e —————————— i

MHH3IPAB pOCC ’”‘

0006 - |

cor “{A&UCB;«W o

MUHUCTEPCTBO 3IIPABOOXPAHEHI/IH'PUCCI/II/ICKOI/I d)EIIEPALII/II/I

170

MHCTPYKLUA
[10 MEJNLIMHCKOMY ITPUMEHEHUIO JIEKAPCTBEHHOI'O IIPEITAPATA
Pucnepuaon - KPKA
Risperidone - KRKA

PerucrpaunoHubiii HOMeEp:
Toprosoe naumenoBanue: Pucnepuaon - KPKA
MexayHapoaHoe HeNATeHTOBAHHOE HAUMEHOBAHHE: PUCIIEPH/IOH

JlekapcTBenHasi popma: TabaeTKH, NOKPHITHIE IJIEHOYHOH 000104KOM

Cocras

1 TabneTka, MOKpLITas IJICHOYHOH 000104KOH, | Mr/2 Mr/3 Mr/4 Mr coIepxHr:

AHopo:

Heticmsyrowee sewgecmeo: pucniepuion 1,00 mr/2,00 mr/3,00 mr/4,00 mr

Bcnomozamenvhvie 6ewjecmea: 1eIUIaKTO3a*, 1€/UTH0J103a MHUKpokpuctaimueckas (tun 102),
KpOCKapMeIlio3a HaTpHsl, KPEMHHSI IMOKCH KOJUTOMIHBIN, HATPUs J1ay puiICyb(aT, MarHus creapar
O6onouxka naenounas: Onaapaii 03H28758 Genwiit**, kpacurtens xene3a oxcuna xenteid (E172)
(nns Tabnerok 2 mr), Kpacutenb kene3a okcua kpacHslit (E172) (ans Tabnerok 2 mr), KpacuTenab
XuHOJMHOBBIN kenthii (E104) (s Tabnerok 3 mr u 4 wmr), usnaurokapmun (E132)
(st Tabnetok 4 Mmr)

*[le/1akTo3a MpeacTaBiseT co00i BBICYLIEHHOE PACIblICHHEM COEAMHEHHE, CocTosIee U3 anbda-
JIAKTO3bl MOHOTH/IpATa M MOPOLIKA LE/LTI0I03bI, CYX0€ BEILECTBO.

**Omnanpaii 03H28758 Genblit: runpomeruiosa, Tutana quokcua (E171), Tanbk, NpONUIEHITTMKOb.

Onucanune

Tabnemku 1 m2: oBajbHbIE, IBOSKOBBIMYKJIbIe TA0IETKH, MOKPHITHIE UIEHOYHON 000104KOM 6e10ro
WM 1104TH O€s1oro 1BeTa, ¢ PUCKOW Ha OJIHOM CTOPOHE.

By Ha uznome: Oenas miepoxoBaras Macca ¢ IUICHOYHOH 000s104K0# Gesoro win nodtu 0e1oro

[BETA.



Tabnemku 2 m2: OBaJIbHBIE, IBOSKOBBIMYKJIbIE TA0JIETKH, TOKPBITBIE MJICHOYHOW 000JI0YKOH CBETIIO-
OpaHXEBOIO 1IBETa, C PUCKOH Ha OJIHOM CTOPOHE.

Bua Ha u3nome: Oenas mepoxoBarasi Macca ¢ IJICHOYHOH 000/104KO#H CBETIO-OPaHKEBOIO LIBETA.
Tabnemku 3 me: OBallbHBIC, IBOSKOBBIMYK/IbIe TaOJETKM, MOKPBIThIE IUIEHOYHOH 000J0YKOM
JKEJITOTrO L[BETA, C PUCKON HA OJIHOH CTOPOHE.

Bua Ha uzsiome: Oenas mepoxoBaTas Macca ¢ IIeHOYHOM 000JI04KOM JKEITOroO 1BETA.

Tabnemxu 4 me: OBaJIbHBIE, IBOSKOBBIMYKJIbIe TA0JIETKH, MOKPBITHIE IIEHOYHON 000JI04KOH CBETIIO0-
3€JIEHOTO 1BETa, C PUCKOM Ha O/IHOW CTOPOHE.

Bua Ha uzome: Oenas epoxoBaTas Macca € IJIEHOYHOM 000JI0YKOM CBETJIO-3€JICHOTO 1IBETA.

dapmakoTepaneBTHYECKAs FPYNNA: AHTUIICUXOTHYECKOE CPE/ICTBO (HEHPOJIENITHK)

Koa ATX: NOSAX08

®apmakoJ10ruyecKme cBOHCTBA

Dapmakoounamura

Prcniepu/10H — CEJIeKTHBHBIH MOHOAMHUHEPTHUECKUI aHTArOHKUCT, 00.1a/1aeT BBICOKUM ahGHHUTETOM
K cepoToHHHOBBIM 5-HT2 1 nodamunoBbiM D2-penieniropam. PucnepunoH Taxke CBA3bIBA€TCS C Oli-
aJIpeHOpELeNTOpaMM M B MEHbLIEH creneHu ¢ Hi-TUCTaMHMHOBBIMH M 02-aJIpEHOPELENTOPAMH.
Pucnepunon He oOnazaer TpPOMHOCTBIO K XOJMHOpeLEeNnTOpaM. Pucnepuion yMeHblIaeT
MPOAYKTUBHYIO CHUMIITOMAaTHKY HIM30()PEHUH, BbI3bIBACT MEHbBIIEE IOAABICHHE MOTOPHOM
AKTUBHOCTH M, B MEHBIIEH CTETNEHHU, HHAYLIMPYET KaTaJleNCHIO, YEM KJIACCHYECKHUE HEHPOJIEIITHKH.
COanaHCHpOBaHHBIN LEHTPAIbHBIN AHTAarOHW3M K CEPOTOHMHY M J0(paMHHY CHWXKAET BEPOATHOCTH
Pa3BUTHUS IKCTPANUPAMHUIHBIX HAPYIIEHUI U paclIMpsieT TepaneBTHUYECKOE JEHCTBUE Ipenapara ¢
OXBaTOM HEraTUBHBIX U ah(HEKTUBHBIX CUMIITOMOB LIH30(PEHUN.

Dapmakokunemukxa

Bcacwvisanue

PucnepuaoH rmocjie mnpueMa BHYTPb T[OJHOCTBIO abcopOupyercsi, JOCTUras MaKCHMabHBIX
KOHLIEHTpALIMi B 1J1a3mMe KpoBH 4yepe3 1-2 yaca. AGcomtoTHast OMOJ0CTYITHOCTh PHCIIEPUIOHA T10CTIE
npuema BHYTph coctaBisier 70%. OtHocuTenbHass OMOJOCTYNHOCTH TIOC/IE€ IpUEMa BHYTPb
pucnepunona B (popme Tabnetok cocraBiaser 94% [0 CpPaBHEHHMIO C PHCIEPHIOHOM B (opme
pactBopa. [Ipuem muim He OKa3bIBAeT BIMAHMA Ha abCOpOIMIO Mpenapara, Mo3TOMY PHUCIICPHIOH

MOXXHO IIpUMEHATH HE3aBUCHMO OT BpPEMEHH TIIpHEMa [IHIIH. PaBHOBecHast KOHLEHTpalus



pHUCIIEpUIOHA B OpraHu3me y OOJIbIIMHCTBA MALMEHTOB J0CTHraeTcs B TeueHue | nns. PaBHoBecHas
KOHUEHTpaLUs 9-rUIpOKCUPUCTIEPUIOHA TIOCTUTAeTCs B TeueHUe 4-5 aHei.

Pacnpeoenerue

Pucnepuion OsicTpo pacnpezensiercs B opranusme. O0beM pacnpesenenus coctasiuser 1-2 n/kr. B
mjia3mMe KpOBH PHUCIIEPHIOH CBS3bIBACTCS C aJbOyYMMHOM M 01-KHUCIIBIM TJIMKOIIPOTEHMHOM.
Pucnepuaon Ha 90% cBs3piBaeTCsi OelIKaMu 11a3Mbl KPOBH, 9-ruapoKCHpUCTIEpUAOH — Ha 77%.
Memabonusm u evieedenue

Pucnepuaon wmertabonm3upyercs B redeHu ¢ ydactueM uzodpepmenta CYP2D6. OchHoBHOM
MeTaboJIMT — 9-THAPOKCHPHMCIIEPHIOH, KOTOPbIM 00ajaeT CcXoaHOH (apMaKoIOrHYeCKOn
aKTUBHOCTBIO C PUCHEPUIOHOM. PucnepuaoH M 9-rupOKCHUPUCTIEPHIOH COCTABIIAIOT AKTUBHYIO
aHTUNCUXOTHYEeCKyl0  ¢pakumio.  M3odpepment  CYP2D6  noaBepkeH — reHETHYECKOMY
nosumMophusmy. VY MalMEeHTOB € HMHTEHCHBHBIM MeTaboau3mMoM mno usodpepmenty CYP2D6
pucnepuIon ObICTPO MpeBpariaerTcs B 9-ruIpOKCUPUCIIEPUIOH, B TO BpeMs KaK y MAaLMEHTOB CO
cnabbiv MetabosnmzmoM no uzopepmerty CYP2D6 3ToT mpouecc NpoOMCXOAWT 3HAYMTEIHLHO
MeuieHHee. XOTs y MalMeHTOB ¢ MHTEHCUBHBIM METa00IM3MOM KOHLIEHTPALUs PUCTIEPHIOHA HHUXKE,
a KOHIEHTpauusi 9-ruJApOKCUPUCIIEPUIOHA BBILIE, YeM Yy MAIMEHTOB CO c1abbIM MeTabOoIU3MOM,
(apMaKOKMHETHKA aKTUBHOM aHTUIICUXOTUYECKOH (paKkiiu rmocie npueMa OJHON MIIM HECKOJIBKUX
1103 €X0/1Ha B 00€uX rpymnmnax naiueHToB.

Jpyrum nmytem merabonu3ma pucrniepuiona siisercst N-ae3ankunupoBanue. Mccnenosauus in vitro
Ha MHMKpOCOMAax I[I€4E€HH 4YeJIOBEeKa IMOKa3alM, YTO PHUCHEPHIOH B KIMHMUYECKH 3HAYUMBIX
KOHLEHTPALUAX CYUIECTBEHHO He MHrHOMpyeT MeTabolu3M JIeKapCTBEHHBIX IIPErnaparos,
OuoTpaHcHOPMHUPYIOLIMXCS MO JIeHCcTBUEM H30(epMEeHTOB cucTeMbl LUTOXpoMa P450, B ToM
yucne CYP1A2, CYP2A6, CYP2C8/9/10, CYP2D6, CYP2E1, CYP3A4 u CYP3AS. Yepes Henemnro
nocie Hayana npuema pucrnepuaoHa 70% 10361 BBIBOAUTCSA MOYKAMHU (IIPU 3TOM BbIBEJEHHE
pucriepuaIoHa M 9-rMIPOKCHUPHUCIIEPUIOHA MOYKAMHU cocTaBisieT 35-45% OT NpUHATOW 03I,
OCTaBLIASCS YaCTh — HEAKTUBHBIE MeTa00JIUThI) U 14% — yepe3 kuweyHuk. [locie npuema BHYTph y
MalMEHTOB C MICHX03aMHU MEePHOJ MoJyBbiBeieHHs (1) pUcnepu/IoHa COCTaBIAET OKOJIO 3-X YacoB,
Ty 9-ruapoKCUpUCTIEpUIOHA U AKTUBHOW aHTUIICUXOTHYECKON (pakuuu — 24 yaca.

Jluneiinocmo

KoHieHTpauus pucrepuiona B IUia3Me KpPOBH MPSMO IMPONOPLMOHAIbHA TPUHUMAEMOH J103€ B
TepaneBTUYECKOM JIMana3oHe 103.

DapmakokuHemuKka y 0moenbHslx ZPynn nAKUEHMOo8

Haquenmbz nos2#Ccun020 8o3pacma, nayueHmsl ¢ HapyueHuem (})ymcz;uu ne4yeHu U no4exk



[Tocne OJHOKpPAaTHOro MpHeMa pUCHEpPUIOHA y MALMEHTOB II0KWJIOTO BO3pacTa KOHLIEHTPALUs
AKTUBHOM aHTHMIICHXOTHYECKON (hpaKiMy B IUia3mMe KpOBH yBeIH4HIach B cpeaneM Ha 43%, Ty — Ha
38%, a kiupenc causuics Ha 30%.

V mauMeHToB ¢ [MOYEYHOM HEIOCTATOYHOCTBIO HAOJI0Aal0Ch IMOBBILIEHHE I[UIa3MEHHOM
KOHIIEHTPAIIMK W TOHMKEHHE KJIMPEHCa AKTUBHOW AHTMIICHXOTHUYECKOW (pakuMu B CpeIHEM
Ha 60%. Y nauueHTOB ¢ MEYEHOYHOM HEIOCTATOYHOCTHHO KOHILIEHTPALMH PUCIEPHIOHA B IUIa3Me
KPOBH HE H3MEHSJIMCh, OJHAKO CpPEIHsAs KOHIEHTpalus CBOOOJAHOW (paKkuMu pHUCTIEpPHIOHA
yBelIu4yuBaiachk Ha 35%.

