa ¢ IEMEHIIUEH

VYV  nanMeHTOB C TNCHXWYECKUMH PACCTPOWCTBAMM, NPUHMMAIOLUIMX aHTHIICHXOTHYECKHE
npenaparbl, B TOM YHCJIE TajloNepH/10J1, 3apETUCTPUPOBAHbI PEeJIKHE CIydal BHE3AIIHOW CMEPTH
(cMm. pazzen «Ilobounoe nelicTBue»).

VY nanMeHTOB TOXMJIOIO BO3pacta ¢ TICHX030M Ha (oHE JAeMEeHIMH, MOJydaroIluX
AQHTUIICUXOTHYECKHE TpenapaTbl, OTMEYAETCs NOBBIIEHHBIH PUCK CMEPTH. AHAIU3 CEMHAALATH
T1a1e00KOHTPOIMPYEMBIX UCClIeIoBaHMH (aHanu3 nepBbix 10 Hexenb Tepanuu), B OCHOBHOM, C
y4YaCTHEM MAlMEHTOB, IPHHUMABIINX aTUITHYHbIE aHTHIICUXOTHYECKHE MTPenaparhl, 10Kasai, 4To
PMCK CMEpPTH Yy TAaIMEHTOB, IMOJIy4aBIIUX JiedeHue, B 1,6—1,7 pa3a BbIIe pUCKa CMEPTH Yy
NalKMeHTOB, NPUHUMABIIKX IU1anedo. B xone 10-HeaenpHOr0 KOHTPOIUPYEMOIO HCCIIEI0BAHUS
CMEPTHOCTb y MAIIMEHTOB, MOJy4YaBIIMX aHTUTICUXOTHYECKHUE MTPenaparkl, COCTaBUIa 0koi0 4,5%
10 CpaBHEHHIO ¢ 2,6% B rpymme miane6o. XoTs IpUYHHBI CMePTH ObLTH pa3In4Hbl, O0JIBIIMHCTBO
JIeTAIBHBIX HCXOJIOB MMEJH CEPJIeYHO-COCYAUCTYIO (HalpuMmep, cepledHas HeI0CTaTOYHOCTb,
BHE3aIHass CMePTh) WM MH(EKIHOHHYIO (Harmpumep, MHEeBMOHHUs) npupoay. Habmonarenbnbie
UCCJICIOBAHUS JIAalOT OCHOBAHMS I10JIaraTth, 4TO TPUMEHEHHUE Tajonepuzo/a y IalueHTOB
TIOYKUJIOTO BO3PACTa TAKXKe CBSA3aHO C TIOBBIIEHHOH CMEPTHOCTBIO. DTa CBA3b MOXKET OBITh OoJiee
BBIp@XKEHA TIPH MPUMEHEHHH TaJIONEPUI0Ia, YeM aTHITHYHBIX aHTUIICUXOTHYECKHX IIpenapaTos,
OTYETIINBEE BCEro MposiBisieTcss B mepBble 30 JHEH mocie Havyajga JIeYeHHs M COXPaHSETCS He

MeHee 6 MecsieB. B kakoi cTerneHu JaHHasi CBSA3b o6ycnosneHa JICKAPpCTBCHHBIM IIPEIIapaToM, a
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B KaKOMW CONYTCTBYIOIIUMH 3a00JI€BaHUSAMH M JIPYTHMH XapaKTEPUCTHKAMHU MAIMEHTOB, MMOKa HE
YCTaHOBJICHO.

[Ipenapar ["anonepunon-Puxrep, pacTBOp /isi BHYTPHMBIIIEYHOTO BBEICHUS, HE MPEIHA3HAUCH
JUIsl JIEYCHUsl HApyILICHUH NTOBEICHUs], CBSI3aHHBIX C JIEMEHIIUEH.

Bimsinue Ha cep/IeYHO-COCYUCTYIO CUCTEMY

[Ipy npumeHeHHM rajonepuaoiia, MOMUMO BHE3AaNHOW CMEpTH, ObUIM 3aperuCTPUpPOBAHBI
yuinHenue uaTepBaia QTc u/uim xenya04ukoBbie apuTMHH (CM. pasjesnbl «lIpoTuBoONOKazaHus»
n «llobounoe neiictBue»). Puck 3THUX sBIE€HWH BO3pacTaeT NMpH NPUMEHEHHM BBICOKHMX 103
npenapara, IpH  BBICOKMX  KOHIEHTpAlMsAX Trajionepujoia B IUla3Me  KpPOBH, Y
IPeAPACIIONOKEHHBIX MAUEHTOB WIK IPH NMapeHTepaIbHOM MPUMEHEHUH, B OCOOCHHOCTH, MU
BHYTPUBEHHOM BBEJICHHH.

