NMHCTPYKIINA
11O MEJUIIMHCKOMY TTPUMEHEHUNIO JIEKAPCTBEHHOI'O TIPEITAPATA
Topenao® Ky-1ag®
Torendo® Q-tab®

PerncrpannonHblii HOMep:
Toprosoe Hanmenosanue: Topen0® Ky-1a6®
MesKkayHAPOAHOE HENATEHTOBAHHOE MM I'PYNIUPOBOYHOE HAMMEHOBAHHE: PHCIIEPHIOH

JlekapcTBeHHas opma: TabNETKH, AUCTIEPTHPYEMBIE B TIOJIOCTH PTa

Cocras

1 TabiieTka, AuceprupyemMas B moJioctu pra, 0,5 mr/1 Mr/2 Mr coepKur:

Heticmsyrowee sewecmeo. pucnepunon 0,50 mr/1,00 mr/2,00 mr

Bcnomozamenvhvle 6eujecmea: MaHHUTOIN, OyTUIMETAaKpUiIaTa, AJUMETUIAMUHOSTUIMETAKpUiaTa u
MeTwiIMeTakpuiatra cononumep [ 1:2:1], moBunon K25, nemitono3a MuUKpokpucTauimieckas, tui 102,
rumnposio3a HuskozamenieHHas LH-21, acnapram, KpocroBUI0H, KpacUTENb JKejle3a OKCU KPaCHBIN
(E172), apoMaTH3aTOp MATHBII, apOMATH3aTOP MEHTOJIOBHIIZ, KA CHIMKAT, MATHHS CTeapaT
lApomarusatop MATHBIM: ManbTONEKCTPUH, AKAIMH KaMelb, COPOMTON, MSATHI MONEBOH Macio,
JIEBOMEHTOL.

2 ApOMaTH3aTOpP MEHTONOBHII: MATLTOAEKCTPHH KyKypYy3HBIH, apOMATU3UPYIONIHE KOMIOHEHTEI.

Onucanue

prrﬂble, CJICTKA JABOSKOBBIITYKJIBIC TabIIeTKN CBCTJIO-PO30BOI'0 IB€TAa C BUAUMBIMU BKPAIIJICHUSIMMU.

dapmakoTepaneBTHYeCKas IPyNNa: Jpyrue aHTUIICUXOTHYECKHUE CPEICTBA

Koa ATX: NO5SAX08

DapMaKoJIOrHuecKue CBOMCTBA
Dapmakoounamuxa
Pucnepuaon — cenekTHUBHBIIT MOHOAMHUHEPTUYECKUN aHTAarOHUCT, 00JIaAaeT BHICOKMM CPOJICTBOM K

CCPOTOHNHOBBIM 5-HT2 u I[O(I)aMI/IHOBBIM Dz-peueHTopaM. PI/ICHCpI/IJIOH TAKXXC CBA3BIBACTCA C



anbQai-agpeHopenenTopaMud M B MeHblIed crenmeHM ¢ Hi-rucramMuHOBbIMM U anb(ar-
aZipeHopeLenTopam; He 00Ja4aeT TPOITHOCTHIO K XOJIMHOPELEIITOpaM.

Pucnepunon yMmeHbIIAeT MNPOAYKTUBHYIO CHUMOTOMATHKY IIM30(PEHUH, BBI3BIBAET MEHBIICE
MOJABJICHUE MOTOPHOM AaKTUBHOCTM M B MEHBLIEH CTENEHW HHIYLUUPYET KaTaJClCHIO, YEeM
KJlaccuueckue HehponenTuku. COallaHCUPOBAaHHBIM LIEHTPAIbHBIM AHTAarOHU3M K CEPOTOHUHY H
noaMuHy CHIKAeT BEPOSTHOCTh Pa3BUTH OKCTPANUPAMUAHBIX HAPYHIEHUH M pacHIMpseT
TEpaneBTHUECKOE JEHCTBHE IMpernapara ¢ OXBAaTOM HETraTUBHBIX M a(PQEKTHBHBIX CHMITOMOB
mu30(peHun.

DapmaKkokuHemuka

Bcacvisanue

Pucnepunon mocine npuema BHYTPh MOJHOCTBIO aOcOpOMpyeTcs, IOCTHras MaKCHMAaJbHBIX
KOHIIEHTpalui B 11a3Me KpoBH uepe3 1-2 yaca. AGcontoTHast OMOAOCTYITHOCTh PUCIIEPHUIOHA TTOCTIE
npuema BHYTpb coctaBiusier 70 %. OtTHocuTenbHas OMOJOCTYHNHOCTh IOCIE MpHEMa BHYTpb
pucnepuona B ¢Gopme TadIeTOK cocTaBisier 94 % mpu CpaBHEHHWH C PHCICPUIOHOM B (opme
pactBopa. IlpueM nuiu He oka3bIBaeT BIUSHUSA Ha abcopOuLuIo Mpenapara, O3TOMY PUCIIEPHIOH
MOXHO TPHUMEHSATh HE3aBUCHUMO OT BpEMEHM InpuemMa nuiyd. PaBHOBecHass KOHIIEHTpALMS
pHUCIEepUIOHA B OpTaHU3Me Y OOJBIIMHCTBA MMAIIUEHTOB JOCTUTaeTcs B TeueHue 1 nusa. PaBHoBecHas
KOHLEHTpalus 9-ruipokCupucnepuiona JOCTUraeTcs B Te4eHue 4-5 nHen.

Pacnpeoenenue

Pucnepunon 6sicTpo pacnpenensercss B opranusme. O0beM pacnpenenenus cocraniser 1-2 i/kr. B
IUIa3Me€ KPOBU PHUCIIEPHJIOH CBSI3bIBAETCS C albOYMHUHOM M aiib()ai-KUCIBIM TJIMKOIMPOTEHHOM.
Pucnepunon Ha 90 % cBsi3pIBaeTCsl OeKaMu T1a3Mbl KPOBH, 9-ruapokcupucnepuion — Ha 77 %.
Memabonusm u evleedenue

Pucnepunon wmerabonusupyercss B nedeHn ¢ ydactueM wuzopepmenta CYP2D6. OcHoBHOM
MEeTa0oIUT — 9-TUAPOKCUPHUCIIEPHIIOH, KOTOpBIM 00Jamaer CXOAHOH (apMaKoIOrH4ecKoil
AaKTUBHOCTBIO C pHUCHEpUIOHOM. PucnepunoH u 9-rufpoKCHPHUCIIEPUAOH COCTABISIIOT AKTHUBHYIO
aHTUNcuxoTnueckyto ppakuuro. Mzodpepment CYP2D6 noasepkeH reHeTUYECKOMY MOTUMOPPHU3MY.
VY manmMeHToB ¢ MHTEHCHBHBIM MeTabonu3moM 1o u3odepmenty CYP2D6 pucnepumon ObICTpo
npeBpalaeTcs B 9-ruipoKCUpUCIIEpPUIOH, B TO BpeMs KaK y MalMeHTOB CO CIaObIM MEeTaboIM3MOM
o uzoepmenty CYP2D6 3TOT mporiecc mporcXoAuT 3HAYNTEIBHO MeJIeHHee. XOTs Yy MalleHTOB
C HHTEHCUBHBIM METa0OJIM3MOM KOHIEHTpAallUs pHUCIIEPUIOHA HUXe, a KOHLEHTpauus O9-

THUAPOKCUPUCTICPUOHA BBIIIC, YCM Yy MAIMCHTOB CO c1a0bIM MCTaGOHI/ISMOM, (I)apMaKOKI/IHeTI/IKa



AKTHBHOM aHTUIICUXOTUYECKOM (pakIuy mocie mprueMa 0JHON WIN HECKOJIBKUX 7103 CXOAHAs B 00euX
rpynnax nanueHToB.

Hpyrum myTtem Metabonu3Ma pucrnepuaoHa sBisercs N-nesankunupoBanue. MccnemoBaHusi B
yCI0BUSX IN VIO Ha MHKpOCOMax IEUYCHM YEIOBEKa MOKAa3alid, YTO PUCIEPUIOH B KIMHUYCCKH
3HAYUMBIX KOHIIEHTPAIMSIX CYIIECTBEHHO HE HHTUOUPYET MeTa00IM3M JICKaPCTBEHHBIX MIPENapaTosB,
OMOTpaHCHOPMHUPYIOLIUXCS MO ACUCTBUEM N30(PEPMEHTOB cucTeMBbI IIuToXpoma P450, B ToM uncie
CYP1A2, CYP2A6, CYP2C8/9/10, CYP2D6, CYP2E1, CYP3A4 u CYP3AS. Uepes Henento mocie
Hayvaja npuema pucrnepugona 70 % mo3bl BBIBOAUTCA MOYKaMH (TIPU ATOM BBIBEJICHHE PUCIIEPUIOHA
U 9-TUPOKCHUPHUCIIEPUIOHA ITOYKaMH cocTaBisieT 35-45 % OT nmpuHATON 103bI, OCTABLIASICS YaCTh —
HEaKTUBHBIE MeTabonuThl) U 14 % — uepe3 kumieyHuk. [locie mpuema BHYTpPh Y TAIMEHTOB C
ncuxo3aMu nepuo noiyBeiBeaeHus (T%2) pucnepumoHa cocTaBisieT OKojo 3-X yacoB, 172 9-
TUAPOKCUPUCTICPHUIOHA U aKTUBHON aHTUIICUXOTHYEeCKOol (ppakuuu — 24 yaca.

Jluneunocms

Konuenrpanusi pucnepujoHa B IUIa3Me€ KpPOBHU IPSMO IPOINOPLMOHATIbHA MPUHUMAEMOW J03€ B
TEparneBTUYECKOM JIMaNa30He J103.

DapmakoKuHemuKa y omoeabHblX ZPYRN NAUUEHNO08

Tayuenmoi nodxcunozo 6o3pacma, nayueHmsl ¢ HapyuieHuem QYyHKyuy nedeHu u novex

[Tocne oAHOKpaTHOro IpHEMa PHUCHEPHUJIOHA y MAUEHTOB IOXKMIIOIO BO3pacTa KOHLIEHTpALUs
AKTHUBHOM aHTHIICUXOTUYECKOHN (h)pakiMK B TUIa3Me KPOBU yBEIMYHMBAIACh B cpenHeM Ha 43 %, Tz —
Ha 38 %, a kimupeHc ymenbaics Ha 30 %.

Y manueHToB € IOYEYHOM HEIO0CTaTOYHOCTHhIO HAOJIOAAJIOCh MMOBBILIEHHE IJIa3MEHHOM
KOHIEHTPAallUd U TOHI)KEHHE KIHMpPEHCa aKTUBHOM aHTUIICHUXOTUYECKOW (pakIuu B CpelIHEM
Ha 60 %. YV manueHTOB ¢ MEeYeHOYHOH HEJIOCTATOYHOCTHIO KOHIIEHTPALMM PUCHEPUAOHA B TUIa3Me
KPOBH HE M3MEHSJINCh, OJHAKO CpPEOHssl KOHLEHTpalus CBOOOAHOW (pakuuu pHCIEpUI0HA
yBenuuuBaiach Ha 35 %.

Jlemu

PapMaKOKMHETHKA PHUCHEPUIIOHA, 9-TUAPOKCHUPUCIIEPUIOHA W AKTHMBHOM AHTHUIICMXOTHYECKOMN
¢dpakuuu y gereil conocTaBUMa ¢ TAKOBOH Y B3POCIIBIX MAI[UEHTOB.

Ilon, pacoeas npunaonexcHocmy, KypeHue

[TonmyAsIMOHHBIN (papMaKOKMHETUYECKUH aHAINW3 HE BBISIBHII OUEBHUIHOTO BIMSHUS 110J1a, Pachl MK

KypeHHUsl Ha (hapMaKOKUHETHKY PUCIEPUIOHA U aKTUBHOW aHTUTICUXOTHYECKON (hpaKiuu.



IHoka3anusi K NpUMeHEHUI0

Jleuenne mm30(peHnH y B3pOCIBIX U 1eTei oT 13 ser.

JleueHre MaHHMAKAJIbHBIX SIH30/I0B, CBS3aHHBIX C OUIIONSPHBIM PACCTPOICTBOM, CpPEIHEN U
TSDKEJIOW CTETNIEHU Y B3POCIbIX U aeTel oT 10 mer.

Kparkocpounoe (10 6 Hezielnb) JieYeHHUE HEMPEKPAIAIONICHCS arpecCud y MalUeHTOB C
JIEMEHIINEH, 0OYCIOBJICHHOW OOJIe3HBIO AJbIreliMepa, CpeaHeld W TsDKEJIOW CTENEHHU, He
noajaromieiics HedapMaKoJIOTUYSCKUM METOJaM KOPPEKIWW, W TpPH HAIWYUM PHUCKa
NPUYMHEHUS Bpe/la MAIMEHTOM CaMOMYy ce0e MITU IPYTUM JIUIIAM.

Kpatkocpounoe (10 6 Hellenb) CUMOTOMATHYECKOE JIEYeHHE HEMPEeKpallaroIieiics arpecCuu B
CTPYKTYp€ pacCTpONCTBA MOBECHUS Y IeTel OT 5 JIeT U CcTaplle ¢ YMCTBEHHOM OTCTalOCThIO,
JTUArHOCTUPOBAHHOU B COOTBETCTBUU ¢ KpuTepusimu DSM-IV, ipu koTopoii B cuity TskecTu
arpeccuy WIM WHOTO JNECTPYKTHBHOTO IMOBEACHHUS TPEOyeTCs MEIMKAMEHTO3HOE JICUCHHE.
®dapmakoTepanus J0JDKHA ObITh YAaCThIO KOMIUJIEKCHOM MPOTPAMMBI JICYCHUS, B TOM YHCIIe
MICUXOJIOTHYECKUX U 00pa30BaTeIbHBIX MEpOINpPHUATHI. Pucnepunon momkeH Ha3HA4aThCs
CHEIMAIMCTOM B 00JIACTH IETCKON HEBPOJIOTUU U JETCKOW NICUXUATPUH UIH BPAauOM, XOPOIIIO

3HAaKOMBIM C JICUCHHCM paCCTpOﬁCTB MMOBCACHUS Y JeTei u IMOAPOCTKOB.

Hponmonoxa:;amm

['MnepyyBCTBUTENBHOCTD K PUCIIEPUIOHY M/MITH JIFOOBIM JIpYyT'MM KOMIIOHEHTaM Ipenapara.
DEHUIIKETOHYPHSI.
Penko BcTpeuaromiasicst HacaeICTBEHHAs: HEEPEHOCUMOCTh (PYKTO3BI.

Ilepnon rpy1HOTO BCKapMJIMBAHMS.