Jemu

dapMaKOKHHETHKA PHUCIEPUIOHA, 9-THAPOKCHPUCTIEPHIOHA M AKTHBHOW aHTUIICHXOTHYECKOM
(dpakuuu y 1eTei conocTaBuMa ¢ TAKOBOW Y B3pOC/IBIX MALIUEHTOB.

[lon, pacoeas npunaonexchocms, KypeHue

[TonynssunoHHBIH apMaKOKHHETHYECKUH aHAIN3 HE BBISIBUJI OYEBH/IHOTO BJIMSHHUSA 110J1a, PAChl MIIH

KypeHHsi Ha (hapMaKOKMHETHKY PUCIICPH/I0OHA H AKTUBHOM aHTUIICUXOTHYECKOH (paKiIuH.

Iloka3anusi K nPpUMEHEHHI0

Jleuenue mm3odpeHun y B3pocCiblX U AeTei oT 13 ner.

Jledenre MaHHMaKaJbHBIX OSIW30/0B, CBA3aHHBIX C OMIOJAPHBIM PAcCTPOWCTBOM, CPEIHEH WU
TSKEJION CTENeHH y B3pociibIX U aeteit ot 10 ner.

Kpatkocpoutoe (10 6 Hesellb) JieueHHe HeNpeKpallarleics arpeccy y NalueHToB ¢ IEMEHLIUEH,
00ycroBiIeHHOM O0oJie3HpI0 AJbLIredMepa, CpeaHed M TSOKENOW CTENEHH, HE I0/UIaroleHcs
He(hapMaKoJIOTHYeCKUM METOJIaM KOPPEKLMH, M TpH HAJIMYUM pUCKA TNPUYMHEHHMS Bpela
MalMEHTOM CaMOMy ce0e WM IpYyTHM JIMLIaM.

Kpatkocpouynoe (10 6 Heaenb) CHMITOMATHYECKOE JI€YEHHE HENpEKpAIlaloLIeNCs arpeccuv B
CTPYKType PpacCTpOWCTBAa TMOBEJCHHMs Yy JETed OT 5 JeT ¢ YMCTBEHHOM OTCTaloCThIO,
JIMAarHOCTHPOBAHHOW B COOTBETCTBUU C kpurepusimu DSM-IV, mpu koTopod B CHily TSKECTH
arpeccMd WJIM HWHOTO JECTPYKTMBHOIO TMOBeJeHHs TpedyeTcs MEIMKaMEHTO3HOE JICYCHHE.
dapmakoTtepanusi JO/DKHAa OBbITh 4YacTbI0 KOMIUIEKCHOW IPOrpaMMbl JIEYEHHUs, B TOM 4YHCIIE
MICUXOJIOTHYECKUX M 00pa30oBaTesIbHbIX MEPONPHUATHH. Pucrepunion J0/DKeH Ha3HAYaThCs
CMELUATUCTOM B O0JIACTH JETCKOW HEBPOJOTMM M JETCKOM ICMXHATPUM HWIIM BpPAvyoM, XOpOULIO

3HAKOMBIM C JICHCHHUEM paccl‘pOﬁCTB IMOBEACHHSA Y JIeTeH U MNOJAPOCTKOB.



[IporuBonokasanus

[ToBbIllICHHAS YYBCTBHTEIBHOCTh K PHUCIEPUAOHY MM JIHOOBIM JPYTMM KOMIIOHEHTaM
npenapara;
HEMEPEeHOCUMOCTb  JIaKTO3bl, JeQHUUMT  JaKTa3bl, CHHIPOM  IJIIOKO30-TaJaKTO3HOM

masibabcopOuumu.

C 0CTOPOKHOCTBIO

3abosieBaHuUs CEPAECYHO-COCYAUCTON CUCTEMBI (XpOHUYECKasi cepleyHas HEA0CTaTOYHOCTb,
nepeHeceHHbIH HHAPKT MUOKAp/ia, HApYIIEHHUs TPOBOAMMOCTH CEPICYHON MBIIIILbI);
00€3BOKMBAHUE U T'MIIOBOJIEMHUS;

HapyILLIEHUs] MO3rOBOrO KPOBOOOpalleHHS;

0one3ns [lapkuHcoHa;

CYJI0pord (B TOM YMCIIe B aHaAMHE3e);

noyeyHass WIM TEYEHOYHAs HEIOCTATOYHOCTh TSDKeNoW creneHd (cM. paszaen «Crocob
MPUMEHEHUS U 103bD»);

3710ynoTpelIeHHe JTeKapCTBEHHBIMHU CPECTBAMU MJIH JIEKAPCTBEHHAs! 3aBUCHMOCTB;
COCTOSIHMS, TPEpacroiaraole K pasBUTHIO TaXUKapAHU THIA «IUPYIT» (Opaaukapaus,
HapyLIeHHWE IJIEKTPOJIUTHOrO OanlaHca, OJHOBPEMEHHBIH NMpPUEM JIEKapCTBEHHBIX CPEICTB,
yunusstoumx uatepsan QT);

OMyXO0Jb MO3ra, KHMIIEYHas HEeMpOXOAMMOCTb, CIy4ah OCTPOW MEpeJO3UPOBKH JIEKapCTB,
curapom Peiie (mpoTHBOPBOTHBIN 3 deKT pucnepuaoHa MOKET MAaCKUpOBATh CHMIITOMBI
9TUX COCTOSIHHM);

(bakTopsl pucka pa3BUTHs TPOMO0IMOOIHH BEHO3HBIX COCY/I0B;

Gone3nb Aupy3Hbix Tenen Jlesu;

MPUMEHEHHE Y MAlMEHTOB MOXMUJIOr0 BO3pacTa ¢ epeOpoBacKyISPHON JIEMEHLIUEH;

OepeMEeHHOCTb.

IlpumeHenune npu 6epeMeHHOCTH M B EPHO/I FPYAHOI0 BCKAPMJ/IHBAHHS

bepemennocmo

KOHTpOIMpyeMBIX HCCIIEZIOBAHUI TPUMEHEHUsS] DPUCTIEPUIOHa Yy OEpPEMEHHBIX JKEHIIMH He

IMPpOBOANJIOCH. B wuccienoBaHusX Ha IKMBOTHBIX PUCTIEPHIAOH HE obmanan TEPAaTOr€HHbIM



JEUCTBUEM, O/IHAKO HAOIIOJATUCh Jpyrue BUbl TOKCHYECKOTO AEHCTBUS Ha PENpOLYKTHBHYIO
cuctemy. [ToTeHUMATbHBINA PUCK IPUMEHEHHUS] PUCTIEPH/IOHA Y YEIOBEKAa HEU3BECTEH.

[Ipy npuUMeHEeHMH >KEHIIMHAMH AHTMIICUXOTHYECKMX CpEJACTB (B TOM 4YHMCIE PHCIEPHIOHA) B
TEUEHHWE TPETBEr0 TPUMECTpa OCPEeMEHHOCTH Yy HOBOPOXKAEHHBIX BO3HHKAIM OOpaTHMbIE
SKCTPANMPaMHU/IHbIE CUMITTOMBI M/HIIM CHH/POM «OTMEHBI», KOTOpPbIE BapbMPOBAIMCH 10 CTENEHU
TSOKECTH M JUTMTENbHOCTH. Co00IIaoch 0 cilyyasx akKHUTALUH, THIIEPTOHUH, TMIIOTOHHH, TPEMODA,
COHJIMBOCTH, PAaCCTPOMCTBA JbIXaHUS U 3aTPYAHEHUAX NMPU KopMieHUH. [ToaTOMy HOBOPOKIEHHBIE,
MaTepy KOTOPbIX MPUHUMAIN DPUCIEPUAOH BO BpeMsi OEPEMEHHOCTH, JOJDKHBI HAaXOIMTHCS O]
TIIATEIbHBIM HAOIIOICHUEM.

[Ipumenenue npenapata Pucnepunon - KPKA Bo Bpemsi 6epeMEHHOCTH BO3MOXHO TOJIBKO B TOM
cllyyae, eciid OXKH/aeMas I0Jb3a /Ui MAaTepH MPEBbILIAET MOTEHUMAIbHbIA PUCK JUld Tuoaa. Ilpu
HEOOXOAMMOCTH MPEKpallEeHHs Teparnuu BO BpeMs OEPEMEHHOCTH CJIEAyeT NPOBOJMTH OTMEHY
npenapara nocTerneHHo.

[lepuoo epyonozo eckapmnusanus

B uccnenoBaHusX Ha KMBOTHBIX PUCHEPHAOH M 9-TMAPOKCUPHUCIIEPUIOH NPOHMKAIH B IPYJHOE
MOJIOKO. BBIIO Takke NpoAEeMOHCTPUPOBAHO, YTO PUCHEPUAOH M 9-TMAPOKCHPHCIIEPHIOH B
HeOOJIBIINX KOTMYECTBAX MPOHMKAIOT B IPyJHOE MOJOKO 4enoBeka. Her naHHBIX 0 1moGOYHBIX
dpdexkrax y MianeHueB Tmnpu TpyAHOM BckapmiuBaHuM. [losTomy Bompoc o0 rpyaHOM
BCKapMJIMBAaHHH JI0JDKEH PELIAaThCsl C YyYETOM BO3MOXKHOIO pUCKa JUIs peOeHKa.

DepmunvHocms

Kak u napyrue npenapatbl, KOTOpbIE SIBISIIOTCS aHTarOHUCTaMH A0(paMUHOBBIX D2-penentopos,
PUCIICPHIOH TOBBIIIAET KOHLEHTPALMIO MPOJAKTHHA B IU1a3Me€ KpOBH. ['MmeprposakTHHEMHs
MOXET [OJABIATh CEKPELMI0 TMIOTAJAMUYECKOr0 TOHAJ0TPOIHMH-PHIM3HHI-TOPMOHA, YTO
MPUBOIMT K CHWKEHHIO CEKPELIMH T'MIO(U3apHOro roHaJ0TPOIMHA. DTO, B CBOK 0YEPE/lb, MOKET
BBI3bIBATh M0/IaBJICHUE PEMPOAYKTUBHON (YHKIIMH 32 CUET HApYLIEHHUs CTEPOUIOTEHE3a B IMOJIOBBIX
)KeJe3ax y MalMeHTOB MYKCKOIO M HKEHCKOro 1oJja. B I0KIMHHYECKUX MCCIIEJOBAHHUAX 3HAYMMBIX

3¢ dekToB HEe HAOIIOAAIOCH.

Cnoco0 npuMeHeHHus H 103bl
HlTusogppenusn
B3pocnvie

[Tpenapat Pucniepuion - KPKA moxer npumenstbes | wiam 2 pasza B CyTKH.



HauaneHas no3a npenapata Pucniepuion - KPKA cocrasiser 2 Mr B cyTkd. Ha BTOpOi#i 1eHb 103y
MOXHO yBETHUYUTH 10 4 Mr B cyTKU. C 3TOro MOMEHTa /103y MOXHO JTHOO COXPaHHUThb Ha MPEKHEM
ypOBHE, MO0 WHIMBHIYAJIbHO CKOPPEKTHPOBATH MPU HEOOXoAuMOocTH. OOBIYHO ONTUMAJIbHOM
0301 sBisercs 4-6 Mr B cyTku. B psae ciyyaeB MoxeT ObITH ONpaBaaHo 0Oosiee MEIJIEHHOE
yBEJIMYEHHUE J103bI U O0JIee HU3KHE HavallbHas U MOJICP)KUBAIOLLAs J103bl.

Jlozbl Beie 10 Mr B CyTkM He mnokaszanu Oosiee BbICOKOH 3()(HEKTUBHOCTH MO CPABHEHMIO C
MEHBILIUMH /103aMHU U MOTYT BbI3bIBATh MOSBJICHUE IKCTPANIMPAMHUIHBIX CUMIITOMOB. B CBS3H C TeM,
4T0 0€30MacHOCTb /103 BhIlIe 16 MI' B CYyTKH HE W3y4alach, J03bl BBILIE 3TOT0 YPOBHS IPUMEHATH HE
PEKOMEHIYeTCS.

[layuenmui nosicunozo eospacma

Pexomenayemast HavanbHas j103a coctaBaser 0,5 Mr Ha mpuem 2 pa3a B CyTKu. J[03y MOXHO
UH/IMBUYaTIbHO yBeauuuBath Ha 0,5 mr 2 pa3a B cyTKH 10 1-2 Mr 2 pa3a B CyTKH.