[Ipenapat T"anonepupon-Puxrtep, pacTBOp Ui BHYTPUMBIIIEYHOTO BBEJICHHS, NpPEAHA3HAYEH
TOJBKO JUISI BHYTPUMBILIEUHBIX WHBEKIU. TeM He MeHee, NpU BBEJICHUH BHYTPHUBEHHO,
HeoOXxomuM mocTossHHBIH KoHTponb DKI' is BeusiBieHus yanuHeHus uHTepBata QTc wu
KEITYJJOYKOBBIX apUTMHUA.

Pexomenayetcst cobmoaaTh OCTOPOIKHOCTh MPU NPUMEHEHUH Yy TNALMEHTOB ¢ OpaauKapauei,
3aboeBaHUsIMH cepAla, yauinHeHueM wuHTepBaia QTc B cemeliHOM aHamHe3e WIM IIPU
ynoTpeOaeHuH alKkorosi B OOJBIINX J103aX B aHaMHe3e. Takke 0CTOPOKHOCTh HEOOX0MMa IIPU
JICYCHHH TAlIMEHTOB C TMOTEHIMAJIbHO BBHICOKUMH KOHIIEHTPALMSIMH TajoNEepuoia B IIa3Me
KpoBH (cMm. pazzmen «OcoOble ykazaHus», noapasaen «MemieHHble MeTaboaM3aToOpbl 110
n3odepmenty CYP2D6»).

Jlo Havana sedeHus: pekomeHmyetcss npoBectd koHTpoiab DKI'. Bo Bpems neuenus cienyer
OIICHUTH HeoOXoauMocTh MOHUTOpUpoBaHusl DKI' ¢ 1enbio BhISBICHHUS YJIMHEHHsS WHTEpBaJla
QTc n xemya04KOBBIX apUTMHUIT y BeeX narueHToB. [loctostnubiii koHTposib DKI' HeoOxoaum npu
MOBTOPHOM BHYTPUMBILIEYHOM BBEJCHHMM IIpernapara. Y [alUeHTOB, KOTOPHIM IIpenapar
[anonepupon-Puxrep, pacTBop /Ui BHYTPHUMBIIIEYHOTO BBEACHMs, ObL1 Ha3HayeH Juisd
PO HIAKTHKH WM JICUCHHS TTOCJICONEPAMOHHON TOIMHOTHI M PBOTHI, MIOCTOSSHHBIH KOHTPOJIb
OKI pekoMeHyeTcs IPOBOUTH B TeUEHHE 6 YacOB MOC/IC HHBEKLIUH.

PekomeH1yeTcss CHU3MTH 03y NpH yiuHenun untepsana QTc Bo Bpems sedenus, u ecin QTc
npesbimaet 500 Mc, raonepu10J1 10JKEH ObITh OTMEHEH.

Hapyierust 31eKTpoJuTHOTO OanaHca, Takue Kak IMIOKaJIMeMHs U THIIOMArHMeMHsl, TIOBBILIAKOT
PHCK Pa3BUTHS JKEJTyIOYKOBBIX apUTMHUH U JI0JKHBI OBITH KOMIIEHCHPOBAHBI 110 Ha4aja JIeYeHHs
rajiornepua0ioM. PekoMeHayeTcst npeiBapuTeIbHbIH U NEPHOANYECKUI KOHTPOJIb COIEPIKAHMS

3JICKTPOJIMTOB B IJIa3ME€ KPOBH.

16



Taxke ObUIM 3aperuCTPUPOBAHBI TaXWKApAWs W apTepHalbHas THIOTEH3US (B TOM YHCIE
oprocratuyeckass runoteHsusi) (cm. pazgen «lloGounoe pefictBuer). Ilpu Ha3zHaueHUU
rajionepu/ioa nanueHTaM ¢ apTepualbHON TMIIOTEH3UEH WJIM OPTOCTATUYECKOW THUIIOTEH3UEH
pPEeKOMeHTyeTcst COOJII0IaTh OCTOPOIKHOCTD.

