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10 MPUMECHEHUIO JIEKAPCTBEHHOI'O peniapaTa AJ{A MGI[HI.II’II‘E%I&-OJIIAQ WCHCHHS{

Acunranonpam KaHon

HaMMCHOBAHHUE JICKAPCTBCHHOIO IIpe€rapara

PerucrpaunoHHbIi HOMep:

ToproBoe HauMeHoBaHue: Dcuutasnionpam KaHoH

MexayHapoaHoe HENAaTeHTOBAHHOE HAUMEHOBaHHe: 3CLUTAIONPaM
JlekapcrBeHHasi popma: TabneTKH, MOKPHITHIE NICHOYHON 000I049KOH
Cocras

JlozupoBka S Mr

1 Tabnetka, MOKpHITas MIIEHOYHOM 06004k, 5,00 MI CONEPXKHUT:

akmueéHoe eewjecmeo. IcLUUTaonpaMa okcanat 6,39 wMr, B mnepecdyere Ha
scuutanonpam 5,00 mr;

gcnomozamenvHbie sewecmea.; Kpockapmennosa HaTpus 3,00 Mr, MarHus creapat
1,00 mr, mpoconB [uesuTon03a MUKpOKpHcTaiuinyeckas 98%, KpeMHHs AHOKCHI
xosutongHeii 2%) 108,61 mr, creapuHoBas kucnota 1,00 mr;

nnenounas obonouxa: Onagpaii 6ensid 4,000 Mr, B TOM 4uClE: THIPOMEILIO3a
(rumpokcunporuMerriiemonosa) 1,350 mr, runposiosa (FHOPOKCHMPOIMI-
uemmonosa) 1,350 mr, Tanek 0,800 mr, Turana auokcua 0,500 mr.

Jo3uposka 10 mr

1 TabneTka, nmokpeITas mieHo4HOH obonoukoit, 10,00 Mr conepxur:

aKkmugHoe eewecmeo. IcLMTaloNnpamMa okcanar 12,78 Mr, B Imepecuere Ha
scumranonpam 10,00 mr;

gcnomozamenvhvie geujecmea. Kpockapmenosa Hatpus 4,50 Mr, mMaraus creapar
1,50 mr, npocosB [Lesono3a MHKpOKpUcTaanyeckas 98%, KpeMHHA AMOKCHA

KoJutonaHbH 2%] 159,72 mr, creapunoBas kucnora 1,50 mr;
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naerounas obonouxa: Onagpait Oensrd 6,000 Mr, B TOM J!{che: TMIIPOMeESIo3a

COTNACOBAHO
En.ponoaa-—(-

(rumpokcunponuaMeTuiLeuionosa) 2,025 mr, re
uemtronosa) 2,025 mr, Tanek 1,200 mr, TuTana nuokeun 0,750 mr.

Jlozuposka 20 mMr

1 TabneTka, MOKpeITast MiIeHoYHOU 0600ukoi, 20,00 Mr conepXXHuT:

akmugHoe 8ewjecmeo. JICUUTANONpama okcamat 25,55 Mr, B mepecuere Ha
scuutasonpam 20,00 mr;

6cnomozamenvuble eujecmea. KpoCKapMeno3a HaTtpus 6,75 Mr, MarHus creapaT
2,25 Mr, mpocoiB [LeT0I03a MUKpOKpUcTauinueckas 98%, kpeMHUsS OHOKCHUI
KkosnouaHeli 2%] 233,20 mr, cTeaprHoBas kuciora 2,25 Mr;

nnenounas obonouxka: Onanpait 6enwiit 9,000 Mr, B TOM uKcle: THIPOMENIO3a
(runpoxcunponuiMmerunuemunonoda) 3,038 wmr, rumpono3a (TUAPOKCHNPOIHUI-
uennronosa) 3,037 mr, tanek 1,800 mr, TuTana nuokcun 1,125 mr.

Onucanue

TabneTku Kpyribie IBOSKOBBIIYKIIbIE C PUCKOH, OKPEITHIE IIEHOYHOM 060/104KOH
Oenoro uiu noutu G6enoro usBeta. Ha nonepedynoM paspese o4ty 6enoro usera.
dapmakoTepaneBTHYeCKasi FPYNNa: aHTUIENPECCAHT

Koa ATX: NO6AB10

dapmakoJiornyeckHe CBOMCTBA

DapmakoounHamuka

OcuMTaNionpaM — CeNeKTUBHBIH HMHIMOMUTOpP 0OpaTHOro 3axBaTa CEPOTOHHHA
(5-HT) ¢ BsIcOKO# adh(bHUHHOCTBIO K TIEPBHYHOMY aKTMBHOMY LeHTpYy. OH Takke
CBA3aH C AQJUIOCTEPUYECKHMM LIEHTPOM Ha TpAHCIOPTEpE CEPOTOHHHA ¢
apdunnocThio HIKe B 1000 pas.

DCUMTANONpPaM HE MMEET WM MMeeT HU3KYH0 ad@HUHHOCTE K psAAy PeLEenTopoB,
Brmouas 5-HT 4, 5-HT,, DA D, u D; o, -, as -, B-aapeHopeuentopsl, ructaMmud H,

XOJ'II/IHepFI/I"ICCKI/Iﬁ MYCKapHH, OeH301Ha3enH U OTTMOUHbBIE peuenTopsl.
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COTJACOBAHO
Hurubuposanue obparHoro 3axsara 5-HT ﬂBnﬂeTcE egI/IHCTBeHﬂglM_BQ:%MODKH.BM——-
MEXaHH3MOM JIEUCTBHS, KOTOPbIH OOBICHIET (hapMaKOJIOTHYECKOe U KIMHUYECKOE
BO3JEHCTBHE ICLIUTAJIONpPaMa.

KnuHuueckas 3(bd)eI(THBHOCTI>

LenpeccugHuvie 3nu300b1 mAdCeNOU Cmenenu

Bsuia obHapyxeHa 3G(EKTHBHOCTh 3CLMTANONpaMa NPH HEOTIOXKHOM JICHEHHH
JETIPECCUBHBIX 3TTM30J0B THKEJIOH CTENEeHM B TpeX M3 YeThIPEeX NBOMHBIX CIEMBIX
m1ane60-KOHTPOIIMPYEMBIX KPAaTKOCPOYHBIX (8-HeoeNbHBIX) HCClefoBaHUsX. Bo
BPEMsl I0JITCOCPOYHOT0 HCCEeIOBaHUS 110 NPeA0TBPAILEHHIO CPBIBOB 274 MalUeHTa,
NpOLUEAUINX TepBOHAYAIbHYIO 8-HEeleNbHYI0 (hady OTKPBITOrO MCCIEAOBAHUS H
NpUHAMABIIKMX 3cuuTtanonpaM B posupoBke 10 umam 20 Mr B cyTku, ObuTH
pPaHIOMHM3MPOBAaHEI M B JajbHEHINEM MPUHUMAM O3CLUTAIONpaM B TOH Xe
JO3UPOBKE WM Mialebo Ha MpoTsHkeHHH MakcumyM 36 Henens. Ha npotrskenun
OAHHOTO  MCCIIENOBaHMUs  MALMEHTHl, KOTOpBIE TMPOJOJKAIM  IPHUHHAMATh
3CLUTAIONPaM, He WCIBITBIBATIM CpbIBA B Te4eHUEe OoJsiee UIMTENBHOrO IepHoia
BpEMEHH B rocienyromue 36 Heldenb 10 CPAaBHEHHIO C TEMH, KTO IPUHUMAI
riauebo.

Coyuanvras ¢hpobus

OcuuTanonpaM MokKa3an CcBOK 3(G(EKTHUBHOCTh KaK Ha [MPOTHKEHHH Tpex
KpaTKocpouHbiX (12-HemenbHBIX) HCCIENOBAaHMH, TaK M BO BpeMs 6-MeCAYHBIX
MCCIIENOBAHMUM M0 MpeAOoTBPAIEHUIO CPhIBa y MALMEHTOB C COLMAIBHON HOOHEN.
Ha nporshkennu 24-HeeqpHOro MCCieqoBaHMs noabopa M03bl Oblna IOKasaHa
3¢ PeKTHBHOCTD 3cLUTaTIONpama B nose 5, 10 u 20 mr.

Tenepanuzoearnoe mpegodicHoe paccmpoucmeo

Dcuutanonpam B 1o3e 10 u 20 Mr B IeHB rokasall CBOIO 3QPHEKTUBHOCTE B YETBIPEX

U3 YETBIPEX HJ'IaI_Ie60-KOHTpOJ'IPIpyeMBIX HCCJICJOBaHUMAX.

CyMMapHBIi aHa/IM3 JaHHBIX TPEX CBOAHBIX MCCIEOBaHHH, BKIFOYAMOWMX B Ce0s

421 nauveHTa, NPUHUMAIOLIEro ICUUTAIONpaM, U 419 nauueHnToB, MPUHUMAIOIINX
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nnaue6o, BIoyan B cebs 47,5% u 28,9% naujientos, y CREFSHPBEA HAeueHne

JOCTHUTJIO L[ETH, COOTBETCTBEHHO, U 37,1% u 20,8% nauueHToB, 601€3Hb KOTOPHIX
nepeuuia B CTAAMIO peMUCCHU. Y CTOIUYMBOE BO3IeCTBIE HabM0a10Ch, HAYHHAs C
| Henmenu.

[Mopnepxanue 3¢bGEeKTUBHOCTH dcLUTaNONpamMa B 103upoBke 20 Mr B JeHb OBLIO
NPOJEMOHCTPHPOBAHO B pamkax 24-76-HedenbHOro paHAOMH3UPOBAHHOIO
HCCIIEZIOBaHMs], HaIpaBJIEHHOrO Ha TmnojAepXaHue J3(PGEKTUBHOCTH JIEUEHHH,
NPOBEAEHHOI0 ¢ yyacTueM 373 maluueHToB, Y KOTOPBIX HaOIIOJANOCh YITydllIeHHe
Ha MPOTSHKEHUHU TIEPBOHAYAJIBHOTO 12-HEAeNbHOr0 OTKPBITOrO UCCIIEOBAHUS.
ObceccugHoO-KOMNYNbCUBHOE PACCMPOUCTNEO

B paHAOMH3MpPOBAaHHOM IBOWHOM CJENOM KJIMHHYECKOM HCCIIENOBaHUU AEHCTBHE
scuutaionpamMa B no3e 20 Mr B JeHb CpaBHMBAJOCh C ITaleb0 Ha OCHOBAHHHU
MOACYETOB IO 06CECCHBHO-KOMITYIbCHBHOM wmKate HMens-BpayHa uepes 12 nenens.
Yepes 24 Henenu scuutanonpam B no3upoBke 10 u 20 Mr B geHp nmokasan 6osee
BBICOKHE Pe3yJIbTaThl [10 CPaBHEHUIO C M1auebo.