Jlemu om 13 nem

Pexomenayemas HavaibHasi 1o3a coctapiser 0,5 Mr Ha npuem 1 pa3 B CYyTKM YTPOM WJIM BEYEPOM.
[Tpu HEOOXOAUMOCTH [103UPOBKY MOXKHO YBEIWYHMTh HE MeHee ueM uepe3 24 yaca Ha 0,5-1 mr B
CYTKM 10 PEKOMEHJlyeMOW 103bl 3 MI B CYTKM NpH XOpouied nepeHocumocTH. Hecmorps Ha
3 PeKTUBHOCTD, MPOJEMOHCTPUPOBAHHYIO MPH JICUEHUH IIM30()PEHUHU Y MOAPOCTKOB 103aMH 1-6
MI' B CyTKM, HE HaOJII0JAaI0Ch JIOMOJHUTEIbHOM P HEKTUBHOCTH MPH 103aX Bbille 3 MI' B CYyTKH, a
Oosiee BBHICOKHE J103bl BbI3bIBAIM OoJibie MOG0YHBIX 3¢ ¢pekToB. [IpumeneHue 103 Bbile 6 Mr B
CYTKH HE U3y4aJloCh.

[Taumenram, y KOTOpbIX HaO/II0JaeTCs YCTOMUYMBAs COHJIMBOCTb, PEKOMEHAYETCS [PHHUMATh
MOJIOBUHY CYTOYHOM J103bl 2 pa3a B CYTKH.

Manuaxansnsie 3nu3z00sl, céaszanmsie ¢ GUNOAAPHBIM PACCMPOUCTEOM

B3pocnvie

Pekomenayemas HauasibHas 103a npenapara Pucnepunon - KPKA cocrasiser 2 mr 1 pa3 B CyTKu.
[Ipu HeoOX0aUMOCTH 3Ta 1032 MOXKET OBITH MOBBINIEHa HE MeHee 4yeM uepe3 24 yaca Ha | Mr B
cyTkd. Jlns GONbIIMHCTBA MAIMEHTOB ONTUMAILHON 1030H sBasiercst 1-6 Mr B cyTku. [Ipumenenue
7103 BbIllIE 6 MI' B CyTKH Yy MalMEHTOB C MaHMAKaJbHBIMU 3MHM30/aMH He u3ydanock. Kak M juis
mo0oi  JIpyroil CHUMNTOMATHYECKOW TepanuH, 1enecoo0pa3sHOCTh IMPOAODKEHHS  JIEYEHHS
npenaparom Pucnepunon - KPKA nomkHa peryasipHO OUEHUBATBCS U MOATBEPHKIATHCS.

ﬂauuenmbz nOXMCU1020 eo3pacma



Pexomenyemas HauanbHas jno03a coctaBiser 0,5 mr Ha mpuem 2 paza B CyTkH. Jlo3y MOXHO
MHJUBHyallbHO YyBenuuuBath Ha 0,5 mr 2 pasa B cytku a0 1-2 mr 2 pasza B cytku. OmbIT
MPUMEHEHHs Y MTALMEHTOB MOJKHJIOr0 BO3pacTa OrpaHHY€eH, CleayeT coOII0/1aTh OCTOPOKHOCTb.
Jlemu om 10 rem

Pekomenayemas HavanbHas 103a coctapiser 0,5 Mr Ha npueMm | pa3 B CyTKH yTPOM HIIM BEYEPOM.
[Ipy HEOOXOAMMOCTH O3UPOBKY MOXHO YBEJIMYUTH HE MeHee ueMm uepe3 24 yaca Ha 0,5-1 mr B
CYTKM [0 PEKOMEHIyeMoW [103bl 1-2,5 Mr B CyTKM IpHU YCJIOBHHM XOpOLIEH MNEPEHOCHMMOCTH.
HecmoTpst Ha 3¢ (deKTUBHOCTD, MPOJEMOHCTPHPOBAHHYIO TPH JICUCHUH MAHUAKAIbHBIX JIH30/10B,
CBSI3aHHBIX C OMITOJIIPHBIM PAcCTPOMCTBOM, Yy jeTeit no3amu 0,5-6 Mr B CyTKH, He HadIK01alI0Ch
JIONOJIHUTENIBHON ((GEKTUBHOCTH TpPH J03aX Bbllle 2,5 MI B CyTKH, a 0ojiee BBICOKHME J03bl
BbI3bIBAJIM OoJIbIIee KOMWYECTBO 1MoOOYHBIX I dekToB. [IpumeHeHue 103 Bbilie 6 MI B CyTKH HE
M3y4asoch.

[Taumenram, y KOTOpbIX HaOMI0JaeTCsl YCTOMUMBAs COHJIMBOCTb, PEKOMEHAYETCs IPHUHUMATh
TMOJIOBUHY CyTOUHOM J103bl 2 pa3a B CYTKH.

HeoOxoauMo peryisipHO OLIEHMBATh M TMOATBEPXKIATh LEIECOO0OPA3HOCTh IMPOJODKEHHs IpUEMa
pUCTIEpHIOHA.

Henpekpawaowanca azpeccus y nayuenmoeé ¢ OemeHyueu, 00yci061eHHOU 001€3HbI0
Anvuceumepa

PexoMeHnyemas HadanbHas 103a pucnepuaoHa coctasisier 0,25 mr Ha npuem 2 pasa B cyTku. [Ipu
HE0OXOIMMOCTH BO3MOIKHO MHIMBH/IYaJIbHO YBEJIHUMBATH 103y 1o 0,25 mr 2 pa3a B CyTKH He 4alle,
yeM yepe3 AeHb. [t GOBIIMHCTBA MAaLMEHTOB ONTHUMalbHas 1o03a cocraBiser 0,5 mr 2 pasa B
CYTKH. Y HEKOTOpPBIX MAlMEHTOB, OJHAKO, YPPEKTUBHAS /1032 MOKET COCTaBJATH 10 | Mr 2 pasa B
cytku. [Ipemapar Pucnepuaon - KPKA He nomken mnpumeHsatbes Oosiee 6 Heaeab NpH
HENpeKpallaroleicss arpeccud y MalMeHTOB C  JIEMEHLHMEH, OOyCIIOBIEHHOH O00JI€3HbIO
Anbureimepa.

Bo Bpems sneuenust npenaparom Pucnepunon - KPKA HeoOxoauma uyactast u peryjasipHas OUEHKa
COCTOSIHUS MMALIMEHTA JUIsl PEILICHUs] BOIIPOCA O HEOOXOIUMOCTH IPOI0KEHHS TEPaAIHH.
Henpexpawarowaaca azpeccus 6 cmpykmype paccmpoucmea noéeoenus

Jlemu om 5 0o 18 nem

[Taumentel ¢ maccoi Tena 50 kr u Oojee — peKOMEHOBaHHAs HayajlbHas J103a Ipernapara
Pucnepuaon - KPKA cocrasnsier 0,5 mr 1 pa3 B cytku. [Ipu HeoOxoauMocTH 3Ta 103a MOXKET ObITh
yBenuyeHa Ha 0,5 mr 1 pa3 B CyTku He MeHee 4eM uepe3 24 yaca. /s OONBIIMHCTBA MALMEHTOB

ONTHUMAaJIbHas J03a coctaBiasier | wmr | pa3 B CYTKH. OnHako s HEKOTOPBIX IALUEHTOB
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npeanoyturenpbHed npuem no 0,5 Mr B CyTKM, TOrja Kak JpYrHM [aLMEeHTaM Tpedyercs
yBEJIMYEHHUE /103b1 10 1,5 MI' B CYTKH.

[TatenTam ¢ Maccoii Tena MeHee 50 Kr peKOMeHI0OBaHA HauaibHas J103a pucnepuiaona 0,25 mr
1 pa3 B cytku. [Ipu HeoOxoauMocTH 3Ta 1032 MOXKeET ObITh yBenudeHa Ha 0,25 mr 1 pa3 B CyTKH He
MeHee uyem uepe3 24 daca. /i OONbUIMHCTBA MAaUMEHTOB ONTHUMalbHAs /1032 PUCIEPHIOHA
cocraiset 0,5 mr 1 pa3 B cyTku. O1HAaKO /17151 HEKOTOPBIX MALMEHTOB MPEANOYTHTEIBHEH ITPHEM 110
0,25 Mr B CyTKH, TOr/Ia KaK JApYrHMM MalueHTam Tpedyercs yBenuueHue 1036l 10 0,75 Mr B CyTKH.
Kak u ans m060# apyroi CUMIITOMaTHYECKON Teparuy, 1eaecoo0pa3HOCTh MPOAODKEHUS JIEYEHHUS
npenaparoM Pucnepuion - KPKA nomkHa peryisipHO OLEHUBATBHCA U TOATBEPHKIATHCS.
[Ipumenenue y aereit miaziue S5 1eT He peKOMEH/IyeTCsl BBHy OTCYTCTBHS JaHHbIX.

Ocobvie cpynnsl nayuenmos

Hapywenue ¢pynxyuu nouex u nevenu

VY nauueHTOB ¢ HapylleHHeM (YHKUMHM [O0YEK CHHXKEHa CHOCOOHOCTb BBIBEICHUS AKTMBHOM
AQHTUTNICUXOTHYECKOW (ppakuHMu MO CPaBHEHUIO C JIPYTMMH IpyINNamMH MAalMEHTOB. Y MalUeHTOB C
HapyuieHueM (yHKIMM neyeHH HabIoJaeTcsi MOBBILIEHHAs KOHLEHTpalus cBOOOAHON (pakuuu
pUCIIEpHIOHA B IJ1a3M€ KPOBH.

HavanpHas v nojaepkuBaioiias /103a B COOTBETCTBHH C MOKa3aHUSAMHU J0/DKHA ObITh yMEHbIIEHA B
2 pasa, yBeIMYEHHME [03bl y MAIMEHTOB C HapylIeHWeM (QYHKUMH TMEYEHH U TOYEK JOJDKHO
MPOBO/IUTBCS ME/IJICHHEE.

Ilpenapar Pucnepugon - KPKA cineayer npumeHsTb C OCTOPOXKHOCTBIO y JIAHHOW KaTeropvM
MalUEHTOB.

Cnoco6 npumenenusn

BHyTpb, HE3aBUCUMO OT BPEMEHH IpHEMA MTHLIH.

B Hauanie 103upoBaHMs U NIPU YBETHMUYEHHUH J03bl, @ TAKXKE MIPU HEOOXOIUMOCTH NTPUEMA I03HPOBKH
pucniepunona 0,25 wMr cieayer MNPUMEHSATb COOTBETCTBYIOIIME JIEKapCTBEHHbIE  (OPMBI
pHUCIIEPUIOHA C BO3MOXHOCTBIO 103upoBaHus 1o 0,25 mr.

[Ipenapar Pucnepunon - KPKA caexyer otmeHsTh mnocteneHHo. [Ipy pe3skoM mnpekpaiieHuu
npueMa aHTHIICUXOTUYECKUX MPEnapaTtoB B BHICOKMX 033X, B TOM YHCJIE PUCIIEPHUIOHA, B OYEHb
peIKUX ciydasix HaONIoJald pa3BUTHE CHUHIPOMA «OTMEHBD» (TOLIHOTA, PBOTA, MOBBILIEHHOE
MOTOOT/Ie/IeHHe ¥ OECCOHHMIIA), BOZMOXKHBI PELIMIMBBI IICUXOTHYECKUX CHUMIITOMOB M IOSIBJICHHE
HEMPOU3BOJIbHBIX JBHXCHUHN (TAKUX KaK aKaTU3Ms, IMCTOHUSA U TUCKHUHE3HA).

[Iepexoo om mepanuu Opy2umu GHMUNCUXOMUYECKUMU NPEnapamamu



B nauane npumenenus npenapara Pucnepumon - KPKA pexomeHayeTcss MOCTENEHHO OTMEHATH
MpEeIIECTBYIOUIYIO TEPANuIo, €CIM TO KIMHUYECKH ONpaBaaHo. B ciyyae npeasiayniel Tepaniu
aeno-hopMaMH aHTHUIICMXOTHYECKHMX TpenapaToB Tepanuio mnpenapatom Pucnepuaon - KPKA
PEKOMEHyeTCss HayMHaTh BMECTO CJEIYIOIIEH 3alulaHMpOBaHHON MHbeKUMH. [leproamuecku
Clle[lyeT OLEHHUBATh HEOOXOAMMOCTBH IMPOJO/DKEHUS! TEKYLIEH Tepanvu aHTHIIAPKMHCOHWYECKUMHM

npenapaTamH.

IloGounoe neiicTBHe

HaubGosnee yacto Hab/0aaeMbIMH HeXellaTeIbHBIMU PeakIUsIMH (4acToTa BO3HMKHOBeHUs > 10%)
SBJISTUCH: MAPKUHCOHM3M, Ce/lalysi, ToJIoBHas 001 U OECCOHHUILIA.

[TapkMHCOHM3M M aKaTU3US SBISIOTCS 0303aBUCUMBIMU HEXKETATEIbHBIMU PEAKLUAMHU.
HexxenarenbHble peakllMd PUCTIEPUIOHA B TEPANEBTHYECKUX 032X MPHUBECHBI C paclpeIe/IeHUEM
M0 4YacTOTe M CHUCTeMaM OpraHoB. YacToTa HeXenaTelbHbIX peaklUui Ki1accuUIMpOBaHa
creayromum obpasom: odeHs dacto (> 1/10), yacto (ot > 1/100 no < 1/10), Hewacro (ot > 1/1000 no
< 1/100), peako (ot > 1/10000 mo < 1/1000 cnyuaeB), oueHb peako (< 1/10000), ugacrora
HEeU3BeCTHA (He MOXKeT ObITh OLIEHeHA Ha OCHOBE UMEIOLLMXCS JAHHBIX ).

