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NHCTPYKIIUA
10 MEJMITMUHCKOMY ITPUMEHEHUIO JIEKAPCTBEHHOI'O IIPEIIAPATA
Topenno® Ky-1a6®
Torendo® Q-tab®

PerucTpauuoHHbIii HOMep:
Toprosoe nanmenoanue: Topenno® Ky-ra6®
Mesk1yHApPOAHOE HENATEHTOBAHHOE WM IPYNIHPOBOYHOE HANMEHOBAHME: PHCIIEPH/IOH

JlekapcTeennas gopma: TableTKH, JUCTIEPIUPYEMBIE B MOJIOCTH PTa

Cocras

| Tabnerka, Aucneprupyemasi B nosoctu pra, 0,5 mr/1 Mr/2 Mr coaepxur:

Heiicmsyowee sewpecmeo: pucnepuaon 0,50 mr/1,00 mr/2,00 mr

Bcnomoeamenvnvie eewjecmsa: MaHHUTON, OyTHIMETAaKpHUIIATa, JUMETUIAMUHOITHIIMETAKPUIIATA U
MeTHIMeTakpuiaTa conoaumep [1:2:1], morunon K25, nemmonosa Mukpokpuctammdeckas, tamn 102,
runpososa HuskosamemenHas LH-21, acnapram, KpocrmoBUIOH, KpacHTelb jKesie3a OKCUJT KpacHBIH
(E172), apomMaTH3aTOp MSTHBIA', apOMATH3aTOP MEHTOIOBBINA-, KaJIbIUs CHIMKAT, MarHus CTeapat
'ApomatnsaTop MSATHBIA: MaNbTONEKCTPHH, aKALM¥ KaMmeb, COPOMTON, MSTHI MOJEBOH MAclo,
JIEBOMEHTOJI.

2ApOMAaTH3aTOP MEHTOJIOBbII: MabTOEKCTPHH KYKYPY3HbIH, ApOMaTH3UPYIOLIHE KOMIIOHEHTBI.

Onucanme

prrm,le, CJIETKa IBOAKOBBIITYKIIBIC TabJIeTKH CBETJIO-PO30BOTO LBE€TA C BUWAUMBIMHA BKPAIIJICHUAMM.

CI)apmaKorepaneBanecKaﬂ rpymma: Jpyru€ aHTHIICUXOTUYECKHE CPEACTBRA

Kox ATX: NO5AX08

Papmako./10rH4ecKne CBoMCTBA
DapmakoOuHamuKa
Pucnepuion — ceNleKTUBHBIH MOHOAMHHEPrUYECKUIl aHTArOHKCT, 00JIaJaeT BBICOKUM CPOJICTBOM K

ceporoHrHoBbIM 5-HT> m podamuuoBeiM Dr-penientopam. PucnepuaoH Takke CBS3BIBAETCH C

1,6238



anb(aj-aapeHOpeENTOpaMH M B MeHbIUeH crenmeHH ¢ Hj-rucraMuHOBBIMH W anbdar-
aapeHopelenTopam; He 00/1a1aeT TPOMHOCTBIO K XOJTMHOPELENTOPaM.

Pucnepu/ion  ymeHpIIaeT MpPOAYKTUBHYIO CHUMIITOMATHKY IIH30()PEHHH, BBI3BIBAET MEHBIIEE
[0/J1aBJICHUE MOTOPHOM AaKTHBHOCTH M B MEHbLIEH CTENEHH HWHAYLUUPYET KaTaJClCHIO, YeEM
KJlaccu4eckue HerponenTtukd. COanaHCHPOBAHHBIN LEHTPAIbHBIM AHTArOHU3M K CEPOTOHHMHY M
nohamMuMHy CHM)KAET BEPOATHOCTb PAa3BUTHS OSKCTPAllMPAMHMAHBIX HApYIIEHMHA M pacliMpsieT
TepaneBTHYECKOE JEHCTBHE IIperapaTa ¢ OXBAaTOM HEraTMBHBIX W a((EKTHBHBIX CHMIITOMOB
K30 peHUH.

DapmakoKuHemuKka

Bcacwvisanue

Pucnepuion nocne mnpuema BHYTPb MOJHOCTBIO abCOPOMpYETCS, JOCTHras MAaKCHMaJbHBIX
KOHLEHTpaLUi B Iu1a3Me KpoBu yepes 1-2 yaca. AGcomoTHas GMOI0CTYITHOCTh PUCIIEPH/IOHA M1OCIIE
npuema BHYTpb cocTaeisieT 70 %. OTHocuTenbHass OMOJOCTYMHOCTh [OC/IE MpPUEMA BHYTPb
pucnepuziona B ¢gopme Tabnetok coctaBiser 94 % npu CpaBHEHWH C PUCHEPUIOHOM B (opme
pactBopa. [Iprem nuuy He okaspiBaeT BIUSHHMS Ha abcopOLMIO MpenapaTa, MO3TOMY PHCIIEPUIOH
MOJKHO TNpPUMEHATh HE3aBUCHUMO OT BpPEMEHM IMpueMa MnuiiKd. PaBHOBecHas KOHLEHTpaLus
pucniepuioHa B opraHusMe y OOJIbIIMHCTBA MALMEHTOB JOCTHraeTcs B TeueHue 1 aus. PaBHoBecHas
KOHLEHTpaUMs 9-ruipoKCUPUCTIEpUIOHA TOCTUTAETCS B TeYEHUE 4-5 THEN.

Pacnpeoenenue

Pucnepuon Geictpo pacnipenensercs B opranusme. O6beM pacnpeeenus coctasser 1-2 i/kr. B
MasMe KpPOBH PHUCHEPHIOH CBA3BIBAETCSH C aJlbOyMHHOM W anb(a|-KUCIBIM TJIHKOMPOTEHHOM.
Pucnepunon Ha 90 % cpaspiBaeTcs Genkamu 1ia3Mbl KpOBH, 9-ruipoKcUpucniepuiod — Ha 77 %.
Memaoonusm u evisedenue

Pucnepunion merabGonusupyercs B mneyeHu ¢ ydactueM usodepmenta CYP2D6. OcHOBHOIA
MeTaboMT — 9-TUIPOKCUPHCIIEPHIOH, KOTOpBIA 00nagaeT CXOAHOM  (apMaKOJIOrH4eCKOH
AKTUBHOCTBIO C PHUCHEPUIOHOM. PucnepuIoH M 9-rHIpOKCHUPUCTIEPUIOH COCTABIISIOT AKTUBHYIO
aHTUIICUXOTHYECKYIO (pakimio. M3odepment CYP2D6 noaBepkeH reHeTHYECKOMY MOIMMOP(HU3MY.
Y NauueHToB ¢ MHTEHCHBHBIM MeTabonuaMmoM 1o usodepmenty CYP2D6 pucnepuaon GeicTpo
npeBpaiaeTcs B 9-ruipOKCUPUCIIEPUIOH, B TO BPEMsl KaK Y MALMEHTOB CO CJa0bIM MeTaboIn3MOM
1o u3odpepmenty CYP2D6 5TOT npouece mpoucXOAUT 3HAYMTENLHO MeieHHee. XOTs y NalueHTOB
C HMHTCHCHMBHBIM METabOJIM3MOM KOHLEHTpALUsi PUCIIEPUOHA HKXKE, a KOHIEHTpauus 9-

FMIPpOKCHUPHUCIIEPHUOHA BBILIEC, YEM Yy IALMEHTOB CO ciaabbIM MeTa6OHI/I3MOM, (bapMaKOKl/IHCTPIKa



aKTMBHOM aHTUIICUXOTHYECKOH paKLUK 1oCe pUeMa 0JHOM MM HECKOJIBKUX 1103 CXOJHas B 00enX
rpynnax nayuMeHTOoB.

Jlpyrum nytem Metabonu3Ma pucrepuaoHa sBisercs N-aesankuiupoBanue. MccienoBanus B
YCJIOBUAX in Vilro Ha MMKpOCOMax IEYEHHU 4esIOBEeKa [OKa3aJid, YTO PUCIEPHIOH B KIMHHYECKH
3HAQYMMBIX KOHLIEHTPALHUAX CYIIECTBEHHO HE MHITUOUPYeT MeTab0Iu3M JIEeKapCTBEHHBIX MPENaparos,
OuoTpaHchopMUpyIOLMXCA 0] AeHCTBHEM H30(EepPMEHTOB CUCTEMBI LIuTOXpoma P450, B ToM uuncie
CYPIA2, CYP2A6, CYP2C8/9/10, CYP2D6, CYP2EIL, CYP3A4 u CYP3AS5. Uepe3 Hezenmo nocie
Hayaja npuema pucnepuaona 70 % 103bl BHIBOAUTCS NMOYKaMU (IIPU 3TOM BbIBEJICHHE PUCIICPH/IOHA
¥ 9-ruIpOKCHpPUCTIEPUIOHA TTOYKAMHU COCTABISAET 35-45 % OT MPUHATOM JI03bl, OCTABIIASCS YaCTh —
HEaKTUBHbIE MeTabonuThl) U 14 % — vepe3 kuweuynuk. [locie mpuema BHYTPh y NALMEHTOB C
ncuxosamu nepuosa nouyeeiBeneHus (T'2) pucnepugona cocramiser okoino 3-X wacoB, 1% 9-
THAPOKCHPUCIIEPU/IOHA U AKTUBHOMW aHTUIICUXOTUYECKOM (pakuuu — 24 yaca.

Jluneiinocmeo

KoHnuenrtpauus pucnepuaoHa B Iuia3Me KpOBH MPSMO MPOMOPLMOHAIbHA PUHMUMAEMOM 103€ B
TepaneBTUYECKOM /IMana3oHe J03.

DapMaKOKUHEMUKA Y OMOETbHbIX 2PDYNN RAUUCHMOE

Ilayuenmor nosxcunozo eospacma, nayuenmsl ¢ HapyuieHuem QYHKYuU neveHu u noyex

ITocne 0aHOKpaTHOro mnpHeMa pHCIEPUIOHA Y MALMEHTOB MOKHMJIOTO BO3pAacTa KOHLEHTpALMUs
aKTUBHOW aHTUIICUXOTHYECKOH (pakiMy B 11a3Me KPOBH YBEIUYUBAIACh B cpeHeM Ha 43 %, TV: —
Ha 38 %, a kiupeHc ymenbLiaics Ha 30 %.

V  DauMeHTOB ¢ TMOYEYHOW HEJAOCTATOYHOCTBIO HAOIOAANOCh TOBBIIEHHE —IJIA3MEHHOM
KOHUCHTPALlMM M [OHWKEHHE KJIMPEHCAa AKTUBHOM AaHTHIICMXOTHYECKOM (pakuuu B CpeaHeM
Ha 60 %. Y nauMeHTOB ¢ MEe4YeHOYHOM HEeJOCTATOYHOCTBIO KOHLEHTPALMU PUCIIEPHIOHA B ILIA3Me
KPOBM HE M3MEHSIUCh, OJIHAKO CpeJHss KOHUEHTpauus CBOOOJHOM (pakuuu pucrnepuaoHa
yBeIuuuBaiack Ha 35 %.

Jlemu

DapMaKOKMHETHKA PHUCIIEPHAOHA, 9-THAPOKCHUPHCIIEPHIOHA M AKTHBHOM aHTHIICHXOTHYECKOM
bpakuuu y neteit conocTaBUMa ¢ TAKOBOM Y B3POCIIbIX MALIUEHTOB.

Ilon, pacosas npunaonescnocmes, KypeHue

[TonynsauuoHHbIi GapMaKOKMHETHYECKHI aHAIN3 HEe BBISBUII OYEBM/IHOTO BJIMSHMS 110J1a, PAChl MM

KypeHHus Ha (apMaKOKHHETHKY PUCIICPHIOHA U AKTHBHOM aHTHIICHXOTHYECKON (PpaKiuu.



Iloka3zanus K INPUMECHEHHU IO

Jleuenue mm3odpeHun y B3poCibIX U AeTei ot 13 ner.

JleyeHne MaHMaKaJbHBIX 3MU30/10B, CBA3aHHBIX ¢ OUMOJSIPHBIM PAacCTPONUCTBOM, CpeHEH U
TSKEJIOM CTENEeHM y B3pOcCibIX U aereit ot 10 ser.

KpaTtkocpoyHoe (10 6 Hezaenb) Jie4eHHE HENpPEKpallalolieiics arpecCHi y MalUeHTOB ¢
AeMeHUMeH, 00ycoB/eHHOH 0ose3Hbl0 AublreiiMepa, CpeHed W TSDKEIOW CTENEHH, He
nojjnarouiencs He(GapMakoJOrMYeCKUM METOJaM KOPPEeKLMH, M [pPH HAJIMYMH pHCKa
NpUYMHEHHUs Bpela NalMeHTOM caMoMy ce0e WIIM APYTUM JIULAM.

Kparkocpounoe (10 6 HeJe1b) CUMITOMATHYECKOE JIEYCHHE HETPEKPAIAIOLIEiCs arpecCHHt B
CTPYKTYpE pacCTpOMCTBA MMOBEAEHH Y AECTEH OT 5 JIET U cTapule C yMCTBEHHOM OTCTAIOCThIO,
AMAarHOCTUPOBAHHOM B COOTBETCTBUU ¢ KpuTepusaMu DSM-IV, npu kotopoii B cuity TsxkecTH
arpecCM¥ MJIM MHOrO JECTPYKTHBHOIO MOBEAEHMs TpeOyeTcss MeIMKaMEHTO3HOE JIeYEHHE.
®apmakoTepanus A0DKHA ObITh YacThIO KOMIUIEKCHOM MPOrpaMMBbl JIEYEHHs, B TOM YHCJIE
MICMXOJIOrHYECKMX M 00pa3oBaTe/IbHBIX MEPONPHUATHHA. PUcrepuoH NOo/DKEeH Ha3Ha4aThCs
CIIELMAIMCTOM B 001aCTH IETCKOM HEBPOJIOTHMH U AETCKOW MCHXUATPUH HJTH BPAYOM, XOPOILIO

3HAKOMBIM C JIEYEHHEM PAaCCTPONCTB MOBEIEHHS y A€Tei U MOAPOCTKOB.

IIpoTuBonokazanus

['urep4yBCTBUTENLHOCT K PUCTIEPUIOHY M/WIH JIFOOBIM APYTHM KOMIIOHEHTAM Ipernapara.
DeHUNKEeTOHYpHSI.
Pejiko BcTpewaromascs Hac1eACTBEHHAs HEMEPeHOCUMOCTb (DPYKTO3BI.

Ilepuoa rpyiHOro BCKapMJIMBaHHUS.