[Ipodunaktuka peuMauBoB Oblla  [POAEMOHCTPUPOBAHA IIPH  NpHUEMeE
scuutanonpamMa B ao3e 10 u 20 Mr B HEHp MaUMEHTaMHM, JIEYEHHUE KOTOPBIX
ACHMTAJIONPAMOM  TIOKa3ajlo  YCMElIHble  pe3yJbTaTbl Ha  [POTSHKEHHH
16-HeneTEHOr0 OTKPBITOrO UCCIIEOBAHNS, KOTOPhIE Y4acCTBOBAIH B 24-HeNEIbHOM
PaHAOMH3MPOBAHHOM ABOWHOM CIENOM M1aLed0-KOHTPOIHPYEMOM HCCIIENOBAHMH.
Ha nmpoTshkeHWH ABOMHOIO CHENnoro nnaue60-K0HTpoanyeMoro} HCCIIeJOBaHUS
OKI', mpoBOOZMMOTrO Ha 340pOBBIX NauueHtax, orauuue QT oT H30IMHKH
(koppekuus no dpopmyiie Fridericia) cocraBuno 4,3 mcek. (90% JU: 2.2, 6.4) npu
nosuposke B 10 mr B nens u 10,7 mcek. (90% [U: 8.6, 12.8) npu nosuposke 30 mMr
B JI€Hb.

DapmaKkoKunemuxa

Bcacwisarnue
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HpenapaT BCAChIBACTCA IMPAKTHYECKH IMOJIHOCTBIO I/i HE SaBHCPIC’Ibe:jZI‘E‘A@QgIHC«M? INMUIIH

(cpenHee BpeMsi OOCTH)KEHHS MaKCHUMaJbHOW KOHUEHTpauuH (cpeaHee Tmax)
COCTaBNsgeT 4 4aca mocjie TpHeMa B pa3imH4yHbIX No3upoBkax). Kak u B ciydae ¢
paLEeMHYeCKHMM UuTaonpamMoM, abcontoTHas OHOAOCTYNMHOCTH 3CLUTANONpama
IpenrnoJiaraeTcsi Ha ypoBHe 0k0110 80%.

Pacnpeoenenue

[NMpennonaraemselii ypoBeHb pacnpenenenus (Vqp/F) mnocne npuema BHYTpb
coctaBisieT OT 12 1o 26 n/kr. CBsa3piBaHUE C O€IKaMU I1a3Mbl KPOBH HE IPEBbIIIAeT
80% ns scuMTaIONpaMa U ero OCHOBHBIX METabO0JIUTOB.

Memabonusm

OcuurtanonpaM MeTaboNM3upyeTcs B TIeYeHH JO0 HEeMETWIHPOBaHHBIX M
I IEMETUIIUPOBaHHbIX MeTabonuToB. O6a BelecTBa hapMaKoJOTHIECKH aKTUBHBEI.
Kak BapuaHT, a30T okucisercs U popmupyer metabonut N-okcuaa. Kak ncxonHoe
BEIIECTBO, TAK ¥ METAOOIMTHl YACTHYHO 3KCKPETUPYIOTCA B BHAE TNIIOKYPOHHIOB.
ITocrie nmpuema pa3HBIX HO3UPOBOK CpeldHssl KOHLEHTpAlHsl JeMETHIHPOBaHHBIX U
OWIEeMETHIINPOBaHHBIX MeTabONUTOB, KakK NpaBuio, cocrasiser 28-31% u <5%,
COOTBETCTBEHHO, OT KOHLIEHTPALIMK 3CLUTAJIONpaMa.

Buorpanchopmauus  scuMTanonpamMa B JE€METWIMPOBAaHHBIA  METabONUT
ocymectBisercs B ocHoBHoM npu nomoiu CYP2C19. ®epmentet CYP3A4 u
CYP2D6 Tarxe MOryT OKa3aTh ONpeAeTeHHOE BIUSHHUE.

Buigeoenue

[Nepuon mosyseiBenenus (T1,) nocne mpuemMa pas3iHYHBIX JO3UPOBOK COCTABIISET
npubnusutensio 30 4, knuperc mnasMbl (Clea) NpU nepopanpHOM IpHEME
cocraBnseT oxono 0,6 n/mMuH. T OCHOBHBIX MeTaOOJMTOB 3HAUUTENHHO JOJIBIIIE.
DCUUTANIONPaM W OCHOBHBIE METabONUTHl BBIBOAATCS B OCHOBHOM 4epe3 IeYeHb
(nmyTem mMeTabonu3Ma) U MOYKH, PHU ITOM OCHOBHAs YaCTh JO3bI BEIBOAUTCS B BU/IE
MeTabOJIUTOB MMOYKAMHU.

dapmakokuHeTHKa JTUHeHHas. CTaOUIBHBIA ypOBEHB Npernapara B IJla3Me KpOBH
5
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nocturaetcs npuGmusurensHo uepes | memgmo. CpeARiMACPHEHbrecHas

koHueHTpauus B SO HMoss/n (B auanasone ot 20 no 125 HMoune/n) focTUraeTcs Npu
eXxeZIHeBHOU no3upoBke B 10 mr.
Iayuenmer noscunozo eozpacma (> 65 nem)
VY MOXHIIBIX MAlMEHTOB 3CLHUTAIONPAM BBIBOJUTCS MEIJIEHHEE 10 CPaBHEHHIO C
MosoasIMU maureHTamMu. CucteMHoe BoszaelicTBue (AUC) y NOXUIIBIX aLMEHTOB
npumepHo Ha 50% BblllIe 10 CPaBHEHHUIO C MOJIOIBIMH.
ITayuenmei ¢ HapyweHuem QyHKYUU neyenu
Y NMauueHToB C JIETKUM WIH YMEPEHHBIM HapyllleHHeM (YHKLHWU IedeHH (Jerkoe
HapylleHHe WM XPOHMYECKOe alKOTOJIbHOE IopaxeHue MedeHH) Tin
JcUMTAoNpamMa MPUMEPHO B [Ba pa3a [UIMHHEE M BO3AEHCTBHE OBIIO
npubnusutensHo Ha 60% BbIE, 4YeM Yy CyOBEKTOB C HOpPMAallbHBIM
(bYHKLIHOHHUPOBAHUEM [IEUEHH.
Ilayuenmor ¢ HapyweHuem QYHKYUU no4ex
B ciiyuae ¢ palieMU4YeCKHM LIUTANIONPaMOM, Y NAllMEHTOB C HapylleHUeM QyHKLHH
nouek (xknupenc kpeatuHuHa (KK) 10-53 mn/Mun) Habmronaetcs 6onee NITHHHBIA
T\, n Hebonpmoe yBenuueHue Bo3aeicTBus. KoHueHTpauun MeTaboNHUTOB B
IJ1a3Me KPOBH He M3Yy4aJHCh, OIHAKO OHH MOTYT OBITh MOBBIIUEHEI.
Ilonumopguszm
Beu10 ycTaHoBIEHO, uTO MenneHHble Metabonusaropsl CYP2C19 neMoHcTpHpyIOT
B Ba pa3a 6oJjiee BBICOKYHO KOHLEHTPALMIO 3CLIMTANIONpaMa B IJa3Me KPOBH TIO
CpPaBHEHMIO C OBICTPBIMH MeTabonu3aTopamMu. Y MEMIEHHBIX METabo0JM3aTOpOB
CYP2D6 nHe Habnr01an0Ch 3HAYMTENbHBIX OTIIMYHANA B BO3AEHCTBHH.
IMoka3aHusi K TIPUMEHEHHIO

e JlenpeccHUBHBIE pacCTPOHCTBA;

e [lannueckoe paccTpoiicTBo c/6e3 aropadobuen;

e CouManbHOE TPEBOXHOE pAacCTpOMCTBO (colManbHas Gpobus);

52786
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COTJACOBAHO

e [eHepaM30BaHHOE TPEBOXKHOE PACCTPOMCTB

IIpornBOnoka3anus

® TIOBBIIUEHHAs 4YYBCTBUTENBHOCTh K OCUUTAJIONpPaMy WIH  JApPYTUM
KOMIIOHEHTaM ITpernapara;

e OJIHOBPEMEHHBIH TpHEM C MHTHOMTOpaMH MOHOaMHHOOKcHAassl (MAO),
MoHoamuHookcuaassl-A  (MAO-A) (Hampumep, MOKIOOEMHA) WM
06paTUMBIMHU HeCEeNeKTUBHBIMH HHrubUTopamMn MAO;

® namueHThl ¢ yuHeHWeM HHTepBania QT (BpoXAEHHBIH CHHAPOM
ynauHeHHoro wuHTepBasia QT); onHOBpeMeHHBIM NpHeM Mpenaparos,
criocoOHBIX ymnuHATE WHTepBan QT (Hampumep, aHTHapHTMHUYECKHe
npenapatel IA u III knaccoB, TpUUUKIMYECKHE aHTHUIENPECCAHTHI,
MaKpOJIUIBI);

e 0OepeMEeHHOCTb;

® [epUoJ] I'PyJAHOr0 BCKapMIIMBAHUS;

e JleTCKUH Bo3pacT o 18 ner;

e OpHOBpEeMEHHBIH MMpUEM NMUMO3H/A.