LlepeGpoBacKyIsIPHBIE COOBITHS

B panaoMH3upOBaHHBIX IUIANEOOKOHTPOIMPYEMBIX KIMHHYECKHX HCCIIEJOBAHUSIX OTMEYaIoch
MOBBIIEHHE pHUCKA 1epeOpOBACKYISAPHBIX HEXKeTaTelbHbIX SBJICHHH IpPH NPHUMEHEHHH
HEKOTOPbIX ATHIIUYHBIX AHTUICHXOTHYECKHX IpernapaToB Yy MAIMEHTOB C JeMEeHIHeH
npubmu3nuTensHO B 3 pa3a. B HabmoparenbHBIX HCCIIENOBAaHUSAX, B KOTOPHIX CpaBHUBAJACh
YacTOTa HHCYJIbTA y MOXKWIBIX IAl[MEHTOB, MOJYYaBIIMX KaKOW-THOO aHTHICHXOTHYECKHIH
npenapar, ¥ IAIMeHTOB, HE INPUHUMABIIMX TaKWe JIEKApCTBEHHBIC IIperaparhl, BbISIBICHA
MOBBIIICHHAs] YacTOTa WHCYJIbTa B MEPBOM IPyIINE MAIMEHTOB. JTa YacTOTa MOXKET OBITH BBIIIE
IIpH IPUMEHEHHUHU BceX OyTHPO(EHOHOB, BKIIOYAs TaloNepuIoi. MexaHn3M MOBBILECHHUS PHCKa
He ycTaHoBlIeH. Helb3sl MCKITIOUNTD MOBBILIIEHHE PUCKA M Y JPYTHX TPy nanuenTos. [Ipenapar
[anonepuaon-Puxrep ciieyeT NpuMeHsTh ¢ OCTOPOKHOCTBIO Y NMAIMEHTOB ¢ (haKTopaMu puckKa
MHCYJIbTA.

3JI0KaYeCTBEHHBIN HEUPOJIEITHUYECKUN CHHPOM

[Ipy npuMeHeHMM rajonepu0jia MOXET pPa3BUThCs 3JI0KAYECTBEHHBIH HEHpOIeNTHYECKHHA
CHHJPOM — peJKasi peakiys 10 THIY HIMOCHHKpa3WH, XapaKTepH3ylolleHcs runeprepmuei,
reHEepaJM30BaHHOM MBIIIEYHONH PUTHAHOCTBIO, BEreTaTUBHOH J1aOMIIBHOCTBIO, HapyIICHHEM
CO3HAHHUSI ¥ TOBBIICHHEM AKTUBHOCTH KpeaTHH(OC(HOKUHA3bl B CHIBOPOTKE KpOBH. PaHHHM
MPU3HAKOM JIAHHOTO CHHJPOMA 4acTo siBisieTcs: runeprepMusi. Heo6xoammo HezamMeUTMTEIbHO
NpepBarh JICYCHHE AHTHIICUXOTHYECKMMH IIpenapaTtaMH M, B YCJIOBHSAX TINATEILHOIO
HaOJII0/ICHHUs], HAUYaTh COOTBETCTBYIOULYIO M0/UIEPKHBAIOLIYIO TEPAIHIO.

[To3aHss TUCKUHE3Us

[To3aHsAs IUCKUHE3UsI MOXKET BO3HUKATh Y HEKOTOPBIX MALMEHTOB IPH UTHTEIBHOM IIPHMEHEHUH
WM OTMEHe JieKapcTBeHHOro mnpenapara. CHHJIPOM TpOSBISETCS, TJIaBHBIM 00pa3oM,
PUTMUYHBIMHA HETIPOM3BOJIbHBIMU JIBWKCHHUSIMH MBI s3bIKa, JIMIQA, TY0 WIM 4YemocTH. Y
HEKOTOPBIX MAIIMEHTOB MPOSBJICHUS MOTYT HOCUTH MIOCTOSIHHBIN XapakTep. CHHIPOM MOXKET ObITh
MAaCKHpOBaH IPH BO30OHOBJICHHH JICYE€HHUSI, IIPH NTOBBIIEHHHU JI03b] WM IIPH NIEPEX0/IE Ha JICUYEHHUE
JPYTHM aHTHIICUXOTHYECKHM TipenapatoM. [Ipu nosiBieHuM npu3HaKoB ¥ CUMIITOMOB IO3HEN
JIMCKAHE3MH HEOOXOJMMO pPAacCMOTPETh BO3MOXKHOCTb OTMEHBI BCEX AHTHIICHXOTHYECKHX
npernaparos, BKJirodas npenapat I'anonepuon-Puxrep.