C 0CTOpPOKHOCTBIO

3a00s1eBaHUs CePIEUHO-COCYAUCTOM CUCTEMbI (XPOHMYECKAs CEp/IE€YHAass HEJ0CTATOYHOCTb,
TMepeHECEHHBIH MHPAPKT MHOKap/1a, HAPYIICHUs POBOJUMOCTH CEPAECYHON MBIILILIb);
00€3B0KMBaHUE U TUTIOBOJIEMHUSI;

HapyIIEHUS MO3rOBOI0 KpOBOOOpaIlEeHHS,

6osesns [lapkuHcoHa;

Cy/I0pOorH (B TOM YHCJIe B aHAaMHE3e);

novyevyHass W/WJIM Ie4YeHOYHas HEJOCTATOYHOCTh TSXKEJIOU CTEIEHH (CM. pasaei «Cmnoco6

NPUMEHEHUS U J03bI»);



® 3j10ynoTpebiieHHe JeKapCTBEHHBIMH CPE/ICTBAMU MJIM JIEKAPCTBEHHAs 3aBUCUMOCTH;

® COCTOsIHMA, MPEapacroaraloliie K pa3BUTHIO TaXUKapAUW TUMa «nupysT» (Opaaukapaus,
HapylLIEHUE SJIEKTPOJMTHOro OanaHca, OJHOBPEMEHHOE TNPUMEHEHHE JIEKapCTBEHHBIX
cpeacTB, yanuHsaomux uatepsan QT);

® ONyXO0Jib MO3ra, KHMIIEYHass HEMPOXOAMMOCTb, ClIy4au OCTPOH Mepelo3MpOBKH JIEKapCTB,
cuHapoM Pelie (mpoTHBOPBOTHBIA 3(dekT pucnepuoHa MOKET MACKUPOBATh CHMITTOMBI
TUX COCTOSIHUK);

e (akTOpbl pUCKa pa3BUTUSA TPOMOOIMOOIUU BEHO3HBIX COCY/IOB;

e Gosne3nb auddy3ubix Teney Jlepu;

® [IpPMMEHEHHME y NALMEHTOB I0XKUJIOr0 BO3pacTa ¢ LepeOpoBacKyIApHOM JeMEHUHEIH;

e OEpeMEHHOCTb.

Ilpumenenne npu 6epeMeHHOCTH U B IEPHOJ TPYAHOr0 BCKAPMJIHBAHHS

BepeMeHHOCTB

CooTBeTcTBYIOIIME JlaHHBIE O IPUMEHEHHWH pHUCIEPUAOHAa y OepeMEHHBIX OTCYTCTBYIOT. B
MCCJIE/IOBaHUAX Ha JKMBOTHBIX HE OBUIO BBISIBJIEHO TEPAaTOr€HHOrO JCWUCTBHUS PHCIEPUIOHA.
[ToTeHUManbHBIA PUCK IPUMEHEHUS PUCTIEPU/IOHA Y Y€JIOBEKA HE U3BECTEH.

IIpy npyMeHEHMN aHTUNCHUXOTUYECKUX CPEICTB (B TOM YHCIIE PUCTIEPUIOHA) B T€YEHHE TPETHETO
TpuMecTpa OEpEMEHHOCTH HOBOPOXKACHHBIC IOJBEPIKEHbl PUCKY pa3BUTHI OOpaTHMBIX
SKCTpanupaMHU/IHbIE CUMIITOMOB M/WJIM CHHAPOMA «OTMEHBI», KOTOPbIe BAPbUPOBAJIUCH 110 CTEMIEHH
TSOKECTH M JaMTenbHOocTH. Coollanock O ciaydasX aXHUTallMd, MBIIEYHONM THIEPTOHHH WM
THIIOTOHWH, TPEMOpPA, COHJMBOCTH, PACCTPOMCTBA AbIXaHWS W 3aTPYyJHEHUSAX TNPH KOPMIIEHHH.
[TosTOMy HOBOPOJKAEHHBIE, MaTEpH KOTOPHIX MPUHUMAIM PUCIIEPUIOH BO BpeMs OepeMEeHHOCTH,
JIOJKHBI HAXOAUTBCS TOJT TIATEIBHBIM HaOJTI0IEHUEM.

I[lpumenenue npenapata Topenno® Ky-ta6® Bo BpeMsi OEpEMEHHOCTH BO3MOXKHO TOJBKO B TOM
cily4ae, ecjid OXKMJaemas I1oJib3a JUls MaTepH MpeBbIIAeT MOTEHUUAIBHBIA pUCK Ais mioaa. [Ipu
HEOOXOJMMOCTH TPEKPALIEHUs] Tepanud BO BpeMsi OEPEeMEHHOCTH CIEAYeT NPOBOJUTH OTMEHY
npernapara MoCTENeHHO.

[lepuon rpyAHOrO BCKapMJIMBaHUS

B uccie0BaHuAX Ha JKMBOTHBIX PHCHEPUJIOH U 9-THIPOKCHPUCIIEPUIOH MPOHHMKAIM B TPYIHOE
MOJIOKO. bb110 Takke NpoJeMOHCTPUPOBAHO, YTO PUCIEPUIOH W 9-THAPOKCHPHMCIIEPUIOH B

HEOOJIBLINX KOJIMYECTBAX I[IPOHUKAKOT B T'PYAHOE MOJIOKO YEJIOBEKA. Her panHBIX O pPa3sBUTHH



no0ouHBIX 5PPEKTOB y MJIA[ACHLEB MpPU IPYAHOM BCKapMiauBaHuH. [103TOMY BOMpOC O rpyaHOM
BCKapMJ/IMBaHUH JI0JDKEH PELIATHCSA C yYE€TOM BO3MOXKHOIO pUCKa /15 peOeHKa.

DepTUIILHOCTh

Kak u spyrue nekapcTBeHHbIE MpenapaThbl, KOTOpbIE ABISAIOTCS aHTArOHUCTAMHU A0(GaMUHOBBIX Da-
peLenTopoB, PUCHEPHIOH  IOBBIIAET KOHLEHTPAUMIO MPOJAaKTHHA B  IUIa3Me  KPOBH.
['Mneprnposak THHEMHS. MOXKET MOZAABJIATh CEKPELMIO TMIIOTAIAMUYECKOrO FOHA0TPOIMH-PHIIU3HHT -
rOPMOHA, YTO MPHUBOJUT K CHWKEHMIO CEKPELIMU THIO(U3apHOr0 rOHaZOTpONUHA. DTO, B CBOKO
o4yepellb, MOJXET BbI3bIBATL I[I0/IaBJIEHUE PENPOAYKTUBHOH (QYHKUMM 32 CYET HapyLICHHS
CTEpOM/IOreHe3a B TIOJIOBBIX JKeJle3aX y MalMeHTOB MY)KCKOTO M KEHCKOTO I10J1a.

B NOK/IMHUYECKUX MCCAEA0BAHUAX 3HAYUMBIX 3G PEKTOB He HAOIIHO1AI0Ch.

Cnoco6 npuMeHeHHUs M 1035l

[Tpenapat Toperno® Ky-ta6® B ekapcTBeHHOM (hopMe TaBNeTKH, AUCTIeprupyeMbie B MOIOCTH PTa,
MOXET MPUMEHATLCA B Ka4yeCTBe albTepHaTHBbI npenapaty Topenno® B jekapcTBeHHOM (opme
TalbJIETKH Y MAlIMEHTOB, KOTOPBIE MCTIBITHIBAIOT TPYAHOCTHU MPU MPOTIATHIBAHUU TaGIETKH.
Tabnerku, 1ucneprupyembie B MOJOCTH pTa, XPYIKUE, O3TOMY UX HE CJIEyeT BbIAABIMBATH YEpe3
(onbry ynakoeku, Tak Kak OHM MOTYT cioMatbes. He cieayer 6path TabieTKy MOKPBIMH pyKaMH,
TaK Kak Tab/IeTKa MOXEeT Ha4aTh PacTBOPATHCS.

Tabnetky cneayeT npuHATH cpasy Mociie BCKPLITUS GIMCTepa.

M3Beub TabneTKy ciaeayeT cleayoumumM oopasom:

1. Cornyts 6MCTEp MO IMHUK Pa3phIBa.

2. BekpbITh G/1MCTEP, OCTOPOXKHO MOTAHYB 32 Kpaid Qobru.

3. OcTOpOKHO U3BJIEYB TAOIETKY.

4. 3aTem TabETKY CllelyeT HEMEJUIEHHO MOJIOXKUTB Ha SI3bIK U JIEPXKATh BO PTY B TEUEHHE HECKOIBKUX
CEeKYH/1 10 [OJHOTO PaCTBOPEHMS, 3aTEM MOXKHO 3aITHTh JKUIKOCTBIO.

He cnenyer cmemmuBath TabneTky BO pTy ¢ NMIIEH.

Takxe MOXHO MOMECTHTH TabETKY B MOJNHBIMA CTAKAH BOJIBI U CPA3y BBIMTHUTE.

Hlusogppenus



B3pocnvie

INpenapar Topenno® Ky-ta6® MoxkeT NPUMEHATBLCA OJIMH MM /1B Pa3a B CYTKH.

HauvasbHas 1o3a npenapara Topenno® Ky-1a6® cocrasnser 2 Mr B cyTku. Ha BTOpOii meHb 103y
MOXKHO YBEJIMYUTh 10 4 Mr B cyTKU. C 3TOro MOMEHTa /103y MOXHO JMOO COXpaHUTh Ha MPEKHEM
YPOBHE, MO0 HHAUBUYATbHO CKOPPEKTHPOBATH MPU HEOOX0AUMOCTH. OOBIMHO ONITHMAJIBHOM 1030
aBjAeTCs 4-6 Mr B CyTKU. B psjie ciyyaeB MoxeT ObITh onpapaHo Gosiee MeAJIEHHOE YBEJIHYEHHE
103bl ¥ 00JIee HU3KUE HaYalIbHAsL U TOePKUBAIOLIAs 103bI.

Jo3b1 Bbiuie 10 Mr B cyTKH He okazaiii 60J1ee BbICOKOM 3¢ GeKTUBHOCTH 110 CPABHEHUIO C MEHBILIHUMH
J03aMU W MOTYT BbI3bIBATh IOSIBJICHUE OSKCTpANMpaMUIHBIX CHMITOMOB. B CBsi3u ¢ TeMm, 4TO
6e30MmacHOCTh 7103 BbllIe 16 MI' B CyTKM HE M3y4alach, J03bl BbILIE STOrO YPOBHS MPUMEHSATHL HE
PEKOMEHyeTCS.

Iayuenmur nodxcunozo so3pacma

Pexomenyemas HavanpHast 103a — 0,5 Mr Ha npueM JBa pasa B CyTKU. J[03y MOXKHO WH/IMBH/IYAILHO
yBennuuBaTh Ha 0,5 Mr /1Ba pasa B CyTKH 10 1-2 Mr /1Ba pa3a B CYTKH.

Jlemu om 13 nem

Pexomennyercs HavanbHas go03a 0,5 Mr Ha npuem OAMH pa3 B CYTKM YTPOM WM Bedepom. [Ipu
HEOOXOIMMOCTH JI03UPOBKY MOXHO YBEIMYUThL HE MEHEe YeM 4epe3 24 yaca Ha 0,5-1 Mr B CYTKHM J10
PeKOMEH/1yeMO# 103kl 3 MI' B CYyTKH MpPU XOpoILel nepeHocuMocT. HecMoTps Ha 3G peKTHBHOCTD,
MPOJEMOHCTPUPOBAHHYIO MPH JIEYEHUH MIK30(PEHUH y MOAPOCTKOB J03aMH 1-6 Mr B CYTKH, HE
Ha6/110/1a710Ch JI0NOJIHUTEIbHOM 3¢ EKTUBHOCTH NPH 103aX BBIIE 3 MI' B CYTKH, a 60jiee BHICOKHE
A03bl BbI3bIBAJIA O0JIbLIE MOGOUHBIX 2 dekToB. [IprMeHeHne 103 BbILIE 6 MI' B CYTKM HE H3y4alloch.
[lauuentam, y KOTOpbIX HabmoJgaeTcs yCTOWYMBAS COHJIMBOCTb, PEKOMEH/YETCS NPHUHMMATh
MIOJIOBMHY CYTOYHOH J103blI /IBa pa3a B CYTKH.

OrtcyTcTBYeT ONBIT MPUMEHEHHs B Tepanuu wu3odpenun y aeteit maaame 13 jer.

Manuaxanonvie 3nu300b1, c6A3aHHBIE C GUROIAPHBIM PACCMPOIICMEOM

B3spocneie

Pexomennyemas HauanbHas qo3a npenapara Topenno® Ky-1a6® cocTapiser 2 Mr OluH pa3 B CYTKH.
[Ipu HeoOX01MMOCTH 5Ta /1032 MOXKET ObITh MOBbILIEHA HE MEHEE YeM 4epe3 24 yaca Ha | M B CYTKH.
JL1st GosbLIMHCTBA MALMEHTOB ONTUMAJIBHOM 10301 siBisietcst 1-6 Mr B cyTku. [IpuMeHeHMe 103 BbIle
6 MI' B CYTKH y NallMEHTOB C MAHWAKAJIbHBIMU SMU30/1aMHU HE U3y4aJlOCh.

Kax u a5 mo6Go#t apyroi cMMNTOMaTHYECKOM Teparnuu, LeJIecoo0pasHOCTh MPOI0IKEHHU JICYECHHUS
npenaparom Topenno® Ky-ta6® nomkHa peryispHo oLEHHBATHCS U MOATBEPHKAATHCS.

Hauueum bl NOJHCUNI020 803pacma



PexoMeHnyemas HavasipHas 03a coctaBiaseT 0,5 Mr Ha mpueM JBa paza B CyTKH. J[03y MOXKHO
WHIMBHU/lyalbHO yBenuuuBaTh Ha 0,5 Mr 1Ba pasa B cyTku 10 1-2 mMr aBa pa3a B CyTKH. OmbIT
NPUMEHEHHs Y MAlMEeHTOB MOXKWJIOTO BO3pacTa OrpaHHYEH, B CBA3H C YeM ClIeAyeT coOoaaTh
OCTOPOXKHOCTb.

Jlemu om 10 nem

Pexomenjiyercss HavanbHas go3a 0,5 Mr Ha mpveM OJMH pa3 B CyTKM YTpoM WM BedepoM. [lpu
HE0OXO0AMMOCTH JI03UPOBKY MOXKHO YBEIMUYUTh HE MEHee 4eM uepe3 24 yaca Ha 0,5-1 Mr B CyTKH 10
pekoMeHayeMOol 03bl 1-2,5Mr B CyTKM @pd Xopolued mnepeHocuMmoctd. Hecmotpsa Ha
3} deKTUBHOCTb, MPOAEMOHCTPUPOBAHHYIO MPU JIEYEHUH MaHMAKaJIbHBIX SMU30/0B, CBA3AHHBIX C
OUMOIAPHBIM paccTpOUCTBOM, Y AeTeit 1o3amu 0,5-6 Mr B CyTKH, He HabJIH0/1a/10Ch TOMOIHUTEIbHON
3pdexkTuBHOCTH NpU J03ax BbIe 2,5 MI B CYTKH, a 0Oojiee BBICOKHME J103bl BBI3bIBAIM OOJIbIIE
no6ouHbix 3¢ dexToB. [IpumeHeHune 103 Boile 6 MI B CYTKH HE U3y4aJlOCh.

[TanpenTtam, y KOTOpbIX HabmoJaeTcss yCTOHYMBAs COHJIMBOCTB, PEKOMEH/AYETCs NPUHUMATh
II0JIOBUHY CYTOYHOH J103bI J1BA pa3a B CYTKH.

HeobxoauMo peryssipHO OLlEHMBATb M MOJATBEPXKAATh LIE1eCO00pa3HOCTh MPOJO/DKEHUS NpUeMa
pucnepu/IoHa.