C 0CTOpPOKHOCTBHIO

IToueunas HegoctaTouHocTh (KK MeHee 30 Mn/MuH), MaHHaKaJIbHEIE paCCTPOMCTBA
(B T.4. B aHamHe3e), (apMaKoJOrMUYeCKd HEKOHTpONHpyeMasi JIUJIENCUs,
IETIPECCHs C CYULIMIATIBHBIMU MTONBITKAMH, CaxapHbIH JUabeT, 31IeKTPOCy NOpOXKHas
Tepanus; MOXHWJIOKH Bo3pacT (crapiue 65 5eT), UMppo3 MEYEHH, CKIOHHOCTH K
KPOBOTEYEHHSIM, OJHOBPEMEHHBIH TIIpUEM C 3TAHOJIOM, JI€KapCTBEHHBIMH
npenapaTtamMHd, CHIDKAIOIIAMH IMOpOr CYINOPOXXHOH TOTOBHOCTH, JIMTHEM,
TpunTodaHaMHd, JIeKapCTBEHHBIMH MpenaparaMy, COAepXKalluMH 3Bepoboii
NpPONBIPSABIAEHHBIH; C  TpernapaTaMy,  BBI3BIBAIOLIUMH  TMIIOHATPHEMHIO,
AHTUKOAryJISHTaMH Ul TNpHeMa BHYTPh M JIEKAPCTBEHHBIMH TpENapaTami,

BJIIMAIOIIMMHA Ha CBEPTBIBAEMOCTh KPOBHU, C MpCIriapaTaMu, MeTa60J'lI/I3pr}OU.II/IMI/ICﬂ
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¢ yuactueM cuctemsl CYP2C19.
COrNACOBAHO

Cnocob npuMeHeHHs H 103bl
BHyTpb, | pa3 B CyTKH, HE3aBUCHUMO OT MpHeMa MULIH.

MakcumanbHasi CyToYHas Jo3a coctapiseT 20 Mmr.

HenpeccusHwvie paccmpoiicmaa

Obbrynass po3a coctaBnsier 10 Mr/meHs. B 3aBUCMMOCTH OT KJIMHHYECKOTO
COCTOSIHUS TMAL[MeHTa [103a NpernapaTta MOXXeT ObITh YBeJTHYEeHa JO MaKCUMAIBHOH —
20 Mr/peHs.

AHTHzaenpeccuBHbIN 3 eKxT 00BIYHO pa3BUBaeTCH yepe3 2-4 Helesu Nociie Havasa
neuenus. [locne MCUE3HOBEHHSI CHUMIITOMOB JEMpPECCHH KaK MHUHHMYM e€lle B
TeyeHHMe 6 MecsleB HeOOXOOUMO MNPOAOIKUTH TEpanuio s 3aKperuieHHs
noJiydeHHOTro 3¢ dexra.

Ilanuueckoe paccmpoiicmso c/be3 azopaghobueri

PexoMeHnyemasi HayallbHas [103a B T€YEHHE NEPBOM Hele/d Teparud COCTaBseT
5 Mr c nocnenyrowmuM yBenudeHuem gno 10 wmr/peHs. B 3aBucumoctd ot
KJIMHUYECKOI'0 COCTOSIHMS TIallMeHTa [03a Ipernapata MOXeT ObITh YBeIHYeHa [0
MakCUManbHO# — 20 Mr/oeHb. MakcUManbHbIA KIMHHYECKUN 3 dekT mocTuraeTcs
yepe3 3 Mecsla Mocie Havajla Tepanud. JleueHne MpomoDKaeTcsi Ha MPOTKEHUH
HECKOJIBKHUX MecmeB.

Coyuanvroe mpegodicHoe paccmpoticmeo (coyuanvHas gpobus)

O6p1yHO HazHauvaroT 10 mMr oguH pa3 B cyTkd. OcnabieHre CUMIITOMOB OOBIYHO
pa3BUBaeTCs 4epe3 2-4 HeJenM IOCNe Havyana JiedeHus. B 3aBHCHUMOCTH OT
KITMHMYECKOI0 COCTOSHMS NalMeHTa [03a Npenapara BIOCIESACTBUUA MOXET OBITH
yMeHbIIEHa [0 5 MI/meHb WIH yBelH4YeHa [0 MakcumansHoW — 20 Mr/meHs.
[TocKONBKY COIMAIBHOE TPEBOXXHOE pPacCTPOMCTBO sBNseTcs 3abojeBaHUEM C
XPOHHYECKMM  TeYeHHeM, MHHHMaJilbHas  peKOMeHJyeMas  AJIMTeIbHOCTb
TeparneBTHYECKOro Kypca cocrasiseT 12 Henens. [ npefoTBpalleHHs PELUINBOB

3a00neBaHMs rnpenapat MOXXET HadHavYaTbCsd B TE€YEHHUE 6 MecsiueB WX JOJIbLIE B
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3aBUCUMOCTH OT KJIIMHMYECKOTO COCTOSHHA IallieHTa. PeKOMEHII?{eTCH Bpe%ynﬁpﬂo
COTNACOBAH

OCYLLECTBIISATH OLIEHKY TPOBOAUMOTO JIEYEHHUS.

T'enepanuzogannoe mpesodicHoe paccmpoucmeo

PexomeHnnyemas HavanbHas no3a — 10 mr/aeHs. B 3aBUCHMOCTH OT KIMHHYECKOTO
COCTOSIHHSA MallHeHTa 03a Npenapara MOXeT ObITh yBeIUYeHa 10 MAKCUMAaJIbHOH —
20 mr/mens. JlomyckaeTcs IJIMTENbHOE Ha3HaueHHe mpenapara (6 MecsueB U
nonslie) B go3e 20 Mr/neHsp.

Iooxcunvie nayuenmuol (cmapwe 65 nem)

HauanpHas qo3a cocTaBiisieT MOJOBUHY OT pekoMeHayemoi (S mr). B 3aBucumocTu
OT KJIMHUYECKOTO COCTOSIHUSA MallleHTa 103a NpernapaTa MOXeT ObITh yBeJIUYeHa 10
10 mr/cyT.

ITayuenmeol ¢ noueuHou HeOOCMamouHOCMbIO

Koppekuuu [03BI NpH JIEFKOH WIM YMEPEHHOH IMOYEYHOW HENOCTATOYHOCTH HE
Tpebyercs. [lpu knupeHce kpeaTWHuHa MeHee 30 MJI/MHH TIpemapar Cleayer
MPUMEHSTH C OCTOPOXHOCTBIO MOJ KOHTPOJIEM Bpaua.

Ilayuenmul ¢ neweHoyHoOU HEOOCMAMOYHOCMbIO

JInst maluueHToB C JIEFKOW MM YMEPEHHO! MeYeHOYHOH HeAOCTaTOYHOCThIO (Kiace
no wkaye Yaitna-ITeto A unu B) HavanbHas 103a B TeYEHUE NEPBBIX ABYX HEHENb
COCTaBJIfET 5 MI/neHb. B 3aBUCUMOCTH OT KIIMHUYECKOTO COCTOSTHUS NallueHTa 103a
npenapata MoxeT ObITh mnosbiieHa no 10 mr/oens. [lpu TsHxenoi nedeHOUHOH
HemoctaroyHocTH (kimacc C mo wmkane Yaina-Ileto) npenapat Ha3zHayaeTcs MOX
TPUCTATIFHBIM KOHTPOJIEM Bpaua.

Hedpuyum usogpepmenma CYP2C19

Jlns nanuenTos ¢ aepuuurom usotpepmenta CYP2C19 HavanpHast 1o3a B epBbIe 2
HENEeJIM COCTaBISAeT S Mr/meHb. B 3aBHCHMMOCTH OT KJIMHHYECKOIO COCTOSIHHSA
MalyedTa q03a rpenapara MoxxeT ObITh yBennyeHa 1o 10 Mr/neHs.

Ommena npenapama

Cnenyer usberath pe3kod oOTMeHbl npenapata. [Ipu npekpallieHud Je4eHus
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3CLIMTANIONPaMOM J03a Npemnapara Jo/KHA mocTeneHHo cHuxaTEE EadibépBanom B

1-2 Henenu ¢ LeNbI0 CHIXKEHHUS pUCKa Pa3BUTHS CHHAPOMAa «OTMEHBD».

[Ipy HemepeHOCHMMOCTH CHW)XEHHS [03bI BO3MOXHO BO300OHOBJIEHME MpHeMa
npernaparta B MpeXHeN N03€ WM CHI)KEHHE J03bl ¢ O0JIBLIIMM UHTEPBAJIOM.
IIpumeHeHHe npu GepeMEHHOCTH H B NEPHOJ IPYAHOr0 BCKaPMJIMBAHHS
IIpumenenue npu bepemennocmu

[IpumeHeHue mnpenapara npu OepeMEHHOCTH MPOTUBONOKA3aHO B CBA3H C
OTCYTCTBHEM KJIMHUYECKUX AAHHBIX 0 3((HEKTUBHOCTH U O€30MacCHOCTH.
HmeroTcs orpaHHYeHHbIE [aHHbIE O IIpUeMe JCHUTajJoNpaMa BO Bpems
GepemenHocTH. Bo BpeMss HccnenoBaHWH  PENpPOAYKTMBHOH —TOKCHYHOCTH
3CLUTANIoONpaMa Ha KpbIicax Habmomanack 3MOPHO(ETOTOKCHYHOCTDH, OJHAKO HE
OBLIO YCTaHOBJIEHO TOBBIILIEHHE KOJUYECTBA BPOXIEHHBIX MOPOKOB. Ecnu mpuem
3CHMUTANIONpPaMa MPOAO/HKAJICS Ha MO3JAHHUX Cpokax OepeMeHHOCTH, 0COOEHHO B
TpPEeTbeM TPUMECTpE, TO 32 HOBOPOXXIEHHBIM ClIeyeT YCTAaHOBUTh HabmoaeHue. B
Cllyyae eclii TpHeM 3CLMTaonpamMa IMpOoJO/KAJICS BIUIOTH MO POAOB MM OBLI
MpeKpalleH He3aJoiro [0 pOIOB, y HOBOPOXAEHHOTO BO3MOXHO pa3BHTHE
CUMIITOMOB «OTMEHB». B ciyyae TIpUMEHEHHS MaTephl0 CENEeKTUBHBIX
MHTUOMTOPOB OOpaTHOro 3axBaTa CEPOTOHMHA WM CEJIEKTUBHBIX MHTHOUTOPOB
obpaTHoro 3axsara cepoToHnHa 1 HopaapeHanusa (CHO3C/CUO3CH) Ha no3nuux
cpokax OepeMEeHHOCTH Y HOBOPOXIEHHOIO MOTYT pa3BUTBCA ClIEYIOLIHe
no6ouHele 3G deKTh: CTOWMKas JIeroyHas TUIEPTEH3Us, YTHETEeHWE JbIXaHHS,
[[HaHO3, allHO3, CYJIOPOXXHEIE PAaCCTPOHWCTBA, CKAYKH TEMIIepaTyphbl, TPYAHOCTH C
KOPMJIEHHEM, pBOTAa, THUIMOTIIMKEMHS, THIEPTOHMUS, MBbIlIeYHass THUIIOTOHUS,
runeppedekcusi, TpeMop, MOBBIIIEHHas HEpPBHO-pedeKkTopHas B0O30YIUMOCTH,
Pa3ApaXXUTENBHOCTD, IETAPTUYECKHI COH, MOCTOSHHBIN I1a4, COHIUBOCTS, [1JI0XOH
CoH. JlaHHbIE CHMITOMBI MOTYT BO3HHUKHYTh BCJIEACTBHE pa3BUTHSi CHHApOMa
«OTMEHBI» HJIH CEPOTOHHHEPrHuYecKoro aelcTBus. B OomnbplIMHCTBE Cllydyaes

noAoGHBIE OCJIOKHEHHS BO3HUKAIOT B TeueHHe 24 4 nocje poxaeHus. [ [pumeHenue
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CHUO3C/CHUO3CH Ha mo3mHMX cpokax OepemeHHOCTH Takxe)THOBAIAA6T prck

pa3BUTUS CTOMKOW JIErOYHOM TMIEPTEH3MM HOBOPOXAEHHBIX C YacTOTOM 10 5
cirygae Ha 1000 mipu uacrote B o6meit nomysuu 1-2 Ha 1000.