B kaxnoW rpynne HexenarelbHble pPeaKUWH TMpPEACTAaBIECHbl B MOPSJKE YMEHbIUEHHS HX
CEPbE3HOCTH.

Hngpexyuonnvie u napazumaprvie 3a601e6aHus.:

4acTO — IMTHEBMOHHMS, OpPOHXHT, WH(EKIMH BEPXHHUX JbIXATE/IbHBIX IyTEH, CUHYCHT, MHOEKIHU
MOYEBBIBOIALIMX MMyTEeH, HHPEKIIUH yXa, TPHIIIT;

HEeYyacTo — MHOEKUUU AbIXaTeIbHBIX IMyTeH, UHUCTUT, UH(EKIMHU I71a3, TOH3HUIUT, OHUXOMHKO3,
(driermoHa, MecTHast UHPEKIHs, BUPYCHbIE HHOEKLIUH, aKapOIepPMaTHT;

PEaKO — UHPEKIHS.

Hapywenus co cmoponsl Kposu u 1umgpamuieckori cucmemyi.

HEYacTo — HEHTPONEeHUs, CHWKEHHE KOJIWYECTBA JIEUKOLMTOB, TPOMOOLMTONEHHs, aHEMMUs,
CHWKEHHUE IeMaTOKPUTA, CHIYKEHHE KOJTMUECTBA 303UHO(DUIIOB;

PEJIKO — arpaHyJIoLMTO3 .,

Hapywenus co cmoponbl UMMYHHOU CUCMEMbL:

HEYacTo — rMIepYyBCTBUTEIBHOCTD;

PEIKO — aHApUIAKTHYECKAS PEAKIIHS” .

Hapywenus co cmopoHbl 3HOOKPUHHOU CUCMEMDbI.

YacTO — FMIEPIPOJAKTUHEMMUS ;
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PEJIKO — HapyIlIEHUE BbIPAOOTKM aHTHIMYPETHUECKOTO TOPMOHA, TITHOKO3YpHsl.

Hapywenus co cmoponel obmena eujecme u numanus:

4acTO — MOBBILICHUE MACCHI T€JIa, MOBBILICHUE aNNETUTA, CHUKEHHUE alINETUTA;

HEYaCTO — CaxXapHbli JuaGeT’, TUNepriuKeMus, TOTMIMUICHS, CHHKEHHE MAcChl Tela, aHOPEKCHs,
MOBBILIEHUE YPOBHS XOJIECTEPHHA B I1J1a3M€ KPOBH;

PENKO — BOJHAS MHTOKCHMKAILMA’, TMIIOIJIMKEMHS, TMUIEPUHCYIMHEMHS®, MOBBIUNICHHE YPOBHS
TPUIIIMLIEPU/IOB B IJ1a3M€ KPOBH;

OYEHb PEIKO — AHaOETUUECKUI KeTOalU/103.

Hapywenus ncuxuxu:

Ou€eHb YacTo — 6eccoHHuua’;

4acTO — HapyLIEHUs CHa, BO30YyKIEHHUE, EeTpeccHsi, TPEBOra;

HEYacTO — MaHUH, CITyTAHHOCTb CO3HAHUS, CHUXKEHHE TMOUI0, HEPBO3HOCTh, HOYHBIE KOIIIMAphI;
penko — yrouieHue adppexra, aHOprazmus.

Hapywenus co cmoponbsl HepsHOll cucmemsi:

OYEHb YacTO — Ce/IallHsl, COHJIMBOCTh, NAPKMHCOHM3M ", FOJI0BHAs 6OIb;

4acTo — akaTu3Ms®, IMCTOHMS, rOIOBOKPYKEHHE, TUCKUHE3HS , TpEMOp;

HEYacTO — MO3/HSAS JAUCKHUHE3Ms, UIIEMHS TOJIOBHOTO MO3ra, OTCYTCTBHE OTBETA HA CTHMYJIALIMIO,
MOTEps CO3HAHMS, CHWKEHHBI YpOBEHb CO3HaHHsA, CyA0poru’, OoO6MOpOK, MCHXOMOTOpHAs
TMIIEPAKTUBHOCTh,  HApYLICHHE  PABHOBECHS, HApPYIIEHWE  KOOPJAMHALMHM, MOCTYpalbHOE
rOJIOBOKPY’KEHHE, HAPYLIICHUE BHUMAHUSI, TU3APTPHs, TUCTEB3Usl, TUIIECTE3USs, 1APECTE3Us;

PEIKO — 3/10Ka4yecTBEeHHbIN HelponenTuueckuii cunapoM (3HC), uepedpoBackyisipHble HapyLIEHHUS,
auabeTuyeckas KoMa, TpEMOp TOJIOBBI.

Hapywenus co cmoponel opeana 3penus:

4aCTO — HEUETKOE 3PEHUE, KOHBIOHKTHBHT;

HEYacTo — CBETOOO0SI3Hb, CYXOCTb IJ1a3, YCHJICHHOE CII€30TeUEHHUE, TMIIepeMHUs 1J1a3a;

peaKo — riaykoMa, HElpOW3BOJIbHBIE BpALLEHMs TJ1a3HbIX s0JI0K, HapyLICHHE ABMXKCHHWH IJia3a,
06pa3oBaHKe KOPOK Ha KPalo BeKa, HHTPAONePALMOHHbIH CHHAPOM psabioit patysxkku (UCIIP)’.
Hapywenus co cmoponel opeana ciyxa u 1a6upuHmHsle HapyueHus:

HEYacTo — LIYM B yllIaX, BEPTUTO, O0JIb B yXe€.

Hapywenus co cmoponwr cepoya:

4acCTO — TaXUKapaus,
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HeyacTo — GUOpHILIALMS Npe/ICepIuid, aTPUOBEHTPUKYJISIpHas 0/10Kajla, HApYLIEHUE MPOBEICHMS,
yJUIMHEHHEe  3jeKTpokapauorpaduueckoro  uutepaia QT, Opaaukapaus,  OTKIOHEHHMsS
ANIEKTPOKapAHOTrpahUIeCKUX MoKas3aresieH, oLy eHne cepaeOneHus;

PEIKO — CHHYCOBasi apUTMHUSI.

Hapywenus co cmopomsi cocyoos:

4acTo — apTepHalibHas TUIIEPTEH3HS;

HEYacTo — apTepuaibHasi TUIIOTEH3Us, OPTOCTATUYECKAs TUTIOTEH3Hs, IIPHIIUBBI;

penko — 3MO0IIUs JIETOYHOU apTepuu, TPOMO03 rTyOOKHX BEH.

Hapywenus co cmoponsi dbixamenpHOU cucmemol, Op2anos 2pYOHOU K1emKu U cpeo0oCmeHus.:

4acTo — OJbIMIKa, Oonb B 00IacTH TOpPTAaHM M IJIOTKHM, Kallelb, HOCOBOE KpPOBOTEYEHHE,
3aJ10)KEHHOCTb HOCA;

HEYacTO — aCMMpALMOHHAs THEBMOHUS, 3aCTOM B JIETKUX, HAPYLICHUE JbIXaHHUS, XPHUIIbI, CBUCTSIIEE
JIbIXaHHUE, 3aJI0XKEHHOCTh JIbIXaTe/IbHBIX MyTeH, TMCHOHUS, PACCTPONUCTBO CO CTOPOHBI AbIXaTEIbHOM
CUCTEMBI;

PEIKO — CHHIPOM arHOd BO CHE, TMIIEPBEHTUIISALIMA.

Hapywenus co cmoponsl nuweeapumenvHol cucmembt.

4acTto — 00Jb B 00JIACTH KMBOTA, AMCKOM(OPT B JKelyaKe, pBOTa, JAuapes, 3arnop, TOIIHOTA,
JIUCTIETICHSL, CYXOCTb CIIM3UCTON 000JI04KH MOJIOCTH pTa, 3yOHas 6011b;

HEYacTo — HeJlepiKaHue Kaia, hexajoma, raCTpOIHTEPHT, JUcharus, METEOPU3M;

peIKO — T[aHKPEaTUT, HElMpPOXOJAMMOCTh KHILIEYHUKA, OTEYHOCTb $3bIKa, HEMPOXOIAUMOCTD
KULIEYHUKA, XEHIIUT;

OYEHb PEIKO — UIIeyC.

Hapywenus co cmoponsl nevenu u scendesvi800suux nymeu.

HEYyacTo — T[OBBIIIEHHE AKTHMBHOCTH TpPAaHCAMHHA3, TOBBILIEHHE AKTUBHOCTH TaMMa-
riIyTaMuaTpaHcdepasbl, NOBbIIIEHHE AKTUBHOCTH (DEPMEHTOB TIEYEHH B ITUIA3ME KPOBH;

PEIKO — KenTyxa.

Hapywenus co cmoponsl KoXdcU U NOOKONCHbIX MKAHEN.!

YacTO — KOYKHAs ChlIlb, IPUTEMA;

HEeYacTo — KParuBHUIIA, KOJKHBIN 3y/1, aJIONELHs, THIIEPKEPATO3, IK3EMa, CYXOCTh KOXKH, H3MEHEHHE
[IBeTa KOXKH, akHe, ceOOpeiHbIi IepMaTUT, BOCIIAJICHUE KOXKH, HapyLIEHHE LIEJTOCTHOCTH KOXHBIX
MIOKPOBOB;

PENKO — TOKCUKOJAEPMHUS, 1EPXOTh;

OueHb pe/Iko — oTek KBuHKe.
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Hapywenus co cmoponbsi ckenemuo-molide4Hou u COeOUHUMENbHOU MKAHU.!

YaCTO —MbIIIEYHbIE CITa3Mbl, 00JIE3HEHHOCTh CKEJICTHBIX MBIIIL, O0/Ib B CIIMHE, apTPaJIrHs;

HEYacTO — TOBBILIEHHE AKTUBHOCTH KpeaTHH(OoCHOKHHA3bl B I1a3Me€ KPOBH, BBIHYKIECHHOE
TIOJIOKEHHE TeJla, TYTOMOABHIKHOCTD CYyCTaBa, OTEK CyCTaBa, MblllIeuHas ¢1abocTb, 00JIb B LIEE;
peaKo — pab1oMHOIIHU3.

Hapywenus co cmopohbi nouexk u Moyesbl800sauux nymeu.

4acTo — JHype3;

HEYacTo — MOJUIAKUYPHS, 3a/1€PIKKA MOYEBBIICICHHS, U3y PHSL.

bBepemennocms, nocnepodoeeie u HeonamaneHvle COCMOAHUA.

PEIKO — CMHIPOM «OTMEHBI» Y HOBOPOXKIECHHBIX" .
Hapywenus co cmoponsi nono6wix op2anos u Mon104HouU Hceneswl.

HEYacTo — OJpeKTWIbHas AUCQYHKIMSA, HapylLIeHUE OISKYyJISALMH, aMeHopes, HapylIeHHE
MEHCTPYalbHOTO LMKIA*, TMHEKOMAcTHs, rajakTopes, cekcyaabHas AUCOYHKIMS, GONE3HEHHOCTH
MOJIOYHOM KeJ1e3bl, JTUCKOM(OPTHBIE OLIYIIEHHS B MOJIOYHOM jKeJie3e, BbIACICHHUS U3 BIarajuiia;
PEIKO — MpHANU3M’, 3a/IepKKa MEHCTPYalbHOTO LMK/, HECTIOCOOHOCTh AKYJISLMH, HAarpybaHue
MOJIOYHBIX KeJle3, YBEIMYEHHE MOJIOYHBIX JKeJIe3, BBIACICHUS U3 MOJIOUHOMN JKee3bl.

Obwue Hapywenus u HapyweHus 6 Mecme 66€0eHUL:

4acTo — oTek*, TMXOpajiKa, aCTEHHs, YTOMISIEMOCTh, 60JIb;

HEYacTo — OTeK JIMla, T[OBBILIEHHE TEMIepaTypbl Tela, HapylIeHHe MOXOAKH, IUI0X0e
CaMO4YyBCTBHE, JKaxaa, AUcCKoMpopT B 001acTH TrpyaHOW KJIETKH, O3HOO, HEIOMOTaHHE,
nuckoMoopT;

pPEIKO — THUIOTEPMHUS, MOXOJI0JaHUE KOHEYHOCTEH, CHWIKEHHE TEMIIEpaTyphl Teja, CHHIPOM
«OTMEHBI, YIIIOTHEHHE OPraHOB U TKaHEil’.

! TuneprnponakTHHEMHS B HEKOTOPBIX C/Iy4asX MOXKET MPUBOJUTH K MMHEKOMACTHH, HApyLICHHAM
MEHCTPYaJIbHOTO LIUKJIA, aMEHOpee, aHOBYJISILIHH, HApYIICHHIO QepTUIBHOCTH, CHHKEHHUIO JTHOUI0,
IPEKTUIBHON TUCHYHKIMH U TajaKkTopee.