C 0CTOPOKHOCTHIO

3aboneBaHus CepJCYHO-COCYAUCTON CUCTEMBbI (XpOHUYECKas cepliedHasl HeJOCTaTOYHOCTb,
NepeHeCeHHbIN NH(APKT MUOKap/a, HapyLIEHUS IPOBOIUMOCTH CEPIEYHON MBIIIIIBI);
00€3BOKMBaHNE U TUTIOBOJIEMHS;

HapYIICHUS] MO3TOBOT'O KPOBOOOPAIIICHHS,

6ome3ns [lapkuHcoHa;

CYIOpOTH (B TOM YHCIIC B aHAMHE3E);

MOYeYHasi W/WIM TMEYeHOYHasl HeJOCTATOYHOCTh TshKenmoi cremeHu (cMm. pazgen «Cmocod

MMPUMCHCHUA U I[03BI)));



e 350ynoTpelieHne JeKapCTBEHHBIMU CPEACTBAMHU WJIH JIEKAPCTBEHHAS 3aBUCUMOCTb;

® COCTOSIHUSA, NMPEAPACHOIaraloliie K pa3BUTUIO TaXUKaApAUU THUIA «UPYIT» (Opamukapaus,
HapylLIeHHE OJIJIEKTPOJUTHOro OajlaHCa, OJHOBPEMEHHOE IPUMEHEHHE JIeKapCTBEHHBIX
cpencts, yummHsMomux naHTepBai QT);

® OIyXOJIb MO3ra, KHIIEYHas HEMPOXOAMMOCTb, CIy4au OCTPOH Iepel0o3MPOBKHU JIEKAPCTB,
cunapom Peiie (mpoTUBOPBOTHBIN 3 (HEKT pucnepugoHa MOXKET MACKUPOBATH CHUMIITOMBI
ATUX COCTOSIHUI);

e (axTopsl pucKa pa3BUTHs TPOMOOIMOOIINY BEHO3HBIX COCYJIOB;

e Oouesnb quddy3Hbix Tenen Jlepu;

® TPUMEHEHHUE Yy MAIMEHTOB MMOXHUJIOTO BO3pacTa ¢ IepeOpOBACKYIAPHON AEMEHITUEH;

e OEpEeMEHHOCTb.

IIpumeHeHnne npu 6epeMEHHOCTH M B IIEPUO/l TPYIHOTO BCKAPMJIMBAHUA

bepemenHocTh

CooTBeTCTBYIOIIME JlaHHBIE O IPUMEHEHUM pUCIEpUJ0Ha y OEpeMEeHHBIX OTCYTCTBYIOT. B
UCCIICIOBAaHUSX Ha JKUBOTHBIX HE OBUIO BBISBJIEHO TEPATOTCHHOIO JAEHUCTBHUS PpHUCIEPHUIOHA.
IToTeHumanbHpIi pUCK IPUMEHEHHS PUCIIEPUIOHA Y YEJIOBEKA HE U3BECTEH.

[Tpu nprMeHEeHUN aHTUICUXOTUYECKUX CPEICTB (B TOM YHUCIIE PUCHEPUJIOHA) B TEUEHUE TPETHErO
TpuMecTpa OEpeMEHHOCTH HOBOPOXKJIEHHbIE IOABEPXKEHbl PHUCKY pa3BUTHUA  OOpPaTHUMBIX
HKCTpanMpaMHIHbIe CHMITOMOB W/WJIM CHHIPOMA «OTMEHBD», KOTOPbIE BApbUPOBAIKCH 10 CTEHEHU
TSOKECTH M JuinTenbHOCTH. CooOlIanock O ciaydasx aXUTAllWW, MBIILEYHOM THUINEPTOHUM WM
TUIIOTOHUH, TPEMOpA, COHJIMBOCTH, PACCTPOMCTBA JBIXaHWUS W 3aTPYJHEHHUSIX IPU KOPMIICHUHU.
[ToaToMy HOBOpOXXKJEHHBIE, MaTepu KOTOPBIX MPUHUMAIM PUCHEPUTIOH BO BpeMs OEpEeMEHHOCTH,
JIOJKHBI HAXO/AUTHCS MOJ1 TIATENbHBIM HaOII01€HUEM.

[pumenenne npenapata Topenno® Ky-1a6® Bo BpeMs GepeMEHHOCTH BO3MOXKHO TONBKO B TOM
ClIy4ae, eCiau OKMJaeMas I0JIb3a JUIsl MaTepH IPEBBINIAECT NOTEHIMAIBHBIN pUCK 1 mioAa. 1lpu
HEOOXOJUMOCTH TpEKpallleHusi Tepanuu BO BpeMsi OEpEeMEHHOCTH CcJeayeT MPOBOAUTH OTMEHY
Ipenapara MocTENneHHoO.

[lepuoa rpyHOrO BCKapMIMBaHUS

B uccnenoBaHMsX Ha WBOTHBIX PHUCIEPUIIOH U 9-TUAPOKCHUPUCIIEPUIOH NPOHUKAIM B TPYIHOE
MOJIOKO. DBBIIO Takke IpOJEeMOHCTPUPOBAHO, YTO PHUCHEPUAOH M 9-TUAPOKCUPHUCIIEPHUIOH B

HEOOJIBIINX KOJIMYECTBAX IMPOHUKAKOT B I'pyAHOC MOJIOKO YCJIIOBCKA. Her pmanHBIX O Pa3BUTHHN



no00uHbIX 3((}HEKTOB y MIAJACHIIEB NMPU TPYJHOM BCKapMiauBaHuU. [lo3TOMy BOmpoc O rpyJHOM
BCKapMJIMBaHUM JIOJKEH PEIIATHCS C YUETOM BO3MOXKHOI'O PUCKa JIJIsl peOeHKa.

DdepTUabHOCTD

Kak u gpyrue jgexapcTBeHHbIE NpenapaThl, KOTOPBIE ABISIOTCS aHTAaroOHUCTaMH Jo0(paMHHOBBIX Do-
pELeNTOPOB, PUCIEPHUIOH TOBBIMIAET KOHILIEHTPAIMIO MPOJIAKTHHA B  IUIa3Me€  KPOBH.
['unepnponakTHHEMHUS MOXKET MOJIABIIATh CEKPELNIO THIOTAIAMUYECKOT0 TOHAA0TPOITMH -PUIIA3HHT -
TOPMOHA, YTO MPUBOAHWT K CHUKCHHIO CEKPEIMH TUIO(PU3APHOTO TOHAJAOTPONUHA. ITO, B CBOKO
ouepellb, MOXET BbI3bIBATh IOJABJICHHE PENPOAYKTUBHON (YHKIMM 3a CYET HapyIICHUS
CTEpOMIOT€HE3a B MOJIOBBIX XKeJle3ax Y MalMeHTOB MY>KCKOI'0 U )KEHCKOT0 IMoJIa.

B MokIMHHYECKUX HCCIIETOBAHUSAX 3HAYUMBIX d((EKTOB HE HAOIIOAAIOCH.

Cnoco0 npuMeHeHHsI U 103bI

[penapar Topenao® Ky-1a6® B nexapcTBenHoit GpopMe TabNETKH, AUCHEPTUPYEMbIe B HOJOCTH PTa,
MOXET NPUMEHATHCA B KA4ECTBE AJIILTEPHATUBBI IIpenapary TOpeHI[0® B JIGKAPCTBEHHOU (opme
Ta6JIeTKI/I y IIanuECHTOB, KOTOpI)IG HUCIIBITBIBAKOT TPYI[HOCTI/I HpI/I HpOFJIaTI)IBaHI/II/I Ta6JIeTKI/I.
TabneTku, qucHeprupyeMble B MOJOCTU PTa, XPYNKUE, TOITOMY UX HE CJeIyeT BhIIABIUBAThH Yepes
donbry ymakoBKH, TaKk KaK OHU MOTYT clioMatbcsa. He cnemyer Oparh TableTKy MOKPBIMH PYKaMH,
TaK KakK Ta6JIeTKa MOXET HA4YaTb paCTBopﬂTBCﬂ.

TabneTky ciemayeT NPUHATh Cpa3y MOCie BCKPBITUS OIUCTEpA.

W3Brieys TaONETKY CEIyeT CIeIyIOIIM 00pa3oM:

1. CornyTh OaUCTEp IO JUHUM Pa3phIBa.

2. BekpbITh O1cTep, OCTOPOKHO MOTSAHYB 32 Kpaid (hOJIbIH.

3. OcTopOoXKHO U3BIEYb TAOIETKY.

4. 3areM TabJIETKY CielyeT HEMEAJIECHHO MOJI0XKHUTh Ha S3bIK U IEPXKATh BO PTY B TE€UEHHUE HECKOJIBKUX
CEKYH/1 JI0 MTOJIHOTO PaCTBOPEHUS, 3aTEM MOYKHO 3alUTh KUAKOCTBIO.

He cnenyer cmemuBaTh TableTKy BO PTY C MUIIEH.

Taxoke MOXHO TOMECTUTH TaOJIETKY B IOJIHBINA CTaKaH BOJIbI U CPA3y BHIIHTb.

HlIuzoppenusn



Bspocnvie

Ipenapar Topenno® Ky-1a6® MOKeT mpUMEHATHLCS OJUH MM J[BA Pa3a B CYTKH.

Hauanenas no3a npenapara Topenno® Ky-1a6® cocraBnser 2 Mr B cyTku. Ha BTopoil aeHb 103y
MO’KHO YBEIHYUTH A0 4 Mr B cyTku. C 3TOr0 MOMEHTa J03y MOKHO JIUOO COXPAaHUTh Ha MPEKHEM
ypOBHE, JTM0O0 MHAUBHUIYAILHO CKOPPEKTUPOBATH NMPU HE0OX0AUMOCTH. OOBIYHO ONTHUMANIbHOM 103011
sBisiercs 4-6 Mr B CyTKU. B psie ciyyaeB MoxkeT OBITH oIpaBiaHO Oosiee MEUIEHHOE YBEIHUCHHE
J103bl U 00JI€€ HU3KUE HaYallbHAsI U MTOEPKUBAIOILAs 103bI.

Jo3bl Bete 10 Mr B CyTKH He IoKa3anu 0osiee BbICOKOM 2(PPEKTUBHOCTH 110 CPAaBHEHUIO C MEHBITUMU
JI03aMH M MOTYT BBI3bIBaTh IOSBIICHUE JKCTPAUPaMHUAHBIX CHUMITOMOB. B cBs3u Cc TeM, 4TO
0€30MacHOCTb 7103 BbIlIE 16 MI' B CyTKH HE M3ydaiach, /103bl BbIIIE 3TOIO YPOBHS IPUMEHATH HE
PEKOMEHIyEeTCHl.

Ilayuenmul noscunoco eospacma

Pexomennyemas HauanbHas no3a — 0,5 Mr Ha nmpuem J1Ba pasza B CyTKU. J{03y MOKHO MHAUBHTyaIbHO
yBenuunBath Ha 0,5 Mr 1Ba pasza B cyTku 10 1-2 Mr 1Ba pas3a B CyTKH.

Jlemu om 13 nem

Pexomennyercsa HauvanbHas go3a 0,5 Mr Ha mpueM OJIMH pa3 B CYTKM yTpoM WM BedepoM. [lpu
HEOOXO0IUMMOCTH JJO3UPOBKY MOKHO YBEITMUHUTh HE MeHee ueM uepe3 24 daca Ha 0,5-1 Mr B cyTKH 110
PEKOMEH/TyeMO 036l 3 MI' B CYTKH IPHU Xopoiei nepeHocuMoct. HeeMoTps Ha 3¢ heKTHBHOCTS,
NPOJIEMOHCTPUPOBAHHYIO TIPH JICUCHUH MH30()PEHUN y MOJPOCTKOB J03aMu 1-6 Mr B CyTKH, He
Ha0JII01aJ7I0Ch TOTIOJIHUTENbHONW 3 PEKTUBHOCTH MPH J103aX BBIIIE 3 MI' B CYTKH, a O0jiee BBICOKHE
7103l BBI3bIBAJIM OouiblIe MOOOYHBIX 3¢ dekToB. [IpuMeHeHne 103 Bhllle 6 MI' B CyTKH HE U3y4alloCh.
[TaruenTam, y KOTOpBIX HAOMIOAAETCSd YCTOMYMBAs COHJIMBOCTb, PEKOMEHIYETCS MpPUHUMATh
IIOJIOBUHY CyTOYHOM J103BI JiBA pa3a B CyTKHU.

OTCyTCTBYET ONBIT IPUMEHEHH B Tepanuu mu3odpernnn y nereit muaame 13 mer.

Manuaxanvhvle InU300bl, C6A3AHHBIE C OUNOJAPHHIM PACCMPOUCMEOM

Bspocnvie

PexoMeHTyemas HauanbHas 103a npenapara Topenno® Ky-1a6® coctanser 2 Mr oJiuH pa3 B CyTKH.
[Tpu HEOOXOIUMOCTH 3Ta J103a MOKET OBITh MTOBBIIIEHA HE MEHEee YeM uepe3 24 yaca Ha | MTI' B CyTKH.
J1st G0IBIIMHCTBA MAIUEHTOB ONTUMAIILHOM 7103011 siBisteTcst 1-6 Mr B cyTku. [IpumeneHue 103 Bbile
6 MT' B CyTKH y TIAIIIEHTOB ¢ MaHUAKAIBHBIMH STTH30/IJaMH HE H3y4aJioCh.

Kak u s mo60# Ipyroil CHMIITOMAaTHYECKON Tepanuu, eIeCO00Pa3HOCTh MPOIOHKCHUS JICUCHUS
npenaparoM Topenno® Ky-1a6® momikHa peryispHo oleHHBATLCS U MOITBEPIKAATHCS.

Hauueumbl NnoJHCUs10c0 so3pacma



PexoMennyemass HavanbHasg ao3a cocrasiser 0,5 Mr Ha mpuem JBa pa3za B CyTKH. J[03y MOXKHO
UHIMBUYyalbHO yBennuuBaTh Ha 0,5 Mr 1Ba pasa B CyTku 10 1-2 Mr nBa pasza B cyTku. OmbIT
NPUMEHEHHS Yy TAIMEeHTOB IMOXKUJIOr0 BO3pacTa OTpaHUYEH, B CBSI3U C 4YeM CIeAyeT cOOJIroaaTh
OCTOPOXKHOCTb.

Ilemu om 10 rem

Pexomennyercs HawanpHas go3a 0,5 Mr Ha MpueM OAMH pa3 B CyTKU yTpoM uiu BeuepoM. Ilpu
HEO0OXOAMMOCTH JIO3UPOBKY MOXHO YBEJIIMUUTH HE MeHee ueM uepe3 24 yaca Ha 0,5-1 mr B cyTku 10
pexomeHayemMonl 1o3bl 1-2,5Mr B cyTku mnpu Xopoueil nepeHocumoctd. HecmoTps Ha
3¢ (peKTUBHOCTH, TPOAEMOHCTPUPOBAHHYIO MPH JICYEHUH MaHUAKAJIbHBIX SMH30/I0B, CBSI3aHHBIX C
OMTIOJISIPHBIM PACCTPOMCTBOM, y neTer mo3amu 0,5-6 Mr B CyTKH, HEe HAOII0JAIOCH TOTIOJTHUTEIIEHOM
3¢ (}EeKTHBHOCTH TMPHU J103aX BHINIE 2,5 MT' B CYTKH, a 0oJiee BBICOKHE JIO3bI BBI3BIBATH OOJIBIIE
no0ouHbIX 3¢ dekToB. [Ipumenenue 103 Bbilie 6 MI B CYTKH HE U3Yy4allOCh.

[TaruenTam, y KOTOPBIX HAOMIOAAETCA YCTOWYHMBAs COHJIMBOCTb, PEKOMEHIYETCS MPUHUMATh
[IOJIOBUHY CYTOYHOM J03bI JIBa pa3a B CYyTKH.

HeoOxonumMo perynsipHO OLIEHHMBATh M IMOATBEPXKIATh 11€JIECO00PA3HOCTb IMPOJOJKEHHS MpHeMa
pHUCTepUIIOHA.

