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Toproeoe HaumeHoBanue: Anpenta®

Memynaponuoe HENMATEHTOBAHHOE HJ/IM I'PYNIIHPOBOYHOC HAHMEHOBaHHE! BCHHaCbaKCPIH

JlekapcTBennasi popma: KarncyJibl ¢ IPOJOHTHPOBAHHEIM BEICBOOOXKIEHHEM

Cocras

1 Karcysa ¢ poJIOHrHPOBAHHBIM BEICBOOOXKAEHHEM 37,5 Mr/75 Mr/150 Mr COAEpPIKHUT MEIETHI:
Meticmeyiowee  6ewjecmso:  BennadaxkcuHa — ruapoxiopun 42,43 mr/84,85 mr/169,70 mr,
5KBUBaJIeHTHO BeHnadakcury 37,50 mr/75,00 mr/150,00 mr

BcnomozamenvHuie seuyecmea: caxapHas Kpyrnka' [caxaposa, maToka KpaxMallbHas|, TUIIpOJI03a,
nosuoH K30, stunuesumonosa, aubyruicebakar, Tanbk

Cocmag meepovix scenamunoswrx kancyn Ne 3:

Kopnyc: turana auokeun (E171), xxenatun
Kpwiweuxa: kpacurens xene3a okeua kpacHeid (E172), Turana quokenn (E171), xxenatun

Cocmag meepovix sceramunoswix kancyi Ne 1/Ne 0:

Kopnyc: tarana quoxeun (E171), kpacurens sxkenesa okeua kpacHeii (E172), xpacurens xenesa
okcup xenteiit (E172), xxenatun

Kpviweuxa: kpacutenb xene3a okcua kpacHsiii (E172), turana amokcun (E171), xpacurens
xene3a okcun sxentoiit (E172), xxenatun

! Cocmae caxapHoui Kpynku: caxapo3sa, Kpaxmai (KyKypy3Hblii), BOJa OYHLIECHHAs

Onucanue

Kancynot 37,5 me:

Teepabie >kenatHOBBIE Kamcynbl Ne 3, kopryc Karcyn 06enoro LBeTa, KpblIedKa Karcyll
KOPMYHEBATO-p030BOro 1BeTa. ComepkKumoe Karcys — rneJuieThl 6e10ro uim nodtu 6eoro UBeTa.
Kancynwr 75 me:

Teepapie skenaTHHOBbIE Kancyibl Ne 1, KOpIyc M KpBILIEYKA Karcyjl CBETJIO-PO30BOro LBETA.
Cozepx1uMoe KaricyJl — neJuieTsl 6e10ro Wik noytu 6e1oro UBeTa.

Kancyner 150 me:

149430



Teepabie xenatuHOBbIe Karcysisl Ne 0, KOpIyc ¥ Kpbllieyka Karcysl KOpHYHEBaTO-OPaHXEBOIO

LBETA. CO}ICp)KHMOC Karcyi — neJujieTol 6enoro uu nmoutu 6enoro [BETA.

®apmakoTepaneBTHYECKas IPYNNAa: AaHTHCTIPECCAHT
Koa ATX: N0O6AX16

®apmako/IorH4ecKHe CBOHCTBA

DapmakoOuHamuKa

Bennagakcun — antujenpeccant. 1o xuMU4YecKoi CTPyKType €ro Hellb3si OTHECTH HHM K OJHOMY
M3BECTHOMY KJIACCy aHTHENPECCAHTOB (TPULMKIMYECKHE, TeTpalMKIHYeckue UM apyrue). OH
MMEET /IB€ aKTHBHbIC SHAHTHOMEPHBIE palieMU4YecKue GopMBl.

AnTuenpeccuBHBI 5¢dexT BeHnadakcHHa CBA3aH C YCHICHHEM HEHPOTPaHCMUTTEPHOM
aKTHBHOCTH B LieHTpaibHOM HepBHO# cucteme (L{HC). Bennadakcun u ero oCHOBHOM MeTaboIUT
O-pecmetunsennagpakcud (OJIB) sBisoTCS MOLIHBIMM MHruOMTOpaMu oOpaTHOro 3axmaTa
cepotronrHa u HopaapeHanuHa (MO3CH) u cnabo nopaBnstor oOpaTHBIA 3axBaT JodamuHa
HeiipoHamu. Bennadakcun u OJIB oauHakoBo 3(p@EKTHBHO BIMAIOT Ha OOpaTHBIM 3axBar
HeipoTpancMutTepoB. Bennadakcun u O/IB cHmxkaroT 6eta-ajpeHeprudeckue peakiuu.
Bennagakcun He 06najiaeT CpOACTBOM K MyCKapHHOBBIM, XOJTMHEPruuecKum, ructamuHoBsiM (H1)
M 0.1-a[JpEHePrHYECKUM peLienTopaM roJIoBHOro Mosra. BeHnadakcun He mojaBisieT akTUBHOCTh
moHoamuHoKcuaassl (MAO). He obnajaer cpoAcTBOM K OMUATHBIM, O€H30Ma3eMHMHOBBIM,
beHuukuaAnHOBEIM MK N-MeTi-d-acnaprateiv (NMDA) penenropam.

DapmaxkoKkunemuKka

BennadakcuH akTHBHO MeTaboNnM3MpyeTcs, MpexJae Bcero, A0 akTuBHoro merabonura OJIB.
Cpenunii nepuoz nonyseiBeenus (T'2) Bennapakcuna u OJIB u3 nna3mel KpoBu cocTapiser 5 + 2
1 11+ 2 yacoB cooTBeTCTBEHHO. PaBHOBECHBIE KOHIIEHTpaluy BeHnadakcuna u OJIB nocrurarorcs
B Te4yeHHWe 3 JHe#l mocjie Hayaja MepopasibHOM Tepanuu ¢ MHOTOKPATHBIM IPHEMOM Ipernapara.
Bennadakcun 1 OB 1eMOHCTPHPYIOT TMHEHHYIO KMHETHKY B Marna3oHe 103 oT 75 1o 450 mr B
CYTKH.

Bcacwvisarnue

[Ipy oxHOKpaTHOM MpUeMe BHYTpb BcachiBaeTcsi He MeHee 92 % 103bl BeHnadakcuHa.
A6comoTHas 6MOI0CTYTHOCTE BeHnadakcuHa coctaBnser oT 40 % 10 45 %. [locne npuema BHYTphb
MakcumasbHble KOHUEHTpauuu (Cmax) BeHnadakcuHa u OJIB B ruiazme KpoBHM IOCTUrarOTCs Yepes
2 u 3 uyaca cootBercTBeHHO. [Tocne nprema BennadakcuHa B GopMe KancyJ ¢ npoJOHrMpOBaHHEIM
BBICBOGOXKAEHHEM Crmax BeHNadakcuna 1 OJIB B nina3me KpoBH JOCTUTaNMCh Yepes 5,5 u 9 yacos

coorBeTcTBeHHO. [Ipy npueme BeHnadakcuHa B PaBHBIX CYTOYHBIX 103ax B ¢opme TabieToK ¢



HEMeEUIEHHBIM BBICBOOOX/IEHHEM MJIM KArlCyJ ¢ MPOJIOHTMPOBAHHBIM BbICBOOOXKAEHUEM KarICyJIbI
C TpOJIOHTMPOBaHHBIM  BBICBOOOXKACHHEM oOecredynBaloT 0osee  MEUIEHHYIO  CKOPOCTh
BCACHIBAHMS, HO TAaKyKO )€ €€ CTeleHb, Kak W MpH mnpueMe B Gopme TabNeTOK ¢ HEMEIIEHHBIM
BBICBOOOXAeHHeM. [Iprem numm He BimseT Ha GuomocTynHoCTh BeHnadakcuHa u OJ1B.
Pacnpeodenenue

Bennadakcun u O/IB B TepaneBTHYECKUX KOHLEHTPALMAX B MUHUMAJIbHOM CTENEHM CBA3BIBAIOTCS
¢ Genkamu mnasmel KpoBu (27 % u 30 % cooTBeTcTBeHHO). OOBEM pacnpeseneHus BeHnadakcuHa
B PaBHOBECHOM COCTOSIHMH I10CJI€ BHYTPMBEHHOIO BBeIeHHUA cocTapser 4,4 + 1,6 n/kr.
Memabonusm

BennadakcuH MperMMyLIECTBEHHO MeTaboIM3MpyeTcss B IEYEHH MpPH Y4acTHH H30(epMeHTa
CYP2D6 no obpa3oBanusi OCHOBHOTO akTBHOro Metaboaura OJIB u npu yyactun uzopepmeHTa
CYP3A4 — 10 BTOpPOCTENEHHOr0, MEHee aKTUBHOTO, MeTabonuta 10 N-aecmerunsennadaxkcuna.
PesynbTaThl MCCEOBAHMN i Vivo TOKa3bIBAIOT, YTO BEHJIAMAKCHH SBJAETCS OTHOCHTEIBHO
cnabbim uaruouTopom uzopepmenta CYP2D6 u He unrubupyert uzodepmentst CYP1A2, CYP2C9
unn CYP3A4.

Buvigeoenue

Bennadakcun u ero MetaboJIMTHI BRIBOAATCS NPeUMYIIeCTBEHHO noukaMu. [IpubauzurensHo 87 %
NPUHATOW BHYTPb [J03bl BeHIadakcMHa OOHAapyXMBalOTCS B MoYe B TeyeHUe 48 yacoB B
HEM3MEHEHHOM BHJE, B BUAe HekoHbrorupoaHHoro OJIB, konbroruposanHoro OJIB u apyrux
BTOPOCTENEHHBIX HEaKTHBHBIX MeTabomurtoB. CpenHee 3HayeHME + CTAHAAPTHOE OTKJIOHEHHE
kiupeHca Bennadakcuna u OJIB u3 mina3Mbel KpOBH B PaBHOBECHOM COCTOSIHMM COCTAaBJISET
1,3 + 0,6 n/u/kr u 0,4 £+ 0,2 1/4/Kr COOTBETCTBEHHO.

Ocoodble zpynnbsl nauuenmos

Bospacm u non

[Ton ¥ BO3paCT MAMEHTOB HE OKA3bIBAIOT CYIIECTBEHHOrO BIMSHMS Ha (apMaKOKMHETHKY
BeHnadakcuna u O/IB.

Bvicmpuvie/meonennvie memabonuzamopuwr usogpepmenma CYP2D6

Konuentpauus BeHnadakcHHa B IUia3Me KPOBH Y MEIJIEHHBIX MeTab0o/IM3aTOpPOB HM30(epMeHTa
CYP2D6 Beime, yem y OwicTpbix MeTabomuzatopoB. Ilockoneky obmas skcnosuuus (AUC)
Bennapakcuna u OJIB o;uHakoBa y MEJIEHHBIX M OBICTPBIX MeTabONH3aTOPOB, HET
HEOOXOMMOCTH B Pa3HBIX CXeMax J03UPOBaHHs BeHJIa(aKCHHA B 9THX JBYX Ipynmnax.
Hapywenue ¢pynxkyuu nevenu

V nauMeHToB, OTHOCSAIIMXCS K Kiaccy A (HapymeHue (GYHKUMH TEYEHH JIETKOH CTEneH) W
knaccy B (Hapywenue (yHKUMH TiedeHM cpelHeil crenenu) no kimaccuduxaumm Yaiina-Ilsto,

TV Bennadaxcuna u OJIB 6611 Gosee UIUTENBHBIM, 110 CPABHEHHIO C TAKOBBIM Y 30POBBIX JIMIL.