2 B xoae miane60-KOHTPOIUPYEMBIX HCCIEN0BaHHMI caXapHblii 1nabeT ObL1 3aperMCTpUpOBaH Y
0,18% y4acTHHKOB, MOJYYaBUIMX PHUCIEPUIOH, MO cpaBHeHHIO ¢ yactotod 0,11% B rpymne
niane6o. OOmas 4Yactora BO BCeX KIMHHUYECKHX HccnenoBanusx coctaBuiaa 0,43% y Beex
MaLUEeHTOB, MOTY4YaBLUIMX PUCTIEPUIOH.

3 He Habmonanoch B KJIMHMYECKHMX MCCIIEJ0BAHMSX PHCIIEPHIOHA, HO HAOJIIOIANOCh B X0/
MOCTPErUCTPALIMOHHOTO MPUMEHEHHSI PUCTIEPUJIOHA.

4 DkcTpanMpaMMHble HApYLIEHHS MOTYT OBITh CIEAYIOUIMMU: RAPKUHCOHUZM (THIEPCEKPEeLHs
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CIIIOHBI, PUIMIHOCTh CKEJIETHBIX MBIIIL, MapKUHCOHU3M, CIIIOHOTEYEHHE, PUTMIHOCTH I10 THITY
«3ybyatoro Koaeca», OpaauKHHE3Ws, THIIOKHHE3Ws, MAaCKOMOJA0OHOEe JIMIO, MBIIIEYHOE
HaIPsHKEHHUE, aKMHE3Us!, PUTHIHOCTD 3aThUIOYHBIX MBILIL, PUTUAHOCTH MBIIIL, MapKHHCOHUYECKAs
MOXO/IKa ¥ HapylIeHHe r1abesIsipHoro pediexca, MapKUHCOHHYECKUI TPEMOp B TIOKOE), akamu3us
(akaTu3us, OGECNOKOMCTBO, I'MIEPKUHE3USI W CHHAPOM OECNOKOMHBIX HOT), TPEMOp, OUCKUHe3Us
(MCKMHE3Ms, MBILIEYHAs Cy0pOra, XOpeoaTeTo3, aTeTo3 U MHOKJIOHYCHI), AUCTOHUS. K ducmonuu
OTHOCATCA: JIMCTOHMS, TMIIEPTOHMUS, KPUBOLLIES, HEMPOU3BOJIbHBIE COKPAILEHHs MBIIIL, MbILICYHAS
KOHTpaKTypa, 61edapocnasm, IBWKEHHs TJ1a3HBIX A0JIO0K, Mapajny s3bIKa, CIa3M JIMIEBBIX MBIIIII,
JIAPUHIOCNa3M, MMOTOHMSA, OIMCTOTOHYC, CMa3M PpOTOIJIOTKH, H3ru0 TYJIOBMIA B CTOPOHY
OOJIBILIETO COKPAILEHHsI MBILILL, CIIa3M MBI A3bIKa U Tpu3M. ClleyeT OTMETHTh, YTO B MEPEYCHb
BKJIOYEH 00Jjiee IUPOKUH CIIEKTP CUMIITOMOB, KOTOpPBIE HEOOS3aTeIbHO UMEIOT IKCTPAITHPaAMHUIHOE
npoucxoxaenne. K beccomnuye OTHOCATCS MHHULMAIbHAS WMHCOMHHS, HHTPACOMHHYECKOE
pacctpoictBo. K cydopoeam otHocsTcs Oonbluve cynopoxhbie npunaaku. K xapywenusm
MEHCMPYanbHO20 YUKIa OTHOCSATCS HEperyJisipHble MEHCTpyauuH, oauromeHopes. K omexam
OTHOCATCA aHacapka, nepupepruuecKkiue OTeKU U MATKHH OTeK.

Hexcenamenonsie rphekmoi, ommeuennvie npu npumenenuu J1eKAPCMEEHHBIX HOpM
nanunepuoona

[Tanunepuaon sBISETCS AKTMBHBIM META0OIMTOM PHUCIEPUIOHA, MOITOMY MPOGHUIH MOOOYHBIX
peakLUuil pHUClepUIOHa M MNaJWNEepUIOHA aKTyalbHbl ApPYr aias apyra. B gomonHenue K
BBILICNIEPEYMCIICHHBIM HEXKEIAaTeIbHbIM PEAKLUMsIM [pPH [PUMEHEHHUH MaJIUIEepUoOHa ObuIH
OTMEUYEHbl HHKEMEPEUUCICHHbIE MOOOYHbIE pEaKIMH, KOTOpbIE MOIYT BO3HMKHYTH U TIpH
NPUMEHEHHH PUCTIEPUJIOHA.

Hapywenus co cmoponer cocyoos:

CHUHJPOM IMOCTYPaJIbHON OPTOCTATUYECKOH TaXUKAPIUH.

Knacc-s¢hgpexmpi

Kak v npu npMMeHEHHUH IpYyruxX aHTUIICUXOTHYECKMX MpenaparoB, ObUIM OTMEYEHBl OYEHb PEAKHE
ciyyau yanuHeHus: uHtepBana QT B mocTpeructpairoHHom nepuoje Habmoaenus. [Ipyrue kiacce-
3pdexTsr cO CTOPOHBI CEPACYHO-COCYAMUCTOM CHCTeMbl, Ha0I0JaeMble TMPH NPUMEHEHUH
AQHTUIICUXOTHYECKUX [pernaparoB, yAJUHAOUMX uHTepBal QT: »KeayJOo4YKOBbIE apUTMUH,
GuOpHUIALMS JKETyI0UKOB, JKEITy/I0UKOBasi TaXMKap/us, BHE3alHasi CMEpPTh, OCTAHOBKA cepaua M
nonuMopdHas KeTyA04KOBask TAXUKAP/IUS TUIIA «ITHPYITY.

Benosnaa mpombosmbonus
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[Ipy nNpUMEHEHMM  AHTUNCHUXOTHYECKMX MPENapaTtoB  HaOMIOJAIMCh  Cly4ad  BEHO3HOM
TpOMO0OMOO0IMH, BKIIKOYAs JIErOuHyr SMO0IMI0 M Cciydyad Tpombo3a TiyOOKHX BeH (4YacToTa
HEU3BECTHA).

Yeenuuenue maccer mena

B psne niane60-KOHTpOIMPYEMBIX UCCIIE0BAaHUN UTUTEIBHOCTBIO OT 6 10 8 HeJenb MPOBOAMIOCH
COIOCTABJIEHHE JI0JIEH MALMEHTOB € IIW30(pEHHEH, MOTyYaBLUIMX PHCIEPUAOH WK IU1auedo, y
KOTOpBIX HaOII0AAN0Ch yBelIWYeHHWEe Macchl Tena Ha 7% u Oojee, mpu 3TOM OBUIO BBISIBICHO
CTATUCTUYECKM 3HAYMMOE YyBEIMUYEHHME 4YacTOThl CilydyaeB HM30bITOuHOro Habopa Beca B rpyrne
NAlMEHTOB, MOMyYaBlIMX pucnepuaoH (18%), mo cpaBHEHHIO C MALMEHTAMM, [OJy4YaBUIMMHU
miauedo (9%). B psage nnanebo-KOHTPOIUPYEMBIX MCCIIEAOBAaHUNA JUTMTENLHOCTBIO 3 HEJIENH,
MPOBEJCHHBIX Y B3pOCIBIX MALMEHTOB C OCTPHIM MAaHUAKAJILHBIM COCTOSIHHMEM, HacTOTa CIly4yaeB
yBEJIMUYEHHS Macchl Tena Ha 7% u Oojiee Npu OLIEHKE B KOHEYHOM TOYKe Obula COMOCTaBUMOM B
rpymnmnax, nojyyaBliux pucnepuaod (2,5%) u mauedo (2,4%), u HemMHOro Oojee BBICOKOW B
rpyrnre, nojy4aBiied akTUBHbIHN npemnapaT kKoHTposs (3,5%).

Y nerel M NOAPOCTKOB C KOHAYKTUBHBIMM M JIDYTMMH pacCTpPOMCTBAaMHM MOBEACHUS B XOJ€
JIOJTOCPOYHBIX KJIMHUYECKUX MCCIIEI0OBAHUI Macca Tesla yBEeIMYMBaIach B CpeAHeM Ha 7,3 Kr mocie
12 mecsueB tepanuu. OxugaeMoe yBEJIMYCHHE MACChl TeJla y J€TEeH C HOPMAJbHBIM Pa3BUTHEM B
Bo3pacte 5-12 et coctaBnsiet 3-5 kr B roj, B nepuon ¢ 12 no 16 aer — 3-5 kr B roa Ui A€BOYEK U
OKOJIO 5 KI' B TOJ1 115l MAJIbYHKOB.

Ocobble zpynnsl nayuenmos

ITayuenmur nodcuno2o eospacma c oemenyuet

TpaH3uTopHbIE HIIEMUUYECKUE aTaKU U MHCYJIbT HAOMIOAAIMCh B X0/1€ KIMHUYECKUX MCCIIEI0BaHUH
¢ yacroto# 1,4% u 1,5%, cOOTBETCTBEHHO, Y MALIMEHTOB MOXUJIOr0 Bo3pacTa ¢ AeMeHuuei. Kpome
TOrO, ClIe/lyIoIIne MoOoYHbIe AEHCTBHUS OTMEYAIMCh Y MAllMEHTOB MOXKHUIOr0 BO3pacTa ¢ JeMEeHIUEH
C 4acToToM > 5% W ¢ 4acTOTOM, Mo KpalHEeW Mepe, B 2 pa3a NPEBbILIAIOLIEH TAaKOBYI B JIPYIHX
MOMYJISILUAX MAlMEHTOB: UHEKIIMA MOUYEBBIBOIALIMX MyTeH, nepudepudyeckuii oTeK, JeTaprus
Kaleib.

Jemu

Cnenyroue nobovHble JAEHCTBHS OTMEYAIUCh y aeted (ot 5 go 17 ner) ¢ yacroroit > 5% u ¢
4aCTOTOH, 10 KpaiHel Mepe, B 2 pa3a MpeBbILIAIOLICH TAKOBYIO B IPYTHX MOMYJISLUMIX MallMEHTOB B
X0/l KIMHMYECKUX MCCIICJOBAaHUM: COHJIMBOCTB/CEAlUsi, YTOMJSIEMOCTb, TOJIOBHas 00,
MOBBILICHHE ANIeTUTa, PBOTA, HHPEKIIMK BEPXHUX JIbIXaTENIbHBIX ITyTEH, 3a10)KEHHOCTh HOCa, 00JIb

B 00J1aCTH J)KUBOTA, TOJIOBOKPYIKEHHE, Kalllelb, TUPEKCHUs, TPEMOP, AMapes, IHypes3.
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Ilepeno3uposka

Cumnmombl: COHIIMBOCTB, Ce/AllMsl, TAXHUKAPJHUS, apTepHalibHas TUIIOTEH3Ms, SKCTparupaMUIHbIE
pacCTpOMCTBA, B PEAKHX ciydasx yanuHenue untepBana QT wu cynoporu. Ilpu nepenosupoBke y
MalMEHTOB, OJIHOBPEMEHHO TPHHUMAIOIIMX PHCIEPUIOH W MAPOKCETHUH, OIMMCAHO pPa3BHTHUE
NOJMMOPOHOM JKETyJ0YKOBOH TaxXMKapAWM THIA «IHPYIT». J[ByHampaBleHHas KeilyJI04uKoBast
TaxWKap/us OTMeYajJach IPU OJHOBPEMEHHOM T[pHEME MOBBIIIEHHOH /036l pHUCHEPHIOHA H
MapOKCETHHA.

B ciaydae ocTpoil nepeno3MpoBKM HEOOXOAMMO YYMTHIBATH BO3MOXHOCTb [EPEI03MPOBKH OT
NpUEMa HECKOJIBKMX JIEKApCTBEHHBIX MPenapaTos.

Jleyenue: o0GecnieduTh MPOXOAUMOCTb JbIXATEIbHBIX IMyTEH /IS aJeKBATHOW OKCUI€HAllMU W
BeHTW LMK, [IpoMbiBanue xemyaka (rocsie MHTyOauMM, €CIM MAaLMEHT Oe3 CO3HaHWA), MpUEM
AKTUBMPOBAHHOI'O YIJISl U ClIaOMUTENIbHBIX CPEACTB ClEAYyeT NPOBOAMTH TOJILKO B TOM ClIy4ae, €Ciu
pucniepuion Obul mpuHAT He Oosee 1 wyaca Hazan. J{nsi CBOEBPEMEHHOIO JMarHOCTHPOBAHMS
BO3MOXHOIO  HapylIeHWsi pUTMa cepAula HeoOXOAMMO Kak MOXKHO ObicTpee  HauaThb
mouutopupoBanue DKI. Cneuumdpuyeckuit aHTHIOT OTCYTCTBYET, JIOJDKHA IPOBOJUTHCS
COOTBETCTBYIOIAs CUMITOMaTHuYeckass Tepanus. [IpM CHWKEHMM apTepualbHOrO [aBIEHHUA H
COCYZIMCTOM KOJLIAINCe PEeKOMEH0BAHO BHYTPMBEHHOE BBEJECHHE MH(Y3UOHHBIX PACTBOPOB W/HIIH
CHMMIIATOMMMETHYECKUX TmpernapaToB. B ciaydae pa3BUTHS TSXKEIBIX  OKCTparnuMpaMMIHBIX
CHMMITOMOB — aHTUXOJMHEpPruyeckue cpeacTBa. TiiaTeabHOE MEAMIMHCKOE HaOI0JeHHE |

MOHHTOPHPOBAHUE OKI MPOBOJAT A0 MOJHOTO HCYE3HOBEHUA CUMIITOMOB HHTOKCHUKAIIUH.