Henpexkpawawwaaca azpeccua y nauyueHmoe ¢ O0emeHuuei, 00ycnoe1eHHoi 001e3HbI0
Anvuceiimepa

Pekomennyemas HavyanbHas J03a pucnepuoHa coctasiset 0,25 Mr Ha preM JBa pasa B CyTku. [Ipu
HE0OX0/IMMOCTH BO3MOXKHO HMH/MBHAYyalbHOE yBelauveHue 03bl mo 0,25 Mr JBa pasza B CYTKH C
MHTEpBAJIOM He MeHee | aHs. Jlns GoJIbIIMHCTBA MAaLMEHTOB ONTUMalbHas a03a coctapiset 0,5 mr
JBa pa3a B CYTKH. Y HEKOTOPBIX MAaLMEHTOB, OJJHAKO, 3¢ PEeKTUBHAS /1032 MOXKET COCTABIATh MO 1 Mr
aBa pasa B cytku. [Ipenapar Topenao® Ky-1a6® He no/mkeH NpuMeHAThes Gonee 6 Heleldb TpH
HEMpPEeKpaIlaloIEeNcs arpeccud |y MauuMeHTOB ¢ JaeMeHuued, oO0ycioBieHHOH 06o0e3HbI0
Anbureiivepa. Bo Bpems neuenns mnpenapatom Topenno® Ky-ta6® neobxomuma wactas u
peryjisipHas OllEHKa COCTOSHMs NMalMEHTa Ul PELIeHUsl BOIpoca O HEOOXOJUMOCTH MPOIO/DKEHHS
Tepanuu. Ilocae Toro, Kak y nmauueHta OyaeT JOCTUTHYTA IieieBasi 103a, MOXKHO TEPEBECTH ero Ha
PEXUM Mpuema rnpenapara OAUH pa3 B CYTKH.

Henpexkpawarowasaca azpeccua ¢ cmpykmype paccmpoiucmed noeeoenus

Jlemu om 5 0o 18 nem

ITatmenrtam ¢ maccoii Tena 50 Kr u 6osiee pekoMeH/10BaHa HavaabHas 103a npenapara Topenao® Ky-
1a6™ 0,5 Mr ouH pa3 B cyTku. [Ipr HEOGXOIMMOCTH 3Ta 1033 MOXKET ObITh yBeHueHa Ha 0,5 MI OJHH

pa3 B CYTKH HE€ MEHEEC 4YEM 4YEpe3 24 4aca. H.Hﬂ OOJILIIUHCTBA IMNalMCHTOB OIITUMaJIbHasA J03a



cocraJisseT | Mr ouH pa3 B CyTKU. OJIHaKO ISl HEKOTOPBIX MAaLMEHTOB MPEeANOYTHTEIbHENH prueM
1o 0,5 Mr B CyTKM, TOr/1a KaK Jpyrum naudeHTam Tpedyercst yBeauueHue 403bl 10 1,5 Mr B CyTKH.
[TanmenTam ¢ maccoii Tesa MmeHee 50 Kr pekoMeH/10BaHa HavaslbHas Jo3a npenapata 0,25 mr 1 pa3 B
cytku. [Ipu HeoOGxoauMOCTH 3Ta 1032 MOKET ObITh yBen4eHa Ha 0,25 Mr OJIMH pa3 B CYTKH HE MEHEe
4eM vepes 24 yaca. J[ng OoabIMHCTBA NALMEHTOB ONTUMANbHAs J103a cocTaBiseT 0,5 Mr oJMH pa3 B
CyTKu. O/1HaKo JUlsd HEKOTOPbIX MALMEHTOB NpeanoyThTebHel npueM no 0,25 Mr B CyTKH, TOr/ia Kak
HEKOTOpbIM TpelyeTcs yBeauueHue 103bl 10 0,75 Mr B CyTKH.

Kak 1 114 1060 Apyroil cMMNTOMaTU4eCKON Tepanuu, LeaecooOpa3HOCTb MPOA0DKEHHS JIeYeHH s
npenaparom Topenao® Ky-1a6® n0/mkHa perynspHO OLEHHBATHCS M MOITBEPK/IATHCA.

IIpumenenne y neteil Maaaue 5 et He peKOMEH/YeTCs BBULY OTCYTCTBHS JJAHHBIX.

Ocodbie 2pynnsl nayuenmoe

Hapywenue ¢pynxkyuu novex u nevenu

V' nauueHToB ¢ HapylleHHeM (YHKIMH [0YEeK CHHKEHA CIOCOOHOCTh BBIBEJEHHS AKTHBHOM
AHTUIICHXOTHYECKOH (paKLMHU MO CPaBHEHHUIO C JAPYTHMMH TIPYIINAMHU IMALMEHTOB. Y NAalUMEHTOB C
HapylieHieM (QYHKUMM MeYyeHH HaOJI0/aeTcsl MOBBIIEHHAs KOHLEHTpauusi CBOOOAHOM (pakuuu
pUCrIepU/I0Ha B 171a3Me KPOBH.

HavanbHas n noaiepxuBaiomas 703a B COOTBETCTBUM C MOKA3aHUSMH JIOJDKHA OBbITh YMEHBILIEHA B
ABa pasa; yBEJIMYCHHE [103bl Y MAUMEHTOB C HapylleHHMEeM (QYHKUMM NEYEHH W MOYEK OJDKHO
MIPOBO/AUTLCS ME/IJICHHEE.

Ilpenapar Topenno® Ky-ta6® cnemyer NPUMEHATE C OCTOPOJKHOCTBIO y JAaHHOM KaTeropuu
MaLHUEeHTOB.

Cnocoé npumenenus

BHYTpb, HE3aBUCUMO OT BpeMeHHM TpHeMa MHUIIH.

B Hauasie 103MpOBaHuUs ¥ NPU YBEIMYEHHHU J103bl, @ TAKXKE IIPU HEOOXOJMMOCTH NPUEMA JI03UPOBKU
pucnepuiona 0,25 Mr crieryeT NpUMEHATh COOTBETCTBYIOIIHE JIEKAPCTBEHHbIE HOPMBI PUCTIEPHIOHA
C BO3MOXKHOCTBIO J103upoBaHusi 1o 0,25 mr.

IMpenapar Topenao® Ky-ta6® cieayer ormensats noctenenHo. Ilpu peskom NpeKpaLleHuu rpuemMa
AHTUIICUXOTHYECKHUX MpernapaTroB B BHICOKUX /J03aX, B TOM YMCIIe PUCIEPHIOHA, B OYEHb PEIAKHUX
ciyqasx HabJo/1aM pa3BUTHE CHHAPOMA «OTMEHBI» (TOIIHOTA, PBOTA, IOBBILIEHHOE MOTOOT/IEICHHE
v 6eCcCOHHMIA), BO3MOXKHbI PELUAUBbI ICUXOTUYECKMX CMMIITOMOB U MOSIBJIEHUE HENPOM3BOJILHBIX
JBWKEHWI (TAKMX KaK aKaTU3US, TUCTOHUS U JUCKMHE3HUS ).

Ilepexoo om mepanuu Opy2umu aHmuncuxomu4eckumMu npenapamamu



B nauane npumeHenus mnpenapata Topenno® Ky-1a6® peKoMeHIyeTcs MOCTENEHHO OTMEHSTH
Npe/ILECTBYIOUIYIO TEPAnHio, €CIM 3TO KJIMHUYECKU ONpapJaHo. B ciyuyae nmpeasiaylneit tepanuu
neno-GopMaMH  aHTHIICMXOTHYECKMX MpenapaToB Tepanuio mnpenapatoM Topenmo® Ky-ta6®
peKOMeH/1yeTcsl HauuHaTb BMECTO Clelylolled 3arnjaHupOBaHHON uHbeKUMH. Ileproauyecku
ClielyeT OLICHHWBAaTh HEOOXOAMMOCTh MPOJOKEHUS TEKyLeH Tepanud aHTHIApKMHCOHUYECKHMH

npenaparamu.

ITo6o4Hoe eficTBHE

Haubonee wacto HabmopaeMbiMH noOO4YHBIMH S(ddexTamu (4acToTa BO3HUKHOBeHHs > 10 %)
ABJISUTUCH NAPKUHCOHU3M, ce/lalusl, royioBHas 60s1b 1 OeCCOHHULA.

[To604Hble >deKThl pUcCTIepUIOHa B TEpaneBTUYECKUX J03aX MPUBEICHBI C paclpe/ie/ieHUeM M0
4acToTaM M chcTeMaM opraHoB. YactoTy moGovHbIX 3¢dekToB kiaccuGuuupoBany ciaeayroluM
obpaszom: o4eHb 4acto (> 1/10 cimyuaes), wacro (> 1/100 u < 1/10 cnyvaes), Hedacto (> 1/1000 u
< 1/100 ciy4aeB), peako (> 1/10000 u < 1/1000 ciydaer), oueHs peaxo (< 1/10000 ciy4aer) u ¢
4aCTOTa HEU3BECTHA (HEBO3MOXKHO OLIEHHUTh YacTOTY U3 AOCTYITHBIX JaHHBIX).

B kaxo0ii yacToTHO#H rpynmne noGouHbie 3(GeKTsl MpeICTaBIeHbl B MOPSAKE YMEHBIICHHS WX
Ba)KHOCTH.

Hapywenus co cmoponver cepoya:

4acTo — TaXHUKap/Ius;

He4acTo — GuOpMLIALMS Npecepanil, aTpUOBEHTPUKYJIApHas 0JIOKaja, HapylIeHHE MPOBEICHUS,
yuaHenve unrepBana QT na DOKI', 6pagukapaus, oTkiaoHeHus nokasateneid Ha DK, omrymenue
cepaueOueHus;

PEAKO — CHHYCOBasi apUTMHSI.

Hapywenus co cmoponwl cocyoos:

4acTO — apTepUaibHas TUMIEPTEH3HUS;

HEYacTo — apTepualibHas TUIOTEH3Hs, OPTOCTATHYECKAs TUIIOTEH3Hs, IPHIMBBI KPOBH K JIULLY;
pezKo — >M00JIHA JIErOuHO# apTepuH, TpoMO03 IiIyOOKHX BEH.

Hapywenus co cmoponvl Kposu u aumgpamuyeckoi cucmemoi:

HEYacTo — HEUTPONEHMs, CHIKEHHE KOJMYECTBAa JICHKOLMTOB, TPOMOOLMTONEHMS, AHEMMS,
CHM)KEHHE reMaTOKPUTA, CHUKEHHUE KOJTMYECTBA S03UHO(UIIOB;

PEIKO — arpaHyJIoIUTO3 .

Hapywenus co cmoponvl nepeHoii cucmemui:
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OYeHb YaCTO — CE/IALNs, COHTHBOCTh, MAPKMHCOHU3M", FONI0BHAs GOIb;

YacTO — AKATH3MA", IUCTOHHUA", FOIOBOKpPYKEHHE, TUCKUHE3US ', TPEMOP;

HEYacTO — IMO3JHSAS JUCKUHE3HUS, HUIEMHUS TOJIOBHOTO MO3ra, OTCYTCTBHE OTBETa Ha CTHMYJIALIMIO,
MoTeps CO3HAHMSA, CHWXKEHHBIH YPOBEHb CO3HaHMs, CyAoporu’, OGMOpPOK, [CHMXOMOTOPHas
TUNEPaKTUBHOCTb,  HApYLIEHHE  PABHOBECHs, HapylIeHHE  KOOpAMHAUMH,  IOCTypasibHOE
rOJIOBOKPY)KEHUE, HapyLIeHHe BHUMAHUA, AU3apTPUs, TUCTE€B3Us, TMIIECTE3Hs, NIAPECTE3U;

peaKo — 370Kka4ecTBeHHbIN HeiponenTuueckuii curapoM (3HC), nepeGpoBacKyIsipHbIe HAPYILIEHHUS,
auabetuyeckas KOMa, TPEMOP IOJIOBbI.

Hapywenus co cmoponel op2ana 3penus:

4acTO — HEYETKOE 3peHHe, KOHBIOHKTUBUT;

HEe4yacTo — CBeTOOOSA3Hb, CYXOCTh IJ1a3, yCHJIEHHOE CIe30TeYEeHHE, TUIIEpeMHUs IJ1a3a;

peAKO — riayKoMma, HENpOW3BOJIbHbIE BpallleHMs TIJa3HbIX SA0J0K, HapyLIeHUE [BWKEHHWH ria3a,
o6pa3oBaHue KOPOK Ha Kpalo BeKa, HHTPaoNepallMOHHbIi CHHAPOM ApA6I0# paTyKKu®.

Hapywenus co cmoponel opzana cuyxa u 1a0upunmmuvle HapyuweHusl:

HEYyacTo — yM B ylIaX, BEpTUro, 00JIb B yXe;

Hapywenus co cmoponel OvixamebHOU CUCmemsbl, Op2aHo8 2pYOHOU KIemKU U CPeOOCMEHUsL:

4acTo — O/IbILIKA, 060k B 006J1aCTH FOPTAHU U INIOTKH, Kallleb, HOCOBOE KPOBOTEUEHHE, 3aJI0KEHHOCTh
HOCa,

HEYacTo — aclUpalMOHHAas THEBMOHUS, 3aCTOM B JIETKHX, HapylIEHHE JbIXaHUs, XPUIIbI, CBUCTSIIEE
JbIXaHME, 3aJ10KEHHOCTD JbIXaTebHBIX MyTeH, TMCHOHUS, paCCTPOHCTBO CO CTOPOHBI JbIXaTEIbHOM
CHCTEMBI;

PE/IKO — CHH/JPOM aIfHO3 BO CHE, TUIEPBEHTUIIALIU.

Hapywenus co cmoponul #ceny00uHo-KUueyHo20 mpakma.:

yacTo — 00Jb B 00MAacTH KMBOTA, AMCKOMGOPT B IKEIyJaKe, pBOTA, AMapes, 3amop, TOIIHOTA,
JMCIIENCHs, CYXOCThb CIIM3UCTON 000JI04KH MOJIOCTH pTa, 3yOHas 60Jb;

HEuYacTo — HeJIep)KaHHe Kana, ¢peKkalioMa, racCTpOIHTEPUT, JUcharus, METeOpHU3M;

PEAKO — MNaHKPEaTHUT, HEMPOXOJAUMOCTb KULIEYHUKA, OTEYHOCTh S3bIKa, XCHIIHUT;

OYEHb PEJIKO — UJIEYC.

Hapywenus co cmopoHel novex u Mouegul8005uyux nymeii.

4acTO — HHYpE3;

HEYACTO — MOJUIAKUYpHU A, 3aA€PIKKA MOYECBBIACIICHUA, TU3YPHUA.

Hapywenus co cmoponsl KOJ’CU U HOOKOICHBIX MKAHET:
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4acTo — ChlIb, IPUTEMA;
HEeYacTo — KpanmMBHULA, 3Yy[, aJONEeLHs, TMIepKepaTo3, 3K3eMa, CyXOCTh KOXKH, U3MEHEHHE LIBETa
KOJKH, aKkHe, ceOOopeiHbIi JepMaTUT, BOCTIAJICHHE KOXKH, HApYyIIEHHE KOXKHBIX ITOKPOBOB;

PEAKO — TOKCUKO/EPMHUS, IEPXOTh;

oueHb peako — orek Keunke, cunapom CruBeHca-/PKOHCOHA/TOKCUYECKUH 3MUAEpMaIbHbIH
HEKPOJIU3.

Hapywenis co cmoponvl ckenemno-mululeYHOoU U COeOUHUMENbHOU MKAHU!