DKCTpanupaMUJIHbIE CUMIITOMbI

MoryTt Ha001aThesl IKCTpATHPAMUIIHBIE CHMIITOMBI (HallpUMep, TPEMOP, PUIMIHOCTH MBIIIII,
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runepcanuBanus, OpaJuKuHe3us, akaTH3us, OCTpas MbllieuyHas JAUCTOHUS). [Ipu npumeneHun
rajionepu10J1a MOXKeT Pa3BUTHCS aKaTU3USl, XapaKTepU3yIoLasics CyObEeKTUBHO HENPUSTHBIM HIIN
TPEBOKHBIM  OECHIOKOHCTBOM M TMOTPEOHOCTHIO BCE BpeMsi ObITh B JIBUKEHHH, 4YacTo
COITPOBOKIAIOIIMMHCS HEBO3MOKHOCTBIO CHUIETh WM CTOSATH CcrokoiHo. Haubonee BeposiTHO
pa3BUTHE AKATU3UU B TEUEHHE MEPBBIX HECKOJIBKUX HEJENb JeueHus. J{1s maiueHToB ¢ TaKUMHU
CUMIITOMaMH MOBBILIICHHE 03Bl MOXKET MPEACTABIISATH OMIACHOCTD.

Ocrtpast MbIlIEYHAs] JUCTOHHUS MOJKET BOSHUKHYTh B T€YEHUE MEPBBIX HECKOJIbKUX JTHEH JIeYEHUs
npenapatoM ['anonepupon-Puxtep, HO Tak)Ke MOXKET TOSIBUTHCS U B OoJiee MO3JHHE CPOKU WU
N0CJI€ TOBBIIIEHHS 103bl. CHMITOMBI MBILIEYHOH UCTOHUM: KPUBOILIES, IPUMAaCHHYAHbE, CIa3M
JKEBATEIIbHOM MYCKYJNaTyphl (TpH3M), BBICOBBHIBAHHE $3bIKa M HEOOBIYHBIE JBMIKEHHs TIJIas3,
BKJIIOUAsi OKYJOTUPHBIA Kpu3. Y MaMEeHTOB MY)KCKOrO 1oJja M JIMIl 0ojiee MOJIOJ0ro Bo3pacTa
PHUCK pa3BUTHS TaKUX peakiuii Boime. [Ipu pa3BUTUM OCTpPON MBIIIEYHON JUCTOHUHU CIIEAYET
MpeKpaTUTh MPUMEHEHHE Npenapara.

[Ipy HeoOXOAMMOCTH KYNMHUPOBAHMUS HSKCTPAUPAMUIHBIX CHMITOMOB MOKHO IIPUMEHATH
NPOTHUBONAPKUHCOHMYECKHE TpernapaTbl AHTUXOJMHEPrHYecKOro JeHCTBHS, OJHAKO, HX
NMpUMEHEHHE B KadecTBe NpOPHIAKTHYECKOW Mepbl He pekomenayercs. Ecam Tpelyercs
OJIHOBPEMEHHOE JIeUeHHE NMPOTHBONAPKHHCOHMYECKHM IIpernapaToM, a OH BBIBOJUTCS ObICTpee,
4YeM TaJoNepujios, TO €ro IpHeM CcleAyeT NpPOJAOKUTE W T0Cie OTMEHBI Ipernapara
[anonepuaon-Puxrep, 4roObl u30exkarh pa3BUTHS MM OOOCTPEHHS HKCTpanMpaMUIHBIX
cuMnTOMOB. [Ipy OJHOBpEMEHHOM NPUMEHEHHH AHTHXOJIMHEPIrUYECKHX IIpenaparoB, B TOM
YHClie  MPOTHBONMAPKMHCOHHYECKMX MpemaparoB, ¢ mpenapatom ['anonepuaon-Puxrep
HE0OX0IMMO MTOMHHUTH O BO3MOKHOCTH TMOBBIIIEHUs BHYTPUIJIA3HOTO JaBJICHUS.