B3aumoneiicTBHe ¢ APYrHMH JIEKAPCTBEHHbIMHU CPeCTBAMH

Bzaumooeticmesusi, ceszannvie ¢ hapmakoouHamukou npenapama

[Ipenapamu, yonunsiowue unmepsan QT

Kak u B ciydae ¢ JpyrMMM aHTUIICMXOTHYECKMMM Tpernaparamu, clieayer colmoaaTh
OCTOPOXKHOCTD MPH OJHOBPEMEHHOM MpuMeHeHuHu npenapata Pucnepuaon - KPKA ¢ npenaparamu,
yuMHsAomMMu - uHTepBan QT, Hampumep, ¢ aHTHAPUTMHYECKMMH CPEICTBaMH (XMHM/MH,
IU30MUpPaMK/l, TMPOKaWHAMHU, NponadeHOH, aMHOAAPOH, COTAlo] M Ap.), TPHLMKIHYECKHMMH
aHTUJENpeccaHTaMi  (AMUTPUNTHIMH M 1p.), TETPAUMKINYECKUMH  aHTHIENPECCAaHTaMH
(ManpoTWIMH M Jp.), HEKOTOPbIMH  AHTUTMCTAMMHHBIMH  TpenapaTamd,  [POYUMH
AQHTUIICMXOTHYECKUMH CPEJICTBAMH, HEKOTOPBIMH TPOTUBOMAISAPHIHBIMU IpenapaTaMu (XHUHHMH,

Me(DJIOXHH M JIp.), MpernapaTamMH, BbI3bIBAIOLIMMH JIICKTPOJIMTHBIA JucOanaHc (rHIoKaavemus,
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TUIIOMarHueMus), OpaJMKapaui0 WM MHTHOMPYIOUIMMHU TEYEHOUHBIH METa0O0IM3M PHCIIEPUIOHA.
JlaHHbIH nepeyeHb He ABJISETCS UCYEPITbIBAIOILUM.

IIpenapamul yenmpanvrho2o oelicmeus u anko2o1o

[Tpenapat Pucnepunon - KPKA cieayer npuMeHsTH C OCTOPOKHOCTBIO B COYETAHUU C JAPYTUMH
npenapaTtaMd M BEIIECTBAMHM IIEHTPAJIbHOTO JEHCTBUS, OCOOEHHO C aJKOTOJIEM, OIMATaAMH,
AQHTUTUCTAMUHHBIMH penapaTaMu U 6eH30/1Ma3eMMHAaMH U3-32 MOBBILIEHHOTO PUCKA CEIaLHH.
Jleeooona u azonucmoi 0oghamurogwix peyenmopos

[Tpenapar Pucnepunon - KPKA moxer cHuwxkath 3QPEeKTHBHOCTD JIEBOAOIBI U APYTHX arOHUCTOB
n0(haMUHOBBIX pelenTopoB. B ciydae ecin HEOOXOIMM NpUEM JaHHOH KOMOMHALMHM, OCOOEHHO B
TEPMUHATBHOM cTanuu Oose3nu [lapkuHCOHA, clelyeT Ha3HauyaTh HAUMEHBIIYI0 3(Q(HEKTHBHYIO
J103y Ka)/I0ro U3 Mpenaparos.

['unomenzuensie npenapamsi

[lpy npuMeHeHUM pUCHEpPUIOHA OJHOBPEMEHHO C TUIIOTEH3MBHBIMM [pernapaTtaMu B
MOCTPErUCTPALIMOHHOM Iepuo/ie HabIro1anach KIMHHYECKH 3HaYMMasi apTepHasIbHas TUTIOTEH3HA.
[lanunepuoon

He pexkomenayercsi oaHoBpeMeHHO npuMeHsTh npenapat Pucnepuaon - KPKA u nanunepuzaos,
MOCKOJbKY MaJMNEPUIOH SBISETCS aAKTHBHbBIM MeTabonuTom pucnepuaoHa. OQHOBpPEMEHHOE
NMpUMEHEHHEe KOMOMHALIMK PUCTIEPUIOHA M MAIUMNEPUIOHA MOXKET NPUBOIUTH K IOBBILICHUIO
KOHLIEHTPALIMK aKTUBHOW aHTUIICUXOTHYECKON (paKiLinHh.

Bzaumooeticmesusi, cesizannble ¢ hapmakoKuHemukol npenapama

[Ipuem nuim He oka3bIBaeT BAUSHHUA HA aOCOPOLIMIO pUCTIEpUIOHA.

Pucnepuion B ocHoBHOM Metabonusupyercs uzodepmenrom CYP2D6 u, B MeHblIeH CTeneHH,
m3opepmentom CYP3A4. PucnepuaoH M ero akTUBHBIA META0OIUT 9-TUAPOKCUPUCIIEPHIOH
aBisitoTes  cyOcrpatamu  P-rimkonporenna (P-gp). Ilpenapatel, BiMsiome Ha aKTMBHOCTH
m3odepmenta CYP2D6, wu mnpenmapaTel, B 3HAUYMUTEILHOW CTENEHH MHIMOMPYIOLIME WIIH
MHAyLMpytolHe akTUBHOCTh u3opepmenta CYP3A4 w/unu P-gp, MOryT okas3biBaTh BIHMSHHE Ha
(apMaKOKHHETHKY aKTHBHOM aHTHIICUXOTUYECKOH (DpaKIMK pUCTIEpH/IOHA.

Mownvie uneubumopeol usogpepmenma CYP2D6

[Ipy 0IHOBPEMEHHOM NMPUMEHEHHH PUCIIEPUIOHA U MOIIHBIX HHIMOUTOpOB M3opepmenta CYP2D6
MOXKET TMOBBIIIATHCS IJIA3MEHHAss KOHLUEHTPAllUs PUCIIEPUIOHAa U, B MEHBILUEH CTENEHH, aKTHBHOM
AHTUIICUXOTHYECKON (hpakimu. bosiee BbICOKHE /10361 MOIIHOTO HHrUOUTOpa M3odepmenta CYP2D6
MOTYT TIOBBIIATH KOHIIEHTPALIMIO AKTHBHOW aHTUIICUXOTHYECKOHW (pakLMH PpHCIIEPUIOHA

(nanpumep, mapokceTHH (cM. Hmke)). Oxupaercs, 4TO Jpyrde HMHTUOMTOpPBI M30(pepMeHTa
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CYP2D6, Takue Kak XWHHWIWH, MOTYT OKa3blBaThb M0J00HOE BIMSHHE HAa KOHLIEHTPALUIO
pucriepuiona B ruia3Me KpoBu. [Ipu MHULMAIMKM MK OTMEHE Teparuu KOMOMHAUUEH pUCIIepUIOHa
M MapOKCETHHA, XMHHUJIMHA MJTK JIPYroro MoiHoro uuruburopa uohepmenra CYP2D6, ocobGeHHO B
Oosiee BBICOKHX /103aX, ClIE/IyeT CKOPPEKTHPOBATh 103y npenapara Pucnepuaon - KPKA.
Hneubumopwr uzopepmenma CYP3A4 u/unu P-gp

OpHoBpeMeHHOe mpuMeHeHue mnpenapata Pucnepunon - KPKA u  MOUHBIX HMHIMOMTOPOB
nzodpepmerra CYP3A4 w/unu P-gp MOXKET CyIIECTBEHHO MOBBICHTh KOHLEHTPALMIO AaKTUBHOM
AQHTUINICUXOTHYECKOW (pakUMM pHCIEpUaOHa B IUla3Me KpoBH. [IpM MHMUMALMK MIM OTMEHE
Tepanuu KOMOWHALIMEH pHCIIEpUIOHa W WTPAKOHA30Ja WM JPYyroro MOLIHOTO MHIrUOMTOpa
uzopepmenta CYP3A4, wunu P-gp cieayer ckoppekTHpoBaTh 103y mnpernapara Pucnepumon -
KPKA.

Hnoykmopwr usogpepmenma CYP3A4 u/unu P-gp

OpnoBpemenHnoe mnpumeHeHue mnpenapata Pucnepunon - KPKA ¢ MOLHBIM  HHIYKTOpOM
u3opepmenta CYP3A4 w/unu P-gp MOKET CHU3UTh KOHLUEHTPALMIO aKTUBHON aHTHIICHXOTHYECKON
(Gpakuuu pucniepuioHa B 1iasme KpoBW. [Ipy MHMLIMALMKM WIM OTMEHE Tepanuud KOMOMHALMeH
pucriepuiona U kapbaMasenuHa Wid JApyroro mMoiHoro uxaykropa uzodpepmenta CYP3A4 w/unu
P-gp, caenyer ckoppektupoBath 103y npenapara Pucnepuaon - KPKA. [lelictBHe MHIyKTOpOB
nm3opepmenta CYP3A4 nposiBaseTcs ¢ TEUEHHEM BPEMEHH, MOITOMY MOXKET MoTpedoBaThCs 10
2 Henenb JUls JIOCTHKEHUS MaKCUMallbHOTO 3¢ dekTa nocie Hayana nprueMa. COOTBETCTBEHHO, MPH
ormene uHaykropa uzodepmenta CYP3 A4 moxker norpeboBaThes 10 2 HEleNb /U UCUE3HOBEHHS
adexra.

[Ipenapamui, npouno ceéazvisalowuecs ¢ beakamu niamol Kposu

[Ipy oaHOBpemeHHOM mnpumeHeHuu npenapara Pucnepugon - KPKA ¢ npenaparamu,
o0aalolMMU  BBICOKOM CBf3bl0 C OelkaMH IUla3Mbl KpPOBH, HE HAOMI0AaeTcs KIMHHUYECKH
3HAUYMMOT0 BBITECHEHHS MpenapaTa U3 KoOMIUIeKca ¢ OekaMH I1a3Mbl KPOBH.

[lpy npuUMEHEHUH COMYTCTBYIOIIEr0 JIEYEHHUsl clieAyeT oOpaTUTbCs K HHCTPYKLMH 110
MEIUIIMHCKOMY  NPUMEHEHHIO COOTBETCTBYIOIIErO JICKAPCTBEHHOrO  Ipernapara M, IIpH
HEOOXOAMMOCTH, CKOPPEKTUPOBATH /103bl IPUHUMAEMBIX IPENApaToB.

[lcuxocmumynamopwi

[Ipy OJHOBPEMEHHOM KOMOWHMPOBAaHHOM TMPHUMEHEHHUH IICUXOCTUMYJIATOPOB  (HampuMmep,
MeTuI(GEHH1aTa) U PUCTIEPHIOHa M3MEHEHHE TOpsjKa MpUemMa OJHOro WiM OOOMX IpenapaTroB
MOJKET NMPUBECTH K MOABICHUIO IKCTPANTUPAMHUIHBIX CUMIITOMOB (cM. pa3zien «Ocolble yKa3aHHs»).
Memu
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HUccnenoBanus JIeKapCTBEHHBIX B3aMMOJEUCTBUN MPOBOJMIMCH TOJBKO y B3POCIBIX MALIUEHTOB.
PeneBaHTHOCTH pe3yJIbTaTOB IaHHBIX UCCIIEOBAHUH y JIeTei HEU3BECTHA.

OnHOBpeMEHHOE MPUMEHEHHE ICHXOCTUMYJIATOPOB (Harnpumep, MeTHI(eHn1aTa) U pUCIIEPUIOHA Y
JIeTel He U3MeHseT (papMaKOKMHETHYECKHE MapaMeTpbl U 3PGEKTUBHOCTh PUCTIEPH/IOHA.

Brusnue dpvzux npenapamos Ha d)apMaxoquemqu pucnepuodoHa

Anumubaxkmepuanvhvie npenapamoi

DpUTPOMHULIMH, yMepeHHbIH HHruouTop uszodpepmenta CYP3A4 wu P-gp, He Biusfer Ha
(apMaKOKMHETHKY PUCTIEPHIOHA U AKTUBHOW aHTUIICUXOTHYECKOH (paKimu.

Pudamnuumy, wmomubiii uuayktop usopepmenta CYP3A4 u P-gp, BbI3bIBa€T CHHXKEHHE
KOHIIEHTPALIMH aKTUBHOW aHTHIICUXOTHYECKOH (paKIMH B IIa3Me KPOBH.