Ilpumenernue ¢ nepuoo epyoOHO20 8CKAPMAUBAHUS

[Ipernapar B He3HAYHUTENBHBIX KOJIMYECTBAX BBIAENSETCS B TIPYOHOE MOJIOKO,
[I03TOMY MNpH TMpHeMe Mperapara B MEPHOJ JIAaKTalUH PEKOMEHIYETCS PELIUTh
BOIIPOC O MPeKpPALEHHH TPYIHOr0 BCKapMJIHBaHHS.

DepmunvHocmo

[IpoBomMMBIE Ha >XHBOTHBIX MCCJIENOBAHHUS MOKA3ajld, YTO UUTAJIONpPaM MOXET
BJIMATH Ha Ka4ecTBO criepMbl. Cydyan U3 MEOULMHCKON MPAaKTUKH, BKITHOYAIOLLUE
npumenenne CMO3C, nokasanu, 4To BO3AEHCTBHE HA KAYECTBO CIIEPMBI 0OpaTUMO.
Jlo HacTosIero MOMeHTa BO3IeHCTBHs Ha PepTUNBHOCTE YelIoBeKa OOHApYXEeHO He
6bL10.

Io6ouHoe neiicTBHE

[To manueiM BcemupHoO# opranuzauuu 3apaBooxpaHeHus (BO3) HexenaTenbHbIe
peakuMyd KilaccUPUUMPOBaHBl B COOTBETCTBMM C MX YacCTOTOM pa3BUTHA
crnemyromuM obpasom: oueHs uyacto (> 1/10), wacro (> 1/100, < 1/10), negacto
(>1/1000, < 1/100), peaxo (> 1/10000, <1/1000) u ouens penxo (<1/10000); uactora
HEeW3BECTHAa — MO MMEIOLIUMMCS JaHHBIM YCTAaHOBUTH YaCTOTY BO3HHKHOBEHHs He

npeaACTaBIAIIOCE BO3MOXXHBIM.

Knace cucrem opranos YacroTa HexenarteabHble siBJIEHHSA
Co CTOpPOHBI cucteMsl | YactoTa TpoMbouuToneHus
KPOBETBOPEHUS U | HEM3BECTHA

TUM@aTHYECKONU CUCTEMBI

Co cropoHsl  MMMYHHO# | Pegko AHadunakTuueckue
CHUCTEMBI peakiuu
Co cropoHsl 3HAOKpUHHOM | YacToTa HenocratoyHas  cekpeuus

11
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CHCTEMBI HEU3BECTHA AHTUIWYPETYAECRORE 0
ropmona (AJIN)

Mertabonuyeckue HapyuweHus | Hacto CuaunxeHue arrneTuTa,

¥ pacCTpOMCTBA NUTAHMS MOBBILICHHE arnmneTrura,

YBEJIMYEHHUE BECA

HeyacTo CHuxeHuHe Beca
Yactora ['unonaTpuemus,
HEU3BECTHA aHOpeKCHs>

. Co cTOpOHBI ICUXHUKH YacTto Tpesora, 0GeCroKoICTBO,

HEOOBIUHBIE  CHOBHJECHMA,
CHHD)KEHHE U0,

aHoprasMus (y >KeHIIHH)

Heuacto Bpykcusm, aXXUTaLMs,

HEPBO3HOCTb, IIAHHUYECCKHC

aTaky, CIyTaHHOCTH
CO3HaHUSA

Penxo Arpeccus,
JleTiepcoHau3alus,

. raJuIrOLMHALH U

YacroTa Manus, CYULIUAABHBIE

HEHW3BECTHA MBICIIH, CyULIMAANIBHOE
NMOBEACHHE. Cny4au

MOSIBJIEHUS CYHLMIATBHBIX
MBICJIEH W MOBeAeHUs ObLIH |
OTMEYeHBl TIpH [pHeMe
scUMTaNoONpamMa U  cpasy

MOCJie OTMEHEI Tepanuu’

12
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Co CTOPOHBI HepBHOH | HacTo BCCCOHHI/ILIC’{M. 15 OHRPCTS,
CUCTEMBI rOJIOBOKPYXEHHE,
napecTe3uH, TpeEMOp
Heuacrto KonBynbscuu
Penko Hapywenue BKYCOBBIX
OLLY LUCHUH, CHHKOIIE,
CEpOTOHHUHOBBIA CHHIPOM
Yacrora JIucKkuHe3usi, KOHBYJIBCHH,
HEU3BECTHA CYAOpOXHBIE PaCCTPOMHCTBA,
IICUXOMOTOPHOE
BO30Y X I€HHE/aKaTH3HUS>
Co cTOpOHBI OpraHa 3peHus Heuacto Munpuas (pacurupeHue
3payka), HapylleHUe 3peHus
Co cropoHsl opraHa ciyxa 4 | Hewyacto TunHHUTYC (UIYM B ylIax)
nabUpUHTHBIE HapYLIEHUS
Co  cropoHmel  cepae4Ho- | Hegacto Taxuxapaust
COCYAHUCTOH CUCTEMBI Penxo bpanukapnus
Yacrota BeHTpukynspHas apUTMHs,
HEU3BECTHA BKJIIOYAss  KEIyAOYKOBYIO
TaXUKapAHIO TUNA
KIHPYITY, yIJIMHEHHE
WHTEpBaja QT,
OpTOCTaTH4YECKas
TMIIOTEH3US
Co cropoHbsl npIxarenbHoM | Yacto Cunycur, 3eBaTeNbHas
CUCTEMBL cynopora
Heuacto HocoBoe kpoBoTeueHue
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COTACODATO

Co cropoHBl  xemyno4Ho- | OueHb yacTo TomHoTa
KHUIIEYHOTO TPaKTa Yacto Huapesi, 3amnop, pBOTa,
CYXOCTb BO pPTY
Heuacrto XKenynouHo-KHILIEYHOE
KpOBOTEYEHHE,  BKIIOYas
KPOBOTEYEHHWE M3 MpsSMOH
KHILIKH
Co croponsl mnedeHu U | YacrtoTta ['enartur, HapyLUEHHE
KETYEeBBIBOJSALUMUX Ty TEH HEU3BECTHA byHKUMN Ne4YeHH,
MOBBIIIEHHE  AKTHBHOCTH
MEeYEeHOYHBIX (PEPMEHTOB.
Co .croponsl koxHu U | Yacto IToBpilIEHHOE
NOJKOXXHBIX TKaHeM MOTOOTAEIIEHUE
Hewacto 3yn, MIOKpaCHEHHE,
KpanuBHHLA, CHINb, B TOM
yucie Oyne3Has, alonenus
Yacrorta AHTMOHEBPOTUUYECKHM
HEU3BECTHA OTeK, MOIKOXKHBIE
KPOBOU3JIHUSHUSA
Co CTOPOHBI onopHo- | Yacto ApTpainrusi, MUAJITHS
INBUTAaTENIBHOrO amapara M
COEQMHUTENBHON TKaH!
Hapywienuss co  ctopoHsl | HacToTa 3aaep)xka MOYH
Moyek M MOYEBBIBOASALUMX | HEM3BECTHA
nyTeu
Co cTopoHBI penpoaykTuBHOH | HacTo NMnoTeHUusl, HapyLIEHUE

CHCTEMBI U MOJIOYHOM XKeJIe3bl

OAKYJISILAA
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Heuacto MeTtpoppapusia cofvMagouroe
KpOBOTEUEHHUE),
MEHOpparus

Yactora ["anakTopes, npuanusm

HEH3BECTHA

[Ipouee Yacto YyBcTBO YCTaJlIOCTH,

NUPEKCUs

Heuacto Oreku

' UmetoTcst COOOIIEHHs O CydasX CyMIUAATBHBIX HACTPOSHHH M CYHLUIATBEHOTO
NIOBEJIEHUsI BO BpeMs IIpHeMa 3CLUMTANIoNpaMa WM cpaly e MOcie NpeKpalleHus
JIEYEHHUS.
% Coo0ienns 0 naHHBIX SIBNEHUSX NMOCTYMHIM B OTHOLUEHHH JiedeGHOro Kiacca
CHO3C.

| Knacc-agpgpexm

[Ipy npoBeneHHH 3MUAEMHOIOTHYECKUX HUCCIENOBaHUM C y4yacTHEM MAlHEHTOB B
Bo3pacte 50 yiet u 6onee coob1IATOCH O MOBHILIEHHOM PUCKE MEPEIOMOB KOCTEH Y
nagueHToB, nonydaromux CHO3C u TpUUUKIWYEeCKHe aHTHIENPECCaHTHI.
MexaHu3Mm, NpUBOASIINN K JAHHOMY PUCKY, HEU3BECTEH.