Henpexkpawawowasaca azpeccus y RayueHmos ¢ oOemeHyueil, o00ycio61eHHOU 001e3HbI0
Anvycenmepa

Pexomenyemas HauanbpHas 103a pucnepuiona cocrasiuseT 0,25 Mr Ha npueM JiBa pasza B cyTku. [Ipu
HEOO0XOIMMOCTH BO3MOXXHO HMHIUBHUAyallbHOE yBeauueHue 103bl 1o 0,25 Mr nBa paza B CyTKH C
UHTEpBalioM He MeHee | nHA. J[ns OOoNbIIMHCTBA MAallMEHTOB ONTHMallbHas 103a cocTaBiseT 0,5 mr
JIBa pa3a B CyTKH. Y HEKOTOPBIX MMaLUEHTOB, OAHAKO, 3P(EKTUBHAS 1032 MOXKET COCTABISATH 110 1 Mr
nBa pasza B cyTku. IIpenapar Topenno® Ky-1a6® He nomkeH NpuMeHAThCS Gonee 6 HeAenb HpU
HEMpeKpallaoIeicss arpeccud y NalMeHTOB C  JeMeHIUeH, o0O0yclloBIeHHOH O0JIe3HbIO
Anbnreiivepa. Bo Bpems nedenus npenapatom Topenno® Ky-1a6® neo6xoamma uactas u
peryisipHas OLIEHKa COCTOSIHMSI MallMeHTa JJIsl PeUIeHHs] BOIIpoca 0 HEOOXOIMMOCTH MPOJOJKEHUS
tepanuu. [locae Toro, kak y manueHTta OyneT HOCTUTHYTa IeNeBas 103a, MOKHO MEPEBECTH €ro Ha
peXUM IpHeMa npernapara oJIMH pa3 B CyTKH.

Henpexpawarowasaca azpeccus 6 cmpykmype paccmpoicmea no6e0eHus

Jlemu om 5 0o 18 nem

IManuenTtam ¢ Maccoii Tena 50 Kr 1 6ojiee peKoMeH10BaHa HavyanbHas 103a npenapara Topenno® Ky-
1a6® 0,5 Mr of1iH pa3 B cyTKH. IIpu HEOOXOAMMOCTH 3Ta 1032 MOKET OBITh yBemuueHa Ha 0,5 Mr ouH

pa3 B CYyTKH HC MCHCC YCM 4YCPC3 24 ygaca. I[J'IH OOJIBIIIMHCTBA NalMCHTOB OIITHMaJIbHasA a03a



coctapiusieT | Mr oauH pa3 B cyTku. OIHAKO ISl HEKOTOPBIX MAIMEHTOB MPEANOYTUTEIbHEN TpHeM
o 0,5 MI B CyTKH, TOT/1a KaK APYrUM HaleHTaM TpeOyeTcsl yBeJIMUYeHHUEe 0361 10 1,5 Mr B CyTKHU.
[TarmenTam ¢ Maccoii Tena meHee 50 Kr pekoMeH10BaHa HavajabHas Ao3a npenapara 0,25 mr 1 pas B
cytku. [Ipu HeoOXoaMMOCTH 3Ta 1032 MOXKET ObITh yBenuueHa Ha 0,25 MI oJIMH pa3 B CyTKU HE MEHee
yeM depe3 24 vaca. J{is G0NbIIMHCTBA MAIMEHTOB ONTUMaJIbHAS 1032 cocTaisier 0,5 Mr oauH pa3 B
cyTku. OTHAKO JUIsl HEKOTOPBIX MAIIMEHTOB MPEANOUYTUTEIbHEN prueM 1o 0,25 MT B CyTKH, TOT/Aa KaK
HEKOTOPBIM TpeOyeTcs yBeaudyeHue 10361 10 0,75 Mr B CyTKH.

Kak u qyis mo0oii Apyroit CMMOTOMAaTHYECKON TEpanuH, 11eJIeco00pa3HOCTh MPOAOHKEHUS JICUCHUS
npenaparom Topenno® Ky-1a6® n10mKHa peryispHo OleHUBATLCS U TOATBEPIKAATHCS.

[Ipumenenue y nereit Miaiie 5 et He PEeKOMEH IyeTCsl BBUIY OTCYTCTBHSI IaHHBIX.

Ocoovle epynnbl nayuenmos

Hapywenue ¢ynkyuu novex u neyeru

Y mnanmueHToB ¢ HapyuieHueM (QYHKIUU TOYEK CHIDKEHA CHOCOOHOCTh BBIBEICHUS AKTHUBHOM
AHTUTICUXOTHYECKON (Ppakiuy MO CPaBHEHHIO C APYTMMH TPYNIIAMH ITAIIMEHTOB. Y TAIMCHTOB C
HapylIeHHeM (QYHKIMH TICYEeHU HAOJI0/IaeTCs TMOBBIIICHHAS KOHIICHTpAIUs CBOOOJHOW (pakimmu
pHUCHepuIOHa B TUIa3Me KPOBHU.

HauanpHas u mojaaepKuBaromias 103a B COOTBETCTBUH C NMOKa3aHUSIMH JOJKHA ObITh YMEHbIIICHA B
JIBa pasa; yBEIMYCHUE JI03bl y IMAIMCHTOB C HapylmieHHeM (DYHKIHH TEYCHW M TMOYEK JIOJDKHO
MIPOBOJIUTHCS MEJIJICHHEE.

[penapar Topenno® Ky-ta6® ciemyeT NpUMEHATh C OCTOPOKHOCTBIO y JAHHOH KaTeropuu
MAIUEHTOB.

Cnocoo6 npumenenusn

BHyTpb, HE3aBUCHMO OT BPEMECHH IPUEMa TTHIIH.

B Hauane 1o3upoBaHUs U MPU YBEIHUYEHUH J03bI, @ TAKXKE MPU HEOOXOAUMOCTH MprUeMa JO3UPOBKH
pucnepugona 0,25 Mr cienyeT NPpUMEHSITh COOTBETCTBYIOIINE JIEKAPCTBEHHbBIE (JOPMBI PUCTIEPHI0HA
C BO3MOXHOCTBIO To3upoBaHus 1o 0,25 mr.

[penapar Topenno® Ky-1a6® cieqyeT oTMeHATh nocTeneHHo. [Ipu pe3skoM IpeKpalieHuu pueMa
AHTUTICUXOTHYECKUX IPEMapaToB B BHICOKUX J103aX, B TOM YHUCIIC PUCIEPHIOHA, B OYCHb PEIKHX
CITyJasix HaOJIr0Aali pa3BUTHE CHHIPOMA «OTMEHBD» (TOIIHOTA, PBOTA, TOBBIIIICHHOE MTOTOOT/ICTICHUE
1 OECCOHHMIIA), BOBMOXHBI PEIIUIUBHI TICHXOTUYECKUX CHMIITOMOB U TOSIBJIEHUE HETPOU3BOJIBHBIX
JBMKCHHH (TaKWX KaK aKaTU3HS, JUCTOHUS M TUCKUHE3HS).

Ilepexoo om mepanuu Opy2umu aHMUNCUXOMUYECKUMU NPEnapamamu



B navane npumeneHus npenapata Topenmo® Ky-1a6® pexoMeHayeTcss MOCTEHNEHHO OTMEHSThH
IIPEILIECTBYIOLIYIO TEPAINIO, €CIM 3TO KIMHUYECKH OllpaBlaHo. B ciydae mpenpiayiiel Tepanuu
neno-popMaMH  aHTHIICHXOTHUECKHX IpernapaToB Tepamuio mnpemapatom Topenmo® Ky-ta6®
PEKOMEHJIyeTCsl HauWHaTh BMECTO CIEAYIOLEH 3aljaHupoBaHHOW WHBEKIUU. [lepuognmuecku
ClIelyeT OLIEHWBAaTh HEOOXOAUMOCTh MPOJOJIKEHHS TEKyIled Tepanuu aHTHHApPKUHCOHUYECKUMU

npernapaTami.

ITo0ouHoOE nelicTBHE
Haubonee uacto HabmogaeMbiMu M0OOYHBIMH dddekTtamu (4acTora BO3HUKHOBeHHs > 10 %)
SIBIISTUCH TTAPKUHCOHMU3M, CEaIusl, TOJIOBHAs 00JIb U OECCOHHUIIA.

[ToGounble 3¢ heKTsl pucnepuaoHa B TEPANEBTUYECKUX 03aX MPHUBEACHBI C PaclpeesieHueM 10
4acToTaM M CHUCTeMaM OpraHoB. YacToTy moOouYHBIX 3((HEKTOB KIACCH(PHUIMPOBATH CIETYIOUIM
obpazom: ouenb 4yacto (> 1/10 cayuaes), gacto (> 1/100 u < 1/10 ciayduaes), neuacro (> 1/1000 u
< 1/100 cayuaes), peaxo (> 1/10000 u < 1/1000 cinyyaeB), odensb peako (< 1/10000 ciayuaeB) u ¢
94acTOTa HEM3BECTHA (HEBO3MOYKHO OLIEHUTH YaCTOTY M3 JOCTYITHBIX TaHHBIX).

B kaxmoit wacTtoTHOW TpyIe moOouHbie YPQPEKThH MPEACTABICHBI B MOPSIKES YMEHBIICHUS WX
BaKHOCTH.

Hapywenus co cmoponul cepoya:

4acTo — TaXMKapIus;

HeyacTo — (puOpuiIIALus npencepaunii, aTpMOBEHTPUKYJIsIpHas OJo0Kajga, HapylleHHe MpOBeIeHHUs,
ynnuHenue uHtepana QT na OKI', Opagukapaus, oTkioHeHus nokasareneid Ha OKI', omymienue
cepaneOueHus;

pPEeAKO — CUHYCOBasi apUTMHUSL.

Hapywenus co cmoponsl cocy0os:

4acTo — apTepHalIbHasl TUIIEPTEH3US;

HEYacTo — apTepHaibHasi TMIIOTEH3Us, OPTOCTaTHUECKAasl TUIIOTEH3HSI, TPUIIMBbI KPOBHU K JIUILY;
peaKo — AMO0IIHSI IETOYHOM apTepru, TPOMOO03 TIIyOOKHX BEH.

Hapywenus co cmoponbl Kposu u ium@amuiecKou cucmembi:

HEYacTO — HEWTpONeHHs, CHIKEHHE KOJMYEeCTBA JICHKOLMUTOB, TPOMOOLUTONEHUS, aHEMMH,
CHI)KEHHE TeMaTOKPHUTA, CHUKEHHE KOJIMYECTBA Y03MHO(DUIIOB;

PEKO — arpaHyJIomHUTO3 .

HdpyW@HUﬂ CO CNMOPOHbL HepGHOIZ cucmemaul.
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O4YCHb 4aCTO — c€aluAa, COHJINBOCTD, HapKI/IHCOHI/I3M4, rOJIOBHasA 60J'IB;

9acTO — aKATU3MS", IUCTOHMSA?, TOIOBOKpYKEHHE, TUCKHHE3HSA, TPEMO;

HEYACTO — TO3JHSS JTUCKUHE3MS, UIIEMHUs TOJIOBHOIO MO3Ta, OTCYTCTBHE OTBETA Ha CTUMYIIAIUIO,
TMOTepsl CO3HAHWS, CHIDKCHHBIH YpPOBEHb CO3HAHMS, CYIOpPOrH®, OOMOpPOK, IICHXOMOTOpHAs
TUIICPAKTUBHOCTh,  HApyIICHHWE  pABHOBECHUs, HaApYIIEHHWE KOOPJWHAIMH, IOCTYpaJIbHOE
TOJIOBOKPY>KCHHE, HApYIIICHNE BHUMAHUS, TU3apTPUSL, JUCTEB3Hs, TUIIECTE3HsI, TAPECTE3HS;

pEenKo — 3710KauecTBEHHBIN HeliponenTuueckui cunapom (3HC), nepedpoBackyisipHble HapyLIEHUS,
nrabeTudecKas KoMa, TPEMOP TOJIOBBI.

Hapywenus co cmoponul opeana 3penus:

4acTO — HEYETKOE 3pEeHUE, KOHBIOHKTHBHUT;

HEYaCTO — CBETOOOSI3Hb, CYXOCTh TJIa3, YCUJICHHOE CJIE30TCUCHHE, THIICPEMHUS Ii1a3a;

penKo — TIayKoMa, HEMpPOU3BOJbHBIC BpAIICHHS TJIa3HBIX f0JO0K, HapylIeHHE ABIKEHUU Tiasa,
06pa3oBaHKe KOPOK Ha KPalo BeKa, HHTPAONEPAHOHHbIH CHHAPOM APAOIIOi paLy KK,

Hapywenus co cmoponvl opeana ciyxa u 1a0UpunmHole HApYyuleHus.:

HEYaCcTOo — IIIyM B yIIaX, BEPTHUTO, OOJb B yXe€;

Hapywenus co cmoponsl OvixamenbHOU cucmembl, Op2aHo8 epYOHOLL KIeMKU U CPeOOCHEeHUsL:

4acTO — OJIbIIIKA, 00JIb B 00JIACTH TOPTAHM U IJIOTKH, Kallle)Ib, HOCOBOE KPOBOTCUEHHUE, 3AJI0KEHHOCTh
HOCA;

HEYaCTO — aCMUpPAI[MOHHAs THEBMOHMUS, 3aCTON B JICTKUX, HAPYIICHUE JIBIXaHUS, XPUIIbI, CBUCTSIICE
JBIXaHUE, 3AJI0)KCHHOCTb JIBIXaTSIBHBIX ITyTeH, TUCPOHHUSI, PACCTPOUCTBO CO CTOPOHBI JABIXATCIHLHOM
CHCTEMBI,

PENKO — CHHIIPOM aIltHO? BO CHE, TUIIEPBEHTHIIALINS.

Hapywenus co cmoponvwl srceny0ouno-kuueuno2o mpakma.

yacTo — 00np B 00JIaCTH JKMBOTA, NUCKOMGOPT B KEIyJKEe, PBOTA, JAUApes, 3amop, TOIIHOTA,
TUCTIETICHSI, CyXOCTh CITU3UCTON 000JI0YKHU MOJIOCTH PTa, 3yOHAas 0OIb;

HEYacTo — HeJlep)KaHue Kaja, (pekasoma, raCTpOIHTEPUT, TUCHATHS, METCOPU3M;

PENKO — MaHKPEaTUT, HEITPOXOIUMOCTh KHIIIEYHHKA, OTEUHOCTh SI3bIKA, XCHIIUT;

OYEHb PEJIKO — UIIEYC.

Hapywenus co cmopoHbvl nouex u Mo4esblgo0AUux nymel:

4acTo — DHYPE3;

HEYACTO — INOJUIAKWYPHUs, 3aACPIKKA MOYCBBIACICHUA, TU3YPUS.

HdpyW@HUﬂ CO CMOPOHBL KOJMHCU U NOOKOMCHBIX MKAHEL:
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YacTO — CBIIb, S)PUTEMA;

HEYacCTO — KpaIluBHUIIA, 3YJ, aJOIMELHs, TUIEPKEepaTo3, IK3eMa, CYXOCTh KOXHU, U3MEHEHHUE I1IBETa
KOXH, aKHE, CEOOPEUHBIN IEPMATUT, BOCTIAJICHUE KOXKHU, HAPYIICHUE KOKHBIX TTIOKPOBOB;

PEAKO — TOKCHUKOJIEPMUS, TIEPXOTh;

o4yeHb penko — orek Kaunke, cuHapom CtuBeHca-/[)KOHCOHA/TOKCHUUECKH AIUAECPMaIbHBIN
HEKPOJIU3.

Hapywenus co cmopoHbl ckelemHo-MbluleyHOU U COeOUHUMENbHOU MKAHU!