Anmuxonunscmepasnvie npenapamol

JloHene3un M rajaHtamuH, sBistounmecs cyocrparamu usopepmentoB CYP2D6 u CYP3A4, e
OKa3bIBalOT KJIMHHUYECKH 3HAUYMMOTO BIIMSHUS HAa (PapMaKOKMHETHUKY PHUCIEPUIOHA U AKTUBHOM
AHTHIICUXOTHYECKOH (paKiHH.

[Ipomusosnunenmuyueckue npenapamei

Kap6amazenun, MouHbiii uHayktop usopepmenta CYP3A4 u P-gp, cHWKaeT KOHLEHTPALUIO
aKTMBHOW AHTHIICUXOTHYECKOH (pakumu pucnepugoHa B ria3mMe KpoBH. [lomoOubie 3¢ddexTs
HaOM0AAIUCh MpU NpUMeHeHUH ¢enuronHa W (deHobapOuTama, KOTOpBIE TAKKE SBIIAIOTCS
uHaykropamu usopepmenta CYP3A4 u P-gp.

Tonupamar yMepeHHO yMeHbIIaeT OHOJOCTYNMHOCTb PHCIEPUIOHA, HO HE aKTHBHOM
AQHTHUICUXOTHYECKOM (pakiiu. JlaHHOE B3aUMO/IEHCTBUE HE CUNTACTCS KIMHUYECKH 3HAUUMBbIM.
[Ipomusozpubkosvie npenapamut

UrtpakoHaszon, MomHbii uHruoutop usodepmenta CYP3A4 u P-gp, B no3e 200 mr/cyTtku
YBEJIMYMBAET KOHLEHTPALMIO AKTUBHOM aHTHUIICUXOTHYECKOM (pakuMM B IJ1a3Me KPOBH IIPUMEPHO
Ha 70% npu NpUMEHEHUH PUCTIEPU/IOHA B J103€ OT 2 10 8 MI/CYTKH.

Kerokonazon, MomHbiii uHrHoutop uzopepmenta CYP3A4 wu P-gp, B mosze 200 mr/cyTku
YBEJIMYMBACT KOHLEHTPALMIO PHCIEPUIOHA B IUIa3M€ KPOBM M CHWXKAET KOHLEHTpalHio 9-
TUIPOKCUPHUCTIEPH/IOHA B IJ1a3M€ KPOBH.

Hetiponenmuxu

MDeHOTHA3UHBI MOTYT YBEIMYUBATH KOHLIEHTPALIMIO PUCIIEPUIOHA B 111a3M€ KPOBH, HO HE aKTUBHOM
AHTUIICMXOTHYECKOU (paKLIUy.

IIpomusosupychule npenapamel
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WHrubuTopsl npoteasbl: JaHHbIE OQHUIMAIBHBIX MCCIIEI0BAaHUNA OTCYTCTBYIOT. Tak Kak pUTOHABHP
ABJIAETCS MOLIHBIM MHrUOUTOpoM M3odepmerta CYP3A4 u cnabbiM uHrubutopoMm usodepmeHTa
CYP2D6, putoHaBUp ¥ MHIHOMTOpBI MPOTEa3bl, YCUICHHbIE PUTOHABUPOM, MOTYT IPHBECTH K
TMOBBIIICHUIO KOHIIEHTPALIMK aKTUBHOW aHTUIICUXOTHYECKOW (paKkiiMK pHUCTIEpHIOHA.
fB-aopenobrokamopei

Hekoropsie B-aapeHoOI0OKATOPbI MOTYT YBEJIWYMBATh KOHLEHTPALMIO PHUCIEPUIOHA B IUIa3Me
KPOBM, HO HE aKTHBHOW aHTHIICUXOTHYECKOH (ppaKiIuu.

Bnokamopur kaneyuegelx kananos

Bepanamun, ymepenubsiit uuruourop uzodepmenra CYP3A4 u P-gp, yBenuuMBaeT KOHIEHTPALIUIO
pPHUCIIEPHIOHA U AKTUBHOW aHTHIICUXOTHYECKOH (paKiiMy B [U1a3Me KPOBH.

[Ipenapamei Ons nevenus 3abonesanuil HeenyOoUHO-KUUEIHO20 MPAaKma

AHTaroHucTsl H2-penentopoB: LIUMETHIMH M PAHUTHIHMH, SBJISIOUIMECS CIA0BIMM MHIHOMTOpamMu
mopepmentoB CYP2D6 u CYP3A4, yBeauuuBaroT OMOJOCTYNHOCTh PHCIEPHIOHA, HO B
MMHHMMAJIHOM CTENEHH BIUAIOT HA KOHLEHTPALMI0 aKTUBHOM aHTUIICHXOTHYECKOH (DpaKLHH.
Hneubumopur obpamnozo 3axeama cepomoHuHa u MpuyuKiudecKue aHmuoenpeccanmel
®nyokceTuH, MouHbld uHruOuTop M3odepmenra CYP2D6, noBbimaeT  KOHLEHTPALMIO
pHUCIIEpU/IOHa B IU1a3Me€ KPOBH, HO B MEHBIIEH CTENEHM BIMAET HAa KOHLIEHTPALMIO aKTHBHOM
AHTHUIICUXOTHYECKOH (PpaKLIUH.

[Tapokcetun, wmouHblH WHrHOMTOP M30pepmenta CYP2D6, yBenuuuBaeT KOHLUEHTPALUIO
puUCHIepHIOHa B IUIa3Me KpOBHM, HO B 103ax J0 20 MI/CyTKM B MEHBIIEH CTENEHH BIMSET Ha
KOHIIEHTPALMIO aKTMBHOW aHTHICUXOTHYeCKOH (pakumu. Opnako Oosee BBICOKHE 03bl
MapoOKCeTHHA MOTYT [OBBIIATh KOHLEHTPAIMIO AKTUBHOM AHTMIICMXOTHYECKOH (paKuuu
pUCTIEpH/IOHA.

TpULMKINYECKHE aHTHICTIPECCAHTHI MOTYT yBEJIMYMBAaTh KOHLEHTPALMIO PUCIIEPHIOHA B ILIa3Me
KPOBHM, HO HE BJIMSIOT Ha KOHLIEHTPALIMIO aKTUBHOW aHTUIICUXOTHYECKON (pakiMu. AMHUTPUIITUIIMH
He BAMsET Ha HapMaKOKMHETHKY PUCTIEPUIOHA UM AKTUBHOM aHTHIICHXOTHYECKOH (DpaKIIuH.
Ceprpanun sBiseTcs cnabeiM uHruOUTOpoM H3opepmenta CYP2D6, a duryBokcamuu — ciabbim
uaruouropom uzodepmenta CYP3A4. B nozax no 100 mr/cyTku ceprpanuH U (uIyBOKCaMHUH HE
OKa3bIBAlOT KIMHMYECKH 3HAYMMOTO BJIMSIHMS HA KOHILIEHTPALMIO AaKTHBHOM AHTMIICMXOTHYECKON
bpakiuu pucnepuaona. OIHAKO NMPUMEHEHHE CepTpaliMHa WM (ayBOKCaMMHA B J103aX BBIIIE
100 MI/CyTKH MOXET TPHBOAWTH K TMOBBIIIEHUIO KOHLIEHTPALIMKH AKTHBHOW AHTMIICMXOTHYECKOM
(bpakimu pucnepuIoHa.

Brusanue pucnepudona na papmakokurnemuxy opyaux npenapamos
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[Ipomusosnunenmuyeckue npenapamoi

Pucnepuaon He oka3biBaeT KIMHUYECKH 3HAYMMOIO IEHCTBUS Ha (JapMAKOKUHETHUKY BaJbIIPOEBOM
KUCJIOTBI WK TOMUpaMara.

Heuiponenmuxu

Apununpazodn, cyocrpar uzodpepmertoB CYP2D6 u CYP3A4: pucnepu10H He OKa3bIBACT BIMAHUA
Ha (papMaKOKMHETUKY apHITUIIPa30Jia U ero akTHBHOTO MeTaboJINTa, IeTH/IPOAPUITHITPA30JIa.
Cepoeunvie enuKko3uobl

PucnepuioH He OKa3bIBaeT KIMHHUYECKH 3HAYMMOTO BIMSHUS HAa (apMaKOKMHETUKY TUTOKCHHA.
[Ipenapamur tumus

Pucnepunon He oka3blBaeT KIMHMYECKM 3HAYMMOTO BIMSHUS HAa (DapMaKOKMHETHKY IpenapaToB
JIUTHSL.

OoHospemennoe npumernenue ¢ hypocemuoom

Cwm. uH(bopmaumo O TIOBBIILIEHHOMN CMEPTHOCTH Yy MALIMEHTOB IOXHJIOI0 BO3pacTa C IICMCHI_II/Ief"I,

OJTHOBPEMEHHO NMPUHUMAIOLIHUX Gypocemus, B paszaene «Ocolbie yKa3zaHus».

OcoOble yka3zanus

Ipumenenue y nayuenmos nodxcunozo eo3pacma c 0emeHyueil

[logvluenue cmepmuocmu y nayuenmos NONCUN020 803pacma ¢ 0emenyuel

[To pe3ynbratam MeTa-aHaaM3a KIMHUYECKHUX HCCIIEIOBAHUH y MAIlMEHTOB MOXKWIIOTO BO3pacra ¢
JIEMEHIMEH, NMPUMEHSBIIMX AaTHIIWYHbIE AHTHUIICUXOTHYECKHE IPENnapaThl, BBIABICHO YBEIUYECHHUE
CMEpPTHOCTH T10 CpaBHEHUIO ¢ rpynnoi miaanebo. CMEpTHOCTH y MALMEHTOB, TOJy4YaBIIUX
pucnepuioH wiu ranebo, cocraBuna 4,0% u 3,1% coorBercTBeHHO. CpeHUI BO3pacT yMepLIUX
nauuMeHToB cocrtaBuin 86 et (mmamazon 67-100 ser). [lo naHHBIM  JBYX OOIIMPHBIX
HaOJII0JaTeIbHBIX HCCIIEIOBAHUN Yy TMALMEHTOB MOXKHUJIOTO BO3pacTa C JIEMEHLMEH MpH JIeYeHUH
TUMUYHBIMM AHTUIICUXOTHYECKUMH TperapaTaMyd OTMedaercsi HeDO/IbLIoe yBEIHUEHHE PpHUCKa
CMEpTH 10 CPABHEHHIO C TAKOBBIM Y MALMEHTOB, HE MOJYYAIOLMX JeueHne. B HacTosAmmin MOMEHT
coOpaHO HEIOCTAaTOYHO MAAHHBIX JUIS TOYHOHM OLIEHKH yKa3aHHOro pucka. HeusBecTHa v mpuumHa
MOBBILICHUS JAHHOTO pUCKa. Takke He orpeiesieHa CTeNeHb, B KOTOPON MOBBILIEHHE CMEPTHOCTH
MOXeT ObITh MPUMEHUMO K AHTUIICMXOTHMYECKMM IIpernaparaM, a He K OCOOEHHOCTSM JaHHOM
rpYIbl MALMEHTOB.

Oonospemernnoe npumenerue ¢ hypocemuoom

[Ipu onHOoBpemMeHHOM mnpueme ¢GypoceMHIa U PUCHEPHIOHA BHYTPb Y IALIMEHTOB IOXKHIOIO

BO3pacra ¢ JeMeHIMeii Haboaanack nossiieHHas cmeptHocTh (7,3%, cpeanuid Bospact 89 e,
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auanasoH 75-97 ner) mo CpaBHEHHMIO C TPYNIOH, MPUHUMABILEH TOIbKO pucnepuaoH (3,1%,
cpennuit Bo3pact 84 roxa, nauamnazoH 70-96 ner) W rpynmnoi, NpUHUMABIIECH TONBKO (QypoceMun
(4,1%, cpeanuii Bo3pact 80 nert, nuana3oH 67-90 net). YBeqIuyeHHe CMEPTHOCTH MPH MPUMEHEHUH
dypoceMuaa OJHOBPEMEHHO C PHUCHEPUIOHOM OTMEYalnoch B 2-X U3 4-X KJIMHHUYECKHX
ucceoBanuid. OTHOBpEMEHHOE IPUMEHEHHE PUCTIEPHIOHA € APYTUMH JTHYypPETUKAMU (B OCHOBHOM
C THA3U/IHBIMU IMYPETUKAMH B MAJIBIX [103aX) HE COMPOBOXKAATIOCH MOBBIIIEHUEM CMEPTHOCTH.

He yctaHOB/IEHO MaTOMU3HOIOrMYECKUX MEXAHU3MOB, OOBICHSIOIIMX JaHHOe HabmoaeHue. Tem He
MeHee, clielyeT cobro1aTh 0co0yi0 OCTOPOIKHOCTD MPU MPUMEHEHUH TpernapaTa B TAKUX Ciydasx.
[lepen npumeHeHHeM HEOOXOQMMO TIIATENIBHO OLEHUBATh COOTHOIIEHHE IMoJb3a/puck. He
O00HApYKEHO YyBEIWYEHHs CMEPTHOCTH Yy TMALHEHTOB, OJHOBPEMEHHO MPUHUMAIOUIMX IpYyTrHe
JMYPETHKH OJHOBPEMEHHO € pUcrepuaoHOM. He3aBUCHMMO OT Teparnuu, Aervaparaius sBISETCS
o0IMM (DAaKTOPOM pHCKAa CMEPTHOCTH M JOJ/DKHA TIIATEJIbHO KOHTPOJIMPOBATHCS Yy TMALMEHTOB
MOXMJIOrO BO3pacTa ¢ AeMEHIIHEH.