Cumnmomui ommenbl NOCAE OKOHYAHUSL IeYEHUS

ITpexpawmenne npuema CUO3C/CHUO3CH (B 0cOOGEHHOCTH pe3Koe), Kak MpaBHIIo,
MPUBOJUT K BOBHHKHOBEHHIO CUMITTOMOB OTMeHBbl. Haubonee yacto HabnonaroTcs
TaKHe peakUMH, KaK TOJIOBOKPYXKEHHE, CEHCOpHble HapylleHUs (BKIroYas
IMapecTe3uI0 U OLUYIIEHHE 3IEKTPOLLIOKA), HapyllIeHHe CHa (BKJIH0O4asi OECCOHHULYY U
ApKHe CHBI), BO30yXaeHHe WM OecrnoKOMCTBO, TOIIHOTA H/KUJIKM PBOTa, TPEMOP,
CIyTaHHOCTH CO3HAHHS, MOTOOTAEJeHHUEe, TOJOBHas Oo0Jib, Auapes, ydallleHHOe
cepauebueHre, OMOUMOHANbHAS HEYCTOWYHBOCTh, pa3APaXUTENBHOCTh U
paccTpoiicTBa 3peHHs. Kak mMpaBuiio, AaHHBIE SBIEHHS HOCAT JIETKYK HIIH

YMEPEHHYIO CTCIICHb TAXECTH U MPOXOAAT CaMOCTOATENIBHO, OAHAKO Y HEKOTOPHIX
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MaLKMEHTOB OHW MOTYT NMPUHUMATH TSDKENYo ¢hopyy U ObITh OPOHEHKMIRIBEHEIMY.

Takum oOpa3zoMm, korga HEOOXOAMMOCTH JIEYEHHS 3CLUTAJIONPaMOM OTIAJaeT,
pEKOMEHAYeTCS OTMEHATH MpenapaT MyTeM MOCTENEHHOrO CHUXXEHHS O3l
Cnyuau yonunenus unmepeana QT

Coobwanoces o cnydasx yanuHeHust uHtepBasia QT u BEHTpUKYISpHOH apUTMHH,
BKJIIOYAs JKEJTYINOYKOBYK TaXHKApAWIO THIA «IHUPYIT», MNPEUMYIIECTBEHHO Y
MALMEHTOB J>KEHCKOrO TII0Jla, C TUIMOKAIMEMHUEH WM paHee CyILECTBYIOLIMM
yuinHenneM — uHTepBana QT  wnM  OpyruMuM  cepA€4YHO-COCYAUCTHIMH

3200/IeBAaHUSIMH.

Ilepeno3upoBka

Toxcuunocmo

KnuHMYecKUe AaHHBIE O MepeI03UPOBKE SCLHTATONPAMOM OFPaHUYEHE], H MHOTHE
Cllydad BKJIHOYAIOT B Ce0si OTHOBPEMEHHYIO NEPENO3UPOBKY APYTHX Mpenaparos. B !
OONBIIMHCTBE CJIy4aeB CHMIITOMBI HOCSAT JIEKYIO CTENEHb BBIP@XEHHOCTH HIIH
orcyrctBytoT. O CMepTenBHBIX Clydasx B pe3ylbTaTe Iepelo3MPOBKU
MCKIIIOYUTENIEHO 3CLMTAIoNpamMa cooblaeTcss peKko; B OCHOBHOM HMEET MECTO
TaKXe Mepeao3UpOBKa OIHOBPEMEHHO NPHHUMaeMbIX npenapatos. Jlo3sl B 400 u
800 mr acumTanonpama 6e3 npueMa Opyrux NpenapaToB NepeHoCATcs 06e3 KaKux-
1100 Cephe3HBIX CUMIITOMOB.

Cumnmombl. TIpH TIEpelO3UPOBKE IpernapaTa pa3BUBAeTCs TIOJIOBOKPYXEHHE,
TPEMOp, @XKHUTALMUA, TOLIHOTA, PBOTa, apTepHabHas [MIIOTEH3Ms, TAaXMKapus,
yanmuHenye uatepsana QT, rUNOKaNMeMus, TUIIOHATPUEMHUS], B PEAKAX CIydasx —
CEPOTOHMHOBBIM CHHAPOM, Cep/leuHbIE apUTMHH, CyJOPOTH M KOMa.

Jleuenue: crieuMpUUECKU aHTHIOT HeusBecTeH. JIedeHHe CHMINTOMATHYECKOE:
obecrieyeHUe TMOCTOSHHOIO MPHUTOKA CBEXEro BO3AyXa, MOLIEpXKKa (QYHKLHH
BHEILHEro [bIXaHWs, aJeKBaTHas  OKCUTeHAlMs, KOHTPOJb  CEpAEYHOH
JeSTeNbHOCTH,  IIPOMBIBAHHWE  JKely[dKa, Ha3HaueHHWe  IHTEPOCOPOEHTOB.

@opCcHpOBaHHBIN JUYpe3, FeMOAHAIN3, remonepdy3us He 3P PEKTUBHBI.
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COTAACOBAHO
B3aumogeiicTBHe C APYrHMH JIeKAPCTBEHHbIMH CPeACFBAMHU

DapmakoouHamuyeckoe 83aumooeucmeue

IIpoTuBOMIOKa3aHHBIE COUETAHHUS:

Heobpamumvie HecenexmusHvlie unzubumopsvr MAQO

Coobuianock 0 ciydasx CEpbe3HBIX HeXeJaTeJbHBIX peakUHd Yy Mal1eHTOB,
nojgy4yaromux KoMOuHUpoBaHHylo Tepamio CHO3C " HeobpamumbviMu
HecenekmugHviMu  uHzubumopamu MAQO, a TakXKe TMalMeHTOB, HENAaBHO
npekpatuBiiuxX Tepanuio CMO3C 1 HavyaBIIKMX Tepamuio TaKUMH HHTHOWTOpaMH
MAO. B HeKOTOpBIX ClTyyasiX y MalHeHTOB pa3BUBAJICS CEPOTOHHHOBBIM CHHIAPOM.
OcuuMranonpam MoxeT ObITh Ha3HaueH yepe3 14 qHeil rocie npexkpamnieH s JeYeHus
Heobpamumbimu HecenekmueHvimu uneubumopamu MAQ. Kak MuHUMYM 7 nHeEH
JIOJDKHO TIPOMTH IOC/€ OKOHYAaHUS MpUeMa 3CLUUTAIoNpamMa, Mpexae YeM MOXKHO
HayUHATh JIEUEHUE Heobpamumbimu HecenekmusHvimu uneubumopamu MAQ.
Obpamumvie cenexkmugnoie unzubumopvr MAO muna A (moxnobemud)

M3-3a pucka pa3BUTHS CEPOTOHMHOBOTO CHHAPOMAa COBMECTHOE NPHMEHEHHE
3CLUMTAIONpaMa ¢ obpamumvimu cenekmusHvimu uxeubumopamu MAQ, Takumu,
KaK moxknobemud, NpOTUBOMOKa3aHo. Eciu ecTh 000CHOBaHHAs HEOOXOIUMOCTH B
NPMMEHEHUM TaKOW KOMOMHaUMM, JieYeHHWe CTOWT HA4YMHATh C MHUHHMAaJIbHOM
PEKOMEHyeMOM 03Bl MO YCUIEHHBIM KIIMHUYECKUM HabIloIeHHEM.
Obpamumbvle nHecenexmugHole uHzubumopvl MAQO (nunezonuod)

AHTHUOMOTHK /NuHe301U0 SIBISETCS 06pamumeiM HECeNeKmuUBHbIM UHSUOUMOPOM
MAO v He [OMXKEH NPUMEHSTBCS Yy MALUEHTOB, MONYYAIOUMX TEPAIUIO
scuuranonpamoM. Ecnu ectb 060cHOBaHHast HEOOXOAUMOCTD B IPUMEHEHHH TaKOM
KOMOUHAIINH, JIEYeHHE CTOMT HaYMHATh C MUHMMAJIBHBIX 03 MOJ BHUMATEILHEIM
KIMHUYECKUM HaOMIOIeHUEM.

Heobpamumvie cenexmugnvie unzubumopor MAQO muna B (cenezunum)
HeobxoarmMa 0CTOpO>XXHOCTS B Cllydae COBMECTHOTO MPUMEHEHHUS 3CLUTaIoNpama 1

Heobpamumozo cenexmuenozo uneubumopa MAQO muna B (cenezununa) u3-3a pucka
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pa3BUTUS CEPOTOHHUHOBOTO cuHApoMa. Cenezunun B fo3ax no 10 MOB HEHB yEfiernHo

NPUMEHSIICS COBMECTHO C paLleMUPOBaHHBIM LIMTAJIONIPaMOM.

Jlexapcmeennuie cpedcmsa, yonrunaowue unmepsan QT

dapmakoknHeTHYeCcKHe U (apMaKOoJUHAMHUYECKHE UCCIIeNOBaHUS 3CLUTANIONpaMa
B COYETaHHWHU C JAPYTMMH JIEKapCTBEHHBIMH IIpernapaTaMH, KOTOpBIE YIIMHSAIOT
uHtepBan QT, He mnpoBogunuch. AANUTUBHBIA 3(deKkT scuuTasonpamMa Hu
yKa3aHHBIX JIEeKapCTBEHHBIX IIpENnapaToB HE MOXET OBITh HCKIIO4YeH. Takum
o0pa3oM, OJHOBpPEMEHHBI TNpHEM JCUMTaloNpamMa C JIeKapCTBEHHBIMU
npenapaTamH, KOTopsle yImuHAIOT uHTepBan QT, Takumu kak anmuapummuueckue
cpeocmea Knacca IA u 111, netiponenmuxu (Hanpumep, npou3gooHele peHomuazuna,
NUMO3UO, 2QN0NepuUdoN), MPUYUKIULECKUE QHMUOENpPecCanmol, HeKOmopbie
aHmumukpobHole azenmol (HarpUMEp, CHAPELOKCAYUH, MOKCUPDIOKCAYUH,
apumpomuyux 1V, nemmamuouH, npomueomanapulinvie npenapamsi, OCOOEHHO
eanogharnmpur), HEKOTOPBlE aHmMusucCmamurHvle npenapamsel (acmemuson,
MU301GACMUH), TPOTUBOTIOKa3aH.,

OleOBDCM@HHBIfI IIpHEM TIpenapaToB, KOTOPEIE TPEOYIOT OCTOPOXHOCTH TIPH

HCIIOJIB30BAHHH .