4acTO — MbIILUEYHBIE CM1a3Mbl, 00JIE3HEHHOCTb CKEJIETHBIX MBILILL, 60JIb B CIIMHE, apTPaIrus;

HEYaCTO — IMIOBBILIEHHE AKTUBHOCTU KpeaTMH(OC(HOKHUHA3bl B IUIa3Me€ KpPOBH, BBIHYKACHHOE
10JI0KEHHWE TeJla, TYTOMOABMKHOCTh CYCTaBa, OTEK CycTaBa, MbllleyHas ¢i1abocTh, 60JIb B 1IEE;
peaKo — paboMHUOIIU3.

Hapywenis co cmopoHsl SHOOKPUHHOU CUCTNEMBL:

4acTO — FUIEPNPOIAKTUHEMHUS

PE/IKO — HapylIeHHe BbIpabOTKU aHTU/INYPETUUECKOTO FOPMOHA, IIFOKO3YpPHSL.

Hapywenus co cmoponvl obmena éeugecme u numanusi:

4acTo — MOBLIIIEHHWE MACChl TEJIA, MOBBILIEHUE allIeTUTa, CHUXKEHHUE allleTUTa;

HEYacTo — CaXapHblil AuaGer’, TMIEePIIIMKEMHUS, MOJMIUIICHS, CHIKEHHE MAacChl Tella, aHOPEKCHS,
MOBBILICHHE KOHUEHTPALMH X0JIECTEPUHA B TJIa3Me KPOBH;

PEIKO — BOJHAsh HHTOKCHKALMSA®, TUTIOTJIMKEMHS, THIIEPMHCY/IMHEMHSA , TIOBBIIIEHHE KOHIIEHTPALHH
TPUIJIMLIEPHU/IOB B [L1a3Me KPOBH;

OY€Hb PEJKO — ANAOETUYECKUI KETOALU/103.

Hupexyuonnvie u napasumapmvie 3a601€6anusL:

4acTO — ITHEBMOHMA, OPOHXMT, WH(EKUMH BEPXHHUX JBIXATEJBHBIX IMyTEH, CHHYCHT, MHQPEKLUH
MOYEBBIBOAAILMX ITyTeH, MHPEKLUMHU YXa, TPHIIIL;

HEYacTo — WHQEKUMH JIbIXATEIbHBIX MyTed, LUCTUT, WHOEKUMH TJia3, TOH3MILUIAT, OHUXOMHKO3,
¢nermona, mecTHast uHGEKLMS, BUPYCHbIE HHDEKIIMH, AKAPOJIEPMATHT;

penKo — HGeKLuUs.

Oobwue paccmpoiicmea u HapyuleHus 8 Mecme 66e0eHUs.

4acTo — oTek’, IMXOpa/IKa, aCTEHHUS, YTOMISAEMOCTb, 6OJIb;

HEYacTo — OTEK JIMLIA, MOBLIIIEHUE TEMIIEPATYPHI TeJla, HApYIIEHUE TIOXO/IKH, IJIOX0e CAMOYYBCTBHE,
Kax/a, TMCKoMopT B 061aCTH IPy/AHOM KJIETKH, 03HOO, HeJoMoraHue, IHCKoMdopT;

PEAKO — TUIOTEPMHs, I10XOJIOAAHUE KOHEYHOCTEM, CHUXKEHUE TEeMIIEpaTypbl TE€J1a, CUHIAPOM
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«OTMEHbIY, YIJIOTHEHHE OPTraHOB M TKAHEH".

Hapywenus co cmopoHsl UMMYHHOU CUCTEMbL:

HEYacTO — FMIEPYYBCTBUTEILHOCTD;

peaKo — aHaUIaKTHYECKas peaKius”.

Hapywenus co cmoponsl nevenu u Jcedesbl800Auux nymeil.

HEYaCTO — MOBBIIIEHWE aKTUBHOCTU TPAHCAMUHA3 B I11a3M€ KPOBH, MOBBIIIEHUE AKTUBHOCTH IraMMa-
riayraMuiTpaHcdepassl B riia3mMe KpOBH, MOBBIIIEHUE aKTUBHOCTU EPMEHTOB IEYEHH;

pEelKO — JKeTyXa.

Hapywenisi co cmopoHbl nOJI08bIX 0OP2AHO8 U MOIOYHOU JCENe3bl:

HEYacTo — OSpeKTWIbHAs JAUCOYHKUMS, HapyUIEHHE DKY/JALUMH, aMEHOpes, HapyLIeHHE
MEHCTPYabHOrO LMKIa®, TMHEKOMAaCTHs, TajaKTopesi, CeKcyasibHas AUCQYHKUMS, GOJIE3HEHHOCTD
MOJIOYHOH JKeJe3bl, JUCKOM(OPTHbIE OIIYLEHUS B MOJIOYHOM JKeJie3e, BbIACICHUS U3 BJlaraliuiia;
PEIKO — MpHANMU3M’, 3ajiep’KKa MEHCTPYalbHOrO LMK/JIA, HECHOCOGHOCTb DAKY/IALMH, HarpybaHue
MOJIOYHBIX JKeJle3, YBeJIMYEHHE MOJIOUHBIX JKeJie3, BbIACIEHUE U3 MOJIOYHOM JKEJIE3bl.

Bepemennocms, nociepo0doswiil nepuoo u nepunamaibhvle COCIMOAHUAL
PEJIKO — CHHJIPOM OTMEHBI» Y HOBOPOXK/IEHHBIX .
Hapywenusa ncuxuxu:

OYeHb YacTo — GeccoHHuma’;

4acTO — HapyILEHUs CHa, BO30YXK/I€HHE, ACTIPECCUs], TPEBOra;

HEYacTO — MaHUHU, CITyTAHHOCTb CO3HAHUS, CHH)KEHHE JIMOU10, HEPBOZHOCTh, HOYHbIE KOLIMapBI;
peako — yrutomeHue apdexra, aHopra3mMusi, KaTaTOHUs, COMHaMOYJIU3M;

OYEHb PEJKO — PaCCTPOMCTBO MUILEBOrO MOBECHHUS, CBSI3aHHOE CO CHOM.

I ['MnepnponakTHHEMUs B HEKOTOPBIX CIy4asX MOXET ObITb NPUYMHOW MOSBJIECHHA
TMHEKOMACTHUH, HapyUIEeHWH MEHCTPYalbHOTO IMKIa, AaMEHOpPEM, aHOBYJIALMM, TIajlaKTOPEH,
HapyleHust QepTHILHOCTH, CHHXKEHHS TUOUI0, SPEKTHIBLHOM AUCHYHKLIUH.

o B xoz1e nnane6o-KOHTPOJIUPYEMBIX UCCIIEIOBAaHHUM caxapHblid quabeT OBl 3aperucTpUpOBaH y
0,18 % yyacTHMKOB, MNOJyYaBUIMX PHUCHEPHUJIOH, MO cpaBHeHUIO ¢ yactoToil 0,11 % B rpynme
ninane6o. OOmas dYacTota BO BCeX KIMHHUYECKMX HccieioBaHusax coctaBuna 0,43 % y Bcex
MaLUEHTOB, MOTYYaBIIHUX PUCIICPUJIOH.

3 He naGmonanoch B KIIMHUYECKMX MCCIIEJOBAaHMSAX PHCIEPHIOHA, HO HaOIOAaIoch B X0
NOCTPErMCTPALIMOHHOTO NPUMEHEHHUS pUCTIEPH/IOHA.

4 3KCTpal’[HpaMH,Z[HBIC Hapylm€Hus MOIryT OBITh CJICAYHOUUMU: ITAPKUHCOHU3M (FHHCpCCKpCHHﬂ
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CITFOHbI, PUIMIHOCTb CKEJIETHBIX MBIIIL, MAapKUHCOHU3M, CIIFOHOTEYEHHE, PUTHUAHOCTb IO THITY
«lecTepeHKn», OpaJuKuMHE3Msl, TMIIOKMHE3Ms, MacKooOpa3HOE JIMLO, MbILIEYHOE HaNpsKeHHUE,
aKMHE3Ms, PUTHIHOCTb 3aTBIJIOYHBIX MBIUIL, PUTHIHOCTb MBIUIL, MAapKMHCOHHYECKAs MOXOJKa W
HapyuleHue riabe/uapHoro peduexca, NapKUHCOHUYECKUH TPEMOp B MOKOE), aKaTu3us (aKaTH3Ms,
6ecroKoHCTBO, THIEPKHHE3US U CUHJIPOM «OECIIOKOMHBIX HOT»), TPEMOP, AUCKUHE3US (IUCKUHE3US,
MBILLEYHasi Cy0pOra, XOpeoaTeTo3, aTeT03 U MHUOKJIOHYCHI), AUCTOHUA. K JAUCTOHUM OTHOCSATCS:
JUCTOHUS, TMIIEPTOHUS, KPUBOLIES, HEITPOU3BOJIbHbBIE COKPAILEHHs MBILILL, MbILIEYHAs! KOHTPAKTYpa,
6aedapocnasm, ABMKEHHS I71a3HbIX 00K, Napainy s3blKa, CMa3M JMUEBBIX MBILIL, JTapUHIOCHa3M,
MHOTOHHS, OMUCTOTOHYC, CMa3M POTOTJIOTKM, U3rU0 TYJIOBHIIA B CTOPOHY OOJIbLIErO COKpaIeHHs
MBILILL, CI1a3M MbILILL A3bIKa U TpU3M. CllelyeT OTMETHUTh, YTO B NIEpeYeHb BKJIOYEH OoJiee LUMPOKUiA
CIIEKTP CHMIITOMOB, KOTOpble HEOOSA3aTeIbHO HMEIOT AKCTpanmupaMuaHOe mpoucxoxaeHue. K
OecCoOHHMIE OTHOCATCSA WHULIMAIbHAS WHCOMHMSI, MHTPACOMHHUYECKOE paccTpoiicTBo. K cymoporam
OTHOCATCS GOJIBLIME CY[OPOXKHBIE MpUNaAKd. K HapylieHHsM MEHCTPYaJbHOrO LHMKJIA OTHOCSTCS
HEpEryJIApHble MEHCTpyaluu, oauromeHopes. K orekam oTHoOcATCS aHacapka, nepugepuyueckue
OTEKH U «MATKHIA» OTeK.

OnucaHue OTAeNIbHBIX HEXKEIATeAbHbIX PEAKIU

Heowcenamenvnvie peaxkyuu, ommeyennvie npu npumMeHeHuu nanunepuoona

[Tanunepu10H ABIAETCSA AKTUBHBIM METAOOIUTOM PUCTIEPH/IOHA, TOTOMY MPOQHUIIK HEXKEIATEIbHBIX
peakuui Ui 3THX COEJMHEHMH (BKJIIOYas KaK OpalibHble, TaK U WHBEKIMOHHbIE JI€KapCTBEHHbIE
dopmbl) akTyanbHbl ApYr s Apyra. [IOMMMO Bblll€yKa3aHHBIX HEXeJATEbHbIX PEaKkuui Mpu
NPUMEHEHUH TPENapaToB NaJUINEepHI0Ha ObIIIM OTMEUYEHBI CIEAYIOIIME HEeKellaTelIbHble PeaKluy,
KOTOPbIE, KAK MOXKHO O3KM/1aTh, OyAlyT pa3BUBATHCA U MPH TEPAUK PUCTIEPUIOHOM.

Hapvwenus co cmoponwi cepoua

CuHpoM nocTypabHON OPTOCTATHYECKOM TaXUKAP/IHH.

Q(b@@l(l’nbl, XapaxkmepHuvle 0/ 0AHHO20 KIACca nPenapamos

Kak u B cj1yyae ¢ ApyruMH aHTUICUXOTHYECKMMH IpernapaTaMu, B MIEPHO/] MOCTPErUCTPALMOHHOTO
NPUMCHEHHUS PUCIIEPUIOHA OYEHb PEJKO OTMEYaIUCh ciaydau yauuHeHus uHtepBana QT. Cpenwu
Apyrux 5(GQeKToB, XapaKTepHbIX JId KJIacca aHTHIICMXOTHYECKHX MpenapaToB, HaGIIOaInuCh
XKEJTyJ0YKOBask apuTMHMs, (QUOPMILIALMSA KETyJZOYKOB, JKEIYAOYKOBAs TaXWUKap/us, BHeE3aIHas
CMEpThb, OCTAHOBKA CEp/ILa U JKeTyJ04YKOBasi TAXUKAPAUs THIIA KITUPYITY.

Benosnaa mpombosmbonus
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Ilpy nNpuMEeHEHHMM  AaHTHIICUXOTUYECKUX [pernapaTtoB  HaOMIOAANMCh  Cllydyad  BEHO3HOM
TpoMO05MOO0IMHK, BK/IKOYAs JIErovHyr0 5MO0nMI0 M ciydan TpomGo3a riy0oKMX BeH (YacToTa
HEU3BECTHA).

Veenuuenue maccor mena

B psne niane60-KOHTpOJIMpPYEMBIX UCCIIEOBAHUI JTUTEIBHOCTBIO OT 6 10 8 Heleslb MPOBOINIIOCH
COMNOCTaBJIEHUE J0JIeH MAaLMEHTOB C IM30(QpEeHHEH, MOMy4aBIIMX PUCMEPUIOH WM Miauebo, y
KOTOpBIX HabI0AIOCh yBEIMYeHHE Macchl Tesia Ha 7 % u Oosee, MpU 3TOM ObUIO BBISBICHO
CTaTUCTUYECKU 3HAYMMOE YBEIMYEHHME YacTOThl clydaeB M30BLITOYHOro Habopa Beca B rpyrne
NaLMEHTOB, MOJy4aBWMX pucrnepuIoH (18 %), mo cpaBHeHMIO ¢ NalMEHTaMH, MOJyYaBIIMMH
maue6o (9 %). B psane nnanebo-KOHTPOJUPYEMBIX HMCCIEOBAaHUM UIMTEBHOCTBIO 3 HEZIEIH,
MPOBEJCHHBIX Y B3pOCIbIX MAlMEHTOB C OCTPbIM MaHHAKAaJIbHBIM COCTOSHMEM, 4acTOTa CIIy4daeB
yBeIM4YeHHs Macchl Tena Ha 7 % u Oojee Mpu OLEHKE B KOHEYHOHM TOouke Oblla COMOCTABUMOM B
rpymnmnax, rnoy4aBIIuX pucrnepuaoH (2,5 %) u miauebo (2,4 %), u HemMHOro 6oJiee BBICOKOM B TpyIIIe,
[0JIy4YaBllUEH aKTUBHBINA npenapat KoHTpous (3,5 %).

B umiTenbHBIX MCClIeIOBaHUSAX, TPOBEAECHHBIX B MOMYJIALHMHU JeTei U MOAPOCTKOB ¢ KOHYKTHBHBIMH
¥ JpYrMMH paccCTpOMCTBAMM MOBEJECHUA, YBEJIMYEHHE MaccChl Tela mocie 12 MecsleB Tepanuu
COCTaBJISIIO B cpe/iHeM 7,3 Kr. OxkuaeMoe yBeJIM4eHHe Macchl Tella y 3J0pOBBIX JeTeil B Bo3pacTe 5-
12 net cocraBaser 3-5 kr B roa. B Bo3pacre ¢ 12 no 16 net BenuvurHa npubGaBKy coCcTaBiseT 3-5 Kr B
rojly €BOY€EK, B TO BpeMs KaK MaJIb4uKH HaOUPAIOT OKOJIO 5 KT B TOJI.