Knupenc Bennadaxkcuna u OJIB nocne npuema BHYTph Obll CHWKEH. bbina ormedena
3HaYMTENIbHAA CTENIEHb MEXHHAUBHIYaIbHON BapuabensHoCTH. MIMeIoTCs orpaHMYeHHbIE JaHHBIE
y MalMEeHTOB C HapyLIeHHeM (YHKIMHU NEYCHH TSKENON CTENEHU.

Hapywenue ¢ynxyuu novex

V naueHTOB, HaXoAALIKXCs Ha auanuse, T2 BennadakcuHa 6611 npoaneH npumepHo Ha 180 %, a
€ro KJIMpeHC YMEHbLIEH NPUMEPHO Ha 57 %, M0 CpaBHEHHIO CO 3I0POBBIMH JIMLIAMHU, TOrAa Kak T2
O/IB 6511 npozsieH npuMepHo Ha 142 %, a ero KIMpeHC yMeHbLIEH NpUMepHO Ha 56 %. Koppekuus
710361 He0OX0AMMa NALMEHTaM ¢ HapylleHHeM (YHKLMHU MOYEK TSKENION CTENEHH U y MaLMeHTOB,

KOTOpbIM TpeOyeTcs reMOoaAMalIH3.

Iloka3anus k NPHMEHEHHIO

Jenpeccus (nedyeHue U npoduiaKTuka).

IIporuBonokazanus

e [ UnepyyBCTBUTENBHOCTh K JACHCTBYIOIIEMY BEIIECTBY W/WIM JHOOBIM  JpyruMm
KOMIIOHEHTaM [pernapara.

e OpnoBpemeHHbIH npueM uHruOMTOpoB MAO (cM. Tak xe pasaen «BsaumoneiicTue c
JAPYTUMH JIEKapCTBEHHBIMHU CPEACTBAMMY).

o Tsxensle HapymeHUs GYHKLMH NOYEK W/HITH NEYeHH (CKOPOCTh KIIyO0UKOBOH QHIBTPALUK
[CK®] menee 10 ma/mun/1,73 M? miolaam NOBEPXHOCTH TeNa, MPOTPOMOUHOBOE BpeMsl
(T1B) 6onee 18 cek).

e Bospact g0 18 ner (6e3onmacHocTs U 3pdEKTUBHOCTL A1 3TOH BO3PACTHOW IPYMNIbI HE
JI0Ka3aHbl).

e bepemeHHOCTH WK MpeanoaraeMas 6epeMeHHOCTb.

e [lepuoa nakrauuu (HET JOCTATOYHBIX JAHHBIX KOHTPOJIMPYEMBIX HCCIEAOBAHUI).

e Pesko BcTpeuaroLascs HacneACTBEHHAsk HENEPEHOCUMOCTh QpyKTO3bl, AeDULMT caxapa3bl-

H30MaJIbTa3bl UJIHM I'NTIKOKO30-rajlaKTO3Has Maﬂba600p6lll/lﬂ.

C 0cTOpOXKHOCTLIO

HenaBHo nepeHeceHHblit wuHGApKT MHOKapAa, HecTabWibHAas CTEHOKAapAus, cepAaeyHas
HEJ0CTaTOYHOCTh, 3a00JIEBAHHUSA KOPOHAPHBIX apTepHi, M3MEHEHUS Ha 3JIEKTPOKapAHOrpaMMe
(OKT'), B Tom uucie ymiuHenue wuHTepBana QT, HapymeHus 53/1eKTpoJMTHOro OanaHca,
apTepualibHas TMIEPTeH3Us, TaXHKap/us, CYyJAOpOrd B aHaMHe3e, MOBBIIIEHUE BHYTPHIIIA3HOIO

JAaBJICHUA, 3aKpBITOYTrOJIbHasA riilaykoma, MaHHAaKaJIbHBIC COCTOSAAHUA B aHAMHE3E,



MpeApacrioIOKEHHOCTb K KPOBOTEYEHHUAM CO CTOPOHBI KOXKHBIX ITOKPOBOB M CIIU3UCTBIX OGOHO‘ICK,

UCXOIHO CHMIKCHHas Macca Teja.

IlpameHenue npu GepeMEeHHOCTH H B NIEPHOJ TPYAHOI0 BCKAPMJIHBAHHS

BesonacHocTh mnpuMeHeHMss BeHIadakcMHa Npud OEpeMEHHOCTH HE J0Ka3zaHa, [03TOMY
NpPUMEHEHHE BO BpeMsi OepeMEHHOCTH (MM MpejanonaraeMoi 6epeMeHHOCTH) BO3MOXKHO TOJIBKO B
TOM CJly4ae, ecJiy MOTeHLMaIbHas N0J1b3a J/11 MaTePH NMPEBOCXOAMT BO3MOXHBIN PUCK JUIs IUI0/a.
JKeHIuHBI 1eTOPOAHOTO BO3PACTa A0JDKHBI OBITh MPEAYNPEXAESHB! 00 3TOM /10 Hayasa JICYeHUs U
JIOJDKHBI HEMEJAJIEHHO OoOpaTUThCsi K Bpadyy B Cilyyae HACTYIUIEHHS OEpeMEHHOCTH WM
IUTAaHUPOBaHHsl OGEPEMEHHOCTH B MEPHOJL JICYEHHs PENApaToM.

JlanHble HaOmOAEHUN YKa3bIBAlOT HAa MOBBIICHHBIN (MEHEe YeM B 2 pa3za) pUCK MOCIEPOAOBOro
KpoBoTe4yeHus mnocie npumeHeHus npenaparoB rpynn CHUO3C/CHUO3CH B TevyeHHe OQHOrO
Mecsiua 10 poaoB (cM. paszaensl «[To6ouynoe neiictBue», «Ocobbie ykazaHUSA»).

Bennagakcun u ero Merabonur (OJIB) Bbiaensiorcs B rpygHoe Mosioko. be3omacHOCTh 3THX
BELECTB /I HOBOPOX/JIEHHBIX J€Ted He J0Ka3zaHa, MO3TOMY NpUeM BeHnadaKkCHHa BO BpeMs
rpyAHOro BCKapMiMBaHHs He pekomeHayercs. [Ipu Heo6xoauMocTH npyUeMa npenapara B epUoj
NaKTalKMM CJIEAYeT PelIUTh BONPOC O NPEKpalleHUM IPYAHOro BCKapMiuBaHus. Eciu nedeHue
Marepu ObLI0 3aBEpLIEHO HE3a/I0JIr0 10 POJOB, Y HOBOPOX/IEHHOTO MOTYT BOSHUKHYTh CUMITTOMBI

OTMEHBI Npernapara.

Cnioco0 npuMeHeHHs U J103bI

Ipenapar Anpenra®

, Karcynbl C MPOJIOHTMPOBAaHHBIM BBICBOOOXKIECHUEM, CIIEAYeT NMPHHUMATH
BHYTpb, BO BpeMs eisl. Kaxayio kamcyny ciiefyeT MporiateiBaTh LETMKOM U 3alMBaTh
KHUAKOCTBIO. Kancynel Hene3s JAenuTh, U3MeNbYaTh, XKEBATh WM noMemats B Boay. CyTodHyio
J103y cleJyeT NMPUHUMATD 3a OJIMH MpUeM (YTPOM MM BeuepoM) KaK/Ibli pa3 NpUOIU3UTENBHO B
OJIHO U TO Y€ BpEMS.

Henpeccus

Pexomenayemas HayasibHast 103a — 75 Mr OJIUH pa3 B JI€Hb.

Ecnu nmo MHeHuio Bpaya HeoOxoauma Oosiee BbICOKas /103a Ipernapara (TsSDKeNnoe JernpecCHBHOE
PaccTpOWCTBO WIIM APYTHE COCTOSIHUS, TpeOyrolue CTalMOHAPHOTO JEYEHHs), MOXHO cpasy
Ha3Ha4yuTh 150 Mr ouH pa3 B ieHb. BriocneacTBUU CyTOUHYIO 103y MOKHO YBEIMYMBATh Ha 75 Mr
C MHTEPBAJIOM JIB€ HeAeaH WK OoJblie (HO He yalle, 4yeM yepes 4 HA) [0 JOCTHXKEHHS XKETaeMOoro
TepaneBTHYECKOro dddexra.

MakcumanbHas cyroyHas go3a — 350 mr.



[locne JOCTHXEHHS HEOOXOMMMOro TepaneBTHYecKOro ddgexra cyTodHas 103a MOXET ObITh
MOCTENEHHO CHWXKEHA 10 MUHMUMAJBHOTO 3()(EeKTHBHOrO YPOBHS.

ITodoepaicusarowas mepanus u NPOGUIAKMUKA PEYUOUBO8

Jleuenue Jempeccud MOJDKHO TNPOJO/DKAThCs He MeHee 6 Mecsue. Ilpu crabunmsupyromei
Tepanuu, a TaKKe TEParHy ¢ LeIbio NPOGUIAKTUKY PELMIMBOB MM HOBBIX 3MH30/10B ACNPECCHH,
06BIYHO HCMOJIB3YFOTCS [03bl, IMPOAEMOHCTPUPOBABIIME CBOK 3(dekTuBHOCTL. Bpay nomkeH
peryispHO (He MeHee OHOro pasa B 3 Mecslia) KOHTPOIUPOBaTh 3GPEKTUBHOCT MIUTENLHOH
Tepanuu npenapatoM AjBeHTa”.