YaCTO — MBIIICYHBIC CITa3Mbl, 00JI€3HEHHOCTh CKEJIETHBIX MBIIIII, 00JIb B CIIMHE, apTPAJITHS;

HEYaCTO — IIOBBIINICHHE AaKTUBHOCTH KpeaTMH(POCPOKHWHA3bl B IUIa3ME KPOBH, BBIHYKJICHHOE
MIOJIO’KEHHUE Tella, TYTOIMOIBIKHOCTh CyCTaBa, OTCK CyCTaBa, MbIIIIEUHas C1ab0CTh, OOJb B 11IEe;
penIKo — pabAOMHOIH3.

Hapywenus co cmoponvl 3HOOKpUHHOU cucmemsi.

YaCTO — TUMEPIPONAKTHHEMHSA
pPENKO — HapyIIeHUE BBIPAOOTKU aHTHANYPETUYECKOTO TOPMOHA, TIIFOKO3YPHSI.

Hapywenus co cmoponwvl obmena éewgecms u numanus:

YacTO — HNOBELIIICHUE MACCHI TeJIa, IOBELIIICHNUE alllIeTHTa, CHIDKCHHE alllICTUTA;

HEYaCTO — CaxXapHblil AuabeT?, THIePIIIMKEMUS, OIMIUIICHS, CHIJKCHHE MAcChl Tela, aHOPEKCHS,
MOBBIIICHHE KOHIICHTPAIMK XOJIECTEpHHA B IIJIa3Me KPOBH;

PEIKO — BOIHAS MHTOKCHKAIAS®, TUTIOTIIMKEMUS], THIIEPUHCYTNHEMHUS, TIOBBIIICHNAE KOHIICHTPAIIHH
TPUTJIULIEPUIOB B TUIa3Me KPOBH;

OUYEHb PEIKO — TUabeTUYECKUI KeTOalnI03.

Hnghexyuonmnvie u napasumapnovie 3a001e6aHUsL:

4acTO — MHEBMOHUS, OpOHXUT, MH(MEKIIMU BEPXHHUX JbIXaTEIbHBIX MYyTeW, CUHYCUT, WH()EKIUu
MOYEBBIBOJIAIINX MyTeH, UHPEKIIUN yXa, TPHIIII;

HEYAaCTO — MH(EKIUU IbIXaTeNbHbIX MyTeH, HUCTUT, MHMEKIMH Ta3, TOH3WUINT, OHUXOMHUKO3,
¢dermona, MecTHast UH(EKIUs, BAPYCHbIe HHPEKIINU, aKapOJIepMaTuT;

penKo — UHQEeKIus.

Obwue paccmpoticmea u HapyuleHus 8 Mecme 68e0eHUs:

4acTo — oTek”, TMXOpajKa, aCTeHHs, YTOMISEMOCTb, OO0Ib;

HEYaCTO — OTEK JIMIA, IOBBIIIEHUE TEMIEPATYPbI TENA, HAPYILIEHUE TOXOAKHU, TII0X0€ CAMOYYBCTBUE,
Kaxaa, TMCKOMQOPT B 00JIaCTH TPYIHON KJIETKH, 03HOO, HEJOMOTaHue, TUCKOM(OPT;

PEAKO — THUIIOTECPMHUA, ITOXOJIOJAaHUC KOHe‘IHOCTefI, CHMIXXCHUC TEMIICpaTyphel TEjIa, CHHIAPOM
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«OTMCHBI», YINIOTHEHHUEC OPIraHOB U TKaHeflg.

Hapywenus co cmopoHvl uMMYHHOU cucmembl:
HEYAaCTO — TUIEPYYBCTBUTEIbHOCTH;
penKo — aHaduIaKTHUeCKas PeaKIus .

Hapywenus co cmoponvl neuenu u sicenueaubl8o0aujux nymeti:

HEYaCTO — MOBBIIICHNE aKTUBHOCTH TPAaHCAMHMHA3 B IJIa3ME KPOBH, MOBBIIICHUE AKTUBHOCTH raMMa-
nIyTaMuiITpancdepassl B miia3Me KPOBH, MOBHIIICHNE aKTUBHOCTH (DEPMEHTOB MEUYCHH,

PENKO — JKeNTyXa.

Hapywenus co cmoponbl nososwix 0peanos u MOJLOYHOU JHcene3vl.

HEYaCTO — OpPeKTWIbHAs AUCOYHKIWS, HapyIIeHHE DJSKYJISALWH, aMEHOpes, HapylieHHe

MCHCTPYAJIbHOT'O I_II/IKJ'Ia4, TMHCKOMACTHUA, T'dJIaKTOPEA, CCKCYyaJibHAsd ,Z[I/IC(l)YHKI_[I/IH, 00JI€3HEHHOCTD

MOJIOYHOM KCIIC3hbI, IlI/ICKOM(l)OpTHI)IG OIIYIICHHA B MOJIOYHOM KEIIC3€C, BBIACICHUS U3 BJlarajuiia,

pE€aAKO — HpI/IaHI/I3M3, 3aICPIKKa MCHCTPYAJIbHOI'O IHUKIIA, HECIIOCOOHOCTH IAKYJIAINU, Harpy6aHHe

MOJIOYHBIX KCJIC3, YBCIMYCHNEC MOJIOYHBIX KCJIC3, BBIACICHUC U3 MOJIOYHOM JKCJIC3HI.

bepemennocmu, nociepodosulii nepuood u nepuHamanibHble COCMOSHUAL

PENKO — CHHIPOM «OTMEHBD» Y HOBOPOXKICHHBIX" .

Hapywenus ncuxuku:

OYeHb 9acTO — OeCCOHHMUIA™:

4acTo — HApYIICHUS CHA, BO30YKIeHHUe, IeTIpeccus, TPEBOra,

HEYacTO — MaHHH, CITyTAHHOCTh CO3HAHUS, CHIDKEHUE JTUOU0, HEPBO3HOCTH, HOUYHBIE KOIIIMAPHI;
penko — yrutonienue addexra, anoprazmusi, KaTaTOHUS,, COMHAMOYITH3M;

OYEHb PEJIKO — PACCTPOUCTBO IMHUIIEBOTO MOBEICHHUS, CBSI3aHHOE CO CHOM.

1 ['uneprnponakTHHEMUsT B HEKOTOPBIX CJIydasx MOXKET OBITh NPUYMHOW TOSIBICHUS
TUHEKOMACTUH, HapyIIEHUH MEHCTPYallbHOTO IIMKJIa, aMEHOPEH, aHOBYIALIUU, TaJaKTOpeH,
HapyHIeHus PepTUIbHOCTH, CHUKESHUS TUOUTI0, IPEKTHILHON TUCHYHKITUH.

2 B xone nnarne60-KOHTPOJIMPYEMBIX UCCIEIOBAaHUHN caxapHbBIN TraldeT ObLIT 3apeTUCTPUPOBAH y
0,18 % y4YaCTHHKOB, TOJYYaBIIUX PHUCIEPUIOH, MO cpaBHeHHIO ¢ vactoroil 0,11 % B rpymme
wrane6o. OOmas vacroTa BO BCEX KIMHMYECKUX HcclefoBanusx cocrtasmina 0,43 % y Bcex
MAalUEeHTOB, MOJIYyYaBIINX PUCIIEPUIIOH.

3 He nabmronanoch B KIMHUYECKHUX HCCIEAOBAHUSAX DPHUCIEPHUIOHA, HO HAOIIOAAIOCH B XOJIE
MOCTPETUCTPAITMOHHOTO PUMEHEHHS PUCTICPUIOHA.

4 SKCTpaHI/IpaMHILHBIC HapyHmICHUA MOT'YT OBITh CJICAYIOIUMU: TTAPKUHCOHNU3M (FI/IHCpCCerL{I/IH
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CJIIOHBI, PUTHAHOCTH CKEJIETHBIX MBbIIIL, MApKUHCOHU3M, CIIOHOTEYEHUE, PUTHIHOCTH IO THUITY
«IIECTePEHKW», OpaIVKWUHE3Ws, THIIOKMHE3Ws, MacKoOoOpa3HOE IMII0, MBIIIEYHOE HaIPsHKCHHE,
AKMHE3Us, PUTHAHOCTh 3aTBUIOYHBIX MBIIIL, PUTHAHOCTH MBIIIL, NapKUHCOHUYECKAs MOXOJKa M
HapylIeHue radeusipHoro pediekca, TapKUHCOHUYECKHH TPEMOP B MOKOE), akaTh3us (aKaTH3usi,
OECIIOKOMCTBO, TUTIEPKUHE3US U CHHIPOM «OECTIOKOMHBIX HOT»), TPEMOP, TUCKUHE3US (TUCKHHE3HS,
MBIIIEYHAsl CyJ0pOra, XOpeoaTeTo3, aTeT03 U MHOKIOHYCHI), TUCTOHMS. K IUCTOHUU OTHOCSTCS:
JMCTOHMS, TUIIEPTOHHMS, KPUBOLLES, HEPOU3BOJIBHBIE COKPALIEHHUSI MBI, MbIIIEYHAsl KOHTPAKTYPAa,
Osedapocmazm, ABUKEHUS TI1a3HBIX S0JIOK, Mapaany s3bIKa, Ca3M JIMIEBBIX MBIIIIII, JJAPUHTOCIIA3M,
MHOTOHHMSI, OMIUCTOTOHYC, CIa3M POTOTJIOTKH, M3THO TYJIOBHIIA B CTOPOHY OOJBIIETO COKpAIICHUS
MBIIIIIL, CT1a3M MBIIII] SI3bIKa U Tpu3M. ClielyeT OTMETUTh, YTO B IEPEUCHb BKIIIOUEH 00JIee ITUPOKUIT
CIIEKTP CHUMIITOMOB, KOTOpPBIE HEOO0S3aTeIbHO HMMEIOT JKCTpanmMpaMHUIHOE MpoucxoxiacHue. K
OECCOHHUIIE OTHOCATCA WHUIMAIbHAs WHCOMHHUS, HHTPACOMHHYECKOE paccTpoiictBo. K cymgoporam
OTHOCSITCSL OOIbIINE CyNOpOXKHbIE Mpunaaku. K HapylieHusM MEHCTPyalbHOTO LIHKIJIA OTHOCSTCS
HEpeTyJISIpHBIE MEHCTpYyaluH, oiluromeHopes. K orekam OTHOCATCS aHacapka, mnepudeprudecKue
OTEKHU U «MSITKHI» OTEK.

Onwncanue OTACIBHBIX HEXKEIATSIbHBIX PEaKITUM

Heoicenamenvhvie peakyuu, ommeueHnvie npu NpUMeHeHuy naiunepuoona

[TanunepuaoH ABISETCS AKTUBHBIM META0O0IUTOM PHUCIIEPUIOHA, TOITOMY IPOQHIIN HEXKeTaTeTbHBIX
peakuui g 3TUX COEIUHEHHH (BKJItoYash KaK OpajbHbIe, TaK M MHBEKIIMOHHBIEC JIEKApPCTBEHHBIE
dopMbl) akTyanabHbl JIpyr ais japyra. [lomMuMo BbllIeyKa3aHHBIX HEKENATEeNbHBIX peakiuid Hpu
NPUMEHEHHUHU IPenapaToB NaJUNEpUoHa ObUIM OTMEUYEHBI CIEYIOLINe HeXKeslaTelbHbIe PeaKiiH,
KOTOpBIE, KaK MOXKHO OKUJaTh, OyIyT pa3BUBATHCA U IIPU TEPANIUU PUCTIEPUIOHOM.

Hapywernus co cmoponbt cepdua

CI/IH,Z[pOM HOCTypaﬂbHOﬁ OpTOCTaTquCKOﬁ TaXuKapanuu.

Dpdhexmul, xapakmephvie 0451 OAHHO20 KIACcad RPEnapamos

Kak u B citydae ¢ IpyruMy aHTUIICUXOTUYECKUMHU IIperapaTaMy, B IEPUOJL MOCTPETUCTPALIHOHHOTO
NPUMEHEHHS PHCIIEPUIOHA OYEHb PEIKO OTMEYAUCh ciaydadn ymimHeHus uHTepBaia QT. Cpemu
apyrux 3¢ (}eKToB, XapakTepHBIX JUIs KJacca AHTHIICUXOTHUYECKUX MpenapaToB, HaOI0AaIMCh
KENyJIOUYKOBast apuUTMUs, (QUOPWIIIALMS KETyJOUKOB, KETyJOUYKOBas TaXUKapJus, BHE3arHas
CMEPTh, OCTAHOBKA CEPJILIA U KEITYJOUKOBAs TAXUKAPAMS THIA KITHPYITH.

Benosnas mpombosmbonus
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[lpy npUMEHEeHWH  AHTHIICUXOTHYECKMX IIpernapaToB  HAOMIOJamNch  Cilydad  BEHO3HOW
TpOoMOOOMOOMH, BKIIOYAsl JIETOYHYIO SMOOJIMIO W Ciydyan TpomOo3a TIiIyOOKHMX BEH (4acTora
HEW3BECTHA).

Veenuuenue maccol mena

B psne mnane6o-KOHTPOIUPYEMBIX UCCIEIOBAaHUN JUIMTEIBHOCTBIO OT 6 /10 8 Helellb MPOBOMIIOCH
COIIOCTABJICHUE JIOJICH MAIMEHTOB C IIU30(pEHHEH, MONyYaBIIMX PUCIECPHIOH WM IUanedo, y
KOTOPBIX HaOJI0Ja]OCh YyBEIMYEHHE Macchl Tena Ha 7 % u Oonee, mpu 3TOM OBUIO BBISIBICHO
CTaTHCTUYECKH 3HAYMMOE YBEIWYEHHE YacTOTHI CIIydaeB HM30BITOYHOTO HabOpa Beca B TpyIIIe
HALUCHTOB, TOJy4aBIUX puctepunoH (18 %), mo cpaBHEHHIO C MAMEHTAMH, I[OJYyYaBIIHMHU
miane6o (9 %). B psane mnane6o-KOHTPOIMPYEMBIX MCCIEIOBAHUN ITUTEIHHOCTBIO 3 HEICINH,
NPOBEICHHBIX Y B3pPOCIBIX IMAMEHTOB C OCTPHIM MaHUAKAIBHBIM COCTOSHHEM, YacTOTa CIy4acB
yBEJIMYECHUSI Macchl Tena Ha 7 % u Oojee mpu OleHKE B KOHEYHOH TOYKe ObLIa COMOCTaBHMOW B
rpynmnax, noxy4aBIlIux pucrnepuaoH (2,5 %) u mane6o (2,4 %), u HeMHOTro 60J1ee BBICOKOII B TpyIIIIe,
HoJTy4aBIleil akTUBHBIN npenapat KoHTpois (3,5 %).

B nnmuTenpHBIX MCCIeIOBaHUSX, TPOBEICHHBIX B IOMYJISIIIMN I€TEH U MOJIPOCTKOB C KOHTYKTHBHBIMHU
U JIPyTUMH DPAaCCTPOMCTBAMH IIOBEICHUS, YBEJIMYCHHWE MAacChl Tesa Tociie 12 MecsueB Tepamuu
COCTaBJISIO B cpeHeM 7,3 kr. OkuiaeMoe yBeITMYeHNE MacChl Tea y 3I0POBBIX JAETeH B BO3pacTe 5-
12 ner cocrasnsier 3-5 kr B roa. B Bo3pacrte ¢ 12 go 16 ner BennunHa npubaBKu coctaBisier 3-5 Kr B
TOJl y IEBOYEK, B TO BpEMsI KaK MaJIbuiKH HAOMPAIOT OKOJIO 5 KT B TO/I.