Jonoanumensran ungopmayusn, OMmHOCAUWAACA K OCOObIM NONYIAYUAM NAYUEHTNOB

Jlanee onucaHel HeXenaTelbHbIE JIEKAPCTBEHHBbIE PEAKLUH, KOTOpbIe ¢ 6oJjiee BBHICOKOW 4YacCTOTOM
HabJI01aIuch Cpe/id MAaLMEeHTOB MOXUIIOrO BO3pacTa C JAEMEHLMeH WM JIeTel, YeM BO B3pOCIION

NOMYJIALUXH.

Ilayuenmuol nodxcuno2o 6o3pacma ¢ OemeHyue

B Xone KIMHMYECKMX MCCIIE/IOBaHHMM HeKelaTelbHble JIEKAPCTBEHHbIE pPeaKMu (TpaH3UTOpHAs
UIIEMHYECKasd aTaka ¥ MHCYJIBT) Y MALUEHTOB MOXKUIIOr0 BO3pacTa ¢ IeMEHLUEH perucTpupoBaIich
¢ vacroroi 1,4% u 1,5 % coorBercTBeHHO. Kpome TOro, y mauMeHTOB MOXKHWIJIOIO BO3pacta ¢
AeMeHLuel ¢ yactotor 5 % u Gonee, U 1o KpaiiHel Mepe, BABOe GOJIBILIEH YacTOTOM, YeM B APYTrUX
NOMYJIALUUAX B3POCIIBIX, PETUCTPUPOBAIUCH CIIEIYIOIIHUE HEXKelaTeIbHbIe JIeKapCTBEHHbIE PEeaKLUu:
MHDEKM MOYEBBIX MyTeH, neprdepruvecKre OTEKH, anaTis U Kalielb.

Ileouampuueckas nonyasuus

B uenom npeanojaracTcsa, 4YTO THIIBI HEXEJIATCJIBbHBIX peaKunﬁ Y aereu 6yIIyT AaHAJIOTHYHBI
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Ha0JTI0/1aeMBbIM Y B3POCJIBIX.

V nereii (B Bo3pacte oT 5 10 17 siet) ¢ yactoToit 5 % u Gonee, U, no KpaiiHeld Mepe, BBOe GobLIeH
YacTOTOH, 4YeM B KIMHUYECKHUX MCCIEIOBAaHUSIX Y B3pOC/bIX, HaOJIOJAIUCh Cleayolue
HEJKeJlaTe/IbHbIe JIEKAPCTBEHHbIE PeaKLMU: COMHOJICHUMS/CeAalusi, yTOMIAEMOCTb, roJ0BHas 00Jb,
TMOBBIIICHHE AIMETHTa, PBOTA, HHPEKIKSA BEPXHUX JIbIXaTEJIbHBIX ITyTeH, 3a710)KEHHOCTh HOCa, 0O0JIb B

JKHUBOTE, I'OJIOBOKPYKCHUE, Kalll€/lb, JIMXOpaaKa, JUapesi U SHYPE3.

IlepenosupoBka

Cumnmomyl. COHIMBOCTb, CeJalMs, TaXUKap/Aus, apTepHalbHas TMIOTEH3Hs, SKCTparMpaMHIHbIe
paccrpoiictea. Habmopanoce yamunenue wuHtepBana QT wu cymoporu. JIByHanpaBieHHas
KEJyJO4YKOBas TaXUKapAus OTMedYajnach IMpPU OJHOBPEMEHHOM TIpUEME MOBBILIEHHOW 03Bl
pUcnepuioHa ¥ NapoOKCETHHA.

B ciiywae ocTpoii nepe103MpoBKH HEOOXOAMMO YUUTHIBATh BO3MOXKHOCTB ME€PEA03UPOBKH OT IpUEMa
HECKOJIbKUX JIEKApCTBEHHBIX MPENapaToB.

Jlevenue: obecneynTh CBOOOAHYIO TMPOXOAUMOCTb JbIXaTENbHBIX MMyTed U aJeKBAaTHOM
OKCHUI€HalMM M BEeHTHISAUMU. [IpueM akTUBUPOBaHHOrO yris M cJaOUTENbHBIX CPEACTB CIEAYeT
TOJILKO B TOM CJTy4ae, €CJIi pUCTIepHI0H ObLT MpUHAT He Gonee 1 yaca Haza.

Jl1 CBOEBPEMEHHOrO IMAarHOCTUPOBAHUS BO3MOXKHOTO HapyIIEHUs PUTMa cep/ilia HeoOX0AMMO Kak
MOKHO ObicTpee HayaTh MOHUTOpUpoBaHHe DKI'. Crieuuduyeckuii aHTHIOT OTCYTCTBYET, A0JDKHA
NPOBO/IMTLCA COOTBETCTBYIOLIAs CUMITOMAaTuyeckas Tepanus. [Ipy CHWIKEHMHM apTepualibHOro
JAaBJIEHUSI W COCYJMCTOM KOJIJIANCe pPEeKOMEHJOBAaHO BHYTPHUBEHHOE BBEJECHHE HWH(Y3MOHHBIX
pacTBOpPOB  W/MJIM  CUMIATOMUMETHYECKMX [permapaToB. B  ciaydae pasBUTHS — OCTPBIX
SKCTpanupaMHUIHBIX CHMIITOMOB CJI€yeT Ha3HAYUTh AaHTUXOJIMHEprudeckue cpeacTra. TimarensHoe
MelMUMHCKoe HabmoaeHue W MouutopupoBaHue DKI' mpoBOAST 0 MOJMHOrO HMCYE3HOBEHMS

CUMIITOMOB MHTOKCHUKALIUH.

B3aumopeiicTBue ¢ APYIrHMH JIEKAPCTBEHHBIMH CpPEeACTBAMH

Bzaumooeiicmeus, ceészannvie ¢ hapmakoounamuxol npenapama

IIpenapameui, yonunsowue unmepsan QT

Kak u B c1yuae ¢ IpyruMHu aHTUIICUXOTHYECKHUMHU [IpernapaTaMu, clieyeT co0Jio/1aTh OCTOPOKHOCTD
MpH OJHOBPEMEHHOM npuMeHenuu npenapata Topenno® Ky-1a6® ¢ npenapatamu, yaMHSIOMMME
unrepsan  QT, Hanpumep, ¢ aHTHAPUTMHUYECKMMH CpEACTBAMU (XMHHWIMH, AM30MHpPAMMUI,

IpOKanHaMu 1, HpOHa(i)eHOH, aMHUOJJapoOH, COTaJION U }Ip.), TPULUKIIMYECKUMHU aHTUACIIPpECCAaHTAMH

16



(aMATPUNITHIIMH U JIp.), TETPALMKIMYECKUMH aHTHACTIPECCAHTaMHU (MANPOTHJIMH U JIp.), HEKOTOPLIMH
AHTUTMCTAMUHHBIMU MpENapaTtaMu, MPOYUMM AHTUIICUXOTUYECKHMMH CPEICTBAMH, HEKOTOPBIMH
NPOTHBOMAJISIPUMHBIMK TIpenapaTaMu (XMHUH, Me(IOXMH M Jp.), MpenapaTaMH, BbI3bIBAIOIIUMH
3JIEKTPOJIMTHBIHA AKucOanaHc (rMNOKaIMeMus, TUIIOMarHueMus ), OpaiMKap/ Mo WM HHTMOMPY IO LIUMH
TNEYEHOYHbIH MeTab0/M3M pucniepuIoHa. JIaHHbIN epeyeHb He ABJISETCS HCYEPIIBIBAIOLIUM.
IIpenapamer yenmpanvHo2o oelicmeus u aiko2ons

INpenapar Topermo® Ky-1a6® ciefyeT NpUMEHSTh ¢ OCTOPOXHOCTBIO B COYETAHHH C APYTHMH
npernaparaMd M BELIECTBAMHM LEHTPaJbHOTO JEMCTBUs, OCOOEHHO C aJIKOrojemM, OIHaTaMHu,
AQHTUTMCTAMUHHBIMU NIpenapaTamMy U 6eH30/1Ma3eNMHAMH W3-3a MIOBBILIEHHOTO PUCKA CeJAllUH.
Jlesooona u azonucmer 0oghamunosvix peyenmopos

Pucnepuion MoxkeT CHIKaTh 3((EKTHBHOCTb JIEBOJAONBI M JAPYrMX arOHMCTOB J0(aMHHOBBIX
peuentopos. B ciyuae, eciin He0OX0IUM NpUEM AaHHOM KOMOUHALMH, OCOOEHHO HA TEPMHUHAJILHOM
craaun 6one3nu IlapkuHCOHa, clieyeT Ha3Ha4YaTh HAUMEHBLIYIO DPEKTUBHYIO 103y KaXIOro W3
[Ipenaparos.

I cuxocmumynsamopul

Ilpy  O1HOBPEMEHHOM INpPUMEHEHHH [CHUXOCTUMYJATOPOB (Hampumep, MeTwideHuaata) Hu
pucrniepy/loHa M3MEHEHHE MOps/Ka MpPUEMa OJHOrO WM O00OMX MpenapaToB MOXET NMPHBECTH K
TNOSABJICHUIO SKCTPAUPAMHU/IHBIX CUMIITOMOB IPY KOPPEKLMH A03bl OTHOTO MJIK 000MX MpenaparoB.
T'unomensuenvie npenapamel

Ilpy  npuMeHEHMM pHUCIIEpUIOHA OJHOBPEMEHHO C TMIIOTEH3WBHBLIMM  I[IpernapaTtaMd B
MOCTPErUCTPALIMOHHOM NIEPHOJIe HAOI0aIach KIIMHUYECKH 3HAYUMasi apTepHaibHasi THIIOTEH3HS.
Ianunepuoon

He pexomenzyercs onHOBpeMeHHO NpuMmeHsTh npenapar Topenao® Ky-1a6® u manunepuoH,
NOCKOJIbKY MNaJIMNEPU/IOH sBJISAETCS aKTHMBHbIM MeTaboauToM pucnepuaoHa. OQHOBpEeMEHHOE
MPUMEHEHWE KOMOMHAIMK PUCIEPUIOHA M MNAJMIEPHAOHA MOXKET MNPHUBOAWTH K IOBBILIEHHIO
KOHLIEHTpALMK aKTUBHOM aHTUIICUXOTUYECKOM (paKLuu.

Bsaumooeiicmeus, ceszannvie ¢ hapmarxokuHemuxol npenapama

[Ipuem nuim He OKa3bIBaeT BIUSHHA HA aOCOPOLMIO pUCTIEPU/IOHA.

Pucnepuion B ocHoBHOM MetabGonusupyercs uzopepmentom CYP2D6 u, B MeHbLIeH cTemneHH,
uzopepmentom CYP3A4. PucnepuoH U ero akTHBHbIA MeTaGONMT 9-TMAPOKCHPUCIIEPUIOH
apasiores  cyberparamu P-rimkonporenna  (P-gp). Ilpenmapatel, Biamsromme Ha aKTHBHOCTB

uzopepmenta CYP2D6, wu npemapaTel, B 3HAYMTENLHOH CTENEHM WHTUOUPYIOLIME WM



MHAyLMpyole akTuBHOCTh u3odepmenta CYP3A4 w/mnm P-gp, MOoryT okaseiBaTh BJIMSHHE Ha
(bapMaKOKUHETUKY aKTUBHOM aHTUIICUXOTUYECKOH (paKLIM¥ PUCTIEPH/IOHA.

Mownvie uneubumopwr uzogpepmenma CYP2D6

IIpu OIHOBPEMEHHOM IPUMEHEHUH PUCTIEPHIOHA U MOLIHBIX UHrHOUTOpOB M30depmenta CYP2D6
MOJKET MOBBIIATECS TUIA3MEHHAsE KOHLEHTPALWs PUCTIEPUIOHA U, B MEHBIIEH CTENEHH, aKTHBHOM
AHTUIICUXOTUYECKO# ppakuuu. Bonee Bbicokue 103bl MOLIHOTO HHruOUTOpa nsodpepmenta CYP2D6
MOTYT T[OBBIIAT KOHIEHTPALMIO AKTHBHOW aHTUIICUXOTHYECKOW (paKkUuMH pHUCIIEPUIOHA
(Hanpumep, napokceTuH (cM. Huxke)). Oxumaercs, 4to aApyriue uHruoéuTopel uzodepmenta CYP2D6,
TaKWe KaK XHHU/IUH, MOTYT OKa3bIBaTh MOJOOHOE BIMSIHUE HA KOHLEHTPALMIO PUCIIEPUJIOHA B TJ1a3Me
kpoBu. llpy MHMLMALKMM MAM OTMEHE Tepanud KOMOMHAUMEH pHUCIIEpUIOHA M IAPOKCETHHA,
XHHUJIMHA WJIM JIPyroro MoLHoro uaruouropa usopepmerta CYP2D6, oco6eHHO B 60s1€€ BBICOKUX
7103aX, CJle/lyeT CKOPPEeKTHpOBAaTh 103y npenapata Topenno® Ky-1a6®.

Hueuoumopur usogpepmenma CYP3A4 w/unu P-gp

OnHospemenHoe npuMeHenue npenapara Topenno® Ky-ta6® u MOLIHbIX MHTUGUTOPOB M30dEpMEHTa
CYP3A4 w/unu P-gp MOXKeT CyIIECTBEHHO MOBBICHTh KOHLUEHTPALMIO aKTUBHOM aHTUIICMXOTHYECKOM
bpakuuu pucrnepuaoHa B riasMe KpoBu. [Ipy WHMIMALMH WIK OTMEHE Tepanuu KoMOMHauuel
pHUCIIEpHIOHA M MTPAKOHA30/1a WJIM JIPyroro MouHoro uaruburopa usodpepmenta CYP3 A4 u/umm P-
gp Clle/lyeT CKOPpPEeKTUpOBaTh 103y npenaparta Topenno® Ky-1a6®.

Hnoykmopul usogpepmenma CYP3A4 w/unu P-gp

OnnospemenHoe npumeHenue npenaparta Topen10® Ky-1a6® ¢ MOIIHBIM HHIYKTOPOM M30depMeHTa
CYP3A4 w/umu P-gp MOXKET CHM3UTh KOHLEHTPALMIO AKTUBHOM aHTUIICHXOTHYECKOH (pakuuu
pucnepuioHa B 1a3mMe KpoBu. [Ipy MHMLMALMK WM OTMEHE Tepanuy KOMOMHALMEH pUcepu0Ha 1
kapbama3enuHa WK Jpyroro MougHoro uuaykropa uzodepmenta CYP3A4 wu/wnm P-gp cnenyer
cKoppekTupoBaTh 103y npenapata Topenmo® Ky-1a6®. JleiicTBue MHIYKTOpOB H30(depMeHTa
CYP3A4 nposeisieTcss ¢ Te4EHHEM BPEMEHH, MO3TOMY MOXET MoTpeGoBaThes A0 2 HeAedb Ul
JOCTHKEHUs MakcuMaiabHOro s¢dexra nocie Hayana npuema. COOTBETCTBEHHO, INPU OTMEHE
uHaykTopa uzodepmenta CYP3A4 moxet notpeGoBaThest 40 2 Heleb Uil Hcye3HoBeHHs dddekTa.
IIpenapamei, npouno cesasvisarowuecs c beakamu niazmol KpoBU

IIpu opHOBpemenHoM npuMeHenuu npenaparta Topenno® Ky-1a6® ¢ npenaparamu, o6agarommmu
BBICOKOH CBsI3bI0 C O€JIKaMH I1a3Mbl KPOBH, HE HaOI0OAaeTCsl KIIMHUYECKU 3HaYUMOTr0 BHITECHEHHS

rnperaparta U3 KOMIIJICKCaA € OeJIKaMu TUIa3Mbl KpOBH.
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IIpy nip¥MeHEHNH COMYTCTBYIOLIETO JIeUeHHs ClIeAyeT 0OpaTUTBCSA K MHCTPYKIMH IO MPUMEHEHHIO
COOTBETCTBYIOILETO JIEKAPCTBEHHOIO Npenapata M NP HEOOXOJAMMOCTH CKOPPEKTHPOBATH J03bI
NPUHUMAEMbIX MPErnapaToB.