Jlexapcmeennvle cpedcmea, cHudxcalowue nopoz CyOOPOICHOU 20MOBHOCMU
OcuMTaonpaM MOXeT CHHXXaTh IOpPOr CyHOpOXHOW roToBHOCTH. Heobxomumo
COOMIOAAaTh OCTOPOXHOCTh MPU OJHOBPEMEHHOM NPHMEHEHMH 3CLUTajIonpama M
OPYTUX CPEINCTB, CHUXKAIOLIMX TOPOT CYAOPOXXHOM FOTOBHOCTH (mpuyukiuueckue
aumudenpéccanmbz, CHO3C, Heuporenmuku — HNpOU3BOOHbIE @EHOMUAZUHA,
muokcanmena u 6ymupogheHona, meghnoxuna u mpamaoona).

Ipy ONHOBpEMEHHOM IPUMEHEHUM npenapamos Iumusi U mpunmopana
3a()MKCUPOBAHEBI CIy4Yau YCUJICHUS NEHCTBUS dCLUTATIONpaMa.

OnHOBpeMeHHOE TIpUMEHEHUE C npenapamamu 36epobos NpoObIPABNEHHO20
(Hypericum perforatum) MOXeET MPUBECTH K YBEIHYEHUIO 4Kcla MOOOYHBIX

3pdexToB.
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AnmukoazynaHmul U cpedcmea, BAUAIOUWUe Ha ceepn wieaemocntd Wo%‘%? A0

[Ipy OOHOBpEMEHHOM IIPMMEHEHUH AaHTHKOAry/JsiHTOB MU JApPYrUX IMpernaparos,
BJIMSIOLIMX Ha CBEPTHIBAEMOCTH KPOBH (HaNpUMED, amunuyHvle HeuposenmuKu u
Npou3800HblE ¢enomuasuna, MPUYUKIUYECKUE aHmuodenpeccarnmbi,
AYeMUICaNuUYunio8as Kucioma U HecmepouoHble NpPOmMUB080CNANUMENbHbLE
npenapamol, MUKIONUOUH, OUNUPUOGMON) MOXET BO3HUKHYTH HapylleHHe
CBEPThIBAHHUS KPOBH.

OcudTayionpaM He BCTyNaeT C 3maHoAoM B  (papMakoAMHAMUYECKOe WIIH
dbapmakokuHeTHYeCcKoe B3aumonercTeue. OnHako, Kak M B Clly4ae C APYyTHMH
NICUXOTPONTHBIMHM JIEKAPCTBEHHBIMU CpPENCTBaMH, OJHOBPEMEHHOE IpUMEHEHHE
3CIUTANONpaMa U aJIKOTOJisl HE pEKOMEHAYETCS.

JlexapcmeenHnvie  cpedcmeq,  8bi3blBANOWUE  SUNOKANUEMUIO/2UNOMASHUEMUIO
Tpebyercs cobmofaTh OCTOPOXHOCTh IPU OJHOBPEMEHHOM IPUMEHEHUHU
NIeKapCTBEHHBIX CPEICTB, BBI3BIBAIOILINX pa3BUTHE
TMITIOKAJIHEMUH/THIIOMAarHUeMMH,  TMOCKOJIbKY  TNPHU  JAaHHBIX  COCTOSTHHSX
MOBBIIIAETCS PUCK Pa3BUTHUS 3JI0KAYECTBEHHBIX apUTMHUH.

DapmakokuHemuyeckue 83aumoo0etcmeus

BnusiHMe Ipyrux JIEKapCTBEHHBIX CPEACTB HA (baDMaKOKI/IHeTPIKY cuuTaJonpamMa

MeTtabonu3M 3CUUTAIONpPaMa OCYLIECTBISETCSS B OCHOBHOM IIPH IOMOLIH
depmenta CYP2C19. ®epmentst CYP3A4 u CYP2D6 takxe MoryT y4acTBOBaTh B
MeTabonu3Me, XOTS U B MeHbIIEH cTeneHn. MeTabou3M OCHOBHOTO MeTabouTa,
S-AUT (nemeTHIMPOBaHHBIN dCLUTANIONPaM), HaCTUYHO KaTanusupyercs CYP2D6.
OnHoBpeMeHHOe BBeINEHHE JdcUuTalionpama U omenpasona 30 Mr pas B AeHb
(uarubutop CYP2C19) npuBeno x ymepeHHomy (mpubnusutensHo Ha 50%)
YBEJTMUEHHIO KOHUEHTPALKUH CLMTATIONpaMa B I1a3Me KPOBH.

OnHoBpeMeHHOe BBeAeHUE dcuuTanonpama u yumemuouna 400 mr 2 pasa B AeHb
(0Ot UHrHOHUTOp (epMEeHTOB CpenHed CHIBI) MPHBENO K  YBEJIUYEHHIO

(mpubnusutensHo Ha 70%) KOHLEHTpaUMM 3CUMTATIONpaMa B IUIa3Me KpOBH.
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DcuyTanonpaM HeOOX0IUMO C OCTOPOXHOCTHIO KOM 'HHHpOBaTE & ﬁm%rgﬁ{@uuom.

PexoMmeHnayeTcst KOppEKTUPOBKA AO3BI.

TakuM o0Opa3oM, MpenapaT HYXHO C OCTOPOXHOCTBIO KOMOWHHUpPOBAaTh C
unruburopamu CYP2C19 (Takumu Kak omenpason, 330menpason, ¢ay80KCAMUH,
JIGHCONPA30, MUKIONUOUH) UK yumemuouHom. Ilocne oTcnexxnBaHusi MOOOYHBIX
3¢ ¢heKkToB, BBI3BAaHHBIX OJHOBPEMEHHBIM IPUMEHEHHEM MApPYIHX IIpenaparos,
MOJXeT MoTpebOoBaTHCS CHUXKEHUE 036l ICLUTATIONpaMa.

BiusiHye sciMTasonpaMa Ha bapMaKOKMHETHKY JPYTHX JIEKADCTBEHHBIX CPEACTB

Ocuuranonpam sBisieTcss HHrubutopom ¢epmenta CYP2D6. Heobxozumo
coONMIOJaTh OCTOPOXXHOCTH MPH OAHOBPEMEHHOM MPUMEHEHUH ICUHUTAIONpaMa H
JIeKapCTBEHHBIX MpErnapaToB C Y3KUM TEpaneBTUYECKUM IHana3oHOM, KOTOPhIE B
OCHOBHOM MeTabOJIM3UPYIOTCS NaHHBIM (GEepMEHTOM, HampuMep, ¢rexkauHuoa,
nponagerona u memonponona  (IJis  UCIONB30BaHHUS TMpPH  CepAeYHOH
HEeIOCTaTOYHOCTH), WU HEKOTOPBIX JIeKapCTBEHHBIX npenapaTos,
Bo3zaercTByromux Ha [THC, koropeie B ocHoBHOM Metabonusupyiorces CYP2D6,
HanpMep, AaHTHAENPECCAHTOB, TaKUX KaK O0e3UnpamuH, KIOMUNPDAMUH U
HOPMPUNMUAUH WA Heuponenmukos, TaKUX KaK pucnepudoH, muopudasuH W
2anonepuoon. MoxeT ObITh pEKOMEHI0BaHA KOPPEKTUPOBKA JO3BI.
OnHOBpeMEHHBIH MPUEM MPETAPATOB C 0e3UNPAMUHOM UITH MEMONPONONOM TIPUBEI
K JIBYKpAaTHOMY YBEJWYEHHIO KOHLEHTpaluu AaHHeIX cybcrparoB CYP2D6 B
T1a3Me KpPOBH.

HccnenoBanue in vitro MoKa3aid, YTO 3CLUTAIONPaM MOXET Takke ObITh cabbIM
uarudburopom CYP2CI19. PeKomeHnyeTca C OCTOPOXHOCTBIO HCIOJIb30BaTh
npenapat OJAHOBPEMEHHO C JIEKapCTBEHHBIMHM CPEACTBAaMH, MeTabOIU3MpYyEMBIMU
YPZC]0.

Oco0Oble ykazaHusn

IIpumenenue ¢ unzubumopamu MAQO

OcuuTaiionpaM Henb3s Ha3HayaTh OAHOBpeMEHHO ¢ uHrubutopamu MAO us-3a
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pHCKAa pa3BUTHS CEPOTOHMHOBOTO CHHAPOMa. O yTanonpa(i\?r IR0 5 rry,

Ha3HaueH uepe3 14 [HeH Tmocne TMpeKkpalleHHsl JieYeHUs HeoOpaTHMBIMU
uHru6uropamu MAO u kak MUHUMYM 4epe3 | JeHb Mnocie npeKpalleHus JeYeHus
obpatumeiMu uHruburopamu MAOQO Tuna A (MokiobeMun).

Kak MuHuMyM 7 gHe# OKHO MPOWTH nocie OKOHYaHUS MpHUeMa 3CLUTaNIonpama,
Npexe 4YeM MOXXHO HauMHATh JIeYeHHe HeceleKTUBHBIMU HHrHOuTopamu MAOQ.
Ipumenenue npenapama y demeu u noopocmkos, He docmuzuux 18 nem
AHTHENpECCaHThl MPOTUBONOKAa3aHbl JETSAM H MOAPOCTKAM B Bo3pacTe 40 18 et
13-32 MOBBIILIEHHOI0 PUCKa BO3HUKHOBEHUS CYMLUAAIBHOTO MOBEAEHH (TIOTMBITOK
CyWIMa M CYMUMOAIBHBIX MBICIEH), BpaxaeOHOCTH (C npeobiagaHueM
arpecCUBHOrO MOBENEHNUs, CKIIOHHOCTH K KOH(POHTALIMU U pa3ipakeHus).