Cynoporu/npunajiku

Coo0111a10¢h, 4TO TaJONEPHI0T MOXET BbI3bIBaTH cyjoporu. [Ipu seyenuu nanueHToB ¢
SMMJIETICHE W B COCTOSHHSX, IpeApacroyiaraloliiX K pa3BUTHIO CYAOpPOr (HampuMmep,
QJIKOTOJIbHBIM aOCTHHEHTHBIM CHHJIPOM, TpaBMa TOJOBHOTO MO3ra), clefyeT coOIoaaTh
OCTOPOIKHOCTB.

Hapyiienus co CTOPOHBI IEYEHH U KEJTUYEBBIBOISIINX TYTEH

[TocKONBKY Tajonepuoi MeTaboM3upyeTcss B NEUeHH, PEKOMEHIYETCS CHUXKEHHE JI03bl U
coOMO/IcHHe  Mep  TMPEJOCTOPONKHOCTH  NPH  JICUCHMM  IAlMEHTOB ¢ NE€YEHOYHOH
HEZI0CTATOYHOCTBIO (cM. pasjenbl «Crnocod mpuMeHeHHs ¥ 103bD» U «DapMaKOKHHETHKa»).
M3BecTHBI OT/EIbHBIE CIydYad HapylleHuss (YHKIMW [€YEHH WM TIelaruTa, 4alle BCero
xosiectaTuyeckoro (cM. pasaen «llobounoe neficTBrey).

Hapyienus co CTOpOHBI SHIOKPUHHOW CUCTEMBI

THpOKCHH MOXKET YCHJIMTb TOKCHYHOCTHL Trajionepuaoia. AHTHIICHXOTHYECKHE npenaparbl 'y
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NALUEHTOB C TMIIEPTUPEO30M JOJIKHBI IIPUMEHSTHCS C OCTOPOKHOCTHIO U TOJIBKO B COYETAHUH C
Tepanuei, HanpaBIeHHON Ha JOCTHKEHHE 3YTUPEOUTHOTO COCTOSIHHSL.

K ropmonanssbM 3 exram aHTHIICHXOTHUECKHUX TTPENapaToB OTHOCUTCS THIIEPITPOJIAKTHHEMHS,
KOTOpasi MOKET BbI3BAaTh TaJlakKTOPEIO, THHEKOMACTHIO M OJMIOMEHOPEI0 MJIM aMEHOPEIo (CM.
pazaen «llobounoe neiictBuer»). MccnenoBanus KyabTyp TKaHEH MOKa3bIBAIOT, YTO MPOJIAKTUH
MOXET CTHUMYJIMPOBaThb POCT KJIETOK OIYXOJIEH MOJIOUHOH jKejie3bl y uesloBeKa. XOTs 4YeTKON
CBSI3U MEXKIY NPUMEHEHMEM aHTHUIICUXOTHYECKHMX MpenapaToB U PaKOM MOJIOUHOH Keje3bl Y
YeJI0BEKA B KIIMHUYECKUX M AMHUIEMHUOJIOTHYECKUX HCCIIEIOBAHUSX HE BBISIBIIEHO, PEKOMEH/1yeTCs
co0mo1aTh  OCTOPOXKHOCTh TPH JICYEHUH MAIMEHTOB C COOTBETCTBYIOIIUM MEJAULIMHCKUM
aHaMHe30M. Y MalMeHTOB C MCXOJHON TUIEPNpOJIaKTHHEMHEH U Yy MalMEeHTOB C BO3MOKHBIMH
NPOJAKTHH3AaBUCUMBIMH OIyXOJisiMH Tipeniapar [ amonepupon-Puxrep cienyer NpUMEHSTH ¢
OCTOPOIKHOCTBIO.

[Ipy npumeHeHMM rajonepua0ja OTMEYAINCh TUIOTIMKEMUS W CHHIPOM HeaJeKBaTHOM
CEKpEIMU aHTHINYPETHUECKOro ropMoHa (cm. pazaen «llobounoe neiicTBue»).