Hononrnumenvuasn ungopmayust, OMHOCAWAACS K 0COObIM NONYIAYUAM NAYUEHMOB

Jlanee ommcaHbl HEXelaTeNbHbIC JIEKAPCTBEHHBIE PEAKIMH, KOTOpbIe ¢ 0oJjiee BBHICOKOW YaCTOTOM
HaOJI0AaIMCh CPeIM MALMEHTOB MOXKUIIOr0 BO3pacTa ¢ JIeMEHIMEH WM JIeTel, 4eM BO B3pOCIIOon
TIOITY JISIITHH.

Hayuenmul nodicunozo sospacma c deMeHuueﬁ

B Xoae KIMHUYECKUX HCCIEAOBAHHI HEXKeTaTelbHbIC JICKAPCTBCHHBIC pEakiiu (TpaH3UTOpHAsS
UIIEMHUYECKasi aTaka ¥ MHCYJIBT) Y TallMSeHTOB MOXHJIOT0 BO3pacTa ¢ AEMEHIIUEH perucTpUPOBAIUCH
¢ gacrotoit 1,4 % u 1,5 % coorBeTrcTBeHHO. Kpome TOro, y ManueHTOB MOXKHIIOTO BO3pacTa C
JeMeHIuel ¢ yactoToit 5 % u Gojee, U 1o KpaifHe# Mepe, BIBOe OOJbIIEH YacTOTOM, YeM B APyTruxX
MOMYJIALUAX B3POCIBIX, PETUCTPUPOBATIUCH CIEAYIOIIUE HEKEIATEIbHBIEC JICKAPCTBEHHBIE PEAKIINU:
MH(pEKINS MOYEBbIX MTyTeH, nepudeprudeckue OTEeKH, anaThs U Kallelb.

He()uampultecmm nonyjiAauu

B uenom mpeamnogaracTcda, 4YTO THUIIbI HCEKCEIATCIbHBIX peaKI_II/Iﬁ y JeTen 6yIIYT AHAJIOTI'MYHBI
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HaOJIFO1aeMBIM Y B3POCIIBIX.

VY nereii (B Bozpacte oT 5 10 17 net) ¢ wacroroii 5 % u 6onee, u, o KpaiiHeil Mepe, BIBOE OOJbIICH
YacTOTOM, 4YeM B KIMHUYECKHX HCCICIOBAHUAX Y B3pOCIBIX, HAONIONANNCH CIEAYIOIINE
HEXKEJaTEeIbHBIC JICKAPCTBEHHBIC PEaKIIMU: COMHOJICHIIHS/Cealksl, YTOMIISIEMOCTb, TOJIOBHAsT OOJIb,
TIOBBIIIICHHUE ANIETUTA, PBOTA, HH(DEKIINS BEPXHUX JBIXAaTEIBHBIX ITyTEH, 3aJI0)KCHHOCTh HOCa, O0JIb B

YKUBOTE, TOJIOBOKPY’KEHUE, KallleJb, JUXOPAJIKa, AUapes U SHYpE3.

Ilepeno3upoBka

Cumnmompi: COHJIMBOCTb, CENalMsl, TaXUKapIus, apTepuaibHas I'MIIOTEH3Us, SKCTpanupaMuIHbIe
pacctpoiictBa. Habmromamoch ymmmaenne wuHTepBania QT wu  cymoporu. JIByHampaBiieHHas
KEIyJ0UKOBasi TaxXWKapJusi OTMeyalach IPU OJHOBPEMEHHOM IIPUEME IOBBIIIEHHOW J103bI
pHCIIepUI0HA U TAPOKCETHHA.

B ciyuae octpoit nepe1o3upoBKY HEOOXO0AUMO YUUTHIBATh BO3MOKHOCTh IIEPEA03UPOBKH OT MpUEMa
HECKOJIbKUX JIEKapCTBEHHBIX MIPETapaToB.

Jleuenue: obecnieunTh CBOOOMHYIO TPOXOJMUMOCTBH JBIXAaTENBHBIX MyTEeH Ui aJeKBAaTHON
OKCUI€HAllUd U BeHTWIIUMU. [IpuemM akTUBHMPOBAHHOIO YIJII M CJIA0MTENbHBIX CPEICTB CIEAyeT
TOJILKO B TOM CJIy4ae, €CJIM PUCIIEpUIOH ObUT IPUHAT He Oosiee 1 yaca Hazaf.

JJ1s1 CBOEBPEMEHHOTO TMAarHOCTHPOBAHUS BO3MOKHOTO HApYIICHHUS PUTMa Cepiia HeOOXOAMMO KaK
MOKHO ObIcTpee HauaTh MoHUTOpUpoBaHue DKI'. Cneunduueckuil aHTUIOT OTCYTCTBYET, JTOJKHA
IIPOBOAMTHCS COOTBETCTBYIOLIAs CUMNTOMaTHdeckas Ttepanus. llpu cHuXeHMM apTepHasbHOro
JIABJIEHUS] U COCYIUCTOM KOJUIANlCE PEKOMEHJOBAaHO BHYTPHUBEHHOE BBeJEHHE WH(Y3MOHHBIX
pacTBOPOB  W/WJIM  CUMIIATOMUMETHYECKMX IpernapatoB. B ciaywae pa3BuTHd  OCTpBIX
AKCTpANUpPaMUAHBIX CUMIITOMOB ClIeyeT Ha3HAaYUTh aHTUXOJUHEPTUYeCKe cpeAcTBa. TuiareabHoe
MeIUIUHCKOoe HabmojeHne u MoHuTopupoBaHue OKI' mpoBoAsT 10 MONHOTO HMCYE3HOBEHUS

CHUMIITOMOB MHTOKCHUKAIIUH.

B3aHMOI[eﬁCTBHe C IPYIr'iMM JICKAPCTBCHHBIMHU CPEICTBAMH

BS’CIMMO()@ICWZ@M}Z, CBA3AdHHblE C d)aDMCZKOaMHaMMKOIZ npenapama

Ilpenapamul, yonunsowue unmepsan QT

Kak u B ciyuae ¢ ApyruMu aHTHIICHXOTHYECKUMH ITperapaTaMu, ClIeAyeT COOII0IaTh OCTOPOKHOCTD
TNpU OJHOBPEMEHHOM NpHMeHeHnH npenapata Topenno® Ky-ta6® ¢ mpemapatamu, yaTHHSIOIMMA
untepBal QT, HampuMep, ¢ aHTHAPUTMHUYCCKHUMH CPEICTBAMH (XMHHUIWH, JU3OMUPAMUI,

MMpOKanHaMu/, HpOHa(I)CHOH, aMHOIapoOH, COTAJION U I[p.), TPUHUKIIMICCKUMH aHTHACTIPCCCAHTAMU
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(AMUTPUNITHIIMH | 1. ), TETPAIUKINYECKUMH aHTUACTIPECCAHTaMH (MAMTPOTHIIMH U JIP. ), HEKOTOPBIMH
AQHTUTUCTAMUHHBIMU [IpenapaTaMy, IOPOYMMM aHTUIICUXOTUYECKUMHU CPEICTBaMHU, HEKOTOPBIMU
NPOTHUBOMAIIIPUMHBIMU TIpernapaTaMu (XMHUH, MEQIIOXUH U JIp.), MpernapaTamMy, BBI3BIBAIOIIUMU
ANEKTPOIUTHBIN ArucOananc (TUIMoKaIueMusl, THITIOMarHueMus ), OpaiuKapIuio Wil HHIHOUPYIOIUMU
MEYCHOYHbIN MeTa00IM3M pUcHepuoHa. J[aHHBIH MepeueHb He SIBISIETCA NCYEPIBIBAOIINM.
Ilpenapamul yenmpanbHo20 Oelicmeuss U aiko2oib

[penapar Topenmo® Ky-1a6® ciemyeT NpUMEHATh C OCTOPOKHOCTBIO B COUETAHMM C APYTHMHU
mpernapaTaMd ¥ BELIECTBAMH LEHTPAJIbHOTO JAEHCTBHS, OCOOCHHO C aJKOroJeM, OIuaTamH,
AHTUTUCTAMUHHBIMU TIpernapaTaMu U OeH30/1Ma3eMHaMU U3-3a MOBBIILIEHHOTO PUCKA Celalllu.
Jlesooona u aconucmul 00pamunoswix peyenmopos

Pucnepunon Moxxer cHMkaTh 3((EKTUBHOCTH JEBOAONBI M JAPYTHX AaroHUCTOB JIO(PaMHUHOBBIX
perientopoB. B cnyuae, eciiu HeoOX0IUM MpHEM TaHHOW KOMOUHAIMH, OCOOEHHO Ha TEPMHHAIILHOM
craauu Oone3nu [lapkuHCcOHa, crieayeT Ha3HAYaTh HAMMEHbBIIYIO A((EKTUBHYIO 103y Ka)XIO0Tro U3
IIpenapaToB.

Tcuxocmumynamopul

[Ipy OIHOBpPEMEHHOM NPUMEHEHUU ICUXOCTUMYISATOPOB (Hampumep, wmetuindeHugaTa) Hu
pHUCHepuOHa HU3MEHEHHE MOpsAKa MpueMa OJHOTO WM OOOUX MpermapaToB MOXKET MPUBECTH K
MOSIBIICHHUIO SKCTPAITMPAMUIHBIX CHMIITOMOB TIPH KOPPEKILIUH JT03BI OJTHOTO MIIK 00OUX MPErapaTosB.
T'unomen3zusnuvle npenapamoi

[Ipy npuMeHeHMHM pHUCHEPU]IOHA OJHOBPEMEHHO C THUIOTEH3MBHBIMU MpenaparaMu B
MOCTPETUCTPAIIMOHHOM TEPHO/Ie HAOMI0AaNach KIMHHUYECKH 3HaYuMas apTepuaabHasi TUIIOTEH3US.
Ilanunepuoon

He pekoMeHyeTcsl OJHOBPEMEHHO NpHMeHAThH mpenapar Topenno® Ky-ta6® u mamumepumion,
MOCKOJIBKY MNAJIUNEPUIOH SBISIETCS AKTUBHBIM METa0OJIMTOM pucnepupoHa. OJHOBpEeMEHHOE
NpPUMEHEHHEe KOMOHMHAIIMM PHUCHEPUIOHA U TAaJUIEePUIOHA MOKET MPHUBOIUTH K IOBBIIICHUIO
KOHIEHTPAllUU aKTUBHOM aHTUIICUXOTHYECKON (hpaKIuu.

B3auM0()edcm6uﬂ, CBA3AaHHblE C d)aDMCIKOKuHemuKOZZ npenapamda

[Tpuem nuiM He OKa3bIBACT BIMSHUS HA a0COPOLIUIO pUCTIEpUIOHA.

Pucnepunon B ocHoBHOM MeTtabonusupyercss nzopepmentom CYP2D6 u, B MeHblIeH cTeneHH,
nzopepmenrom CYP3A4. PucnepumoH W ero akTHBHBIA MeTaOONUT 9-THAPOKCHPUCTICPUIOH
aBisAoTca  cyoctpatamu  P-rimkomnporenna (P-gp). Ilpemapatbl, Bausitoniye Ha aKTHBHOCTD

uzopepmernta CYP2D6, u mnpenapaTbl, B 3HAYUTEIbHOH CTENEHM HMHTUOUPYIOUIME WU
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uHaynupytomue akTuBHOCTh M3odepmenta CYP3A4 w/umum P-gp, MoryT oka3biBaTh BJIMSIHHE Ha
(hapMaKOKMHETHKY aKTUBHON aHTUIICUXOTUYCCKON (Ppakiuu prcCIepuaoHa.

Mownvle uneubumopst uzogpepmenma CYP2D6

[Ipu ogHOBpEMEHHOM MPUMEHEHUHN PUCIICPUIOHA M MOIIHBIX HHrHOMTOpOB M3odepmenta CYP2D6
MOJKET IMOBBIIIATHCS IJIa3MEHHAasi KOHLEHTPALUS PUCIIEPUIOHA M, B MEHbIIEH CTENEeHH, aKTUBHOM
AHTUIICUXOTHYECKOH (pakiuu. bonee BeICOKUE 10361 MOIITHOTO HHTHOUTOpa n3odepmenta CYP2D6
MOTYT TOBBINIATH KOHIEHTPAIMIO AaKTHUBHOW aHTHIICHXOTHYECKOW (paKIuu PpUCTIECPUIOHA
(Hanmpumep, mapokceTHH (cM. HUxe)). OxugaeTcs, 9To Apyrue nHruouTopsl uzodpepmernta CYP2D6,
TaKHe KaK XUHUNH, MOTYT OKa3bIBaTh MMOJO0OHOE BIUSIHNUE HA KOHIICHTPAILIMIO PUCIIEPUIOHA B TIa3Me
kpoBu. [lpu wHUIMALMKM WIM OTMEHE Tepanuu KOMOWHAIMEHl pHUCHEpHIOHAa M TapOKCETHHA,
XUHUJMHA WIH JPYTroro MOIHOro nHruouropa nzodpepmenta CYP2D6, ocoOGeHHO B 60s1ee BEICOKUX
1103aX, cIeyeT CKOPPEKTHPOBATh 103y npenapata Topenno® Ky-1a6®.

Hneubumopwor uzogpepmenma CYP3A4 u/unu P-gp

OnHoBpeMenHOE npuMeHeHue npenaparta Toperno® Ky-1a6® 1 MOIITHBIX HHTHOHTOPOB H30(epMeHTa
CYP3A4 u/vunm P-gp MOKeT CyIIeCTBEHHO OBBICUTH KOHIICHTPAIIUIO aKTUBHOW aHTHIICHXOTUYECKOM
bpakiuu pucnepuzoHa B IuiazMe KpoBu. [Ipu mHUIMANMKM WM OTMEHE Tepanuu KOMOWHaluen
pHUCIEepUOHA U UTPAKOHA30JIa WK JPYroro MoirHoro uuruouropa uzopepmenta CYP3A4 u/unu P-
gp CIelyeT CKOpPEeKTHPOBaTh 103y npenapara Topenno® Ky-1a6®.

HUnoyxkmopwt uzoghepmenma CYP3A4 u/unu P-gp

OnuHoBpeMenHOE npuMeHenue npenapata Toperno® Ky-1a6® ¢ MOIIHBIM HHIYKTOPOM H30(epMeHTa
CYP3A4 w/umn P-gp MOXeT CHM3UTh KOHIIEHTPALMIO0 AKTMBHON aHTHIICUXOTHUYECKOW (pakuuu
puUcIiepuIoHa B T1a3Me KpoBu. [Ipu MHUIIMAIIMK UITH OTMEHE TEeparui KOMOWHAIMEH pUCTIEpUIOHA U
KapOamasenuHa Wik Apyroro moimHoro wHaykropa uzodepmenta CYP3A4 w/mmm P-gp caemyer
CKOppeKTHpoBaTh 103y npemapata Topenmo® Ky-1a6®. JleifcTBue MHIyKTOpOB H30(epMeHTa
CYP3A4 nposiBnsieTcss ¢ T€UEHUEM BPEMEHH, MOITOMY MOXKET MOTpPeOOBaThCSA 10 2 HEAenb Ui
JOCTIDKCHHUST MakKcHUMasibHOTo 3(¢¢dekra mocie Havdana npuema. COOTBETCTBEHHO, MPHU OTMEHE
unaykropa uzopepmernra CYP3A4 moxer notpedoBatbes 10 2 HEJENb 11 ncue3HoBeHUs A dekTa.
Ilpenapamul, npouno cesazvieaowuecs ¢ beakamu niazmvl Kposu

I[Ipu ogHOBpeMeHHOM IpuMeHeHuH npenapata Topenno® Ky-1a6® ¢ mpemapaTtamu, 0651a1ai0MuMu
BBICOKOU CBSI3bIO ¢ O€NIKaMH IJIa3Mbl KPOBH, HE HAOII01a€TCs KIMHUYECKA 3HAYUMOTO BBITCCHEHHS

npernapara U3 KoMIuiekca ¢ OeaKkaMu IU1a3Mbl KPOBH.
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[Ipu mpuMeHEHUH COMyTCTBYIOIIETO JICUCHUS CIIETyET 0OPAaTUTHCS K MHCTPYKIIMH IO MTPUMEHEHUIO
COOTBETCTBYIOIIIETO JICKAPCTBEHHOTO Mpernapara M Mpu HEOOXOAMMOCTH CKOPPEKTHPOBATH JIO3BI
MIPUHUMAEMBIX IIPENAPATOB.

emu

UccnenoBanus JeKapCTBEHHBIX B3aUMOJICUCTBUN MPOBOJUINCH TOJBKO Y B3POCIBIX IMAI[MEHTOB.
PeneBaHTHOCTB pe3ybTaTOB JaHHBIX UCCIECIOBAHUN Y IETEN HEU3BECTHA.