Ilepesod nayuenmos ¢ mabnemox 6eHIA(AKCUHA HA NpueM npenapama 6 Kancyiax ¢
NPOJIOHZUPOBAHHBIM BbICE0O0NCOCHUEM

[TauueHToB, NPUHUMAIOIIMX BeHIapaKCHH B 1€KapCTBEHHON (hopme TabIEeTKH, MOXKHO MEPEBECTH
HA MpUEM MpenapaTa B JIEKAPCTBEHHOM GopMe Karcysibl ¢ MPOJIOHTMPOBAHHBIM BEICBOOOXKIEHHEM
¢ Ha3HAYEHHEM OSKBMBAJIEHTHOM /03bl OQMH pa3 B CyTKH. OJHAKO MOXeT MoTpeboBaThCS
WHIUBU/lyalbHAsi KOPPEKTUPOBKA 03Bl

Oco0bie rpynnsl NalMeHToB

IToueynasn nedocmamoyHocme

[Ipu nerkoii moyeuHoi HepoctarouHocTH (CK® Gonee 30 ma/mun/1,73 M’ MIOIIAM OBEPXHOCTH
Teja) KOppeKUMs pexuma Jo3upoBaHus He TpeOyerca. Ilpy ymepeHHOH MOYEYHOM
negocrarouHoctd (CK® 10-30 mn/mun/1,73 M> miomaau NOBEPXHOCTH Tena) J03y Cleayer
cHU3UTH Ha 50 %. B cBasu ¢ yamnenuem TY Bennagakcuna u ero aktueHoro metabosura (O/IB),
TAKUM MalKEHTaM ClielyeT IPUHMUMATh BCIO 103y OJIMH pa3 B JeHb. He pekoMeH1yeTCsi PUMEHSTh
BeHmagakCMH TpH TOKeNod mnoveyHoi HepocratouHoctH (CK® menee 10 ma/mun/1,73 M2
IUIOLIAM MOBEPXHOCTH TelNa), MOCKOJIBKY HA/eXHBIE JaHHBIE O TAKOW TEpariu OTCYTCTBYIOT.
I[TauueHTs! Ha reMoUaIM3€e MOTyT Nosy4ath 50 % oOBIMHOM CYTOYHO#H 103kl BeHIadaKCHHa M0CIe
3aBeplIeHUs N'eMOAHaIN3a.

Ileuenounas Heoocmamo4Hocme

[1pu nerkoii neyeHo4yHO# HerocTaTouHOCTH (ITB MeHee 14 cek) KOppeKLMH pexxruMa 103UpOBaHHs
e TpeGyercs. [Ipu ymepeHHoii neyeHouHoit HepoctatouHocTH (I1B ot 14 1o 18 cex) nosy creayer
cum3uTh Ha 50 %. He pekoMeHayeTcss NMPUMEHATh BEHJaQakCHH MpPU THKEION MEYEHOYHOM
HEJ0CTATOYHOCTH, TIOCKOJIBKY HAaJeKHBIE JaHHBIE O TaKOW TeParuH OTCYTCTBYIOT.

Iayuenmsl nodxcunozo éospacma

Cam no ceGe MOXWJIOW BO3pacT MauueHTa He TpeOyeT M3MEHEHHs J03bl, OJHAKO (KaK W MNpu
HA3HAYEHMH PYTHX JIEKAPCTBEHHBIX MPENApaToB) MPH JEUEHHH TOXKUIBIX NAUMEHTOB TpebyeTes

OCTOPOXKHOCTh, HATNPUMEP, B CBS3M C BO3MOXKHOCTBIO HapymieHus GyHkuuu rnodek. Ciexyer



NPUMEHATh HauMeHbLIylo0 SbdexTuBHyr0 n03y. Ilpy NOBBIIEHHHM 03B MALMEHT HOJDKEH
HaXOJMThCS MO/ TIIATEIbHBIM MEIULIMHCKUM HaOIOIEHHEM.

Hemu u noopocmxu (6 o3pacme oo 18 nem)

besonacHocTs U 3)(EKTUBHOCTh NMPUMEHEHHs BeHIagaKCHHa y JAeTed M MOAPOCTKOB MOJIOXKE
18 et He ycTaHOBIEHA.

Ommena npenapama Aneenma®

Kak u npu ne4yeHun ApYruMU aHTUCIIPECCAHTAMH, pe3Kas OTMEHa npuema (0COOEHHO BBICOKHX
7103) BeHJahaKCHHAa MOXKET BBI3BaTh CUMITOMBI OTMEHBI (cM. pasaensl «[lobouHoe nefcTBHE» U
«Oco6sie ykazanus»). [loaToMy nepes nosiHOM OTMEHO#H npenapaTa peKOMEHIYETCS MOCTENEHHOE
CHIDKeHHe J103bl. EcCIM BBICOKME [03bl MPUMEHSIMCh Ha MNpOTsHKeHMH Oonee 6 Henens,
PEKOMEH/yeTCs CHWXKAaTh J03bl B Te4eHUe He MeHee 2 Heaenb. JUIMTeNbHOCTH MNepHoja,
HeoOXOAMMOro il MOCTENEeHHOM OTMEHbl Mpernapara, 3aBUCUT OT BEJIMYMHBI O3B,

TNPOAOKHUTEIbHOCTH TEPAIIHH U anuBunyaanoﬁ YYBCTBUTCJIbHOCTH NalLlMCHTA.

ITo6ounoe aelicTBue

BOJIBIIMHCTBO MEpeyYMCIeHHBIX HUKE MOOOYHBIX 9 PEKTOB 3aBUCAT OT MPHUHUMaeMoi 103bl. [Ipu
JUTATEJIHOM JIEYEHHH TSDKECTh M 4acTOTa GOJIBIIMHCTBA 9TUX 9 (eKTOB CHIXKAETCs, MPUYEM He
BO3HMKAET HeOOXOMMOCTH OTMEHBI TEpPAIIUH.

Knaccudukauuss yactotel pasBuTHs 10004HBIX 3¢dexToB, pekoMeHayeMas BcemupHoi
opranusauueit 3apasooxpanenus (BO3): ouyens wacto (> 1/10), wacto (ot > 1/100 mo < 1/10),
Hevacrto (ot > 1/1000 mo < 1/100), peaxo (ot > 1/10000 xo < 1/1000), oyens peako (< 1/10000),
4acTOTa HEW3BECTHA (HE MOXeT OBITh OLICHEHA Ha OCHOBE MMEIOLIMXCS JaHHBIX).

Hapywenus co cmoponbl Kposu u 1umgamuieckon cucmembyl.:

peKO — TPOMOOLIMTONEHUS;

OYEHb Pe/IKO — arpaHyJIOLMTO3, allIaCTHYECKasi aHEMHsl, HEHTPOTICHHUS, TAHLIUTONCHHUSI.
Hapywenus co cmopotvl SHOOKPUHHOU CUCEMbL.

HEYacTo — CHHAPOM HeaJIeKBaTHOM CeKpelMH aHTuanypetruyeckoro ropmona (CHC AJID);

OYEHb PeIKO — MOBBIIECHHE KOHLEHTPALIUK MPOJIAKTHHA B [J1a3Me KPOBH.

Hapywenus co cmoponsl 06MeHa euyecmes u NUmanus.:

4acTO — CHW)KEHHE allNeTUTa;

HEYacTo — TUIMIOHATPUEMHUSI.

Hapywenua ncuxuxu:

OY€HB YacTo — OecCoOHHMLIA, BO3OYKIEHHUE;

4acTO — CIMYTAaHHOE COCTOSAHUE CO3HAaHMUA, HEOOBIYHBIE CHOBUACHHUS, TpEBOra, aHOprasmusi;



HEYacTo — anaTus, rajIIOLMHALIMK, CHIDKEHHE THOU0, OpyKCcH3M (HEMPOU3BOIBHOE CKPEKETAHUE
3ybamu);

PeAKO — MaHHsl, TUIIOMAHUS;

OYEeHb pesiKo — Opes.

Hapywenus co cmopoHbl Hep8HO1 cucmembl:

04Y€Hb YacTO — rojIoBHas 60Jb, TOJIOBOKPYKEHHE, COHIUBOCTS;

YacTO — MOBBILIEHHE MBILIEYHOTO TOHYCA, NAPECTe3usl, TPEMOD;

He4acTo — 00MOPOK, MHOKJIOHYC, HApYIUEHHE BKYCOBBIX OLLYILEHHH;

PeAKO — aTaKkcus, HapyIIEHHS pe4yd, B TOM YMCJIe AU3apTpHs, MPOSABIEHMS, HAaNOMHHAIOIIHE
3JI0KayecTBeHHbIH HelponenTuueckuid cunapom (3HC), cynopoxHble NMpHIagKy, CEpPOTOHUHOBBIN
CHUHJPOM;

OYEHb PEKO — IKCTpaNMpaMHIHbIE PaCCTPONUCTBA, B TOM YMCIE AUCKHHE3H, AUCTOHHS, MO3HIS
JMCKHUHE3Wsl, ICHXOMOTOPHOE BO30Y KIeH1e/aKaTU3HS.

Hapywenus co cmoponbl opzana 3peHus.:

4acTO — HapylLIeHUEe aKKOMO/IaLIMK, MU/IpHUa3, HapyLIEHHE 3pEHHUS.

Hapywenus co cmoponbl opeana ciyxa u 1a0upuHmHsle HapyweHua.

4acTo — LIYM B yIIax.

Hapywenus co cmoponbt cepoya:

4acTo — yyalleHHoe cepuebueHue;

HEYacTo — TaXUKap/us;

OYEHb peIKO — MoNIUMopdHas XKeTyA0uKOBas TaXUKapAHs THIA KITUPYIT», YAIMHEHHE HHTEpBaa
QT na DKIT, xenynoukoBasi Taxukapaus, GUOpUIIALMS JKEeTyT04KOB.

Hapywenus co cmoponbl cocyoos:

4acTO — apTepualibHas TUIIEPTEH3Us, PaCIIMPEHHE KPOBEHOCHBIX COCYA0B («IPUIIUBLIY KPOBH);
HE4acTO — OPTOCTaTHYECKAasi TUTIOTEH3HS.

Hapywenusi co cmoponbvl nuweeapumenbHoi CUucmembl:

4acTO — TOIIHOTA, PBOTA, CYXOCTh CIM3UCTOH 000JI0UKH MOJOCTH PTa, 3a1op;

PEeMKO — KeTyA0YHO-KHIIEYHOE KPOBOTEYEHHE;

OYEHb Pe/IKO — MTAHKPEaTHT.

Hapywenus co cmoponbvl neveHu u scenyeswbi800auyux nymei.

He4acTo — 06paTUMOe MOBBIIIEHHE AKTHBHOCTH «TMIEYEHOYHBIX» (PEPMEHTOB B ILIa3Me KPOBH;
peaKo — remnaTwr.

Hapywenus co cmopoHbl KOXHCU U NOOKOICHBIX MKAHEU!

4acTO — MOBBIIIEHHOE IMOTOOTAEICHHE, KOXKHAs ChIIb, KOXKHBIN 3yA4,



HEYacT0 — KPOBOMBIHAHMA B KOXY (3KXMMO3BI), peakuuud (OTOUYBCTBUTEIBHOCTH,
AHTHOHEBPOTHYECKHIA OTEK, MaKyJI0-TaIyJ Ie3HbIe BBICBINIAHMS, KPAIIMBHHULIA,

pezko — anoneuus, MHorogopmHas sputema, cuHpom CruseHca-J/kOHCOHa.

Hapywienusi co cmopoHbl ckenemHo-MbluleYHOU U COCOUHUMENIbHOU MKAHU:

4acTO — apTparus, MHaJIrUs;

HE4acTO — MBILICYHBIH Crasm;

peaxo — pabJoMHOIIH3.

Hapywenus co cmoponbl noYex u Mo4e6bi16005ujux nymeu.