Benosnas tpoM003MO0aUs

IIpu npuMeHeHHH aHTUIICHXOTUYECKHX NpenapaToB ObLIM 3apeructpupoBansl ciydan BTO. Tax
KaK y MalHeHTOB, NPUHUMAIOUIMX AHTUIICHXOTHYECKUE IMpenapaThl, 4acTo HaOII0AaloTCs
npuobpereHHble (akTophl pucka BTD, HeoOX0AMMO BBIIBUTH BCE BO3MOXKHBIE (haKTOpPBI pUCKa
BTD no nauvana u Bo BpeMsi JiedeHus npenaparoMm [‘anonepuaon-Puxrep u npeanpuHsTh
COOTBETCTBYIOIIHE NPOPUITAKTHYECKHE MEPBI.

OTBeT Ha JIeYeHHE U OTMEHA Ipernapara

[lpyu mm3oppeHUn OTBET Ha JIeYEHHWE AHTUICHXOTUYECKMMH IpernaparaMM MOXKET ObITbh
OTCPOYEHHBIM. B cilyyae OTMEHBI aHTHUIICHXOTHYECKHX IPENnapaToB, CUMIITOMBI, CBS3aHHbIE C
OCHOBHBIM 3a00JIEBAaHHEM, MOTYT HE BO30OHOBIISATHCS U HE NMPOSIBISATHCS B TEUEHUE HECKOJIBKUX
HeJIeNTb HJTH MECSILIEB.

Bbbuti 04eHb peakue cooOIIeHuss 00 OCTPBIX CUMIITOMAX OTMEHBI (BKJIKOYas TOLIHOTY, PBOTY M
OECCOHHUILY ), BO3HUKIIUX MOCIIE PE3KOH OTMEHBI BBICOKHX J103 @aHTHIICHXOTHYECKHX ITPENapaToB.
PexoMeHIyeTcst MOCTENIEHHOE CHU)KEHHUE JI03bI B KAUECTBE MEPBI ITPEI0CTOPOKHOCTH.

[TaneHThI ¢ Aenpeccuei

He pekomenyercss npuMeHsTh npenapar ["anonepuon-PuxTep B MOHOTEpAIIUH y MALUEHTOB €
npeobiiajiaHieM  CHUMITOMOB  jenpeccud.  Ilpemapar  MOXHO ~ KOMOMHHpOBaTb ¢
AQHTHJIETIPECCAHTAMH Ul JICYEHHs] COCTOSIHMH, KOTOPbIE XapaKTEpU3yIOTCs COYETaHHEM
JeTIpeccu W mcuxo3a (cMm. pasgen «BzammoneicTBue ¢ JIpYTMMH  JIEKAPCTBEHHBIMHU

Cpe/ICTBaMM »).
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CMeHa MaHHWH Jienpeccueit

CyIIleCTByCT PHUCK CMCHBI MaHHUH Z[CHpCCCHCﬁ Yy HNAallUCHTOB, NMOJYYaloUUX JICYCHUE T10 TTOBOAY
MaHHAaKaJIbHBIX 31TU3010B 6I/II'IO.II$IpHOFO paCCTpoﬁcrsa. TwarensHoe HAOMIOICHKE 32 TAITHEHTAMH
Ha NpEAMET Pa3sBUTHSA JACNPECCHU C COIIYTCTBYIOIIMMH PUCKAMHU, TAKUMHU KaK CYHMIIMJAJIbHOE
ITOBCJICHHUC, Kpaffme BaXXHO U TPEAOTBPAILICHUS Pa3BUTHUS MO0OHBIX COCTOSTHUM.

MeaneHnble MeTaboau3atopsl 1o uzodepmenty CYP2D6

VY nanMeHToB, KOTOPbIE ABJISIOTCS MEAJIEHHBIMU MeTab0IM3aTOpaMy 10 H30(EepMEHTY IIHTOXPOMa
P450 CYP2D6 u xotopele omHOoBpeMeHHO mnpuHHMaioT uHruoutopel CYP3A4, npenapar

["anonepunon-Puxrep cieayer npuMEHSTh ¢ OCTOPOIKHOCTBIO.