YV monodeix nooeti mnadwe 25 nem ¢ penpeccued U APYTHMH IMCHXMYECKHUMH
HapyLIEHUSIMH aHTUAECTIPECCAHTHI, 10 CPaBHEHHUIO C Iaine0o, MOBBILIAKOT PUCK
BO3HMKHOBEHHUS CYMIMAAIBHBIX MBICIEH W CYHMUHOATBHOTO MoBeneHus. [loaTtomy
IIpY Ha3HaYEeHHUH Tpenapara U JIIoObIX IpYruX aHTHAETPECCAHTOB MOJIOABIM JIFOSM
Miazgme 25 JeT CleLyeT COOTHECTH PUCK CyHLHAA M [IONIB3Y OT HX npuMeHeHus. B
cllydae TIPUHSTHS PEIIEHHs O Hayaje Teparvd aHTHACNPECCAHTAMH MALEeHT
AOJKEH HaXOAUTHCS MO TIATENBHBIM HabMIOJEHHEM C LIEJIBI0 PAHHETO BhISBIEHHS
HapyILIE€HWH UM U3MEHEHUH MOBENCHHUS, & TAK)KE CYHIIUNANBHBIX HAKIIOHHOCTEH.
Ilapaodokcanenas mpegoza

IIpy npuMeHeHMH mpenapaToB, NPUHAMIEXKAILMX K TEparieBTHYECKOW TpyIne
CHUO3C, Bkmoyas 3CLMTANONpaM, CleIyeT YYHUTBIBaTh, YTO Yy HEKOTOPBIX
NIALMEHTOB C MAaHUYECKMMM paccTpoiicTBaMu B Hauase neueHus CHUO3C moxer
Habmonatecs ycuieHue TpeBord. [lomoOHas mapamokcalibHas peakuus OOBIYHO
Mcuye3aeT B TEYEHHUE MEPBBIX ABYX Helenb jedeHus. YToObl CHU3UTh BEPOSTHOCTD
BO3HUKHOBEHHS aHKCHOTeHHOro 3¢ dexTa peKOMeHAYEeTCS HCIOJb30BaTh HHU3KHE

HavdaJIbHBIC NO3bI.
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COTrJIACOBAHO

Snunenmuyeckue npunaoku
[TpueM acuuTanonpama cielyeT MpeKpaTuTh, €CIH Y MalkeHTa BIIEpBEIE CIIy4aeTcs
SNMUIENTHYECKUH MPUNANOK MM YYallaloTCs ero MPUCTYNsl (Y TaUHEHTOB C
SMUNIENICHel B aHaMHe3e).

[Taumentam ¢ HecrabunbHOM 3nunencuent cnexyert uzberats npuem CHUO3C, a 3a
NalKMeHTaMH C KOHTPOJUPYEMOH JITUIIENICHEH CleyeT TIIATEIbHO HAabMI0naTh.
Manusa

OcuMTanonpaM peKOMEHAYETCS C OCTOPOXXHOCTBIO Ha3HA4aTh [MalHEHTaM ¢
MaHHWeH, TMroMaHued B aHamHe3e. IIpM pasBUTMH MaHMaKaIbHOTO COCTOSHMS
3CUMUTANIONPaM JOJKEH OBITh OTMEHEH.

Huabem

Y naluueHTOB ¢ caXxapHbIM AUAOETOM JIeYeHHE ICLUTATIONPAMOM MOXET H3MEHHUTh
YPOBEHb IIIOKO3bI B [1a3Me KpoBH. [loaToMy MoxeT moTpeGoBaThCst KOppeKLUs 103
UHCYJIHHA W/UIIH NepOPATBHBIX THIIOTTTMKEMUYECKUX NPenaparos.
Cyuyud/cyuyudanoHoie MeICAU UIU KIUHUYECKOE YXYOUleHUe O0enpecCusHblx
COCMOAHUU

Heobxoaumo TinatensHoe HabmofeHHe 3a NaLMEHTaMH, MPHHUMAIOIIHMH
aHTHUJENpeCCaHThl, 0COOEHHO B Hauasie Tepariu U3-3a BO3MOXXHOCTH KIIHHHYECKOTO
YXYIIIEHUs /WK MOSABIEHUS CyHIMAQTBHBIX MbICTIei U noBeneHus. Kimunuueckuit
OMBIT NIOKA3bIBAET, YTO MOBBILIEHHBIH PUCK CYyMIIMIa, KaK MpaBHIIO, HabmomaeTcs
Ha paHHUX CTaJUAX BBI3LOPOBIEHHS.

Jlpyrue ncuxudeckue pacCTpOHCTBA, MPU KOTOPBIX HA3HA4YalOT 3CLUTANIONpaM,
TaKXe MOTYT OBITh CBSI3aHBI C MOBBIIIEHHBIM PUCKOM CYHLIMIANBHBIX JAEHCTBUH U
nposiBneHuii. Kpome toro, 3tu 3aboneBaHust MOTYT COIYTCTBOBATh JEMPECCUBHOMY
PacCcTpOMCTBY TSHXKENOH cTeneHr. Mepbl IpeloCTOPOXKHOCTH, COOTIOAAr0IIHECS TIPH
neyeHUH OONBHBIX C AENPECCHBHBIM PAcCTPOWCTBOM TSKENIOW CTETeHM, TaKKe
HeoOxonuMo coOnrofaTh MpH JIEYEHHH TMAlMEeHTOB C APYTHMH ICHXHYECKHMH

paccTpOUCTBaMH.
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M3BecTHO, YTO MaUMEHThl C CYWUUOAIBHBIMH AEHCTBUAMHU GATTpONBIEHUIMU B

aHaMHe3e, WK Te, KTO MPOSBIsAI CYMUMOANBbHYIO HalnpaBle€HHOCTh MBILUIEHUS [0
JleYyeHus, TOoJABepraloTcs OoNblIeMy PpHCKY CYUUMIAIBHBIX HaMEPEHHH WU
MOMBITOK, TIO3TOMY 3a HUMH CJIeyeT TIIATebHO HaONIogaTh BO BpeMs JeUeHHSs.
MertaaHanus m1ane60-KOHTPOTUPYEMBIX KITHHUYECKHX UCTIBITaHUH
aHTHUIENPECCAHTOB Y B3POCIHBIX ITALIMEHTOB C IICHXHYECKHUMH pacCTPOHCTBAMH
MOKa3ajl TOBBILIEHHBIH pPHUCK CYULUAAIBHOrO IOBENEHHs IpH  IpHeMe
AHTHENPECCAHTOB MO CPaBHEHMIO C IUanebo y MauueHTOB B Bo3pacTe MeHee 25
ner. TmatenpHOe HaOIIOEHUE 3a MAllUEHTaMH, B YaCTHOCTH, JTUL@AMHU C BBICOKHM
PHCKOM, IO/KHO COMYTCTBOBAaTh MENWKAMEHTO3HOW Tepamud B OCOOEHHOCTH B
HavaJie JICUeHHS U 110C/e U3MEHEHHUS NO3bI.

[TaleHTOB U JIHL, OCYILUECTBIAIOWUX yXO 32 OONBHBIMM, CIENyeT NpeNyNpeauTh
0 HEOOXOIUMOCTH OTCJIEXKHUBATh JIFO00E KIMHUYECKOE yXYAIIEeHHE, CyULIUAIbHOE
NOBEJEHHE WM HaMepeHMs, a TakXe HeoOblYHble U3MEHEHHUs B [OBENEHUH, U
HEMeIJIEHHO oOpaliaTeCs K Bpayy, €CIM OHU 3aMETUM NPOsBIEHUE TaKUX
CHUMIITOMOB.

Axamuzus/ncuxomomopHoe 8036yxicoeHue

[Tpumenenne CHUO3C cBsi3aHO C pa3BUTHEM aKaTH3UHM — COCTOSIHHS, KOTOpOE
XapaKTepU3yeTCsl HENPUATHBIM H3HYPHUTENbHBIM OIyILEHHEeM OeClOoKOWCTBA H
THIIEPAaKTHBHOCTHIO M YaCTO COMTPOBOXKAAETCSH HECTTOCOOHOCTHIO CUAETDH MU CTOATh
Ha OMHOM MecTe. Takoe cocTosiHue Hanbosiee BEpOsATHO BO3ZHUKAET Ha NPOTSKEHUH
MepBBIX HECKOJBKHUX Heaenb Tepanud. [loBellleHHWE O3Bl MOXET HaBPEAUTh
MalMeHTaM, Y KOTOPBIX BOZHUKIIM TaKME CUMIITOMBI.

TI'unonampuemus

Ha ¢oHe mpuema mpenapara BO3HHKaeT MMIIOHATPUEMHUS, BOZMOXXHO CBSI3aHHas C
HapylIeHWeM CEKpeUWHd aHTuauypeTrdeckoro ropmona (AIl'). O6s14HO Hcyesaer
TP OTMEHE Teparuu.

Heo6GxoauMo cobmogaTe OCTOPOXHOCTH ITPY HAa3HAYEHUH [Ipernapara raiyeHTam,
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UMEIOIMM B aHAMHE3€ HUJIKM BXOASAIIHUM B IpyIIITy prUCKa paBBHT%rlgﬁﬂg%q"pﬂeMHHZ

MOXXHJTBIE JTFOAH, TTAMEHTHI C LIHPPO30M TIEUeHH.

Kposomeuenue '

Ha ¢oHe npuema scuuranonpaMa BO3MOXXHO pa3BUTHE KOXHBIX KPOBOH3IMSHHUHA
(3xxuM03 U mypnypa). HeobxoaumMo ¢ OCTOpOXHOCTBIO MPUMEHSTH Mpenapar y
MAlMEHTOB C pHUCKOM pAa3BUTHS KPOBOTEYEHHH, a TaKXKe MPUHUMAIOIIUX
nepopajbHble aHTUKOAryJISHTBl W IIperiapaTthbl, BIHUSIOIIME Ha CBEPTHIBAEMOCTH
KPOBH.

Inexkmpocy00poAHCHAS mepanus

Heob6xomuMo cobitofath OCTOPOXHOCTh MNpPU OZHOBPEMEHHOM INpPUMEHEHUU
npenapata ¥ dnekTpocynopoxHoi Teparnuu (OCT) B CBA3M ¢ OrpaHUYeHHBIM
OTIBITOM NMPUMEHEHHUS.

CepomoHuHo8bili cUuHOpOM

Y nauueHToB, npuHUMaroux scuutanonpam u apyrue CMO3C onHOBpeMeHHO ¢
CEepOTOHMHEPrHYECKUMH [IperapaTamM, B pPENKHX Cly4asX MOXET pa3BUTHCA
CEPOTOHHMHOBBIA  CHHAPOM. O pasBUTHM [JaHHOrO 3aboJNeBaHHs  MOXET
CBHUIETEJILCTBOBATh COYETaHHWE TAKUX CHUMIITOMOB, KakK BO30YyXXIEHHE, TpPemop,
MHOKJIOHYC W TuneprepMus. [Ipy yka3aHHOW CHUTyallud CleIyeT HeMeIJIEHHO
npekpatuth npueM CUO3C 1 cepOTOHMHEPTHUYECKOTO JIEKapCTBEHHOTO MpenapaTa
¥ Ha4yaTh CUMIITOMaTHYECKOE JIEUCHHE.