HE4acTo — 3aJepiKKa MOYH.

Hapywenus co cmoporbl nonoGelx 0p2ano6 u MOIOYHOU JiCeNe3bl.

4acTO — HapyIIEHUs IAKYIALHH, SPEKLMH;

HEYacTo — HapyleHHe MEHCTPYaIbHOTO LIMKJIa, MEHOPparus;

PeAKO — rajnakTopes;

YacTOTa HEM3BECTHA — MOC/IEPOJIOBOE KPOBOTEUEHHE .

Obwue paccmpoiicmea u HapYueHUs 6 MeCHe 66€0CHUA:

4acTo — ¢1ab0CTh, YTOMIIIEMOCTB, 60JIb B )KMBOTE, NOBBILIEHHE TEMIEPATYpPHI TE/Ia, 03HOO;
HEYacTo — KPOBOU3JIMUSHUS B CIIM3UCThIE 000I0YKH.

JlabopamopHuvie u uncmpymenmansHvle OaHHbIe:

4acTO — CHWKEHHE MAcChl TeJla, MOBILIEHUE KOHLIEHTPALIMU X0JIECTEPHHA B CBIBOPOTKE KPOBH;
HEYacTo — HapyIeHue 1abopaTopHEIX NPo6 GYHKLMH NEYEHH;

PeAKo — yUIHHEHHUE BPEMEHH KPOBOTEUEHHSI.

*JlanHOe HeXenaTeNbHOE SBIEHUE 3aPETUCTPUPOBAHO KakK Kiacc-3ddexT s mpenapaTos rpyr
CUO3C/CUO3CH (cMm. pazgensl «[IpuveneHue npu OGepeMEHHOCTH M B MEPHOJ IPYAHOrO
BCKapMIIUBaHH», «OcoObIE yKa3aHUM»).

V nereit Habmopamuch cieaytomue nobouynsie 3¢dekTs: 60np B KHBOTE, 001b B Ipyau,
TaxMKapJus, OTKa3 OT MHILH, CHWKEHHWE MacChl Teja, 3arop, TOMIHOTA, 3KXMMO3bl, HOCOBOE
KPOBOTEYEHHE, MUPHA3, MHAITHS, FOJIOBOKPY)KEHHE, SMOLMOHANbHASA JaOUIBHOCTB, TPEMOP,
BpaX/1€OHOCTh M CYMLIMJAIBHBIE MBICIIH.

Cunopom «ommenwly

[Tocne pe3koif OTMeHB BeHIaQaKCHHA WM CHIDKEHHMS €ro J03bl MOTYT Habmoaarthes:
YTOMJISIEMOCTb, COHJIMBOCTB, TOJIOBHasi 6OJIb, TOIIHOTA, PBOTA, aHOPEKCHs, CYXOCTh CIIM3HCTOH
060NOUKM TMOJNOCTH pTa, TOJOBOKPYXKEHHEe, auapesi, OecCOHHMIA, OecrnoKOWCTBO, TpeBOra,
J€30pUEHTALs], T[UMOMAaHHs, [ApPECTe3UH, TMOBLIEHHOE MOTOOTAENEHHE. ITH CHMIITOMBI
CHHIPOMa «OTMEHBI» OOBIYHO CNab0 BBIPAKEHBI M MPOXOAAT 6e3 JeyeHus. M3-3a BEpOATHOCTH

BO3HHUKHOBEHUS 3THUX CUMIITOMOB OYE€HB BaXXKHO TMOCTENEHHO CHUXXATh A03Y Mpernapara (KaK u
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moboro Apyroro aHTnuenpeccaHTa), 0CcoOeHHO Tmocne NpueMa BBICOKHX J03. III[HTCJIBHOCTB
nepuona, HEe0OXO0IUMOTO ISl CHHXKEHMS 03Bl rnpenapara AHBCHTa®, 3aBUCHUT OT BCJIIMYHUHBI JO35I,

MPOJOJDKUTEIBHOCTH TEPAIIMH, a TAKXKC HH,I(HBH}IyaJ'leOﬁ YyBCTBHUTEJIBHOCTH MaIlHEHTA.

IlepenosupoBka

Cumnmomur: w3meHenns Ha DKI (yanunenue unrepBana QT, Gnokana Hoxku myuka [uca,
pacmupenue kommiekca QRS), cHHycOBas WM KelyJ04YKOBas Taxukapaus, Opaaukapius,
apTepuaibHas TMIIOTEH3Hs, CYJOPOXKHBIE COCTOSHMA, YTHETEHHE CO3HAHMs (CHIKEHHE YPOBHS
GoxpcrBoBanus). [Ipu nepeno3upoBke BeHIapakcuHa NpU OAHOBPEMEHHOM MPUEME C aJIKOrojIeM
/WM IPYTHMH TICHXOTPOIHBIMH MpenapaTaMy, coo611anoch 0 JIETaIbHOM HCXO/e.

Jlevenue: cumnromaTHueckoe. Crieuuduyueckie aHTHAOThI HEM3BECTHBI. PekomeHayercs
HEMNpepBIBHBIA KOHTPOJIb JKM3HEHHO BaXKHBIX (YHKUMHA (JbIXaHHE H KPOBOOOpaUICHHE).
Ha3naueHue akTMBMPOBAHHOTO YIUIS /Ul CHMXKEHMs BCachlBaHMs mpenapata. He pekomenayercs
BBI3BIBATH PBOTY B CBSI3U C OMACHOCTBIO acmupauuu. Bennadakcun u OJIB He BBIBOAATCS NpH

JUaIn3e.

B3aumopeiicTBHE C JPYrHMH JIeKaPCTBEHHBIMH CPeICTBAMH

INpenapar Ansenta® Hesb3s IPUHMMATH OJHOBPEMEHHO C uneubumopamu MAO wnm B TeyeHUe
14 nueit nocne ux orMensl. [lepen Havanom npuema uHrHO6MTOpoB MAO nociie OTMEHBI NpenapaTa
Anpenta® 10mKHO NIPONTH He MeHee 7 HEll.

Obpamumviii, necenexmugnuiti unzubumop MAO (nunesonuo)

AHTHOMOTHK JIMHE30JIM]L ABIISETCA ClIabbiM 0OpaTHMBIM U HECENIEKTUBHBIM HHrHOuTopoMm MAO, u
€ro He cleyeT PUMEHSTh MALUEeHTaM, MOJTy4alokM JIe4eHue BeHIahaKCHHOM.

V nauMeHTOB, HEJABHO NMPEKPaTHBIIKMX NpuMeHeHue nHruouropa MAO v HayaBLIMX IPUMEHEHHE
BeHnadakcuHa 1Mb0 HeJaBHO MPEKPaTHBLIMX JIeYEHHE BEH/IA(aKCHHOM /0 Hayaja MPUMEHEHHUS
uHruéuropa MAO, oTMeYaTiCh TsDKeNbIe TOO0OYHBIE peakuyu. Takue peakuuy BKIIOYaId TPEMOp,
MHOKJIOHMYECKHME CYHOpOrH, auadopes, TOLIHOTY, PBOTY, «IPHJIMBBI», TOJIOBOKPYXKEHHE |
FMIEPTEPMHUIO C CHMIITOMaMH, XapakTepHbiMu Uit 3HC, cy10pory 1 JIeTallbHBIA HCXOA.
BennagakcuH He OKa3bIBaeT BIMAHUA Ha GapMaKOKUHETHKY JUMUSL.

dapmakokHHeTHYECKHE MapaMeTphl BeHnapakcuna 1 OJIB He M3MEHSIUCH PH OJAHOBPEMEHHOM
TNIpUMEHEHHH Ouasenama. BeHnagakcuH He BIMSAET Ha MCUXOMOTOPHBIC WIIM NCHXOMETPHUYECKHE
s dexTsl aHazenama.

OJIHOBPEMEHHBIH TIPUEM BHYTPb 2a0nepudona TNPH PABHOBECHOM COCTOSHUM BeHIadaKCHHA

MPUBOJIMI K CHIDKEHMIO 06LIEro MOoYeyHOro KiMpeHca ranonepuiona, nossimenuo ero AUC u
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Cmax B TuiaamMe KkpoBu. TY2 ranomepumona ocraBancsi 0e3 HM3MeHeHMH. MexaHW3M 3TOro
B3aMMO/ICHCTBUSA HEM3BECTEH.

Bennadakcun He u3MeHs1 MeTabonu3M umumpamuna v ero merabonura 2-OH-umunpamuna,
HECMOTpPS Ha CHIDKCHHE TMOYEYHOro KIMpeHca 2-rujapokcupesunpamuna v nopeimenne AUC u
Cmax I€3UNpaMuUHa B IJ1a3Me KPOBH NMPUMEPHO Ha 35 Y.

Lumemuoun nopansn MerabonusMm BeHIa(aKCUHAa NpPH «IEPBHYHOM MPOXO0XKIACHUW» 4Yepe3
nevyeHb, HO He OKa3bIBajl 3HAYMMOTO BIMsAHUA Ha oOpa3oBaHue wiu BbiBeAeHue OJIB, koTopsiit
UMPKYJIMpYET B I[UIa3Me KpPOBM B 3HayuTebHO OonbliMx KonuyecTBaXx. [losTtomy mnpu
OZIHOBPEMEHHOM MPUMEHEHHH LIMMETUANHA U npenapara Assenta® He TpeGyeTcs H3MEHEHHs 103,
V nauueHToB ¢ HapymieHHeM (QYHKUMM [EYEHH M Y MalMEHTOB MOXKHMJIONo BO3pacTa 3TO
B3aUMO/IEHCTBHE MOXET OBITh 00Jiee BBIPaXKEHHBIM, MO3TOMY MM HEOOXOAMMO OCTaBaThCA MOJ
Ha0JII0IeHHEM TIPU OJJHOBPEMEHHOM MPHEME 3THUX MPENapaToB.

Cepomonunoswiii cunopom

Kak u npu npreme pyrux CepoTOHMHEPrHYECKUX MPenapaToB, Ha oHe neyeHus BeHIadakcuHOM
BO3MOXXHO pa3BUTHE MOTEHIMAIBHO YrpOXKAIOIIEro >XM3HM COCTOSHMA — CEPOTOHHWHOBOIO
CHHPOMA, MPEXKE BCEro, MpHU OAHOBPEMEHHOM NMPUMEHEHHHU JPYTUX MPENapaToB, BAUAIOLIMX Ha
CHCTEMY CEPOTOHMHEPrHMYECKMX HeWpoTpaHCMUTTEpoB (B ToM uMciae TpunraHo, CHO3C,
CHUO3CH, amderaMuHOB, nuTHs, CHUOyTpamMHuHa, npenapaTtoB 3BepoOOs MpPOJBIPSBICHHOIO,
(eHTaHWIa ¥ ero NMpOM3BOJHKIX, OynpeHopdHHa, Tpamajona, AeKcTpoMeTopdaHa, TarneHTanoa,
METHAMHA, METAZIOHA M MEHTAa301MHa), JEKApCTBEHHBIX MPEnapaToB, HapylalOMMUX MeTaboau3M
cepoToHMHa (Hanpumep, uHrHO6uTopoB MAO, BK/IIOYas METUIICHOBBIM CHHMH) MM JPYTHX
Npe/IIECTBEHHUKOB ~ CEPOTOHMHA (TaKMX Kak mumeBsle J00aBku TpunTodaHa), WM
HENPOJIENTUKOB, UITK APYTHX aHTarOHKUCTOB J0(aMUHa.