Binsinne Ha ¢cnoco6HOCTH K YIPaBJIeHHI0 TPAHCIIOPTHBIMHU CPEACTBAMH H MeXaHH3MAMH

IIpenapar I'anonepunon-Puxrtep oka3piBaeT yMepeHHOE BJIMSHHE Ha CHOCOOHOCTH YIIPABISAThH
TPaHCIIOPTHBIMU CPEJCTBaMH U MeXaHu3MaMu. MoxeT HaOMoaaThCs celaTUBHBIN P QeKT wiu
HapylICHHE KOHLEHTPAlM¥ BHUMAaHUSl B TOW WJIM WHOW CTENEHH, OCOOEHHO NMPU NMPUMEHEHHUH
BBICOKMX 103 U B Hauasie Tepanuu. JlaHHble 3¢ dexThl ycuauBaroTes ankoroseM. [lammeHtam
CllelyeT PEKOMEHJOBaTh BO3JEPXKAThCs OT YIpaBICHHS TPAHCIIOPTHBIMU CPEACTBAMH H HE
IpeANpUHUMATE JEHCTBUH, TPeOYIOIIMX MOBBIIIEHHOW KOHIIEHTPALMH BHUMAHUS W OBICTPOTHI

IICUXOMOTOPHBIX Peakiuii, BO BpeMs jieueHus npenaparom [ anonepuaon-Puxrep.

®opma BbINyCKa

PacTBOp /U1 BHYTPUMBIIIEYHOTO BBEJCHHUS, 5 MI/MJL.

1. IlIpu npouseoocmee na OAO «I'edeon Puxmep», Benepus.

1 M1 mpenapata B ammyse u3 OeCHBETHOrO CTeKJIa | rMApOIMTHYECKOro Kiacca ¢ TOYKOH s
paznoma. Ilo 5 aMnys B KOHTYpHO#H IJIACTUKOBO#H yIakoBKe.

1 KOHTypHas IIaCTUKOBAsK YIIAKOBKA BMECTE C HHCTPYKIHEH 110 TPUMEHEHHIO B KAPTOHHOM MavKe.
2. IIpu npouzeoocmee na 340 « DapmDupma « Comexcy, Poccus:

1 M1 mpenapaTta B ammyse U3 OecHBETHOro CTeKjIa | rMIpOJUTHYECKOro Kjiacca ¢ TOYKOH s
pa3iomMa M ABYMS MapKMpOBOYHBIMHM Kosbliamu. Ilo 5 ammyn B KOHTYpHOH IUIaCTMKOBOM
yIIaKOBKe.

1 KOHTYpHas IJ1aCTHKOBas yIlakOBKa BMECTEC C I/IHCprKLII/ICﬁ 110 IPUMEHCHHUIO B KapTOHHOﬁ IMayvyKe.
YeaoBus XpaHCeHUS

B 3ammineHHOM OT cBeTa MecTe 1pu Temmeparype ot 15 10 30 °C.

XpaHI/ITb B HEAOCTYITHOM 11 JIETEH MecTe.
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Cpok roanocTu
5 ner.

He NPUMEHATH 110 UCTCUYCHHUHU CPOKa rOTHOCTH, YKa3aHHOI'O Ha YIIaKOBKE.

YeaoBus ornycka

OTmyckaroT 1o penenty.

Biajenen perncTpanHoHHOI0 y10CTOBEPEHHS:
OAO «I'eneon Puxtep»
1103 bynanemr, yu. JIémpéun, 19-21, Benrpus

IIponsBoauTenn:
1. OAO «I'eneon Puxtep»
1103 byaanemr, yn. JIémpéu, 19-21, Benrpus
2. 3A0 «®apm®Pupma «CoTeke»
141345, Poccusi, Mockosckas o6acth, CeprueBo-Ilocaackuii MyHUIIMNIAIbHBINA PaiioOH,

cenbCcKoe nocenenune bepesuskoBckoe, noc. benukoso, a. 10, a. 11, a. 12

Oprann3anus, NPUHHMAIOIIAS IPeTeH3HH NOoTpeduTe e :
Mockogckoe IIpeacrasutensctBo OAO «I'eneon Puxtep»
119049 r. Mocksa, 4-it J106pbIHUHCKHH 1Iep., 10M 8
DnexktpoHHbI aapec: drugsafety@g-richter.ru

Tenedon: (495) 363-39-50

/ e
3amecturens Jlupexropa [Ipeacrasurenscrsa g

OAO «I'eneon Puxrtep» (Benrpus) r. IiiéCKBa %,

e A

Bomosuu H.B.
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