OnHOBpEeMEHHOE TPHUMEHEHHE TCHXOCTUMYJISITOPOB (Hampumep, MeTwideHuaaTa) u mpenapara
TOpeHI[0® Ky-Ta6® y IeTeil He u3MeHseT (papMaKOKWHETHYECKHE mapaMeTpbl B 3(P(HEKTUBHOCTH
pHUCIIEpUJIOHA.

Brusnue ODVZZ/DC npenapamoe Ha d?ClDMaKOKMHemuk'V pucnepudoya

Anmubaxmepuanvuvie npenapamol

OpUTpOMUIIMH, YMepeHHbIi uHrHOuTOp wu3odepmenta CYP3A4 wu P-gp, He Biuser Ha
(bapMaKOKUHETHUKY PUCIIEPHIOHA U AKTUBHOM aHTUIICUXOTHUYECKON (PpaKIMH.

Pudamnummu, wmomueii uHAykTOop m30depmenta CYP3A4 wu P-gp, BBI3BIBACT CHIDKEHHE
KOHIICHTPALMU AKTUBHOM aHTHUIICUXOTHYECKOH (DpaKIMK B TIa3Me KPOBU.

Anmuxonunscmepasnvie npenapamol

JloHemne3un u rajaHTaMmuH, sBisiomuecs cyocrpatamu uzopepmentoB CYP2D6 u CYP3A4, ne
OKa3bIBAIOT KJIMHUYECKH 3HAYMMOTO BIMSHUS Ha (PapMaKOKMHETHKY PHUCIEPHIOHA U aKTHBHON
AQHTHUIICUXOTHYECKON (ppaKIny.

IIpomueosnunenmuueckue npenapamal

KapOamaszenun, momnublidi uHIykTop u3zopepmenta CYP3A4 u P-gp, cHmXaeT KOHIEHTPAlUIO
AKTUBHON aHTUIICUXOTHYECKON (pakuuu pucnepuoHa B miaazMe KpoBU. [logoGHbie 3QeKTs
HaOMOaNMCh NpU TpUMeHeHuu (QeHutonHa u (eHobapOuUTana, KOTOpBIE TaKkKe SBISIOTCS
unaykropamu uzopepmenra CYP3A4 u P-gp.

TonupamaT yMepeHHO yMeHbIIaeT OHOJOCTYNIHOCTh PHUCIEPUOHA, HO HE AKTUBHOU
AHTHUIICUXOTHYECKON (pakuuu. JJaHHOE B3aMMOIEHCTBIE HE CUNTACTCS KIIMHUYECKN 3HAYNMBIM.
IIpomueozpubkoswvie npenapamoi

Wtpakonaszon, MmomHblii uHruoutop uszodpepmenra CYP3A4 u P-gp, B no3ze 200 mr/cyTku
YBEJIMYMBAET KOHLEHTPAIMIO aKTUBHOW aHTUIICUXOTUYECKOH (pakiuy B ru1a3me npumepHo Ha 70 %
IpYU MIPUMEHEHUH PUCTIEPUIOHA B 103€ OT 2 10 8 MI/CYTKH.

Kerokonazon, momHbeiii wHTHOMTOp m30epmenta CYP3A4 u P-gp, B mosze 200 mr/cyTkm
YBEJIMYMBAET KOHIEHTPAIMIO DPHCIEPUIOHA B IJa3Me€ KPOBM M CHHXKAET KOHLEHTpaIuio 9-

THAPOKCUPUCTICPUIOHA B IJIa3MC KPOBH.
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Heuponenmuku

@DeHOTHA3UHBI MOTYT YBEJIHMUMBATh KOHIIEHTPAIIMIO PUCIIEPUIOHA B IUIa3ME KPOBH, HO HE aKTUBHOMN
AQHTUIICUXOTHYECKON (ppaKLInu.

IIpomueosupychnuvie npenapamoi

WMHruburops! nporeassl: AaHHbIE OQUIMAIBHBIX UCCIEI0BAaHUM OTCYTCTBYIOT. Tak Kak pUTOHABHP
sBIsieTcs MOIIHBIM MHruouropom usodepmenta CYP3A4 u cnaGeiM mHrHOMTOPOM HM30(epMeHTa
CYP2D6, putoHaBup M HMHTHOMTOPHI MPOTEA3bl, YCUICHHBIE PUTOHABUPOM, MOTYT INPHUBECTU K
HOBBIIIEHUIO KOHLEHTPAIlMY AKTUBHON aHTUIICUXOTUYECKON (PpaKLUU pUCIIEPHIOHA.
bema-aopenobroxamopui

Hexotopeie Gera-aapeHOOIOKATOPEI MOTYT YBEJIWYMBATH KOHIIEHTPALUIO PUCIEPUIOHA B ILIa3Me
KpPOBH, HO HC aKTUBHON aHTHIICUXOTUYICCKOU (ppakiuu.

Bnoxkamopul kanvyuesvix kananos

Bepanamui, ymepennsiii uaruoutop mzopepmenta CYP3A4 u P-gp, yBenndyuBaeT KOHIIEHTPALIUIO
pUCTIEPHIOHA U AKTHUBHOM aHTHIICHXOTHYECKOW (hpAKIMHK B TIIa3ME KPOBH.

IIpenapamul Ons nevenus 3a601e6anUll HCENYOOUHO-KUUEUHO20 MPAKMA

AHTaroHucTsl Hz-perentopoB: HMMETHAWH M PAHUTHIUH, SBISIOIIMECS cIa0bIMU MHTHOUTOpaMU
uzopepmentoB CYP2D6 u CYP3A4, yBennuuBaroT OHOJOCTYHNHOCTh pPHUCIEPUAOHA, HO B
MUHHMAaJIbHON CTENEHH BIHSIOT HAa KOHIICHTPALMWIO AaKTUBHOW AHTUIICMXOTUYECKOH (pakuuu B
TuTa3Me KpOBH.

Hneubumoper obpammnozo 3axeama cepomoHuHa U mpuyuKIuyecKue aHmuoenpeccanmol
@diryokceTHH, MOIHBIN HHrHouTOp N30pepmenta CYP2D6, moBkiiiaeT KOHIEHTPALUIO PUCTIEPHIOHA
B IJJa3Me KPOBH, HO B MEHBIIIEH CTETIEHH BIMSAET HA KOHIEHTPAIMIO aKTHBHON aHTUTICUXOTUYECKON
bpaxuuu.

[TapokcetnH, wMomHbI wuHrHOUTOp uH30pepmenta CYP2D6, yBenuunmBaeT KOHLEHTPAIMIO
pucliepuoHa B IUIa3Me€ KpPOBM, HO B J03ax A0 20 MI/CyTKM B MEHbIIEH CTENeHH BIUSAET Ha
KOHIICHTPALIMI0 aKTUBHOW AaHTUTNICHMXOTWYecKOH (pakmun. OpHako Ooiee BBICOKHE JI03BI
MapOKCEeTHHA MOTYT TIOBBINIATh KOHIIEHTPAIIMIO aKTHBHOH aAHTHUIICUXOTHYECKOW (ppakiuu
pHCIIepUIOHA.

TpunukiInyeckre aHTUACTIPECCAHTHl MOTYT YBEJIMYHMBATh KOHIIEHTPALMIO PUCIEPHIOHA B IUIa3Me
KPOBH, HO HE BITUSIOT Ha KOHIIEHTPAIMIO aKTHBHON aHTUTICUXOTUYECKON (pakinu. AMUTPHUIITHIHH
HE BIUSET HA (apMaKOKHHETUKY PUCIIEPHIOHA MIIM aKTHBHON aHTUTICHXOTHYECKOH (ppaKium.
Ceprpanun sBisgercst cnabbiM uHruOutopom msopepmenta CYP2D6, a dmayBokcamun — crnabbim

unruouropom usodepmenta CYP3A4. B nozax no 100 mr/cyTku cepTpaivH U (IyBOKCAMHUH HE
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OKa3bIBAIOT KJIMHUYECKH 3HAYMMOTrO BIMSHMS Ha KOHIIEHTPALMIO AKTUBHOW AHTUICUXOTUYECKOU
dpakmuu pucnepupoHa. OIHAKO NMPUMEHEHHE cepTpalvHa Wi (DIyBOKCAMHHA B JI03aX BBIIIE
100 Mr/cyTku MOET MPHUBOIUTH K TMOBBIIICHUIO KOHIICHTPAIIMM AKTUBHOW aHTUIICUXOTHYECKON
bpakuyn pucnepuoHa.

Brusnue pucnepubona Ha d)aDMaKOKuHemuKV 0DV2L{X npenapanoe

IIpomueosnunenmuueckue npenapamal

Pucnepuaon He oka3pIBaeT KIMHUYECKHA 3HAYUMOTO JEHCTBUS Ha (papMaKOKMHETHKY BalbIIPOEBOM
KHCJIOTBI WJIU TONMpamara.

Heuponenmuku

Apununipason, cyocrpat nzopepmentoB CYP2D6 u CYP3A4: pucniepu1oH He OKa3bIBACT BIUSHHS
Ha (papMaKOKMHETHKY apHUITUAIIPA30JIa U €r0 aKTUBHOT'O METa00JIHNTa, IETHPOAPUITHIIPA30Ia.
Cepoeunvie 2nuko3uobl

Pucnepuion He OKa3bIBAaeT KIMHUYECKU 3HAYUMOTI'O BIHSAHUS HAa (PapMAaKOKUHETUKY AUTOKCHHA.
Ipenapamul tumus

Pucniepuion He oka3pIBaeT KIMHUYECKM 3HAYUMOIO BIIMSHUS HAa (PapMaKOKHMHETHKY IpenapaToB
JUTHUA.

OonospemenHoe npumerenue ¢ hypocemuoom

CMm. mHGOPMAITHUIO O TMOBBIIICHHOW CMEPTHOCTH y IMAIMEHTOB IMOXHIIOTO BO3pacTa C JEMCHITHCH,

OJIHOBPEMEHHO NMpUHUMAIOUMX pypocemus, B pazaeine «OcoOble yKazaHUs».

Oco0ble yka3anus

Ilpumenenue y nayuenmog noicuno2o 6o3pacma ¢ 0emeHyue

Togvluenue cmepmuocmu y NAYUEHMOB NOACULO20 03PACMA C OeMeHYuell

Y nanueHToB MOXKWUIOTO BO3pacTa C JEMEHIUEH, IMOJNy4aBIIMX TEpanul aTUIHYHBIMU
AQHTUIICUXOTHYECKUMH TIpernapaTaMu, HaOII0Jaloch YBEIMYEHHE CMEPTHOCTU IO CPaBHEHUIO C
rpynnoi miuanedo B HCCIEAOBAHUAX ATUIUYHBIX AHTUIICUXOTHYECKHX CPEJACTB, BKIIOYAs
pucnepu1oH. CMEPTHOCTb y MAI[MEHTOB, MOJIy4YaBUIMX PUCIIEPUIOH UM Iu1anebo, cocraBuia 4,0 %
u 3,1 % cootBercTBeHHO. CpelHUIl BO3pacT yMepIINX MallMueHTOB COCTaBHI 86 jeT (Iuana3oH 67-
100 ner). ITo maHHBIM ABYX OOLIMPHBIX HAOMIONATENBHBIX MCCIEJOBAHUHN Y MAIlEHTOB MOXXUIIOTO
BO3pacTa ¢ JEeMEHIMeH MpH JICYCHUH TUIUYHBIMH aHTUIICUXOTHYECKMMHU MpernaparaMd OTMEYEHO
HEeOOJIbIIOE YBETMYEHUE PUCKA CMEPTH IO CPABHEHUIO C TAKOBHIM Y MAI[MEHTOB, HE MOJIYYaIOIIUX
aeyeHue. B HacTosmuit MOMEHT cOOpaHO HEAOCTATOYHO JAHHBIX Ui TOYHON OLEHKH YKa3aHHOTO

puckKka. HeusBectHa u IprUYrHa MOBBIINICHUA AAHHOTI'O PHCKA. Taxxe He OIpeaAciicHa CTCIICHb, B
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KOTOPOM MOBBIIIEHHE CMEPTHOCTH MOXKET ObITh MPUMEHHMO K aHTUIICUXOTUYECKUM Ipenaparam, a
HE K 0COOCHHOCTSIM JTAHHOW TPYIIITHI AIIHEHTOB.

Oonospemennoe npumenenue ¢ Qypocemuoom

[Tpu ogHOBpEeMeHHOM IpreMe pypoceMuaa U pUcrepui0Ha BHYTPh Y MAUEHTOB IMOXKUIJIOT0 BO3pacTa
¢ JeMeHIIMel Ha0ro1anach MOBBIMICHHAsT cMepTHOCTD (7,3 %, cpenHuii Bo3pact 89 Jyier, auana3oH
75-97 neT) no cpaBHEHHIO € TPYIINON, TPUHUMABIIEH TOJIbKO puctiepuioH (3,1 %, cpennuii Bo3pact
84 roga, nuanazon 70-96 ner) m rpynmoil, mpuHMMaBmield Toibko (ypocemun (4,1 %, cpemHmii
Bo3pact 80 yier, nuama3oH 67-90 ymer). YBenuueHne CMEPTHOCTH NMpU NPUMEHEHUHU ¢ypoceMuaa
OJIHOBPEMEHHO C pPHUCIEPUIOHOM OTMEYaJoch B 2-X U3 4-X KJIMHUYECKUX HCCIIEeIOBaHUII.
OnHOBpEeMEHHOE TIPUMEHEHUE PUCTICPUIIOHA C APYTUMHU TUYyPETUKAMHU (B OCHOBHOM C THA3HIHBIMH
JTUYPETUKaMHU B MaJIBIX JI033aX) HE COMPOBOXKAIOCH MOBBIIIICHHEM CMEPTHOCTH.

He ycranoBiieHo natou3H0I0rH4ecKuX MEXaHU3MOB, OOBSICHSIONINX JaHHOE Ha0moaeHue. Tem He
MeHee, ClIeyeT COOI0AaTh 0COOYI0 OCTOPOXKHOCTH MPH MPUMEHEHUHU Mpenapara B TAKUX CIydasx.
[lepen npruMeHeHMEM HEOOXOAMMO TIIATEJIBHO OLEHMBATh COOTHOIICHHE «I0jb3a — puck». He
O0HApYyKEHO YBEJIHMYEHHUS CMEPTHOCTH Yy TMAlMEHTOB, OJHOBPEMEHHO NPHUHUMAIOUINX JPYyTrHe
JUYPETHUKU OJAHOBPEMEHHO C pUCHepuoHOM. HeszaBucuMO OT Tepamuu, IeruapaTanus sSBISETCS
o0umM (akTopoM pHUCKAa CMEPTHOCTH W JOJDKHA TINATEIbHO KOHTPOJIUPOBATHCS y MAI[MECHTOB
MIOKUJIOTO BO3pacTa ¢ AEMEHILIUEH.