Eciin uMeroTcs KIMHUYECKHE TMOKa3aHUS K OJHOBPEMEHHOMY MPHUMEHEHHIO BeHIadaKcHHa M
CHUO3C, CUO3CH wunu aroHWCTa CEpOTOHMHOBHIX peLEeNnTOpoB (TPUNTaH), HEOOXOAHUMO
TINATEIBHO KOHTPOJMPOBATH COCTOSIHME MAalMeHTa, B OCOOCHHOCTH B Hayalle JIEYEHHS M TpH

®  OnHOBpeMeHHOe NpUMEHEHHE BeHIahakcHHa C

MOBBILIEHUWH 03Bl MpenapaTta AJIBEHTA
NpeJeCTBEHHUKAMH CEPOTOHMHA (HAampuMep, THINEBBIMH J00aBKaMu TpunTogaHa) He
PEKOMEHIYETCH.

IIpenapamei, so3oeticmeyrowyue na LJHC

Puck npumMeHeHus BeHnadakcHHa B KOMOUHALMK C IPYTUMH MPENapaTaMy, BO3AEHCTBYIOIMMHU Ha
IIHC, ne 6511 cucTemMaTruecku oueHeH. Takum o6pa3oM, crieryeT cobmoaaTh OCTOPOKHOCTE MPH
OJHOBPEMEHHOM TPHMEHEHHH BeHIaaKCHHA C JAPYTMMH IpernapaTaMH, BO3JEHCTBYIOLIMMH Ha

ITHC.

Smanon

11



BennadakciH yCUIIMBAET BIUSHUE 9/MAHOAQ HA TICHXOMOTOPHBIE peakiu. Bo Bpemst mpuMeHeHus
npenapata Anpenra® ciegyer u3berats ynorpeGieHus atKorons.
IIpenapamei, yonunaowue unmepean QT
Puck yanunenus QTc w/umu pa3BUTHs JKETyJOYKOBOM apUTMHUU (HAmpUMeEp, JKeTyJI04KOBOH
TaXMKApAMM THUMA IHAPYIT») TMOBHINAETCS MPU OJAHOBPEMEHHOM TPUMEHEHMH JPYrux
NIeKapCTBEHHbIX MpenaparoB, yAnuHsomux uarepsan QTc. OnHOBpeMEHHOro NPUMEHEHHS TAKHX
npenapatos cieayet usderats (cM. pasaen «Ocobbie yKasaHus).
JlekapcTBeHHBIE npenapathl, yutHaomue uarepsan QTc:

e anTMapuTMHyeckue mpenapathl kiaccoB IA wm Il (xuHuMauH, amuomapoH, coOTaiol,

nobetunum);

®  HEKOTOpbIE HEHPONENTHKH (HarpUMep, THOPUIA3UH);

® HEKOTOpbIE MAKPOJIHbl (HANIPUMED, SPUTPOMHULIUH);

® HEKOTOpbIe AHTUTHCTAMUMHHBIE NIPENApaThl;

® HEKOTOpBIE XMHOJIOHBI (HATIpUMep, MOKCH(IOKCALIMH).
BrllienepeyncieHHB  CIMCOK HE SBIAETCA MCYEPNBIBAIOIMM, [O3TOMY OJHOBPEMEHHOE
NPUMEHEHHE APYTHX OTAECNIBHBIX JIEKAPCTBEHHBIX MPENapaToB, 3HAYUMO YUTHHSIOLIMX HHTEpBaJl
QT, cnexyer Taxxke u3berars.
[Ipy npumeHeHMd BeHJadakCHHAa MALMEHTAMM, TNPHHUMAIOIUMK 6ap@apuH, OTMEYaloCh
YIUTMHEHHE IPOTPOMOMHOBOTO BPEMEHH M YaCTHYHOIO TPOMOOIIIACTHHOBOTO BPEMEHH.
Pucnepuoon
[Ipy ONHOBpPEMEHHOM MpPUMEHEHWH ¢ puchepudoHom (HapMaKOKMHETHKa BeHnadakcuHa
CYLECTBEHHO HE U3MEHSIACh.
Hzo¢hepmenmur cucmemut yumoxpoma P450
Bennagakcud NpeuMyIIEeCTBEHHO MeTaGonusupyercs B medenu usopepmentom CYP2D6 ¢
o6pasosannem OJIB u wmsodepmentom CYP3A3/4 — no N-mecmermnsennadakcuna. Henwss
MCKJIIOYMTh TMOTEHLMAJBHOTO B3aUMOJIEHCTBUA MEXAY BeHIadaKCUHOM M  npenapamamy,
nodaenaowumu akmusHocms usogpepmenma CYP2D6. Cnepyer cobmoaath 0CTOPONKHOCT MPH

® ¢ sTuMu npenapatamu (HanpuUMep, XMHUAKH,

OIHOBPEMEHHOM TPUMEHEHUH npenapara AJBEHTa
napoKceTHH, GiyokceTuH, GiyBokcaMuH, nepheHasHH, rajonepyuuo, 1eBOMENpOMasHH).

Ipu npumeHenuy BeHiadakchHa ciesyeT IOMHMTB o noaumopusme usopepmenta CYP2D6.

V mauMeHToB ¢ MejleHHbIM MeTabonusmoM usopepmenta CYP2D6 (oxono 7 % eBpomeickoro
HaceJIeHHs) CNIELyeT OXKMAATh OoJiee BBICOKMX KOHLEHTpaLMii BeHnadakcuHa B IU1a3Me KPOBH.
[ToBBILIEHHBIE CHIBOPOTOYHBIE KOHLEHTpAUuW BeHJadaKCHHA TakXke MOryT Habmoaarses MpH

OJIHOBPEMEHHOM NPUMEHEHUH uHeubumopos usogepmenma CYP3A3/4 (Hanpumep, amasanasup,
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HeNpUHABUD, PUMOHABUD, UHOUHABUD, CAKBUHABUD, UMPAKOHA30I, 60PUKOHA30], NO3AKOHA30],
KeMOKOHA301, KIAPUMPOMUYUH, SIPUMPOMUYUH, METUMPOMUYUH, 6ePANAMUT U YUMEMUOUH).
Bennagakcun — oTHOCHTeNbHO cnabeiii uHruoburop msopepmenra CYP2D6, He mopasiser
aktuBHOCTh M30depmerToB CYP1A2, CYP2C9 unu CYP3A4.

Memonponon

OJHOBpeMEHHOE MpPYMEHEeHHe BeHiajakcHHa M METOnposona y 3J0pOBBIX J0OPOBOJIBLEB B
UCC/e0BaHUM (PApMAaKOKHHETHYECKOr0 B3aUMOJAEHCTBUS 00OMX JIEKapCTBEHHBIX MpENapaToB
TMPUBOMIIO K YBEIHYEHUIO KOHLEHTPALMK METOMPOIOoNA B Mia3Me KpoBu npuMepHo Ha 30-40 %
Oe3 W3MeHeHMs KOHLEHTPaUMM B IUIA3Me€ KPOBH €ro akTHBHOro Merabonura, a-
ruapokcumeronposona. KiuHuMYeckas 3HAYMMOCTh TAaKMX pe3y/lbTaTOB Yy MALMEHTOB C
apTepuabHON MMNePTeH3Uel He yCTaHOBJIEHAa. MeTonpoion He u3MeHs1 papMaKOKHHETHYECKHH
npouns BennadakcuHa U ero aktuBHoro Merabonura, O/IB. Cneayer cobmoaaTe 0CTOPOXHOCTD
MpU OJHOBPEMEHHOM TNPUMEHEHUH BeHIaaKkCHHa U METOMPOJIOJIA.

Hnounaeup

[To pesyneratam (papMaKOKHHETHYECKOrO HCCIIEJOBAHMA B3aUMOJEHCTBHMSA BeHNadakCHHA M
uHauHaBupa otMeyeHo cHiwkeHre AUC U Crax MHAMHABHpPa B IuazMe KpoBH Ha 28 % u 36 %
COOTBETCTBEHHO. IHAMHABUp He OKa3bIBAJI BIMAHUS Ha papMakoKMHEeTHKY BeHnadakcuna u OJIB.
KiuHnyeckas 3Ha4MMOCTh JAHHOTO B3aUMO/IEHCTBHS HEM3BECTHA.

Konmpayenmuewr ons npuema eHympo

B Xxoae MoCTperMcTpalMOHHBIX HMCCIEJOBaHMI COOOINANOCh O Cily4asX He3allaHMPOBaHHOM
OepeMEHHOCTH Yy MAaLMEHTOK, NMPUHUMABIUMX KOHTPALENTHBBI Ul MpUEMa BHYTpPb, Ha (oHe
neyenus BeHnadakcuHoM. OTCYTCTBOBAJIM YETKHE JaHHBIC, INOJATBEPXKIAIOLIME BO3HUKHOBEHHE
OepeMEHHOCTH B pe3y/bTaTe JICKapCTBEHHOIO B3aMMOIEHCTBHMS KOHTPAUENTHBOB Ul IpUEMa
BHYTPb ¢ BeHnadakcuHom. MccnenoBanue B3aMMOIEHCTBHSA ¢ TOPMOHAIBHBIMU KOHTPALIENTHBAMH

HE MPOBOMJIOCE.

Oco0ble ykazanus

CrietyeT MOMHHUTB O PUCKE CYHLIWANBHBIX MOMBITOK MPH JEYEHHHU NMALMEHTOB C JAENPECCHAMH.
Cyuyuo/cyuyudanvHvie MblCIUu unu KIUHU4eckoe ycyzyonenue

Jlenpeccus cBsi3aHa ¢ MOBBILIEHHBIM PHCKOM CYHLMIATBHBIX MBIC/ICH, HaHeCeHHs cebe yBeumi
cyrumna (CyMUMAanbHbIX JeHCTBUI). JJaHHBII PUCK COXPaHSAETCs BILIOTH 10 MOJHOH peMuccuu. B
MepBble HECKOJBKO HEAENb IMOCNe Hadaja JICHEHMS YIy4yIIEHHE MOXET OTCYTCTBOBAaTh, M
HeoOXOAMMO TIUATENBHO KOHTPOJMPOBATh IMALIMEHTOB BIUIOTH JIO HACTYIUIEHWS TaKoro
yny4meHus. KIMHUYeCKU# OMBIT MOKa3bIBAET, YTO Ha PAHHUX CTAJMAX BBI3ZIOPOBJIEHHS HEPEAKO

BO3pacTaeT pUCK CyHIIMaa.
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JIpyrue ncuXHUecKUe paccTpoiCTBa, MPU KOTOPBIX MOKA3aHO NPHMEHEHHE BeHIadakcHHa, TaKkxKe
MOTYT GBITH CBA3aHbI C MOBBILIEHHBIM PUCKOM CYHMIMIANBHBIX JA€HCTBUH W mpossieHui. Kpome
TOro, JAaHHBIE COCTOSHMS MOTYT MpOTeKaTh Ha (oHe GONBIIOro AENMPECCHBHOIO PacCTPOMCTBA.
Takum oOpazom, NpuU JIEUEHWH TMALMEHTOB C JAPYTMMH TMCHUXHYECKMMH pPacCTpOHCTBaMU
HEOOXOMMO CcOBMIOATh T€ XK€ Mepbl MPeJOCTOPOKHOCTH, YTO M MPU JIEYeHHH OOJBIIOro
JETPeCCMBHOTO PacCcTPOHCTRA.