Memu

Hcenenopannst neKapcTBEHHBIX B3aUMOJCHCTBUI TNMPOBOJWIMCH TOJBKO Y B3pPOC/BIX MAIIHEHTOB.
PeneBaHTHOCTB pe3ybTaTOB JaHHBIX UCCIIEOBAHUI y A€Teil HEU3BECTHA.

OnHoBpeMeHHOE MPUMEHEHHE TCUXOCTHMYIIATOPOB (Hampumep, MeTwideHuaaTa) W mpenapara
Topenao® Ky-ta6® y neteit He nm3MeHser (bapmakoKuHeTHYeCKHe napameTpbl U 3)(HEeKTHBHOCTD
pucnepu/I0Ha.

Brusanue opyeux npenapamos na tbaDMaKoquemuKV pUcnepuoona

Anmubdakmepuanvuvie npenapamol

OpUTPOMHULIMH, yMEpeHHbIH uHrubutop wusodepmenta CYP3A4 u P-gp, He Biuser Ha
(apMakOKMHETHKY PUCTIEPU/IOHA M AKTHBHOM aHTUIICHXOTHYECKOM GpaKiuH.

Pudamnuimn, mowmsiii uuaykrop usodpepmenta CYP3A4 u  P-gp, BbI3bIBaET CHMKEHHUE
KOHUEHTPAIlMK aKTUBHOM aHTUIICUXOTHYECKOM (QpakiLiy B I1a3Me KPOBH.

Anmuxonunscmepa3snvie npenapamot

Jlonenesus1 ¥ ranaHTamuH, sBisoupecs cyocrtparamu uzopepmentoB CYP2D6 u CYP3A4, ue
OKa3bIBAIOT KIMHWYECKH 3HAYUMOIO BJIMAHMA Ha (apMAaKOKMHETHKY PUCIEPHUIOHA W aKTUBHOM
AHTUICUXOTHYECKOH (paKiuu.

IIpomugosnunenmuueckue npenapameol

Kap6amasenun, mommublii uHayktop usodepmenta CYP3A4 u P-gp, CHMXKAeT KOHLIEHTPALMIO
aKTUBHOW aHTUIICUXOTHYECKOH (pakuMu pucnepuaoHa B miazme KpoBu. [1ogo0Hbie 3¢deKThI
Habmonanuce TNpU NpUMeHeHHH (QeHuToMHa W (eHoOapOMTana, KOTOpPBIE TAKXKE SBISIOTCS
unaykropamu uzodpepmenta CYP3A4 u P-gp.

Tomupamar ymepeHHO yMmeHbIIaeT OHMOJOCTYNHOCTH PUCIEPHIOHA, HO HE aKTHBHOM
AHTHUIICUXOTHYECKON (pakumu. JJaHHOE B3aMMOJEHCTBHE HE CYMTAETCS KIIMHUYECKH 3HAYMMBIM.
IIpomueozpubkoswvie npenapamel

HWrpakonason, mowHeli uHruburop wusodepmenta CYP3A4 u P-gp, B n03e 200 mMr/cyTku
YBEJIMYMBACT KOHUEHTPALMIO aKTUBHOM aHTUIICUXOTHYECKO# (pakiuu B miia3me npumepHo Ha 70 %
NP NPUMEHEHUHU PUCTIEPH/IOHA B J103€ OT 2 J10 8 MI/CYTKH.

Kerokonason, MowHsiii uHrubutop wuzopepmenta CYP3A4 u P-gp, B j03e 200 Mr/cyTKu
YBEIMYHUBAECT KOHLUEHTPALMIO PHMCIEPHJOHA B IUIa3M€ KPOBH W CHIDKAET KOHLEHTpauuioo 9-

THAPOKCHPHCIIEPUIOHA B TUIa3Me KPOBH.
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Heiiporenmuxu

@DeHOTHAa3MHBI MOTYT YBEJIMYHBATH KOHLIEHTPALIMIO PUCIIEPUIOHA B IJIa3ME€ KPOBH, HO HE aKTHBHOM
AQHTUIICUXOTHYECKOH (PpaKIHH.

IIpomusosupycHvle npenapamul

WHruGuTopsl npoTeassl: AaHHbIe OQUIMATBHBIX UCCIEI0BAHUI OTCYTCTBYIOT. TaK KaKk pUTOHABHP
ABJIsieTCs MOLIHBIM MHruburopoM mzodepmenta CYP3A4 u cnabeim uHruGuTopom usodepmeHTa
CYP2D6, puTOHaBUp W HMHIHOMTOpBI MpPOTEa3bl, YCHUIECHHBIE PUTOHABMPOM, MOTYT TNPHBECTH K
MOBBILICHUIO KOHLIEHTPALIMK aKTUBHOW aHTUIICUXOTHYECKOH (DpaKkU1y pUCIIEpU/IOHa.
Bema-aopenobnokamopwl

Hexortopblie OeTa-aapeHOOJ0KATOPbI MOTYT YBEJIMYMBATH KOHLUEHTPALMUIO PUCIIEPUIOHA B IJ1a3Me
KPOBH, HO HE aKTUBHOW aHTUINICUXOTHYECKON (paKLUH.

Bnoxamopwei kanvyuesvix kananog

Bepanamui, ymepenusiit unruourop usopepmenta CYP3A4 u P-gp, yBennyuBaeT KOHUEHTPALUIO
pUcnepu/I0Ha U aKTUBHOW aHTUINCUXOTHYECKOH paKLMK B [1a3Me KPOBH.

IIpenapamu 015 nevenus 3a601e6anul HceyOOYHO-KUULEYHO20 MPAKMA

AnTtaronuctsl Ho-penenTopoB: LMMETHAMH W PAHUTUAMH, SABJISAIOLIKECH CIaObIMU MHTUOUTOpaAMH
m3opepmento CYP2D6 u CYP3A4, yBenuuuBaroT OHOMOCTYIIHOCTH pPHCIEPUIOHA, HO B
MHUHMMAJIbHOM CTEMEHM BJIMSAIOT HA KOHLEHTPAUMIO AKTMBHOW AHTHIICMXOTHYECKOW (pakuuu B
TJ1a3me KpOoBH.

Hrneubumopul 0opamnozo 3axeama cepomonuna U mpuyukIu4eckue anmuoenpeccanmol
®yokceTuH, MOIIHBIA UHrHOUTOP M30depmenTa CYP2D6, noBbimaeT KOHUEHTPALMIO PUCIIEPUIOHA
B IJIa3M€ KPOBM, HO B MEHBLIEH CTENEHU BJIMSAET Ha KOHLIEHTPALMIO aKTUBHON aHTUIICUXOTUYECKOH
dpaxumu.

[Tapokcetun, MouwHblid uHruObuTOop u3odpepmenta CYP2D6, yBenuuuBaeT KOHUEHTPALHUIO
pUCIIeEpH/IOHA B IUIa3M€ KPOBH, HO B J03ax A0 20 MI/CYTKM B MEHbIIEH CTENEeHH BIMSET Ha
KOHLEHTPALMIO AaKTUBHOW aHTUNCUXOTUYEeCKOM ¢pakuuu. OpaHako 0oyiee BBICOKHE J103bl
NapOKCETMHAa MOIYT IIOBBIIATh KOHLIEHTPALUMIO AaKTHMBHOH aHTUIICUXOTHYecKOoW (pakuum
pucnepu/ioHa.

Tpuumkinyeckre aHTHAENPECCAHTHI MOTYT YBEJIMYMBATh KOHLEHTPALMIO PUCIIEPUIOHA B IUIa3Me
KPOBH, HO HE BJIMSIOT HA KOHUEHTPALMIO aKTUBHOM aHTUNICUXOTHYECKON (ppakumMu. AMUTPUNTHINH
He B/IMSET Ha GapMaKOKHMHETHKY PUCIIEPUIOHA HITH aKTUBHOM aHTHUIICHXOTHYECKOM (paKiyu.
Ceprpanun saBnsercs cnabeiM uHru6butopom uszodepmenta CYP2D6, a dayBokcamun — cinabbim

nHruéuropom msopepmenta CYP3A4. B nozax go 100 mr/cytku cepTpayivH ¥ (IIyBOKCAMHH HE
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OKa3blBAIOT KJIMHUYECKH 3HAYMMOTO BJIMSIHUS HA KOHLIEHTPALMIO aKTHBHOM aHTUIICMXOTHYECKOM
dpakuun pucnepujona. OnHAKO NPUMEHEHHE CepTpajvHa WM (yBOKCAMHHA B 032X BbllIE
100 Mr/CyTKM MOXKET TPHBOAMTbL K TMOBBIMICHHIO KOHIEHTPALMH AaKTUBHOH AHTHIICHXOTHYECKOH
(bpakuuK pyucnepuaoHa.

Brusanue pucnepuoona na (baDMaKOKHHemllKV Opy2ux npenapamos

IIpomugosnunenmuyeckue npenapamul

Pucnepu0H He OKa3bIBaeT KJIMHHYECKH 3HAYMMOro AeHCTBHs Ha (apMaKOKWHETHKY BaJIbIIPOCBOM
KUCJIOThI WJIM TONMpamara.

Heiiponenmuxu

Apunnpasosn, cyocrpat uzodpepmento CYP2D6 nu CYP3A4: pucnepuioH HE OKa3bIBaCT BIMAHUA
Ha (apMaKOKMHETHKY apUITUIIPa30/ia U ero akTUBHOrO MeTaboJIMTa, JErHAPOApHITUIIPA30IIa.
Cepoeynvie enuko3udvl

Pucniepu/10H He OKa3bIBaeT KIMHUYECKH 3HAYUMOrO BJIMAHUA HA PapMaKOKWHETHKY MIOKCHHA.
IIpenapamvr numus

Pucrniepu/ion He OKa3bIBaeT KIMHUYECKM 3HAYMMOrO BJIMSHUS Ha (apMaKkOKMHETHKY IMpernapaToB
JIMTHS.

Oonospemennoe npumenenue ¢ hypocemuoom

Cwm. umbopmaumo O MOBBILLIEHHOMN CMEPTHOCTHU y MALMEHTOB IMMOXXUJIOrO0 BO3pacTa C JIEMEHLIMEH,

OJJHOBPEMEHHO NMPUHUMAIOIIKUX ypoceMus, B pazaene «Ocobble yKazaHH.

Oco0ble ykazaHus

Ipumenenue y nayueHmog noycun020 603pacma ¢ 0emeHyueil

Ioeviuene cmepmuocmu y nayueHmos noJiCUN020 603pacma ¢ 0emeHyue

VYV  pnauMeHTOB MOXKMJIOrO BO3pacTta C JEMEHLMEH, IMOJdy4YaBUIMX TEPalvi0  aTUIHYHBIMH
AQHTUINICUXOTHYECKUMH TMpenapaTaMu, HaOII0Jaloch YBEJIMYEHUE CMEPTHOCTH [0 CPAaBHEHHIO C
rpynnoii niaaueéo B HCCIEIOBAHMUAX ATUMMYHBIX AHTUIICMXOTUYECKUX CPEACTB, BKJIKOYas
pucniepu1oH. CMEPTHOCTh y MALIMEHTOB, MOJy4YaBIIUX PUCTIEPUIOH WM muianebo, cocrasuia 4,0 %
u 3,1 % cootBeTcTBeHHO. CpeHUIA BO3pacT yMepLIMX MalMeHTOB cocTaBuil 86 ner (auana3oH 67-
100 net). [To naHHBIM ABYX OOMIMPHBIX HAOMIOJIATENBHBIX UCCIIEOBAHUN Y MALUEHTOB MOXKHUJIOrO
BO3pacTa C /IEMEHLMEH NpU JIeYeHUH TUIMYHBIMM aHTUIICUXOTHYECKUMM NpenapaTtaMyd OTMEYEHO
HeboblIOe YBEJIMYEHHE PUCKA CMEPTH M0 CPABHEHHUIO C TAKOBBIM Y MAalMEHTOB, HE IOJIY4alOLIUX
jaeyeHue. B HacTOAIMA MOMEHT cOOpaHO HEJOCTATOYHO JaHHbIX /Ul TOYHOM OLEHKM YKa3aHHOIO

PHCKa. HeuspectHa u NNpUYHHa MOBBIICHHUA JaHHOIO pHCKa. Takxe He onpeaesieHa CTCICHb, B
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KOTOPOM IMOBBIILIEHHE CMEPTHOCTH MOJKET OBITh NMPUMEHMMO K aHTHIICMXOTHYECKUM IpernapaTam, a
HE K 0COOCHHOCTSAM JJaHHOW TpYIbl aLMEHTOB.

Oonospementoe npumeHnenue ¢ gypocemuoom

[Ipu 0JHOBpEeMEHHOM IpueMe GypoceMH1a U PUCTIEPH/I0HA BHYTPb Y MALIMEHTOB MOKKJIOr0 BO3pacTa
¢ JeMeHLMel Habro1anack noBbleHHas cmepTHOCTh (7,3 %, cpeanuid Bo3pacT 89 set, quana3oH
75-97 neT) N0 CpaBHEHHUIO C TPYIIOi, MPUHUMABLIEH TOJIbKO pucnepuaoH (3,1 %, cpeanuit Bo3pact
84 rona, nuanazon 70-96 5er) W rpynmnoi, npuHUMaBmel Tosbko dypocemun (4,1 %, cpeanui
Bo3pact 80 sier, quana3oH 67-90 jer). YBeanyeHHe CMEPTHOCTH NPHU NPUMEHEHMH (ypocemuaa
OJHOBPEMEHHO C pPHUCIEPHIOHOM OTMEYaaoch B 2-X M3 4-X KIMHUYECKHX HCCIIEI0BAHHUM.
OnHOBpeMEHHOE MMPUMEHEHHE PUCTIEPUIOHA C PYTHMMH JAUYPETHKAMH (B OCHOBHOM C THA3UIHBIMH
JUYPETHUKaMHU B MaJIbIX J103aX) HE CONMPOBOXKAAJIOCH MIOBLILIEHUEM CMEPTHOCTH.

He ycraHoB/I€HO MaTOPU3NOIOrMYECKMX MEXaHU3MOB, O0BACHSIOLIMX JaHHOe HabmoaeHue. Tem He
MeHee, clieayeT cobroaaTh 0COOYI0 OCTOPOKHOCTb MPU NMPUMEHEHUH MIpenapaTa B TaKUX CIydasx.
[lepen npuMeHeHHeM HEOOXOJMMO TIIATEJLHO OLIEHMBATh COOTHOLIEHHME «I10Jb3a — pUCK». He
O0OHapyXKeHO YBEJIMYEHHsS CMEPTHOCTH Yy NAlMEHTOB, OJHOBPEMEHHO MPHUHHMAIOIUX JpYyrHe
JAUYPETHKM OJHOBPEMEHHO C pucnepug0HoM. HezaBucuMo OT Tepanuu, Aeruapartauus sBISETCA
obmuM (akTOpoM pHUCKa CMEPTHOCTH M JOJ/DKHA TIIATEJIbHO KOHTPOJHMPOBATHCSA Y MAaLUEHTOB
MO0KMJIOr0 BO3pacTa ¢ JAeMEHLHEH.