Cumnmom ommeHbvl NoClie NpeKpawjeHus leyeHus

CHMIITOMBI OTMEHBI TMPH MpPEeKpalleHUH JIEYEHHUs SBISIIOTCS OOIIMMH, 0COOEHHO
€CJIM JIeYeHHE NMPEKPaTUIIK pe3Ko. B KIMHUYECKHUX HCCleIOBaHUAX HeXemaTebHbIe
ABJIEHUS] TIPU OTMEHe JieYeHUs Habirojanuck MpuMepHo y 25% mauueHTos,
NoJiy4aBLIMX dcLUTangonpam, Uy 15% nauueHToB, IpUHUMAaBLIKX IL1a1edo.

PHCK OTMEHBI JIEUEHHUS MOXKET 3aBUCETh OT HECKOJIBKUAX (DaKTOPOB, B TOM YHUCIE OT
IJTUTENIEHOCTH, O3B! IPH JIEUEHHH, a TaK)Ke CKOPOCTH CHIKeHHUs 103bl. Haubonee

qacTo Ha6JI}OIIalOTC5{ TaKH€ PpEaKIIMHu, KaK TOJIOBOKPYXEHHE, CEHCOPHBIC
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HapylIleHus (BKJIIOYAs MapecTe3vi0 W OUIyLIeHHs|ynapa ToxdOM)JARapyiifenus cHa

- (Brrovyasi 6€CCOHHUILY M SIpKH€ CHBI), BO30yXXeHUe Uil 6eCrOKONWCTBO, TOLIHOTA ‘
W/WIIA PBOTA, TPEMOpP, CITyTAHHOCTh CO3HAHHUS, MOTOOTAENEHHE, rOJIOBHAs 0OJb,
ovapesi, yd4alleHHOe  cepAueOHeHHe, OMOLMOHANbHAas  HEYCTOMYMBOCTH,
Pa3apaXUTENBHOCTh M paccTpoicTBa 3peHus. Kak npaBuno, faHHBIE CHMITTOMBI
HOCHT JIETKYIO WJIH YMEPEHHYIO CTENEHb TSXKECTH, OAHAKO Y HEKOTOPBIX NallHeHTOB
OHH MOTYT IIPUHHUMATH TSKENTYI0 GopMy.

OHM OOBIYHO BO3HHKAIOT B Te€YeHHE IEepPBBIX HECKONBKHUX AHEW IOCiie OTMEHBI
JIeYeHusl, TPH ITOM TOpa3lo pexe CooOWAaeTCss O CXOAHBIX CHUMITOMAax Yy
MaLMEHTOB, KOTOPBIE CIIyYaiHO MPOMYCTUIIU 103Y.

Kak mnpaBuno, aTtH CHMITOMBI ABJSIOTCS CaMOM3IEYMBAIOMIUMHCA U OGBIMHO
MPOXOIAT B TeueHHEe 2 HeOesb, XOTS Y HeKoropfﬂx JrOAe MOryT HabJromaThes
bonee mnutenvHoe Bpems (2-3 mecsua U Gonee). Iloatomy pexomeHnyercs
MOCTENEHHO CHIKATh 103y 3CLUTAoNpaMa IOocie OTMEHHI JICYeHUs] B TEYEHHE
HECKOJIBKHUX HeJleNib UJTH MEeCSLeB, B 3aBUCUMOCTH OT NNOTpeOHOCTEH nauuenTa.
Hwemuueckas bonesns cepoya

B CBA3M C OrpaHWYEeHHBIM OMBITOM TNPUMEHEHHs HeoOXxoauMo coOronaTh
OCTOPOXXHOCTh NpH MPHMEHEHHM TMperapara y TMaudeHTOB C HIIEMHYECKOH
6onesnsto cepaua (UBC).

Cnyuau yonunenus unmepeana QT

BbLI0 yCTaHOBJIEHO, YTO JCLIMTAJIIONPAM CTAHOBUTCS MPUYMHOW J0303aBUCUMOTO
yinHenuss QT-unrepBana. Cnyuan ynnuHenus uHtepBaia QT u xenynoukoBo#
apUTMHHM, BKJIKOYAs IBYHANpPaBlIEeHHYIO TaXUKapauio, ObUIH 3aperucTpUpOBaHbl BO
BpeMsl [OCTPETMCTPALMOHHOIO IepuoJa, NPEUMYILIECTBEHHO Yy IIallMEHTOB
)KEHCKOTO T0Jia, C TMIOKAJTHEMHEH, WM C yXX€ CYIIEeCTBYIOLIUM YJUIMHEHHEM
uHTepBasia QT unu ApyruMu cepreyHo-coCy IUCTHIMU 32a00IeBAaHUSIMH.
PexoMeHayeTcss MpOSBAATE OCTOPOXHOCTh TNpPH pPEKOMEHAAlMU TMpenapaTa

NauueHTaM C CUJIbHOM 6pa11nxap1114e171, nalfMeHTaM Mnocji€ HEAaBHO NNEPEHECEHHOTO
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ocTporo HMHGpapKTa MHOKapia HWIM C HEKOMIIEHCHPOBRWHOIL 0 EoeRIeUHOM

HELOCTaTOYHOCTEIO.

ONEeKTPONUTHBIE HapyILUIEHMs, TakKhe KaK THUIIOKaJIMeMHs] W THUIIOMarHueMus,
YBEIMYUBAIOT PHUCK OIIACHOM apUTMHMH, M YyKa3aHHble 3a0ojieBaHUs CleqyeT
KOpPpUTHUpPOBAaTh JO Ha3HA4YEHUs SCLIUTANIONpaMa.

Ecnu npenapar Ha3HayaeTcs NalMeHTaM C MOCTOSHHBIM 3abojieBaHUEM cepaua, A0
Havasia JieueHus cienyet penats OKI.

Ecnu BO BpeMs je4eHHs 3CLMATAIONPAMOM TMOSBISIOTCS IPU3HAKUA CEepACYHOU
apUTMUH, ClieyeT OTMEHUTH jeyeHue u caenats OKI'.

OcuMranonpaM He BCTyMaeT C ajKorojeM B (apMaKOJAWHAMHYECKOE MM
bapmakokuHeTHYeCKoe B3auMozeicTBue. OnHaKo, Kak U B Cliydyae C APYTHMH
TICUXOTPOMNHBIMH JIEKAPCTBEHHBIMHU TIpernapaTtaMy, OJAHOBpPEMEHHOE NpHUMEeHEHUe
3CUMUTAJIONPAMa U aJIKOr0Jisl HE PEKOMEHIYEeTCS.

Bausinne Ha CnocOOHOCTL YyNpaBJ/ieHHSI TPAHCNOPTHBLIMH CPeACTBAMH,
MeXaHH3MaMH

B nepuon npuMeHeHMs JScUMTAIONpaMa CledyeT BO3AEPXKAaTbCsA OT 3aHATHH
MOTEHLHAIBHO OIMAaCHBIMU BHUJIAMH [ESTEIBHOCTH, TPeOYIOIMMH ITOBBILIEHHOM
KOHLIEHTpALMM BHUMaHUs U OBICTPOTH] ICMXOMOTOPHBIX pEaKLIHH.

®opma BbINyCKA

Tabnetku, nokpeIThIE MIEHOYHOM 060104KOH 5 Mr, 10 Mr, 20 Mmr.

[To 7, 10 wimn 14 Tabnerok B KOHTYPHYIO SYEMKOBYIO YITAKOBKY H3 TIUJIEHKH
nonuBUHUNXJIOpUAHON unu miueHku [IBX/TIBAX wnu mnenku [IBX/TIXTOO wu
(G oNbru aFOMUHUEBOM NEYaTHOM JJTAKUPOBAHHOM.

ITo 2, 4, 8 KOHTYPHBIX SYEHKOBBIX YHAKOBOK 10 7 TabJIETOK HJIM MO 2 KOHTYPHBIX
A4eiKoBBIX ynakoBkd mo 10 tabnerox unu mo 1, 2, 4 KOHTYpPHBIX SUEHKOBBIX
yIakoBKHU 1o 14 TabneTok BMecTe ¢ MHCTPYKLHEH MO TPUMEHEHHIO NMOMEIAlOT B

naykKy U3 KapToHa.
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YeaoBus XpaHeHus . COTJNACOBAHO

XpaHuTh Npyu TemnepaType He Bbille 25 °C B ynakoBKe NMPOU3BOAUTEIS.

XpaHUTbH B HEJOCTYTIHOM JIs IeTel MecTe.

Cpok roaHocTH

2 rona.

He npuMeHsTh MO UCTEYEHUH CPOKa FOAHOCTH.

YcaoBus oTnycka

Otmyckaercs 1o peuenTy.

IOpuanyeckoe JaHLO, HAa HMS KOTOpPOro BbIAAHO PErHCTPAlHOHHOE
YAOCTOBEpEHHE:

3A0 «Kanondapma nponakisy, Poccus

141100, MockoBckas obnacts, r. LLlenkoso, yi. 3apeynas, a. 105.

Ten.: (495) 797-99-54, dakc: (495) 797-96-63.

Ionywums oononnumensHesle OanHble 0 npenapame, HANPABUMb NPEMEH3UIO HA
€20 Kauecmeo, 6€30nacHOCmb, COOOUUMb O HEMHCENAMENbHBIX 1EKAPCMEEHHbIX
peakuuax modxcno no meneghonam: +7 (909) 907-72-50, 8 (800) 700-59-99

(6becrimatHast nMHUA 24 yYaca) WM Ha cailiTe www.canonpharma.ru B paszene

«IlonuTHKa B 06nacTu KayecTBay - «be3onacHOCTh NpenapaTosy
IIpousBoauTenb:

3A0 «KanoHndapma npopakin», Poccus.

3aM. MEQULIMHCKOTO JUPEKTOP H.M.llImoHoBa

M3 PO
3KCIEPTHBIY OTYET

TEMCTBUTEIEH i1 JAHHOM
BEPCHH JOKYMEHTA
0000000004
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