[TauMeHTsl ¢ HaJWM4YMEM SBJICHWM, CBA3aHHBIX C CYMLMAOM B aHaMHe3e, W/IM IaLMEHTHI C
BHIDOXKEHHBIMH CYMLMIAIBHBIMA HAKJIOHHOCTAMM [0 Hayaja JIeueHMs IOJBEepKeHbl Ooiee
BBICOKOMY PUCKY IMOSIBICHHS CYMLMIANbHBIX MBICIEH WM CyWUMIANbHBIX MOIMBITOK, MO3TOMY
HYXK/IAI0TCA B TIIATEJILHOM KOHTPOJIE BO BpeMs JieueHns BeHnadakcuHom. Mera-ananu3s miane6o-
KOHTPOJIMPYEMBIX KJIMHUYECKHX HMCCIIEI0BAHMI AHTUIENPECCAHTOB Y B3POC/BIX MALMEHTOB C
NCUXUYECKUMH PAaCCTPONCTBAMM YCTAHOBUII TOBBILICHHBIA PUCK CYMLMIATIBHOIO MOBEACHUS HA
¢oHe NpUMeHEHHs aHTH/ETIPECCAHTOB 110 CPABHEHHIO C TUIaLeb0 y NalMeHTOB MOJIOXKe 25 JIeT.
Heo6x0a¥MMO yCTAHOBUTH TLIATENIbHOE HAOMIONCHHE 3a MAlMEHTaMH, MOJIYyYarolMMHU JIeYSHHE
BeHJ1ahaKCHHOM, B 0COOCHHOCTH MOJIBEPKEHHBIX BEICOKOMY PHCKY, IPEUMYINECTBEHHO B Havaje
JIEYEHHS] MM TI0C/Ie M3MEHEHHs [A03MpOBKW. [laumeHTsl (M UX MOMEYMTENH) JAOJDKHBI OBITH
NpeAynpexaeHbl 0 He0OXOAMMOCTH KOHTPOJIMpPOBAThH INPU3HAKM KIMHWUYECKOTO yXy/IUICHHS,
CYMIIMAIBLHOTO MOBEJCHHs U HeOOBIYHBIX U3MEHEHUH MOBeIeHHs ¥ 00palaThes 3a MeAMLMHCKON
TMOMOLIBIO Cpa3y Xke MocJie MOSBICHHUS MOA0OHBIX CHMITTOMOB.

Jisl yMeHbIIEH!s PUCKA TIepeI03UPOBKHM Tipenapata AjiBeHTa® NledeHre HEOGXOUMO HAYHHATS C
MHHHUMaJIbHO BO3MOXKHOM JO3bI.

IIpumenenue y 0oemeii u noopocmxog monodice 18 nem

Ilpenapar Ansenta® He cleayeT NpUMeEHSTh y JAeTell M MOAPOCTKOB Monoxe 18 ner.
CynuuaansHoe noBefeHue (TMOMBITKA CYyWLMAAa W CyMUMJANbHBIE MBICIH) M BpaxaeOHOCTH
(rnaBHBIM 06pa30M arpeccHBHOCTB, ONIO3MLMOHHOE TOBEJCHHE U pa3JpaxkeHue) Habmonanuch
Haubojiee 4acTo B XOJAe KJIMHHUYECKUX HCCIEIOBAaHMHA Y JeTel M INOJPOCTKOB, MOJy4aBLIMX
AHTUJETIPECCAHTBI, B CPABHEHWM C TEMH, KTO moiyyan muane6o. EciaM mo KIMHUYECKHM
T0Ka3aHKUAM IPUHUMAETCS pelieHHe O Ha3HAUEHHH Npernapara, Mal|eHT J0/DKEH HaXOAUThCS MO/
CTPOTMM KOHTPOJIEM Ha MpeaMeT BO3HMKHOBEHMsS CYMLMIAbHBEIX cumiTomMoB. Kpome Toro,
JIaHHBIE O J0JrOCPOYHOM 6E30MacHOCTH Y AETeH M MOAPOCTKOB B OTHOLIEHHH POCTA, CO3PEBAHMS,
KOTHUTHBHOTO M MOBE/IEHYECKOTO pa3BUTUSA OTCYTCTBYIOT.

Cepomonunogwiii cunopom

Kak W npu npueme [PYrMX CEPOTOHMHEPTMYECKMX TIpPEnapaTtoB, BO3MOXHO pa3sBHTHE
MOTEHLHUANBHO YIPOXKAIOIIETO XKU3HH COCTOSIHMSA — CEPOTOHMHOBOTO CHHJpPOMAa WM PEaKLHMi,

noao6usix 3HC, Ha ¢oHe sedeHus BeHIapaKCHMHOM, B OCOOEHHOCTH MpPU OJHOBPEMEHHOM
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MPUMEHEHHH JIpYTHX CEpOTOHMHepruyeckux mpemapatoB (B Tom uucie CHUO3C, CHUO3CH,
TPUNTaHOB, aMdeTaMUHOB, TpenapatoB IWTHA, cubyTpamuHa, mpenapatoB 3Bepobos
MPOJILIPABIEHHOTO, (PEHTAHMIIA ¥ €ro aHasloros, GynpeHopduHa, Tpamanona, AeKkcTpoMeTopdana,
TaneHTano/a, NMEeTHAKMHA, METaJ0Ha M TEHTA30LIMHA) BMECTe C MpernapaTaMH, HapyllaromUMU
MeTab0u3M CepOTOHMHA, Hanpumep, uHrubuTopaMu MAO (BK/IHOYas METHIICHOBBIA CHHMIA),
Npe/leCTBEHHUKAMHM CEPOTOHMHA (TaKMMM Kak THINEBble 100aBKM TpunTodana) wuiu
HEMpOJIENTHKAMH U JPYTMMH aHTaroHucTamu nodamuna (cM. pasaenst «IIporuBonokasanus» u
«B3auMoieficTBHE C APYTMMH JIEKAPCTBEHHBIMU CPEJICTBAMUY ).

CUMNTOMBI CEPOTOHHHOBOTO CHMHJPOMA BKJIIOYAIOT W3MEHEHHS TCHXUYECKOrO COCTOSIHUS
(akMTalMs, raUTIOLMHALIMK, KOMA), pPaCCTPOMCTBA BEreTaATUBHOM HEPBHO#M CUCTEMBI (TaXHKap/aus,
HecrabunbHoe AJl, TrumeprepMus), HEPBHO-MbILICYHbIE HapyumeHus (runeppediekcus,
JMCKOOP/MHALIMS) W/WITH JKETy104HO-KULIEUHbIE CUMNITOMBI (TOLIHOTA, PBOTA, Uapest).

[Ipy MOAO3pEHHH HAa CEPOTOHMHOBBIH CHHAPOM CIIE[lyeT PacCMOTPETh LENeco0OpasHOCTh
CHYDKEHMS J103bI W TPEKPALLEHHS JCYEHUS — B 3aBUCUMOCTH OT TSXKECTU CUMIITOMOB.
CepoTOHMHOBBIN CHHAPOM B caMoil Tskenoi ¢opme Mmoxer ObiTe cxox ¢ 3HC, Bkmoyas
FMIIEPTEPMHIO, PHIUJHOCTH MBIIIL, PACCTPOWCTBA BEr€TATUBHOW HEPBHOW CHCTEMBI C
NOTEHUMANLHBIMU OBICTPBIMH W3MEHEHHSMH B TOKA3aTENSAX JXXM3HEHHO BaXHBIX QYHKUMA H
M3MEHEHUSMHU NICUXHYECKOTO COCTOSHMS.

[lpy HanMYMKM KIMHMYECKMX MOKAa3aHWH K OJHOBPEMEHHOMY NMPUMEHEHMIO BeHadakcuHa |
JpYrMX  JIEKapCTBEHHBIX [PErapaToB, BIMSIOIMX HA  CEPOTOHHWHEPrUYECKHEe  W/WIH
n0haMUHEPruYecKre HeHPOTPAHCMHUTTEPHbIE CUCTEMBI, HEOOXO0IMMO TILATEILHO KOHTPOIMPOBATh
COCTOSIHME MAlMeHTa, 0COOEHHO B Hayalle JIEYECHHUS U TPH MOBBILIEHUH JI03BI.

OnHOBpeMEHHOE NpUMEHeHHe BeHIadakCHHa C MpelIeCTBEHHMKAMH CEPOTOHMHA (Hampumep,
nuieBsie 100aBKU TpUNTO(aHa) HE PEKOMEHIYETCS.

Manus/zunomanua

V He6GOJBIIOro KOJMYECTBA MALMEHTOB C SMOLIMOHAJIBHON JaOMIBHOCTHIO NMPHU TNPUMEHEHHH
BeHMagaKCHHA OTMEYalWCh Cllydad MaHuu/runomanuu. Kak u Jpyrue aHTHACNPECCAHTEI,
npenapat AjBeHTa® ClIeyeT ¢ OCTOPOXKHOCTBIO PUMEHAT y NALMEHTOB ¢ MAHHEH B aHAMHE3e.
Cyoopozu

Cynopord pa3BuBaioTCsi OoueHb peako. Ocoboe BHMMaHWE ClEAYeT YAENAThH TMalHeHTaM ¢
STIMJIENCHEH WIN CHHAPOMOM OPraHWYECKOro MopaxeHHs ronoBHoro mosra. [Ipu HeobxoaumocTH
Tpebyerca Habmonenue HeBposora. OCTOPOXKHOCT HEOOXOAMMAa W TPH OJAHOBPEMEHHOM
Ha3HAYeHUH npenapaTa AnBeHTa® U 21eKmpocyOOPOACHOU Mmepanuu.