[Ipu npuMeHeHHMH puUCTIEpUIOHA, MO CPaBHEHHUIO ¢ Muianebo, y MauMeHTOB MOXKHWJIOrO BO3pacTa ¢
aeMeHuuMel Habmoaanock yBeauyeHHe MoOo4YHbIX ((GEKTOB CO CTOPOHBI LEepeOpoBacKy/IapHOH
CHCTEMBI (OCTpblE M NPEXOJAlIMe HApYLIEHHUS MO3TOBOT0 KpOBOOOpAIEHMS), B TOM YHCIIE
cMepTelbHble clly4au (CpeaHuit BospacT 85 net, auanazod 73-97 ner).

Iepeoposackyapubie nescenamenvHole A61€HUA

B nnaunebo-KOHTPONMpYEMbIX KJIMHUYECKHMX MCCIIEOBAaHUAX Yy MAalLMEHTOB C JEMEHLHMEH,
NPUHUMABLIMX HEKOTOPbIE ATUMTMYHBIE AHTUIICUXOTHYECKHUE Mpenaparhl, Ha0Ik0/1a10Ch MOBBILIEHHE
pucKa LepeOpOoBacKyIAPHBIX MOOOUYHbIX 3¢deKkToB npuMepHo B 3 paza. CBO/AHbIE JaHHblE 6-TH
n1aue60-KOHTPOIUPYEMBIX UCCIICAOBAHHM, BKIIFOYABIIMX B OCHOBHOM TAIIMEHTOB [OXKHJIOTO
BO3pacTa ¢ JeMeHuued (Bospact Oojee 65 J1eT) AEMOHCTPUPYIOT, YTO LepeOpOBacKyJIsApHbIE
noboynsle >ddexTol (cepre3Hbie M HecepbesHbie) Bo3HUKamM y 3,3 % (33/1009) naumeHTOB,
NPUHUMABLIMX pUcnepuaoH, Uy 1,2 % (8/712) nauueHToB, npuHuMaBIuuX iane6o. CooTHoOLIEHHE
puckoB coctasisiio 2,96 (1,34; 7,50) npu noBepurteabHOM uHTepBaie 95 %. MexaH!3M MOBBILIEHUS

pUCKa HEHU3BECTCH. Henb3s  HMCKIIOYUTH YBCJIMYCHUE pHUCKa IIpU MNPUMCEHCHUHU JAPYIUX
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AHTMIICMXOTHYECKHX NIPENapaToB WK B APYTHX MOMy/suusx nauuentos. [Ipenapar Topenno® Ky-
1a6® cie/lyeT NPUMEHSATh C OCTOPOKHOCTBIO Y MALMEHTOB C AKTOPAMU PUCKA Pa3BUTHA HHCY/IbTA.
Puck pa3BuTHS LepeOpOBACKY/ISAPHBIX HEXKeJaTe/bHbIX SBJIEHHH Yy MAUMEHTOB C JEMEHLHEH
CMELIAHHOrO WJIM COCYJMCTOrO THMa ObLI 3HAYUTEIbHO BbILIE, YEM Y MALUEHTOB C JEMEHLHUEH,
o0ycoBiieHHO#M Gosie3Hb0 AubureiiMepa. Ciie0BaTeIbHO, PUCIIEPUIOH HE CJIEAYET MPUMEHSTD Y
NalMEHTOB ¢ JIeMEHIMEN JTI000ro TUIa, KpoMe AeMEHLUH, 00yCc10BIeHHON 601€3HBI0 AJbLIreiiMepa.
Heo6X0MMO OLEHUBATH COOTHOIIEHHE IT0JTh3a — PUCK» TIepe/l MpuMeHeHueM npenapara Topenao®
Ky-1a6® y nauueHTOB MOXKHWJIOrO BO3pacTa ¢ JieMEHLMeN, Y4uTbiBas (akTOpbl pUCKa pasBUTHs
MHCYJIbTA Y KaX10r0 KOHKPETHOro nauueHTa. [laiueHToB U ML, yXaKMBaroOIUX 3a HUMH, CIIEAYeT
WHQOPMUPOBATE O  HEMEJUIEHHOM  COOOLIEHWM Bpayy O  BO3MOMKHBIX  IPOSBIEHUAX
uepeOpoBacKyISpHbIX HapyLIeHU (Takux KaK BHE3aMHas cabocThb W
HEeIO/ABMKHOCTB/HEUYBCTBUTEILHOCTh B O0JIaCTH JIMLA, HOI, PyK, a TAaKKe 3aTPyJHEHHE PE4d U
HapyuieHue 3peHus). ClielyeT HEMEIJIeHHO MPHUHATh HEoOXOAUMBble JieueOHbIE MEpBI, BKIHOYas
OTMEHY pHUCIIEpU/IOHA.

Ipenapar Topenno® Ky-1a6® MoXkeT NPUMEHATBCS TONBKO ISl KPATKOBPEMEHHOM Tepanuu
HEMpeKpallaloleiicss arpeccud y MalMeHTOB ¢ JeMeHLuel, oO0yciioBleHHOH O00Je3HbI0
AnblreiiMepa, cpeHe M TSDKENOW CTereHH, B KayecTBE JIOMOJHEHUS K HedapMaKoIOrHYECKHUM
METO/JaM KOPPEKLHUH, B cliydae UX Hed()(HEeKTUBHOCTH MM OrpaHUYEeHHOH 3()(EeKTUBHOCTU U KOrAa
€CTb PUCK NIPUYMHEHMS Bpe/ia MalMEeHTOM caMOMy ce0e MM IpyrHM JIMLaM.

Heo0x01MMO NOCTOSAHHO OLEHUBATh COCTOSIHUE MALIMEHTa U HEOOXOAUMOCTb MPO/I0JDKEHHS Tepantu
PUCTIEPHIOHOM.

Opmocmamuyeckan 2unomeHn3us

B cBsasu ¢ anbda-aapeHOONOKUPYIOIIMM JEHCTBUEM pPHUCTIEPUAOHA Y HEKOTOPBIX MaLMEHTOB
BO3MOXKHO pPa3BUTHUE OPTOCTATUYECKOM MMIIOTEH3UH, OCOOEHHO B MEPHO/] HA4YaJIbHOTO MoAG0pa J03I.
Omnucanpl cay4ad KIMHMYECKM 3HAUYMMOW apTepUalbHOM THUIIOTEH3WH IPU OJHOBPEMEHHOM
NPUMEHEHUH PUCHEPU/IOHA C MIIOTEH3UBHBIMU IpernapataMd B MOCTPErHCTPALIMOHHOM MEpPUOJE.
Ipenapar Topenno® Ky-1a6® Heo6X01MMO MPUMEHSATB C OCTOPOKHOCTBIO Y MALMEHTOB C CEPAEYHO-
COCYAAMCTBIMU 3a00JIeBaHUAMU (Hampumep, cepAevHas HeAOCTaTOYHOCTb, MH(APKT MHUOKap.a,
HApyUIeHWs  MPOBOJMMOCTH  CEpAE€YHOM  MBIILBL,  JeruapaTauus, TUIOBOJIEMHS  WIIH
uepebpoBackynspHble 3a0osneBaHus). Taxke HeoOXoaMMa COOTBETCTBYIOLAs KOPPEKLMs [103bI.
PekomenlyeTcss OLEHMTb BO3MOXKHOCTb CHIDKEHHSI [JO3bl B Cllyd4ae pa3BUTHS apTepHaIbHON
TAHIIOTCH3HUH.

Jleukonenus, Helimponenusa u azpanyi0yumo3
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Cnyyan JIeMKOMEHWH, HEHTPONEHWHM M arpaHyjouuMTo3a ObUIM ONMCAHBI NPU MPUMEHEHHH
AHTUIICUXOTHUYECKUX CPEACTB, B TOM YHMCJIE€ I[P [PUMEHEHMH Mpernapara pHCHepUIOHA.
ArpanysoiuTo3 orMmedancs odeHb peako (< 1/10000 mauueHTOB) B XOJ€ MOCTPETHCTPALMOHHOTO
HaOmoaenus. [lauMeHThl ¢ KJIMHUYECKHM 3HAYUMBIM CHM)KEHUEM KOJIMYECTBA JICHKOLMTOB HIIM
JIEKapCTBEHHO-UH/TYLIMPOBAHHOM JIEHKONIEHHEH/HEMTpONIEHHEN B aHaMHE3€ I0JDKHBI HAXOJUThCS 1101
Ha0/II0/ICHHEM B TEPBbI€ HECKOJBKO MECALEB I0C/E Hayajla TepaluH, a MpH MOSBJICHUM MEpBbIX
MPU3HAKOB KJIMHUYECKU 3HAYMMOTO CHHJKEHHS KOJIMYECTBA JIEHKOLUMTOB U NPH OTCYTCTBHHU APYTHX
NPUYMHHBIX (AKTOPOB, HEOOXOIUMO PacCMOTPETH BONPOC O NPEKPAIEHUU TEPAUK PUCTIEPUIOHOM.
[TaupeHTsl ¢ KIMHMYECKM 3HAYMMOM HEMTpPONEHHMEH JOJDKHBI HAXOJWThCA MOJ TIIATEIbHBIM
HaO/I0/IeHMEM HA MpPEJMET IOBBILICHUS TEMIepPaTypbl WM JPYrMX CUMOTOMOB HMH(EKUUH, U
HEME/UIEHHO HAYWHATh JIeYeHHe NMPH BO3SHUKHOBEHMH TaKMX CUMNTOMOB. IlanmeHtam ¢ Tsokeson
dopMmoii HelTponeHnH (aGCOMOTHOE KOMMYECTBO HeiTpoduiioB < 1x10°/1) HEOGXOAUMO OTMEHHUT
npenapat Topenno® Ky-1a6® M NpoBOAMTE KOHTPOJIb KOJMYECTBA JICHKOLMTOB B KPOBH 10
BO3BpALIEHHS UX KOJIMYECTBA K HOPMaJIbHBIM MMOKA3aTeIsAM.

ITo30Hs8 OuCKUHE3UA U IKCMPANUPAMUOHBIE CUMNIMOMDbI

Tepanus aHtaroHucTaMu J10paMHUHOBBIX PELENTOPOB MOXET BbI3bIBATh IMO3/HION JAMCKHUHE3UIO,
KOTOpasi XapaKTepU3yeTCs PUTMHYECKUMH HENPOM3BOJBHBIMHU JBMKEHUAMH, NPEUMYIIECTBEHHO
A3bIKa M/UJIM MUMHUYECKOM MYCKYJ1aTypbl. BO3HUKHOBEHHE SKCTpanupaMUAHbIX CUMIITOMOB SBJISAETCS
(baKTopoM pUCKa pa3BUTHs MO3JHEH AMCKUHE3UH. B CBA3M ¢ TeM, YTO MOTEHLMA] CTUMYJISALMH
SKCTpaNMpaMUIHbIX paCCTPOMCTB y pUCIIEPUIOHA HUXKE, YEM Y KJIACCUYECKUX HEMPOJIENITUKOB, PUCK
pa3BUTHS MO3/AHEH JUCKUHE3UHU MPH €ro MPUMEHEHUH JI0JUKEH ObITh HHMXKE, YEM INPU NPUMEHEHHH
KJIaCCUUYECKUX HeiposienTHKOB. [1py BOZHUKHOBEHUH Yy MallUeHTa 0ObEKTUBHBIX WM CyOBEKTUBHBIX
CHMIITOMOB, YKa3bIBAIOIIMX Ha MO3/IHIOK JUCKUHE3WIO, HY)KHO PAacCMOTpETh LEIecO00pa3sHOCTh
OTMEHBI BCEX AHTHIICUXOTHYECKUX MpenapaTos, BKmoyas npenapat Topenno® Ky-ra6®.
IKcmpanupamuonvie CUMRMOMbL U RCUXOCMUMYIAMOPDI

Cnenyer  cobmonaTb  OCTOPOXKHOCTb Yy NALMEHTOB,  OJAHOBPEMEHHO  MPMHUMAKOLIMX
MCUXOCTUMYJIATOPLl (Hampumep, MeTUIPEHHUAAT) U PHUCIEPUAOH, B CBSA3U C BO3MOXKHOCTBHIO
BO3HMKHOBEHHS SKCTPAIIMPAMHU/IHBIX CUMIITOMOB MPH KOPPEKTHUPOBKE /103bl OJHOr0 MM 00OMX
npenapaTos.

3HC

[Ipn Tepanuu aHTUNCHXOTHYECKUMH MpenapaTaMH, BKJIKOYas PUCIEPHOH, BO3MOXKHO pa3BUTHE
3HC, xapakTepu3ylolerocs rUMepTepMUEi, PUTHAHOCTBIO MBILIL, HECTAOWJIBHOCTBIO (YHKUHUH

BEreTaTUBHOM HCpBHOﬁ CHUCTEMBI, YTHETCHHUEM CO3HAHUSA U ITOBBILICHHUEM CBIBOpOTO‘{HOﬁ AKTUBHOCTH
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kpeatundocdokunaspl. YV mnaumeHtoB ¢ 3HC Moryr BO3HMKATh TaKKe MHOTIIOOMHYpHS
(pabaoMuonn3) M OCTpas IOYeYHass HEAOCTATOYHOCTb. I[IpW BO3HMKHOBCHHWM Yy MalMEHTa
00BEKTUBHBIX WM CyObeKTUBHBIX cUMNTOMOB 3HC HeoOX0OMMO HEMEJIEHHO OTMEHHTh BCE
AQHTUIICUXOTUYECKHUE MpernapaThl, BKJIOYas pUCIIEPUJIOH.

Bonesns Ilapkuncona u oemenyusa ¢ meavyamu Jlegu

[IpMMeHeHHe AHTUIICHXOTHYECKMX [penapaTos, Bkmouas mnpenapar Topenao® Ky-ta6®, vy
nauueHToB ¢ 6osie3Hpio [TapkuHCOHA WM JeMeHIHel ¢ Teablamu JIeBM JO/DKHO NMPOBOAMTBLCS C
OCTOPOJKHOCTBIO, TaK KaK y 00euX rpymnn MnauveHTOB MoBbilieH puck passutusa 3HC u yBenuyena
YyBCTBUTE/ILHOCTh K AHTHIICMXOTHYECKHM MpernapataM (BKJIO4Yas MpPUTYIJIeHHe O6oJieBo
4yBCTBUTEIbHOCTH, CITyTAHHOCTb CO3HAHUS, OCTYPAJIbHYIO HECTAOMIBHOCTD C YaCTHIMHU MaJCHUAMH
M IKCTparnupaMuaHble cumnToMbl). [Ipy npueme pucnepugoHa BO3MOXHO YXY/IIECHHE TEYEHHUS
6one3nu [lapkuHcoHa.