[Ipy mpuMeHeHUM pHUCTIEPHIOHA, 10 CPABHEHUIO C IIanedo, y MalMeHTOB MOXHUIJIOr0 BO3pacTa C
JIeMeHIMe HabIoAanoch yBelnYeHne MoOO0YHbIX 3((EKTOB co CTOPOHBI LepeOpOoBacKyISpPHON
cUCTeMBl (OCTpble W NPEXOASIIUe HapyIIEeHUS MO3TOBOIO KPOBOOOpAIlleHHs), B TOM YHCIE
CMepTeNbHBIE clTydan (CpeaHuii Bo3pacT 85 ner, nuana3on 73-97 ner).

LlepebdposacKynapuvie nexcenamenvnole A6/1€HUS

B mane6o-KOHTPOIUPYEMbIX KIMHHUYECKHX HCCIEAOBAaHUSAX Yy TMAlMEHTOB C JEMEHIIUeH,
MPUHUMABIINX HEKOTOPbIE aTUIMYHbIE aHTUIICUXOTUYECKUE TIpenaparhl, HabI0Jal0Ch MTOBBILICHHE
pHucKa 1epeOpOoBaCKyISIPHBIX MOOOYHBIX 3(dexToB nmpumepHo B 3 paza. CBOAHBIC JaHHBIE 6-TH
11a11€00-KOHTPOJIUPYEMBIX HUCCIIEIOBAaHUM, BKJIIOYABIIMX B OCHOBHOM IIallUEHTOB IOKUJIOTO
BO3pacTa ¢ JeMeHuuedl (Bo3pacT Oojee 65 eT) AEMOHCTPUPYIOT, YTO IepeOpOBACKYJISpPHbIE
noOouHbie dPQeKThl (cepbe3Hble U Hecepbe3Hble) Bo3HUKamu y 3,3 % (33/1009) manueHToOB,
NPUHUMABIIUX PUCTIEPUIIOH, Uy 1,2 % (8/712) manuentoB, npuHUMaBIIHX Tuiane6o. CoOoTHOIIEHNE
puckoB coctaisuio 2,96 (1,34; 7,50) mpu noBepurenbHOM nHTEpBaiie 95 %. MexaHu3M MOBBIIICHUS

pucka HCU3BCCTCH. Henp3ss HCKIIOYUTH YBCIUMYCHUC PpUCKAa TpH HNPUMCHCHHU OPYTrUX
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AHTHICHXOTHYECKHX HPENapaToB WM B APYTHMX MOMy/IALMAX namuenToB. IIpenapar Topenno® Ky-
Ta6”® clIeyeT IPHUMEHATh C OCTOPOKHOCTBIO Y MAIIMEHTOB ¢ (JaKTOPAMHU PUCKA PA3BUTHS HHCYIIBTA.
Puck pasButus 1epeOpOBACKYISIPHBIX HEXKENATEIBHBIX SBICHUH y MAIMEHTOB C JIEMCHIIMCH
CMEIIaHHOTO WJIM COCYJIMCTOrO THUIa OBbLIT 3HAYUTENILHO BBINIE, YEM Y MAIMEHTOB C JIEMEHIUEH,
o0ycIioBieHHON 0ose3Hbio Anblreiimepa. CienoBaTebHO, PUCIIEPUIOH HE CIIEAYeT MPUMEHSTh Y
MAIMEHTOB C IEMEHIUEH T000ro TUIa, KpOME JEMEHIINH, 00YCIIOBICHHOH 00JIe3HBI0 ATbIreliMepa.
Heo6X0aMMo OIIeHMBATH COOTHOIIEHHE «II0JIb3a — PUCK)» TIepes] MpuMeHeHneM npernapata Topenao®
Ky-1a6® y HalueHTOB MOKMIOTO BO3PAacTa C JEeMEHIHeH, yduThiBas (aKTopbl PHCKA Pa3BUTHSA
MHCYJIbTA Y KXKIO0I0 KOHKPETHOTO ManueHTa. [1annenToB u nun, yXaxuBarolux 3a HUMH, CIeIyeT
WHOOPMHUPOBATH O  HEMEIJICHHOM  COOOIICHHH Bpady O  BO3MOXHBIX  IPOSBICHUSX
1epeOpOBaACKYJIISIPHBIX HapyUIEHUI (Takux Kak BHE3amHas c1abocThb 158107
HEMOJIBYKHOCTH/HEUYBCTBUTENFHOCTh B 00JIACTH JIMIA, HOT, PYK, a TaKKe 3aTPyJAHEHUE peud U
Hapyuienue 3peHusi). Cienyer HEMEMJIEHHO MPUHATh HEOOXOAMMBIE JIeYeOHbIE Mephl, BKIIIOYast
OTMEHY PHUCIIEPUIOHA.

[penapar Topenao®

Ky-Ta6® MOXET IPUMEHSATBCSA TOJBKO JUIsi KPaTKOBPEMEHHOM Teparuu
HEMpeKpalaoIeicss arpeccud y HalMeHTOB C  JeMeHIUel, o00yciloBIeHHOH O0Je3HbIO
AnbureiiMepa, cpeHeld M TSDKEJIOH CTENeHH, B KayecTBE JONOJHEHHs K He(dapMaKoJIOTMYECKHM
METOJIaM KOPPEKINH, B cllydae X HeI(PPEKTUBHOCTH WM OrpaHUICHHON d(DPEKTUBHOCTH M KOT/Ia
€CTh PUCK IIPUUMHEHUS Bpela NallMeHTOM caMOMy ce0e WK APYTUM JHUIaM.

Heo6x0/1uM0o NOCTOSIHHO OLIEHUBATh COCTOSIHUE MAI[MEHTa U HEOOXOJUMOCTh MPOAOIKEHHS Tepaniu
PHUCIIEPUIOHOM.

OpmocmamuyecKkas 2unomeH3us

B cBs3u ¢ anbda-anpeHOONOKUPYIOIMIMM JEHCTBHEM pPHCIEPUAOHA Y HEKOTOPBIX IallME€HTOB
BO3MOYHO pa3BUTHE OPTOCTATUYECKON FMIIOTEH3UH, OCOOEHHO B MIEPHOJ] HA4YaIbHOTO O00Pa 103BI.
Onucanpl cily4ad KIMHUYECKM 3HAUYMMOM apTepUalbHOM TUIIOTEH3UMH IPU  OJHOBPEMEHHOM
MMPUMCHCHUHN PHUCIICPHUIOHA C TUIMOTCH3UBHBIMU IIPCIapaTaMr B MOCTPECTUCTPALMOHHOM IICPHUOAC.
[penapat Topenno® Ky-1a6® He0OX01MMO IPHUMEHSTH ¢ OCTOPOKHOCTBIO y MAIMEHTOB C CEPAEYHO-
COCYIUCTBIMH 3a00JI€BaHUAMHU (HApuMep, cepieyHas HEeI0CTaTOYHOCTh, MH(ApKT MHUOKap/a,
HapylLIeHUsT  [POBOJUMOCTH  CEPACYHOM  MBIIINbBI,  JErujapaTalnys, THIOBOJIEMHS WM
nepedbpoBacKyJsipHbie 3a0oneBaHus). Takke HEOOXOauMa COOTBETCTBYIOIIAS KOPPEKIUS O3Bl
PeKOMeHJIyeTCSI OICHUTb BO3MOXHOCTb CHWIXCHHUSA J0O3bI B ClIyda€ pPa3sBUTHA apTepHaHBHOﬁ
TUIIOTEH3HH.

Jleiikonenus, Helimponenus u aZpanyiouumo3

23



Cnyyan JEWKONCHWM, HEWTPONCHHMM W arpaHyJIoONWTo3a OBUIM ONHCAaHBl TPHU NPUMEHEHHU
AHTUTICUXOTHYECKUX CpPEJCTB, B TOM UHCJIE€ TMPU MPUMEHECHUU TMIperapara pPHUCICPHUI0HA.
ArpanysonuTo3 ormeuancs odeHb peako (< 1/10000 manueHTOB) B XOJ€ MOCTPErHCTPAIMOHHOTO
HaOmroneHus. [lalMeHThl ¢ KIMHWYECKH 3HAYMMBIM CHHKCHHEM KOJIMYECTBA JICHKOLIMTOB WIIU
JIEKapCTBECHHO-MHYTUPOBAHHO JICHKOTICHUEH/HEUTPOTICHHEH B aHAMHE3€ TOJDKHBI HAXOTUTHCS IO/
HAOJIIO/ICHUEM B IEPBBIC HECKOJIBKO MECSIEB TOCIE Havala Teparud, a TPHU MOSIBICHUU TEPBBIX
MPU3HAKOB KJIMHUYECKU 3HAYMMOTO CHIKEHHS KOJMYECTBA JICHKOIUTOB U MPHU OTCYTCTBUU JIPYTHX
NPUYHHHBIX (PAKTOPOB, HEOOXOJAUMO PACCMOTPETH BOIIPOC O MPEKPAIICHUH TEPAITUN PUCIICPHIOHOM.
[TaneHTHl ¢ KIMHAYECKH 3HAYMMOW HEWTPONCHHEH OJDKHBI HAXOAWUTHCS IMOJ THIATEIbHBIM
HAOJIFOJICHUEM Ha TIPEIMET IOBBIMICHUS TEeMIICpaTyphl WIH APYTUX CHMIITOMOB WH(EKIHU, H
HEME/JICHHO HAYMHATH JICUCHUE TPU BO3HUKHOBEHUHU TAKMX CHMITOMOB. [lammeHTaM C TsDKEIou
dopmoit HeiiTponeHny (aGCOMIOTHOE KOMHYECTBO HeHTpoduaoB < 1x10°%11) HE0OX0AUMO OTMEHHTH

® Ky-Ta6® U IIPpOBOAUTH KOHTPOJIb KOJIHNYCCTBA HeﬁKOHHTOB B KpOBH 10

npenapar TopeHmo
BO3BPAILICHUS UX KOJMYECTBA K HOPMAJIbHBIM MTOKA3aTEIIsAM.

Il030Haa ouckune3usn u IKCMpPaAnupamuoHvle CUMRMOMbL

Tepanus aHTaroHucraMu J0(PAaMHUHOBBIX PEIENTOPOB MOXKET BBI3bIBATH IO3IHIOK JHUCKUHE3HIO,
KOTOpasi XapaKTepU3yeTCsl PUTMUYECKUMHU HEMPOU3BOJIBHBIMU JBHKEHHUSIMH, MPEUMYIIECTBEHHO
SI3BIKA VI/WJIM MUMHYECKOW MYCKYJIaTypbl. BO3HUKHOBEHHUE YKCTPAMTMPAMUHBIX CHMITTOMOB SIBJISICTCS
(dbakTOpOM pHCKa pa3BUTHS TO3JHEH TUCKUHE3WU. B CBsI3W C TeM, YTO MOTEHIMAT CTUMYJISIIUN
SKCTpaANMpPaMUIHBIX PACCTPONCTB y PUCIIEPUIOHA HUXKE, UEM Y KIACCUUECKUX HEUPOIENTUKOB, PUCK
pa3BUTHSA MO3JHEN NUCKUHE3WH MPHU €ro MPUMEHEHUU JOJDKEH OBITh HUXKE, YeM MpPU MPUMEHEHHUH
KJIACCUYECKUX HEUPOJIEITUKOB. [Ip1 BOSHUKHOBEHHH Y TIAlIMEHTa 0ObEKTUBHBIX WM CYOBEKTUBHBIX
CHUMIITOMOB, YKa3bIBAIOIIUX Ha IMO3/JHIOI0 JUCKUHE3WIO0, HY)KHO PACCMOTPETH IIEIeCO00pa3HOCTh
OTMEHBI BCEX aHTHUIICUXOTHYECKHX MpenapaTos, BKitodas npenapat Topenao® Ky-ta6®.
IKcmpanupamuonvle CUMRMOMbBL U HCUXOCMUMYTAAMOPbL

Crnenyer  coOmoaarh  OCTOPOKHOCTH Yy MAIlMEHTOB,  OJHOBPEMEHHO  IPUHUMAIOIINUX
MICUXOCTUMYJISATOPHI (HampuMep, METHI(PEHUAAT) W PUCIIEPUTIOH, B CBI3M C BO3MOXKHOCTBHIO
BO3HUKHOBEHHUSI IKCTPANUPAMHUIHBIX CUMOTOMOB NpPU KOPPEKTUPOBKE JI03bI OAHOTO WM 000MX
Mpenaparos.

3HC

[Ipu Tepanmuu aHTUIICHXOTHYECKMMHU TpenapaTamMu, BKIIOYas PUCIEPHUIOH, BO3MOXKHO Pa3BUTHE
3HC, xapakTepHu3ylolerocss THIepTepMueid, PUTHIHOCTHIO MBIIII, HECTAOMIHHOCTHIO (PYHKIIHH

BEreTaTUBHOMI HepBHOﬁ CHUCTCMbI, YTHCTCHHUEM CO3HAHUA U ITOBBIIICHHUEM CLIBOpOTOqHOﬁ AKTUBHOCTH
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kpeatuHpocdokunazpl. Y mamueHToB ¢ 3HC MOTryT BO3HHKATh TakKe MHUOTIIOOMHYPUS
(pabmomuonu3) ® oOcTpas IOYEeYHAs HEIOCTaTOYHOCTh. [IpyM BO3HMKHOBEHHMH Yy TAaIMCHTA
OOBEKTUBHBIX WM CYOBEKTHBHBIX cUMNTOMOB 3HC HEOOXOAMMO HEMEIJICHHO OTMEHHUTH BCE
AQHTUIICUXOTHYECKUE MIperaparhl, BKIOYask pUCIECPUIOH.

bonesnuw Ilapxuncona u oemenyusn c meavyamu Jlesu

[IpyMeHeHHEe AHTUIICUXOTHYECKMX TNpenaparoB, BKmouas mpemapatr Topenmo® Ky-ta6®, y
MaueHToB ¢ Oone3Hpto [lapkuHCOHA WM JAeMeHnued ¢ TenbiaMu JIeBH JOKHO MPOBOTUTHCS C
OCTOPOKHOCTBIO, TaK KaK y 00eHX IpyMIl MalKueHTOB MoBbIlIeH puck pa3Butus 3HC u yBenuuena
YYBCTBUTEJIBLHOCTh K AHTUIICUXOTHUYECKHMM IIpermapaTaMm (BKJIOYas NpPUTYIUIEHHE OOJeBOi
YyBCTBUTEIBHOCTH, CITyTAHHOCTH CO3HAHUS, TIOCTYPATbHYIO HECTAOMIBHOCTD C YaCThIMU MaICHUSIMU
U JKCTpalMpaMHIHbIe cUMITOMBI). [Ipu mpueme pucnepugoHa BO3ZMOXKHO YXYIIICHHE TEYCHUS
6one3nu [lapkuncoHa.