V NalMeHTOB ¢ LMPPO30M T€YEHH, C HapylIeHHeM (QYHKIMK TOYeK CPe/IHeH U TSKEIION CTENeHH

TSOKECTH MOYEUHBIH KIMpEeHC BeHIahaKCHHA U er0 aKTHBHBIX METab0IMTOB CHIDKEH U y/UHHEeH T2
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fpenapata W3 IIa3MBl KpOBW. Y TaKMX MaUMEHTOB mpenapar AsBeHTa®

NPUMEHSIOT C
OCTOPOYKHOCTBEO B MEHBIIHX J103aX WIIH C YBETMUEHHBIMH MHTEPBAIAMU MEXK/Y MIPUEMOM.
TI'unonampuemus
Ha ¢one neuenus antuaenpeccantamu, B Tom umcie u3 rpynmsl CHO3C, uspenka moxer
pasBuBaThCs runoHatpuemus. Ciesyer yaenaTh MOBBILIEHHOE BHUMAHHUE MAaLMEHTaM MOXHIIOro
BO3pacTa, MAUMEHTaM, NMPUHUMAIOIIMM JHYPETHKH, WM ¢ npusHakamu o6espoxuBanus. [Ipu
npueme BeHJIaQakCUHA OTMEYEHBI PEIKHE CIydad TMIIOHATPUEMHMH, OCOOEHHO y MAUMEHTOB
TMOXKJIOrO BO3pacTa; COCTOSIHUE MAlHEHTOB YIy4IlIanochk 0C/IE OTMEHBI Mpenapara.
B HiDKenpuBeAEHHBIX CIy4asX He0OXOAUM PeryispHbIA KOHTPOIIb COCTOSHUSA MALMEHTOB!

e [pH HAapyLIEHUSX MOYEHCITYyCKaHHs (Hampumep, NpU runepTpoduu npocraTel);

®  [IpH 3aKPBITOYTOJILHOM IIAyKOME;

® [pH NOBBIIEHHOM WM HU3KOM AJl;

® 1pU CEPACYHO-COCYAMCTHIX 3a00J€BaHMAX, TAKMX KaK HapyIIEHHS TMPOBOANMOCTH,

CTEHOKAp/Us HANpPSDKEHUS U HEeIaBHO NEpPeHeCeHHbIN MH(apKT MUOKap/ia.

3akpeimoyzonvnas 2naykoma
B03MOXHO BO3HMKHOBEHHE MM/pHa3a Ha ()oHe NpuUMeHeHus BeHnadakcHHa. PekomeHn0BaH
TIIATEIbHBIA KOHTPOJIb MALMEHTOB C MOBLILICHHBIM BHYTPUIJIa3HBIM JaBJICHUEM WJIM MALMEHTOB,
TO/IBEP)KEHHBIX PUCKY Pa3BUTHUS 3aKPhITOYTOJbHOM IJ1ayKOMBI.
Apmepuanvroe oasnenue
V HEKOTOpHIX MAlMEHTOB Tepanus BeHIagaKCHHOM CONPOBOXKAAeTCs NoBbimeHreM AJl, koTopoe
MOXET COXPaHATHCS NpPU JJIMTEIBHOM NpHUeME npenapara. Y MaUMEHTOB, HEJABHO MEPeHECIIHX
vH(papKT MUOKAp/ia, MHCYJIBT, CTPAJAIOLIMX CaXapHbIM 1MabeToM, HE06XOAMM CTPOTrMiA KOHTPOJIb
AJl Bo Bpems neuyenus BeHnapakcuHoM. Konrpons AJl pexoMeHayeTCs NPOBOIUTH y KaXA0ro
nauMeHTa, NpUHUMAaroero BeHnadakcuH. [lpu moBblEeHMHM auacToiudeckoro AJl Beime
100 MM pT. cT. HEOOXOUMO NPEKPATHTD NPUEM BeHIadaKCHHA.
3abonesanus cepOeyHO-cOCYOUCMOU CUCEMbL U HAPYULEHUEe PUmMA cepoya
C OCTOPOXHOCTBIO BeHJadaKcHH Ha3HA4yaeTCs MALMEHTaM, HEJABHO TMEPEHECIIMM HHpapKT
MHOKap/ia, W/Win ¢ HecTaOHIIbHOM CTEHOKApAMEH ¥ apTepHUasIbHOM rMIIePTeH3HEH.
B nocTperucTpaudoOHHOM MepHoJie NMPUMEHEHHs COO0Ianoch O Ciy4asX yAJIWHeHUS HHTepBaa
QTc, xenya04YKOBOM TaXMKapAHH THIA «IHPY3T», XKEIYAOYKOBOW TaXMKap[AuH, CepAeYHOH
apUTMMM CO CMEPTEJBHEIM HCXOOM Ha (poHe MpPHUMEHeHWs BeHnaakCHHa, OCOOEHHO B Ciyyae
NEpENO3UPOBKM WM Yy TAIMEHTOB C JPYyrdMHM (aKkTopamMd pHCKAa Y/UIMHEHHsS WHTepBana
QTc/xenyn04KOBOW TaxuKapAuuM THma «mupya™». CrielyeT OUEHHBaTh COOTHOIIECHHE
«TI0NTB3a — PUCK» Tepell Ha3HaueHHeM BeHNMa(aKCHHA NAalMEHTaM C BBICOKMM DHMCKOM TSDKEIOH

ceplevHON apUTMUH WM YATMHEeHHUs uHTepBana QTc.
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Yacmoma cepoeyHblX COKPAUjeHUl

[Ipy npumeneHuu BeHnapakcHHa, 0COGEHHO B BBICOKMX /033X, MOXET IOBBINIATBCSA 4acTOTa
cepreynbix cokpamenuit. Heobxoaumo  co6irogaTe  OCTOPOXHOCTH — MPH  NMPUMEHEHUH
BeHa)aKCHHA y IALIMEHTOB C TAXHAPUTMHSAMH.

Konyenmpayus xonecmepuna 6 nazme Kposu

[lpy HeoOXOAMMOCTH JUIMTENBHOM Tepanmuu BeHIapakcHHOM —HEOOXOAMMO  PEryispHO
KOHTPOJIMPOBaTh ~ KOHUEHTPAaUMIO  XojecTepuHa B ruiasmMe Kpod. Ilpu  passutum
PUNEpPXONECTEPMHEMUM CJIEAYeT PELIMTh BOMPOC O HEOOXOAMMOCTH MpPOJOJKEHUA TEpamnuu

npenapatom Ansenta®

WM O 3aMEHE ero JPyruM aHTHAENPECCaHTOM.

[Ipu neyeHuH AenNpecCHBHOM (a3bl MaHMAKAILHO-AENIPECCHMBHOIO ICHX03a MOXKET PasBUTBCA
Mepexo/] B MaHHAKaJIbHOE COCTOSHHE, KOTOPhIH TpeOyeT ObICTPOM OLEHKH COCTOSHUSA NAUMEHTa U
MPOBOAMMOIi TEpanuu.

O0HOBpemeHHOe NPUMEHEHUE ¢ NPenapamamu Ol CHUMCEHUS MACCel mena

D¢pdekruBHocTs M Oe30macHOCTh BeHJa(akCHMHA 0PU OJHOBPEMEHHOM NPUMEHEHMH C
TpenapaTamMy Ui CHIKEHHUsS Macchl Telia, BKoyas GeHTepMuH, He u3ydanuch. OHOBpEMEHHOE
npUMeHeHHe BeHladakcuHa ¢ TAKMMH NpenapaTaMu He pekoMenayetcs. BennadakciH He nokasaH
IS CHIDKEHMS Macchl Teja KaK CaMOCTOSTE/NbHO, TaK M B KOMOMHAUMM € JpYTHMH
JIeKapCTBEHHBIMH MPEnapaTaMH.

ITamonozuveckoe kposomeyenue

JlekapcTBEHHBIE NpenapaThl, FHIHOMpYIOLIME 3aXBaT CEPOTOHUHA, MOTYT NPUBOJMTE K CHIDKEHHIO
dbyskumu  TpombGoumutos. KpoBoreuenus Ha ¢oue mnpumenenus CHO3C un CHO3CH
BAapbUPOBAIMCH OT JKXMMO30B, T€MaTOM, HOCOBBIX KPOBOTEYEHHH, METEXWH [0 IKelyJ04HO-
KMIIEYHBIX KPOBOTEYEHHH M YTPOKAKOIIMX KU3HH KPOBOTEUEHUH. PUCK pa3BUTHS KPOBOTEYCHHH
MOJeT GBITh MOBBIIIEH Y MALMEHTOB, MoiyYaromux BeHnadakcud. Kak u apyrue MHrHOUTOpHI
06paTHOr0 3axBaTa CEPOTOHHHA, BEHIA(aKCHH ClEAyeT NPUMEHSATh C OCTOPOXKHOCTBIO Y
MAalMEHTOB, MPEAPACIIONOKEHHBIX K KPOBOTEUEHHSAM, B TOM YHC/IE Y MALMEHTOB, MOJYYaromHX
AHTHKOAry/ITHTBl U HHTMOUTOPHI arperaly TpPOMOOLMTOB.

IIpuem nekapcreenHsix npenapatoB rpynn CUO3C/CUO3CH moxeT moBsIaTh PUCK PasBUTHS
TOCNIepOIOBOr0 KpoBoTeyeHus (cM. pasaensl «lIpumeneHue npu OepeMEHHOCTH W B NEPHON
rpyaHOro BckapmimBanusy», «IloGouHoe neicTBHEY).

AepeccueHoe nosedenue

ATrpecCHBHOE TIOBEJJCHHE BO3MOXHO y HeOONBIIOro 4ucia MalMeHTOB, TNPUMEHAOUIMX
aHTU/IENPECCAHTHI, BK/IIoUas BeHnadakcyH. JIaHHBIA CUMIITOM OTMEHaJICs NOCIe Havana eueHus,

MpH UBMCHECHUH JO3UPOBKH H MOCJIC NpeKpaleHus JICYCHHU.
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[Mono6HO ApyrMM aHTHAETIpECCAaHTaM, BEeHJIa(QaKCHUH ClELyeT NMPUMEHATh ¢ OCTOPOXKHOCTBIO Y
MalHEeHTOB C arPECCUBHBIM MOBE/ICHUEM B aHAMHE3E.

Cunopom «ommeHwi»

Xopowio ¥3BECTHO, YTO NPH MPEKPAIEHHH NMPUEMA aHTHIETIPECCAHTOB BO3HUKAIOT CHMIITOMBI
CHUHJIPOMAa «OTMEHBI», WHOTZA 3TH CHMOTOMBI MOTYT OBITh JUIMTEIBHBIMH M TSDKEJIBIMH.
CynuuaansHoe MoBeJeHHe/CyHIMaIbHbIE MBICIH M arpeccus Habiofanuch y MaluMeHTOB MpH
M3MEHEHHH peXHMa JO3MpOBaHMs BeHIahaKCHHA, a TAKXKE MPU €ro oTMeHe. B cBaA3M ¢ 3THM
NalMEHTHl J0JDKHBI HAXOJAMTHCS MO/ TIATENbHBIM MEIMLIMHCKUM HaOIIOfEHHUEM NPH CHHKEHUU
7103bl WM B MEPHUOJ OTMEHBI mpenapara (cM. noapaszensl «Cynuua/CyMumaanbHbIe MBICIH UK
KJIMHUYECKOE yCyryOieHue» U « ArpeCCUBHOE MOBE/ICHHEY).