T'unepznukemun u caxapuotii Ouadbem

OnucaHbl clly4ad pa3BUTHS FMIEPIIIMKEMHUH, caxapHoro auadera U 000CTpeHHE YK€ UMEIOLIEerocs
caxapHoro auadera. OueHKa B3aMMOCBSI3M MEXIY NMPUMEHEHHUEM ATUITMYHBIX aHTUIICUXOTHYECKUX
npenapaToB M OTKJIOHEHUSAMM B [I0OKa3aTessAX KOHLEHTpPALMH TIJIIOKO3bl 3aTpyJHEHa H3-3a
BO3MOXKHOCTH TMOBBILIEHUS! (OHOBOTO pHCKA pa3BUTUA caxapHOro auabera y NalLMUEHTOB C
K30 peHUEH, a TAKIKE U3-3a MOBBILICHUS YaCTOThl BCTPEYaEMOCTH CaxapHOro Auadera B NOMYIALUN
B 1HejgoM. C y4eToM JIOMOJIHUTEIbHBIX BIIHMAIOIIMX (PaKTOPOB B3aMMOCBS3b MEXIY NMPUMEHEHHEM
aTUMMUYHBIX AHTUIICUXOTHYECKUX [pErnapaToB M HEXKENATEeJIbHBIX SBJIECHUH, OTHOCALIMXCA K
TUNEPrIIMKEMUH, 10 KOHIIA He SiCHAa. B HEKOTOpBIX Cllydyasx OTMEHYEHO MpEIIECTBYIOIEE Teparnuu
yBEJMYEHHE MAcChl TeJa, KOTOPOE MOXKHO paclieHUBaTh KakK npejpacnoararoiiuii gakrop. B ouens
PeAKUX cliy4asx HaOJIoJanu pa3BUTHE KETOALMI103a M peaKo — AuadeTndeckoi kombl. Kak npu
npueme JIHoObIX aHTUICUXOTUYECKMX CPEJCTB MAlMEHThI JODKHBI HaXOAUTHCS 0] HabJIo1eHUEM
Bpaya, cjedyeT KOHTPOJUPOBATH CUMITOMBI THIEPrIMKEMHUH (TaKhe KaK MOJMIMIICHUS, MMOJUYPHUS,
nonudarus 1 caabocTh). Y NaLMEHTOB C caXapHbIM 1Ha0eTOM ClIeAyeT PerysipHO KOHTPOJIUPOBATh
KOHLEHTPALMIO TTIOKO3bI B KPOBH.

Yeenuuenue maccoet mena

Ha d¢one Ttepanum pucnepuaoHOM HaOMOJANOCh 3HAYUTENBHOE YBEJIMYEHHE MAacChl TeJa.
Heo6x011M0 MpOBOANTL PEryJisipHbIii KOHTPOJIb MacChl TeJia MallueHTOB.

T'unepnponakmunemusn

Ha ocHOBaHMM pe3ybTaTOB UCCJIEJOBAHUM in Vitro cie/laHO MPeAIo0KEHUE, YTO POCT Oy XOJIeBbIX

KJIETOK MOJIOYHBIX JKE€JIE3 MOXKET CTUMYJIMPOBATHCA IPOJJAKTUHOM. HCCMOTpﬂ Ha TO, 4YTO B
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KIMHUYECKMX M SMHJAEMHOJIOTHYECKMX  MCCIIEJIOBAaHUSX HE  BBIABJIEHO  YETKOM  CBA3HM
FMNEPIPOJAKTHHEMMM C [PUEMOM aHTMIICMXOTHYECKMX IIpernaparoB, CJEAyeT CobmoaaTh
OCTOPOXKHOCTB TPU MPUMEHEHHH PUCTIEPU/IOHA Y MALIMEHTOB C OTATOLIEHHBIM aHaMHe30M. [Ipemapat
Topenao® Ky-1a6® crieflyeT NpUMEHATH € OCTOPOXKHOCTHIO Yy MALMEHTOB C CYIIECTBYIOLIEH
TUIIEPIPOIAKTUHEMHUEH U Yy TALIMEHTOB C BO3MOXKHBIMH IIPOJIAKTUH-3aBUCUMBIMH OITY XOJIIMH.
Yonunenue unmepeana QT

B o4deHb peKuX cly4asx OTME4YeHO yuiMHeHHe uHTepBana QT B moCTperucTpauoOHHOM MEPHOIE.
Kak ¥ npu npuMeHEeHHH APYTHX aHTUICUXOTHYECKUX CPEJCTB, CJIEAYeT COOII0AaTh OCTOPOIKHOCTD
npu npuMenennn mnpenapata Topenmo® Ky-1a6® y nauueHToB ¢ CepaevYHO-COCYAMCTHIMHU
3a00/eBaHusAMH, yuIMHeHHeM uHTepBaia QT B cemeiiHOM aHaMHe3e, OpaauKapauei, Hapy LIEHUAMU
SJIEKTPOJMTHOrO OanaHca (TMNOKaJIMeMUs, TUIIOMAarHMEMHUs), TaK KaK 3TO MOXET IOBBICHTb PUCK
ApPUTMOIE€HHOr0 JEHCTBUS UM MPU OJIHOBPEMEHHOM NPUMEHEHHMHM C pernapaTami, yAJIMHIIOUMMA
uHTepBas QT.

Cyoopozu

Ipenapar Topenao® Ky-ta6® ciielyeT NpUMEHATH C OCTOPOXKHOCTHIO Y MALIMEHTOB € CYJOPOramMu B
aHaMHe3€ WJIM NIPU COCTOSIHUAX, CONPOBOXK/IAOLIMXCS CHUKEHUEM NIopora Cy10pOKHOM aKTUBHOCTH.
Ilpuanusm

Tak kak pucnepugoH obnagaer anbda-aapeHOOJOKHpYOWHUM 3PdeKToM, NpH ero NPUMEHEHHH
BO3MOXKHO pa3BUTHE MpHANU3Ma.

Hapywenue pezynayuu memnepamypsi mena

[Ipy npuMeHEeHUH aHTUIICUXOTHYECKHX TMpEnapaToB OMUCHIBAECTCS TAaKOW HexelaTelbHbIH 3 deKT,
KaK HapyuleHue TtepMmoperyasiuud. HeoGxonumo colOmogaTh OCTOPOXKHOCTH MpPU NMPUMEHEHUH
npenapata Topenno® Ky-1a6® y naumeHTOB, KOTOpPble MOTYT MOJABEPraThcs ASHCTBHIO (AKTOPOB,
BbI3bIBAIOLUMX [OBBILICHUE TEMIMEpaTypbl Teja, TAKUX KaK MHTEHCUBHAs (U3MuyecKas Harpyska,
Jerujipatalus, BBICOKass TeMIIepaTypa OKpY)Karolled Cpe/bl, OJHOBPEMEHHOE IPUMEHEHHE C
npenaparamu, 00J1aJal0IMMHU aHTUXOJIMHEPIrMYECKOH aKTUBHOCTBIO.

Benosnaa mpomooamoonus

IIpy npyMeHEHHHM aHTUICUXOTUYECKUX MpENnapaToB OMUCAHBI CIyyal BEHO3HOW TPOMOOIMOOIUM.
HeobxoiMMoO BBISBIATE BCE BO3MOXKHBIE (DAKTOpPbI pHCKa pa3BUTUS TPOMOOIMOOIHUECKUX
OCJIO’KHEHHH /10 Hayana U Bo BpeMs Tepanuu npenapatom Topenno® Ky-1a6®, Takke J0KHBI ObITh
NpeANPUHATBI MTPOPUITAKTUIECKHUE MEPBDI.

HCIIP
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WCJIP oT™eyascs BO BpeMs ONepalyy 1o MOBOAY KaTapakThl Y MalMeHTOB, NOTy4aBIIMX NpenapaTsl,
o61ajaole aHTaroHU3MoM K anb(a;-aapeHopeuentopam, Bkmoyas pucnepuaon. UCJIP moxer
MOBBIIATE PUCK OCJIOXHEHHH CO CTOPOHBI OpraHa 3peHHs BO BpeMs M IMOCJIC MPOBE/ICHUs
XUpYprudeckoro Bmewarensctea. Heobxoaumo 3ab61aroBpeMeHHO MpoMHGOPMHUPOBATL XUpypra-
ojTanpMonora 0 MNPUMEHEHWH [pENapatoB, O0ONaJalOMMX AHTarOHM3MOM K  anbdai-
aJI[peHOpeLIeNTOPaM B HaCTOsLIee BpeMs Wi B nipouwioM. [loTeHuanbHas no/ib3a OTMEHbI TepaIu
npenaparaMmu, 00J1aJal0IUMH aHTarOHU3MOM K ajibdai-aApeHOpeLEnTopaM, nepel XupypruaeckKum
BMELIATE/ILCTBOM MO MOBOJAY KATAapaKThl HE YCTaHOBIEHA, B CBA3M C 4YeM HEOOXOJMMO OLEHWTh
COOTHOLIEHHME MOJIb3bI/PUCKA OTMEHBI aHTUIICUXOTUYECKOH TEPaIHH.

Jemu u noopocmku

Ilepen npumenenuem npenapata Topenao® Ky-ta6® y gereil wiiv MOAPOCTKOB € yMCTBEHHO#M
OTCTaJOCTbIO HEOOXOJUMO MPOBECTH TILATE/BHYIO OLEHKY MX COCTOSIHUS Ha MPEJAMET Haau4yus
GU3MYECKUX MM COLMATIBHBIX IPUYKMH arPECCUBHOTO MOBECHHS, TAKUX KaK 00JIb MM HEA/IEKBATHBIE
TpeOGoBaHMs COLMAILHON CpeJibl.

CenatuBHbli 3¢ ekt pucnepu10Ha J0JKEH TIATEIbHO OTCIIEKMBATLCS B JAHHOM MOIMYJISALUA M3-32
BO3MOXKHOIO BJIMSAHMS Ha CHOCOOHOCTH K 00y4yeHMI0. M3MeHeHHe BpEMEHHM MpHEMa PHUCIIEPU/IOHA
MOJKET CHU3UTH BIMSHHUE CEAallMd HA BHUMaHUE MIOAPOCTKOB U JAETEH.

[Ipumenenune pucnepuaoHa ObUIO CBA3aHO C YBEJIMYEHHMEM CpEIHHMX IOKa3aTesied Macchl Teja M
MHJIEKCa Macchl Tena. M3MeHeHHMst pocTa B XOj€ J0JrOBPEMEHHBIX MCCIIEJOBAHUM HaXOIWIIUCh B
paMKax OKM/JaeMbIX BO3PACTHbIX HOpM. BiMsHuMe JUIMTENBHOrO nmpueMa pUCIEPHIOHA HA I10JIOBOE
Pa3BUTHE U POCT MOJTHOCTBIO HE U3YUEHO.

B cBsA3M ¢ BO3MOXKHbBIM BJIMSHUEM MPOJIOJIKUTENILHON TMIEpHpOIaKTUHEMUU HAa POCT M I10JIOBOE
pa3BUTHE y JeTed M MNOAPOCTKOB, [OJDKHA IPOBOAMTHCA pEryJsipHas KIMHUYECKas OLEHKa
rOPMOHAJILHOrO CTaTyca, B TOM YUCIE U3MEpPEHHE pOCTa, Macchl Tesa, HaOMOAEHHUE 3a I0JIOBBIM
pa3sBUTHEM, MEHCTPYaJbHbIM LMKIOM M JIDyTHMH BO3MOXHBIMH IPOJIAKTUH-3aBUCUMBIMU
sbdekramu.

Bo Bpems Tepanuu pHCHEPUIOHOM JOJDKHO IMPOBOAUTHCS pEryIspHOE OOCIEeOBaAaHHE C LEJbIO
BBISIBJIEHU DKCTPANIMPAMU/IHBIX CUMIITOMOB U JIpYTUX JBUIaTEIbHBIX PACCTPOMCTB.

Cneyuanvnaa ungopmayus no 6CROMO2AMENbHHIM EUECMBEAM

CopObuTon

[TaumeHTaM ¢  peAKO BCTpEevalOLIEWCs  HACIEJCTBEHHOM HENEepeHOCHMOCTBIO  (PpYyKTO3bI

IMIPOTUBOIIOKA3aHO NPpUHUMATDL 5TOT Nperapar.

Acnapram
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[IpenapaT COMEPKAT MCTOYHMK (eHHnanaHuHa. MoXeT OKa3aThCs BPEAHBIM Ul JIOLEH C

(EeHUIIKETOHYPHEH.

Bausinue Ha CHOCOOHOCTH YNPABJAATH TPAHCIIOPTHBIMH CPEICTBAMH, MEXaHH3MAMH

® ® o o
[Ipenapar Topergo® Ky-1a6® MoxeT B HEOOJBIIOW WM YMEPEHHOW CTENEHH OKa3bIBaTh
BO3/EICTBHE HA CIIOCOOHOCTH YIIPaBJIATH TPAHCIIOPTHBIMH CPEJICTBAMHM M MeXaHu3MaMu. [lalueHTam
ClleyeT PeKOMEH/IOBATh OTKAa3aThesl OT BOXJICHHS aBTOMOOW/IA M OT paboThl ¢ MEXaHM3MaMH /10

BBIACHCHHUA UX HH}IHBMHyaHbHOﬁ YYBCTBUTECIIBHOCTH K IIpe€riapary.

dopma BbIIIyCKA

TabGnerku, Aucneprupyembie B moJocTv pra, 0,5 mr, 1 mr, 2 mr.

[TIo 10 Tabnetok B Guuctep u3 KombuHuposaHHoro martepuana OITA/An/IIBX, II9T/An donbru
(OPA/AVPVC, PET/Al peel off foil).

[To 3 6aMcTepa B NauKy KApTOHHYIO BMECTE ¢ MHCTPYKLMEHN 110 IPUMEHEHHMIO.

YcioBus XpaHeHHH
[Tpu TemnepaType He Boiwe 25 °C, B OpUrHHAJIILHON YIIaKOBKE.

XpaHl/lTb B HEOCTYIIHOM JJIA JIETeH MecCTe.

CpoK rogHocTu
3 roaa.

He NPpUMEHATH MpenapaTt 1o UCTEYECHUH CpOKa rOAHOCTH.

YcaoBus ornycka

OTmycKaroT no peuenry.
HanmeHoBaHHe I0PHIHYECKOrO JINIA, HA HMS KOTOPOI'0 BbIIAHO PErHCTPALHOHHOE
YA0CTOBEPEHHE, aipec

AO «KPKA, n.1., HoBo mecto», llImapremika necra 6, 8501 Hoso mecto, CioBeHus

IIpousBoguTeab

AO «KPKA, n.1., HoBo mecto», HoBomenika necra 22, 8310 Lllentsepueid, CioBeHus
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®acopmuk ([leppuyHas ynakoBka)

AO «KPKA, n.1., HoBo mecto», HoBomemka necra 22, 8310 Lllentsepueid, CioBeHus

VYnakouuk (Bropuunas (morpebure/ibckas) ynakoBKa)

AO «KPKA, n.1., HoBo mecto», HoBomemka necta 22, 8310 Lllentsepueit, CiioBeHus

BblﬂyCKalOUlﬂﬁ KOHTPOJ/Ib Ka4yeCTBa

AO «KPKA, n.1., HoBo mecto», [lImapreuika necra 6, 8501 Hoso mecto, CiioBeHus

HanmeHoBaHHE U aipec OPraHU3alHH, IPHHAMAIOLIEH NpeTeH3HH noTpeduTe el
000 «KPKA-PYCy», 143500, MockoBckas o61., r. Mctpa, yn. Mockosckas, a. 50
Ten.: +7 (495) 981-10-95, dakc: +7 (495) 994-70-78

—

[IpeacraBurens GupMsl TamkoBuu T. B.
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