T'unepenuxkemusn u caxapnutii ouadem

Ornucanspl Cily4an Pa3BUTHS THIIEPTIUKEMHUH, CaXapHOTO JuadeTa U 000CTPEHUE YIKE MMEIOIIECToCs
caxapHoro nuadera. OrneHKa B3aMMOCBS3U MKy MPUMEHEHUEM aTUIMAYHBIX aHTUIICUXOTHYCCKUX
IpernapaToB M OTKJIOHEHUSMU B TIOKAa3aTeNIX KOHLEHTPAlUW TJIIOKO3bl 3aTpyJHEHa U3-3a
BO3MOXXHOCTH TIOBBIIIICHHsI (POHOBOTO pHCKA Ppa3BUTHS caxapHOro auabera y MalUeHTOB C
30 peHUEH, a TAaKKE U3-3a MOBBIIIEHUS YaCTOThI BCTPEYAEMOCTH CaXapHOTro TuadeTa B O JISIIIHH
B 1enoM. C y4eToM JOTOJHUTEIBHBIX BIUSIONMX (PAKTOPOB B3aUMOCBSI3b MEXKIY MPUMEHEHHUEM
ATUMHUYHBIX AHTUICHXOTHYECKUX TPEnaparoB M HEXKENAaTeIbHBIX SBJICHUM, OTHOCSIIMXCS K
TUMEPIIIMKEeMHH, IO KOHIA He sicHa. B HEKOTOPBIX CiydasX OTMEUEHO MPEAIIEeCTBYIOIIEe Teparnuu
YBEITUYCHUE MACCHI Tella, KOTOPOE MOXKHO PaclieHUBATh Kak mpeapacrnoiaratonmii gakrop. B ouens
peIKHuX ciydasx HaONIOAaIM pa3BUTHE KETOAIMI03a U PEAKO — auadeThyeckod kombl. Kak mpu
npreMe JOObIX aHTUIICMXOTHYECKUX CPEJICTB MAllMEHTHI JOJDKHBI HAXOAUTHCS MO/ HaOIIOACHHEM
Bpaua, cjelyeT KOHTPOJIHUPOBATh CUMITOMBI TUNEPTINKEMUN (TaKue KakK MOJUIUICHS, TOJNYPHS,
nosdarus u ¢1abocTh). Y MalUeHTOB ¢ CaXapHbIM AHA0ETOM CIIEAYyeT PEeryIIpHO KOHTPOJIUPOBATh
KOHIICHTPAIIHIO TJIFOKO3BI B KPOBH.

Yeenuuenue maccor mena

Ha ¢one Ttepanmuu pucnepuaoHoM HAOMIOJANIOCh 3HAYUTENHHOE YBEIMYEHHE MACChl Tena.
Heobxoammo mpoBOAUTE peryIIpHBIN KOHTPOIb MACChI TeJla TAIMEeHTOB.

T'unepnponakmunemusn

Ha ocHoBaHMM pe3ysIbTaTOB UCCIIEAOBaHMIA IN VItr0 ceIaHo MPEanoioKEHHE, YTO POCT OMYXOJIEBBIX

KJIICTOK MOJIOYHBIX JKCJIC3 MOXCT CTHUMYJIMPOBATHCA MPOJIAKTHHOM. HCCMOTpH Ha TO, 4YTO B
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KIMHHUYECKUX n SIMUICMHUOJIOTMYCCKUX HCCICOOBaHUAX HE BBISBJIICHO JeTKOM CBsA3U
TUIICPIIPOJIAKTUHEMHUU C HNPUCMOM  AHTUIICUXOTUUCCKHUX IPLCIaparoB, CICAYCT CO6JHOI[aTB
OCTOPOIKHOCTD IMTPHU IPUMCHCHNU PUCIICPHUIOHA Y MAIUCHTOB C OTATOICHHBIM aHAMHC30M. HpenapaT

® Ky-1ab® cremyer HOpUMEHATH C OCTOPOKHOCTBIO Yy MHAlMEHTOB C CYLIECTBYIOIIEH

Topenao
TUIEPIPOJIAKTUHEMHUEH U y MALIMEHTOB C BO3MOXXHBIMU IPOJTAKTHH-3aBUCUMBIMU OIMTYXOJISIMU.
Yonunenue unmepeana QT

B ouenp penkux ciydasix oTMeueHO yuinHeHue uHTepBana QT B mOCTperucTpallioOHHOM MEPUO/IE.
Kak v npu npuMeHeHuu IpYyrux aHTUIICUXOTUYECKUX CPEICTB, CIEAYEeT COOI0IaTh OCTOPOKHOCTD
npu npuMeHeHuu npenapara Topenmo® Ky-1a6® y mnanumeHToB € CepAeUHO-COCYAMCTHIMU
3a0oneBaHMsAMH, yIUIMHeHHeM nHTepBaia QT B cemeliHOM aHamMHEe3e, OpaJuKapaAnei, HapyIICHUSIMH
AIIEKTPOIUTHOTO OanaHca (TMITOKAIMEMHUs], TUITOMAarHUEMUs), TaK KaK 3TO MOKET MOBBICHTH PUCK
APUTMOTE€HHOTO JIUCTBUS WJIHM NIPHU OJHOBPEMEHHOM MPUMEHEHUH C MpernapaTaMmu, yTHHSIIOIIMMA
unrepBan QT.

Cyoopozu

IIpenapat Topenno® Ky-1a6® cieayer IpiuMEHATh C OCTOPOKHOCTBIO y TIAIIMEHTOB C CYI0POTaMH B
aHaMHe3€ UITU MPU COCTOSHUSAX, COMPOBOKAAIOIINXCS CHUKEHHEM MTOPOTra CyJOPOKHOM aKTUBHOCTH.
IHpuanuszm

Tak kak pucrepugoH ob6namaeT anb(a-aApeHOOTOKUPYIOMUM 3(P(HEKTOM, NMPH €ro MPUMEHEHHH
BO3MO>KHO pa3BUTHE MpHaNHU3Ma.

Hapywenue pecynayuu memnepamypsl mena

[Tpy nmprMeHeHUH aHTUIICMXOTUYECKHX MpenapaToB ONHUCHIBAETCS TAKOM HexenaTeabHbIN 3(dexT,
KaK HapylieHue TtepMmoperyiasiuuud. HeoOxomumo coOmogaTh OCTOPOXKHOCTh MpPH NPUMEHEHUH
npenapara Topenno® Ky-ta6® y manueHToB, KOTOpble MOTYT IIOJIBEPraThcs AeHCTBHIO (haKTOPOB,
BBI3BIBAIOIIMX IOBBIIIEHUE TEMIEpPaTyphl Tejla, TaKMX KaK MHTEHCHBHas (U3MYecKas Harpyska,
JETUIpaTanus, BBICOKAs TEMIIEpaTypa OKPYKAOLIEH cpeabl, OJHOBPEMEHHOE IPUMEHEHHE C
npenaparamu, 00Ja1a0IMMU aHTUXOJIMHEPTUYECKONW aKTUBHOCTBIO.

Benosznasa mpomooamoonusn

[Tpy mpuUMeHEHUH aHTUIICMXOTUYECKHX IMPENapaToB OMUCAHBI CIydyad BEHO3HOH TPOMOO3MOOIHH.
Heo0GxonuMo BBIABIATH BCE BO3MOXHBIE (DAKTOPHl pHCKA PAa3BUTUS TPOMOOIMOOIHMUECKUX
OCJIOKHEHMI 10 Hauana ¥ Bo BpeMs Tepanuu npenapatom Topenno® Ky-1a6®, Takxe NOMKHE ObITh
MPEIPUHSITH TPOPUITAKTHUECKUE MEPBI.

HCIP
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NCJIP ormeyascst BO BpeMsi Ollepalivu 1o MOBOAY KaTapaKThl y HAIlMEHTOB, TOJTYYaBIINX MIPENapaThl,
obJaiaronye aHTaroHu3MoOM K anbdai-agpeHopenentopam, Briarodas pucnepugon. MCIAP moxer
MOBBIINIATh PHUCK OCIOXXHEHUI CO CTOPOHBI OpraHa 3pEHUs BO BpEeMsi U TOC]e MPOBEICHUS
XUpyprudyeckoro BMmemareiabcTBa. HeoOxoaumo 3abiaroBpeMeHHO MPOHMH(POPMHUPOBATH XUpPypra-
opTampMoyiora O NPUMEHEHUU T[penaparoB, OOJAJAIOIIMX AHTAarOHM3MOM K  anbgai-
aJpeHOpEENTOpaM B HACTOsIIee BpeMsi WK B ipouuioM. [loTeHnuanbHas mojib3a OTMEHBI Tepanuu
npenaparamu, 00JaaloNIMMU aHTarOHU3MOM K alib(al-aJpeHopenenTopam, nepe Xupyprudeckium
BMEUIATEILCTBOM IO IMOBOJY KaTapaKThl HE YCTAHOBJICHA, B CBSI3U C YeM HEOOXOAMMO OIICHHUTH
COOTHOIIEHUE MOJIb3bl/PUCKAa OTMEHBI AHTUIICUXOTUYECKON TEPAIIUH.

Jemu u noopocmku

[lepen mpumenenuem npenapara Topermo® Ky-1a6® y mereif MM MOAPOCTKOB C yMCTBEHHOM
OTCTaJOCThI0O HEOOXOIMMO IMPOBECTH TINATEIbHYIO OLIEHKY MX COCTOSIHHMS Ha IpeIMeT HaTudus
(bU3NYECKUX WIIH COIUANIBHBIX PUYHMH arpeCCUBHOTO MOBEACHMS, TAKMX KaK 00JIb T HeaJIeKBaTHbIC
TpeOOBaHUS COLUATBHON CPEIBI.

CenatuBHbIi 3 (HEKT puctiepruIoHa JOJHKSH TIIATEILHO OTCIICKUBATHCS B JAHHOH TOITYJISIIIAA U3-32
BO3MOXXHOTO BJIMSIHUSI HA CIIOCOOHOCTh K 00y4eHHio. MI3MeHeHne BpeMEHU MpueMa pUCIepUIOHa
MO>KET CHU3UTh BIIMSHUE CEJAallMi HA BHUMAHHE IMOJPOCTKOB U JIETEH.

[IpumeHeHue pucnepuioHa ObLIO CBS3aHO C YBEIMUYEHUEM CPEJHHUX IOKa3aTeseil macchl Tella U
MHJEKca Macchl Tena. MI3MeHeHHusl pocTa B XOJie JOJITOBPEMEHHBIX HCCIEIOBAaHUN HAXOJIWIHNCHh B
paMKax 0>XMJAeMbIX BO3PAaCTHBIX HOPM. BiMsiHUE MIMTENBbHOrO NpueMa pUCcCHepHUIOHa Ha MOJIOBOE
pa3BUTHE U POCT MOJHOCTBIO HE U3YUYEHO.

B cBsi3u ¢ BO3MOXXHBIM BIUSHUEM TMPOJOKUTEIBHON THIEPIPOTAKTUHEMUU Ha POCT U TIOJIOBOE
pa3BuTHE y JeTell W TMOAPOCTKOB, JIOJDKHA TPOBOAUTHCS pETYJspHas KIWMHUYECKas OICHKa
TOPMOHANILHOTO CTaTyca, B TOM YHCIIEé U3MEPEHHUE POCTa, MacChl Teja, HAOIIOEHUE 3a MOJIOBBIM
pa3BUTHEM, MEHCTPYaJbHbIM I[HMKJIOM M JPYTUMHU BO3MOXXHBIMH MPOJAKTUH-3aBUCUMBIMU
s pexramu.

Bo Bpems Tepanuu pucnepugoHOM JODKHO MPOBOJIUTHCSA PETYNIpHOE OOCIeIOBAaHUE C LIEJBIO
BBISIBJIEHUS SKCTPANMPAMUJIHBIX CUMIITOMOB U JPYTUX JIBUTATEIbHBIX PACCTPONCTB.

Cneyuanvhas unghopmayua no 6cnoMozamenbHbvIM 6eULeCmMeam

CopOuton

[TaiuenTaM Cc peaKO BCTpPEYAIOMIEHCS  HACIEICTBEHHOW HETMEPEHOCHUMOCTBIO  (PPYKTO3BI

IMPOTHUBOIIOKA3aHO ITPUHUMATD 3TOT IIPCIiapar.

Acmnapram
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[Ipenapar comepXUT HUCTOYHHUK (eHmIamaHuHa. MOXKET OKaszaThCsl BPEAHBIM I JIFOACH C

(beHnITKEeTOHYpHUEH.

Binsinne Ha cIOCOOHOCTH YIPABJIATH TPAHCIOPTHHIMHU CPeJACTBAMM, MEXaHU3MAMH

® ® o .
[Ipemapar Topenno~ Ky-taG® MoxeT B HEOONBIION WM YMEPEHHOM CTENEHU OKa3bIBaTh
BO3/ICHCTBHUE HA CIIOCOOHOCTD YNPABIATH TPAHCIIOPTHBIME CPEJICTBAMU B MeXaHu3MamH. [lanuenram
CJIeyeT PeKOMEHJOBATh OTKA3aThCS OT BOXJICHUS aBTOMOOWIIA M OT PabOThl ¢ MEXaHU3MaMH IO

BBISICHCHUS UX HHHHBHﬂyaHBHOﬁ YYBCTBUTCJIIBHOCTH K IIpEIiapary.

dopMa BbIIIYCKa
TabneTku, TucrieprupyemMsie B moyioctu pra, 0,5 mr, 1 mr, 2 mr.
[To 10 Tabnerox B O6muctep u3 komoOmHupoBaHHoro matepuana OITA/An/TIBX, II9T/An donsru

(OPAJAIIPVC, PET/AI peel off foil).

[To 3 GnucTepa B Mauky KapTOHHYIO BMECTE C MHCTPYKIIUEH 110 TPUMEHEHUIO.

YciaoBus xpanenust
[Ipu Temneparype He Boie 25 °C, B OpUTHHAIILHON YIIAKOBKE.

XpaHUTb B HEOCTYITHOM JUIsS IETEU MeECTe.

Cpoxk rognocTu
3 roxa.

He npumensaTs npenapat no UCTEUEHUU CPOKa TOAHOCTH.

YcaoBus ornycka

OTmycKaroT 1o peLenty.
HaumMeHoBaHUe I0PHANYECKOTO JIULA, HA UMS KOTOPOT0 BHIIAHO PErHCTPALIMOHHOE
ya0cToBepeHue, ajpec

AO «KPKA, n.1., HoBo mecto», lllmapwemnika necra 6, 8501 HoBo mecto, CnoBenus

IIpousBoaurenn

AO «KPKA, n.1., HoBo mecto», HoBomemnika necta 22, 8310 Illentrepneit, CroBeHus
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®acosmnk (Ileppuunas ynakoska)

AO «KPKA, n.1., HoBo mecto», HoBomemnika niecta 22, 8310 Illentrepueit, CroBeHust

Ynakosmuk (Bropuunas (morpeduTe/ibCcKas) ynakoBKa)

AO «KPKA, n.1., HoBo mecto», HoBomemika necra 22, 8310 lenthepueid, CiioBeHus

Bbll’lyCKalOIlll/lﬁ KOHTPOJIb Ka4YeCTBa

AO «KPKA, n.1., HoBo mectoy, [lImapsenika necta 6, 8501 HoBo mecto, CiioBenust
HanmeHnoBaHue u aipec OpraHu3anum, NPUHUMAIOLIEN NPeTeH3uu NoTpeduTeJiei

000 «KPKA-PYCy», 143500, MockoBckas 0611., T. Mctpa, yi. MockoBckasi, 1. 50
Ten.: +7 (495) 981-10-95, daxkc: +7 (495) 994-70-78

[TpencraBuTenb GupMsbI TamkoBuu T. B.
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