CHHIPOM «OTMEHBI» NPH MPEKPALIEHUH TEPANTMH BCTPEYAETCs JOCTATOYHO YacTo, 0COOEHHO, €CIH
nedenure ObUIO mpepBaHO BHe3amHo (cM. pasnen «IloGoynoe nedcTeue»). B Xone KIMHHUYECKHMX
MCCIIEIOBaHMH HeKelaTeIbHbIe SBJIEHUS, OTMEYaBILIMECS MOCje MpeKpalleHus jedeHus (npu
CHWKEHMH /1036l M TMIOCJIE CHWKEHHMs [03bl) OTMeHYaluch npumepHo y 31 % mnauueHToB,
NpYMHUMAaBIIMX BeHIadakcuH, uy 17 % nauueHToB, Noay4aBLIMX mianedo.

PUCK pa3BUTHS CHHAPOMAa OTMEHBD» MOXET 3aBHCETh OT HECKOJNbKMX (DaKTOpOB, BKIIOYAs
JUIMTEILHOCTh JIeYeHHWs W JIO3MPOBKY I[IpernapaTta, a TakKkKe CKOPOCTb CHIDKEHHS JIO3Bl.
["0J10BOKpYXK€eHHE, CEHCOPHBIE HAapyLIeHHUs (BKJIFOYas APECTE3UI0), HAPYLICHHE CHA (B TOM YHUCIe
GECCOHHMIIA U MHTEHCHBHBIE CHOBH/EHHUS), BO30OYxaeHHe WM OeCrOKOWCTBO, TOIIHOTAa W/HIH
pBOTa, TPeMOp, TroJIOBHAas 00/ib, HapyIIEHHWE 3pEHHUS M TMIEPTEH3MS SBISAIOTCA CaMbIMU
pacrpoCTpaHEHHBIMH HEXeNaTeIbHBIMU peakuusMH. B LeIoM JaHHBIE CUMITOMBI HOCAT JIETKUH
WJIA YMEPEHHBIM XapaKTep, OZIHAKO Y HEKOTOPBIX NMALMEHTOB OHU MOTYT OBITH CEPbE3HBIMH.
JlaHHBIE CHMIITOMBI, KaK NPaBHIIO, Pa3BUBAIOTCA B TEYEHHE NEPBBIX HECKOJBKHMX IHEH rocie
TpeKpalIeHus JIEYEHHs], OIHAKO B PEIKUX CIIydasx coobIIanoch 0 pa3BUTHH MOJO0OHBIX CHMIITOMOB
y TNALXEHTOB, CIy4ailHO MPOIMYCTHBIIMX IPHEM OYEPEJHOM 103bl. B LENIOM NaHHBEIE CHMIITOMEI
MPOXOJAT CaMOCTOSATENBHO B TEYEHHE 2 HEJENb, XOTS Yy HEKOTOPBHIX MALMEHTOB OHHU MOTYT
COXpPaHATHCS B TedeHue Gosiee AMUTEIbHOro cpoka (2-3 Mecsana u aoneie). Takum o6pasom, npu
HEOOXOJIMMOCTH TPEeKpalleHHs JEe4YEeHHS PEKOMEHIYETCs [OCTENEHHOE CHIDKEHHE 03Bl
BeH/IadakCHHA B TEYEHHE HECKOJBKMX HEMIENb MM MECAUEB B 3aBUCHMOCTH OT COCTOSIHHSA
nauuenta (cm. pasgen «Crioco® MpUMEHEHMs M 03b1»). Y HEKOTOPBIX MALMEHTOB OTMEHa
nperiapata MOXET 3aHATh HECKOJIBKO MECSLEB MIIH 10JIbILIE.

Axamuzus/ncuxomomopHoe 6036ydcoenue

[Ipumenenne BeHnadakcvHa OBUIO CBSI3aHO C Pa3BUTHEM AKATU3MM, XapaKTepU3yrOLIeHCs
CyOBEKTHBHO HEMPUATHBIM WIIH TPEBOXHBIM JIBUraTeIbHBIM GECMOKOMCTBOM U HEOOXOAMMOCTEIO

JBHUIraTbCA Ha (bOHC HEBO3MOXXHOCTH CHAETH HIIU CIIOKOMHO CTOSITh. Takoe SIBJIEHUE 4allle BCEro
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pa3BHBAETCs B TEYECHUE IIEPBBIX HECKOJIbKHMX HEIC)b OT Hayajna Jie4eHHUs. Y TMALUMEHTOB C

HOIIO6HBIMH CUMIITOMAaMHU TIOBBIIIEHHUE [J03blI IIp€rnaparta AIIBCHT8®

MOXET TPHBECTH K
HeOMaronpUATHBIM MOCJIEACTBHAM.

Cexcyanvnas oucgyHkyus

CUO3C/MO3CH MoryT BbI3bIBATH CHMITOMBI CekcyanbHOM aucdynkuuu. Coobuianocs o
JVIMTENBHOM CeKCyaibHOM AUCHYHKLMH, CUMIITOMbI KOTOPOH COXPaHSIUCh H I10CIIE NPeKpalleH s
npuema CUO3C/MO3CH.

Cyxocme cruzucmoii 060104Ku nonocmu pma

CyxocTh CIM3MCTON 00O0JOYKM MOJNOCTH pra oTMedanach y 10 % nauueHTOB, Moy4aBIIMX
BeHnadgakcuH. DTO MOXET yBEIMYMBATh PUCK Pa3BMTHs Kapueca, M03TOMY MalMeHThI JOJDKHBI
yAenATh 0c000e BHUMaHWE TMIMEHE MOJIOCTH pTa.

Caxapnviu ouabem

V naumeHToB ¢ caxapHsiM auaberom npumenerne CMO3C unu BennadakcuHa MOXKET NPUBOAUTH
K U3MEHEHMIO IIIMKEMHYECKOr0 KOHTpOJss. MoxeT norpeboBaThCs KOPPEKLMs 103kl MHCYJIHHA
¥/WIIH TUIOTIMKEMMYECKUX TPEnapaToB /il IPUEMa BHYTPb.

Bnusnue éennagpaxcuna Ha pe3ynomamol 1a60pamopHbIX UCCAe008aHUY

V nauueHToB, NMPUMEHSBIIMX BeHIa(GaKCHH, OTMEYAIMCh JIOKHOMOJIOKHUTE/IbHBIE PE3y/IbTaThl
MMMYHO(EPMEHTHOrO aHamM3a MO4YM Ha QeHMKIMAMH ¥ amderamunbl. Takod sddekr
0OBACHAETCS  OTCYTCTBMEM  CIeUM(HUYHOCTH  JAHHBIX  J1aOOpPAaTOPHBIX — KCCJIEOBAHHM.
JI0’KHOOTpULIATEIbHBIE PE3YIBTATBl MOTYT OBITH MOJTyYEHBI B T€YEHHE HECKOJNBKHMX JHEH mocie
npekpalleHus npuMeHeHMs BeHnadakcuHa. KoHTponbHble N1a0OpaTOpHBIC —HCCIIE0BAHMS,
HanpuMep, rasoBas Xpomarorpagus HIM  Macc-CIEKTPOMETPHS  TMO3BOJSIOT — OTIHYMTH
BeHIagakcuH OT PeHIMKIMANHA U aMpeTaMUHa.

TIpH NOABNEHUH KOXHOM CHIIH, KPAIMBHHLIBI MM APYTHX a/IEpPrHYECKMX peakuui HeoOXoanmo
TPEKpaTHTh TEPAIHIO penapatoM AsseHTa®.

Bo BpeMmst ieyeHus npernapatoM AjBeHTa® peKOMEH/IYeTCs BO3EP)KHBATECS OT MPHEMa alTKOTOJIs.
CreyuanvHas ungpopmayus 0 6CnOMO2aMeNbHbIX 6eUjeCmeax

Caxapo3sa

[TaupeHTaM ¢ pe/Iko BCTPEedarolleiicsi Hac/leICTBEHHOH HENepeHOCUMOCTBIO (PYKTO3BI, [TIFOKO30-
rajakTo3HOW ManpabcopOumeiit win JeDULMTOM caxapasbl-M30MajibTasbl MPOTHBOMOKA3aHO

NpUHUAMATH 3TOT Nperiapar.
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Orey

Biusinue Ha cnocoGHOCTH YNPABASTh TPAHCHOPTHLIMH CPeICTBAMH, MEXaHH3MAMH
Tlpenapar OKa3bIBaeT BIHMAHHME Ha NCHXO(u3HUecKHe crnocoGHOCTH. Takke OH MOXET 0C/abATh
peaKLMM y HEKOTOPHIX MALMEHTOB. DTO CleyeT yYMTHIBATh NPH YNPABICHUH TPAHCTIOPTHBIMU

CpeACTBaMHU, MEXaHU3MaMH H BBITIOJIHCHUHA 3aja4, Tpe6yloumx MOBBILICHHOIO BHUMaHHA.

®opma BhINTYCKA

Karicy/sl ¢ MpoJIOHrMPOBAHHBIM BEICBOOOKAEHHEM, 37,5 Mr, 75 Mr, 150 Mr.

Mo 14 kamcyn B Gnucrepe u3 komGuuupoBanHoro Marepuana [IBX/TIBAX u donbru
aJIFOMUHHUEBOH.

ITo 1, 2 unu 4 GaucTepa BMECTE ¢ HHCTPYKLMEH 110 MPUMEHEHHIO MOMEIAOT B MaYKy KapTOHHYIO.

YecaoBusi XpaHeHHs

' [Tpu Temnepatype He Boie 25 °C, B OpUrMHAJIBHOH yIIaKOBKeE.

XpaHUTh B HEAOCTYNHOM JUIsl IETEH MeCTe.
Cpok roanocTu
5 ner.

He NPUMEHATH Npenapart 1o HCTCYCHUH CpOKa rogHOCTH.

YcaoBus 0THyCKA

OTmyckaroT Mo peuenty.

HaumeHoBanHe IOPHIHYECKOro JMuna, Ha HMH KOTOpPOro BbIAAHO perucTpanHoHHOE

' YAOCTOBEpPEHHE, aIpEC

AO «KPKA, n.1., HoBo mecTo», IlImapremnka uecra 6, 8501 Hoso mecto, CroBenus

IIpoussoauTenn

AO «KPKA, a.1., HoBo mMecto», IlImapsemuika uecra 6, 8501 Hoso mecto, CnoBeHus

OpraHu3anus, NPUHEMAIOMAs NPeTeH3HH noTpeduTe e
000 «KPKA-PYCy», 143500, Poccusi, Mockosckas 06, r. Mcrpa, yn. MockoBekas, A. 50
Ten.: +7 (495) 994-70-70, dakc: +7 (495) 994-70-78
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