VY naimeHToB MOXKHUIIOT0 Bo3pacTa ¢ JIeMeHIHel Habao1a10ch yBeanueHue nooo4Hsix 3¢ dexToB co
CTOPOHBI LIepeOpPOBACKYJISAPHOM CHUCTEMBI (OCTpble M TMPEXOJSIIME HApYIIEHHS MO3rOBOTO
KpOBOOOpALIEHHs), B TOM YHMCIIE JIETAJIbHBIE Clyyau Yy MAalMEHTOB (CpeaHui Bo3pacT 85 e,
nuanasoH 73-97 net) npu MpUMEHEHHH PUCTIEPU/IOHA 110 CPAaBHEHUIO ¢ Mu1anedo.
Lepebposackynspusie nexcenramenbnbie A61eHUA

B nnane6o-KOHTpONIMPYEMBIX KIMHMYECKMX MCCIEJOBAHUAX y TMALMEHTOB C JIEMEHLMUEH,
MPUHUMAIOIIMX  HEKOTOpbIE  aTUIMYHbIE AHTUIICUXOTHYECKHE MpenapaTbl, HabI101a10Ch
TMOBBILLIEHHE pHUCKa LepeOpoBacKyIsApHBIX 1M0O0UHBIX 3¢ ¢ekToB npumepHo B 3 pasa. CBoaHble
JaHHple 6 T1U1a1e60-KOHTPOIUPYEMBIX HCCIIEI0OBAaHUN, BKJIIOYABIIMX B OCHOBHOM MAlIMEHTOB
MOXKWJIOTO ~ BO3pacta ¢  JAeMeHuuerd (Bo3pact Oosee 65 51eT) JEMOHCTPUPYIOT, 4YTO
iepeOpoBacKy sipHble  1000YHbIE 3(QQEKThl (Cepbe3Hble W HECepbe3Hble) BO3HMKAIM Yy 3,3%
(33/1009) nammeHTOB, MPUHUMABLIMX pUcnepuaoH, U y 1,2% (8/712) nauueHTOB, MPUHUMABLIMX
riane6o. CooTHOIEHHE PUCKOB cocTariisiio 2,96 (1,34, 7,50) npu noBepurebHOM HHTEpBajie 95%.
MexaHu3M TOBBIIIEHHS PUCKAa HEW3BeCTeH. Henb3s MCKIIOUUTH YBEIIMYEHHE pHUCKA TpH
NPUMEHEHUH APYTUX AHTUIICMXOTHYECKHX [pErnapaTtoB WM B APYTHMX MOMYJIALMAX MMalMEHTOB.
[Ipenapat Pucnepuaon - KPKA cieayer npuMeHsATh C OCTOPOXKHOCTBIO Y MALMEHTOB C (akTopaMu
pHCKa pa3BUTHsI HHCYJIbTA.

Puck pa3BuTHsi 11epeOpOBACKYISPHBIX HEXKeTaTelbHbIX SBICHUH Yy MAlUMEHTOB C JEMEHLMEH
CMEIIAHHOTO WJIM COCYIUCTOrO THUMA ObLI 3HAYMTEIBHO BBIIIE, YEM Y MALUEHTOB C JIEMEHIHEH,

o0ycroieHHOH Oone3Hpio Aunblreiimepa. CreoBaTebHO, PUCIIEPUIOH HE CIIEAYET IPHUMEHSATD Y
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MalMeHTOB C JIeMEHLUMeH m11o00ro THMa, KpoMme JEeMEHLMH, OOYyCIOBICHHOH O00JIE3HBIO
Ansureiimepa.

Heo6x01MMO OLIEHUTHh COOTHOILIEHUE MOJIb3a/PUCK Mepe/l MPUMEHEHHEM npernapara PucrnepuioH -
KPKA y nanueHTOB MOXHJIOTO BO3pacTa C JAEMEHIMEeH, y4uTbiBas (DakTOpbl pHCKa pa3BUTHUSA
MHCYJIbTa Yy KOHKPETHOro mnauueHTa. [laliMeHTOB W JMIl, YXaXKMBAIOLMX 3a HUMH, CIEIyeT
MHQOPMHPOBATL O  HEMEMUIEHHOM  COOOLIEHMH Bpauyy O  BO3MOXHBIX  IPOSBIECHHAX
11epeOpOBACKY I PHBIX HapyLIeHUH (Takux KakK BHE3aIHas cnabocThb W
HEIO/IBWKHOCTL/HEUYBCTBUTEIBHOCTh B 00JACTH JIMIA, HOT, PYK, @ TAKXKe 3aTpyJHEHHE PE4YH U
Hapyuienue 3peHus). Creayer HeMeUICHHO MPUHSATH Bce HEOOX0aUMbIe JledeOHbIE Mepbl, BKIKOYas
OTMEHY IIpUEMa PUCTIEPUIOHA.

[Tpenapar Pucnepunon - KPKA Moxer nmpumeHSTbCS TOJBKO /Ul KPAaTKOBPEMEHHOW Tepanuu
HEMpeKpaIlaomedcss arpeccud y MalUMeHTOB C  JIEMEHLHUEH, o00ycClOBIEHHOH O00I€3HBIO
AubureiiMepa, cpeHelW M TsHKEJIOW CTeNeHH, B KayecTBe JIONOJHEHUS K HedapMaKoIOTHUECKUM
MEeTO/JlaM KOPPEKLIUH, B cly4ae UuX Hed(PPEKTUBHOCTH WM OrpaHuueHHOM (P ekTHBHOCTH, U Kor/a
€CTh PUCK MPUYMHEHUS Bpe/a MallUEHTOM caMoMy cede WM APYTUM JIMLAM.

Heo0Xx01uMO TMOCTOSHHO OILIGHHBAaTh COCTOSIHME MAlMEHTa W HEOOXOAMMOCTb MPOA0KEHUS
TEpaIruy pUCIIEPUIOHOM.

Opmocmamuyeckan 2unomen3us

B cBs3u ¢ 0-aapeHOONIOKMPYIOUIMM IEHCTBUEM PHCIIEPUIOHA Y HEKOTOPHIX MALUEHTOB BO3MOXKHO
pa3BUTHE OPTOCTATUYECKON T'MIIOTEH3MH, OCOOEHHO B MEPUO/I HAYaIbHOTO MoA0opa 103bl. OnUcaHbI
Clly4ad KJIMHUYECKH 3HAYMMOW apTepUalbHON TUIOTEH3UU IPH OJHOBPEMEHHOM IPUMEHEHUHU
pHUCIIEpU/IOHAa C TUIIOTEH3WBHBIMM TMpenapaTaMd B MOCTpErucTpauMoHHoM mnepuoze. [Ipenmapat
Pucnepunon - KPKA HeoOXoaMMO NPUMEHSATH C OCTOPOXKHOCTBbIO Yy TMALIMEHTOB C CEPACYHO-
COCYIMCTBIMU 3a00JieBaHUSIMU (HampuMmep, cepAevyHasi HeJOCTaTOYHOCTb, MH(APKT MHOKapia,
HApyIUEHUS  [POBOAMMOCTH  CEpJEYHOM  MBIIILBL,  JIerHApaTalus, TUIOBOJIEMHS  WIH
uepebpoBackysipHbie 3aboneBanus). Taike Heo0X0aMMa COOTBETCTBYIOIIAS KOPPEKLMS 03bI.
PexkomeHyeTcsi OLUEHUTh BO3MOXKHOCTH CHW)KEHHSI J103bl B Cllyyae pa3BUTHUS apTEPHAIBHOM
TMITOTEH3HH.

Jleukonenun, Heiumponenus u azpanyioyumos

Cny4au IneHKONEHWH, HEWTPONEHWH W arpaHyJolMTO3a ObUIM ONHMCaHbl NPH [PUMEHEHHUH
AQHTUIICUXOTUYECKUX CPEACTB, B TOM 4YHCJIE€ TNPU TNPUMEHEHHUM DPUCHEPUIOHA. ATpaHYJIOLMTO3
ormeyasics o4eHb penko (< 1/10000 mauueHTOB) B XOA€ MOCTPErHCTPALIMOHHOTO HAOJIIOJECHHUS.

[TanueHThl ¢ KJIMHMYECKH 3HAYMMBIM CHHIKEHHEM KOJIMYECTBA JICUKOLMTOB WIIH JICKApCTBEHHO-
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MH/YLMPOBAHHOW  JIEMKONEHUEH/HEUTpONIEHHEH B  aHaMHe3e JO/UKHbl ~ HAXOIUTbCA  MOJ
HaOJII0ICHUEM B TIEPBBIE HECKOJIBKO MECALEB 0CIe Hayaja Teparuu, a MpU MOSBICHUH MEPBBIX
NPU3HAKOB KJIMHUYECKH 3HAYMMOIO CHHIKEHHUSI KOJIMYECTBA JICHKOLIMTOB, NP OTCYTCTBUHU APYTHX
NPUYMHHBIX  (AKTOpPOB, HEOOXOAMMO pPacCMOTPETb BOMPOC O TPEKpalleHUuH Teparnuu
PHUCIIEPUIOHOM.

[TanmMeHThl ¢ KIMHUYECKH 3HAYMMOM HEWTpPONEHWEH [IOJDKHBI HAaXOJMTBHCS MOJ TIIATEIbHBIM
HaOJII0ICHUEM C LICJIBIO BBISIBJICHHS JIMXOPA/IKH WM APYTMX CUMITOMOB MH(EKLMHU U HEMEUICHHO
HA4YMHATH JICYEHHUE T[PU BO3HHUKHOBEHHHM JTUX CHMNTOMOB. [lanmeHTsl ¢ Tsbkenoi dopmoi
HelTporeHnH (aGCOMIOTHOE KOIMYECTBO HEHTPoDHIOB Hibke 1x10°/71) 10KHBI MPEKPATUTD TIPHEM
npenapata Pucnepunon - KPKA u B janbHelneM IpPOBOJAMTE MOHUTOPHHI COAEPIKAHUS
KOJIMYECTBA JIEHKOLIUTOB B KPOBH /10 BO3BPALIECHHUS K HOPMAJIbHBIM [10KA3aTEISIM.

ITo30nan Ouckunezun u IKCMpanupamuorvie CUMRMOMbI

Tepanus aHTaroHucTaMu 10(GAMHUHOBBIX PELIENITOPOB MOXKET BbI3bIBATH MO3JHIOK AMCKHHE3HIO,
KOTOpasi XapaKTepU3yeTcss PUTMHYECKUMH HEIPOU3BOJILHBIMHU JIBHIKCHUSIMH, MPEUMYIIECTBEHHO
A3blKa W/MIM MHMHYECKOW MYCKyJIaTypbl. BO3HMKHOBEHHE OIKCTpAalMpaMUIHBIX CHUMIITOMOB
ABiseTcss (aKTOpOM pUCKAa Pa3BUTHS MO3JHEH AWMCKHHE3WH. [IpM BO3HMKHOBEHMM Y MallMEHTa
OOBEKTUBHBIX WJIM CYOBEKTUBHBIX CUMIITOMOB, YKa3bIBAIOIIMX Ha IMO3/HIOK JUCKUHE3UIO, HYKHO
paccMOTpeTh 11e1ec000pa3HOCTh OTMEHBI BCEX AHTHIICHXOTHMYECKMX IpPErnapaToB, BK/IIOYAs
npenapat Pucnepuzion - KPKA.

Cnenyer  cobmrofaTth  OCTOPOKHOCTH Yy  MALIMEHTOB,  OJIHOBPEMEHHO  MPUHUMAIOLIUX
MCUXOCTUMYJIATOPLI (Harmpumep, MeTWI(GEeHUJaT) U PHUCIEPHIOH, B CBA3M C BO3MOMKHOCTBIO
BO3HUKHOBEHHUSI JKCTPAlMPaMUIHBIX CUMIITOMOB. B 3THUX ciy4asXx peKOMEHIyeTcs MOCTEeleHHas
OTMEHA MICUXOCTHUMYJIITOPOB.

3HC

[Ipy  Tepamuu  AHTUINICHXOTHYECKMMH  MperaparamMu  Bo3MokHO  pasButue  3HC,
XapakTepU3yIOIErocss TUMepPTepMHEH, PHUIMAHOCTBIO MBI, HECTaOMJIBHOCTBIO  (QYHKIMH
BEreTaTUBHOW HEPBHOMH CHUCTEMbI, YTHETEHHMEM CO3HaHMS M  TOBBILIEHHEM AKTUBHOCTH
kpeatiHochoKkUHA3kl B IU1a3Me KPOBH, a Takke MHOII0O0MHypuei (pabaomMHOIIM3) W OCTPOM
MOYE€YHOH HEeAOCTATOUYHOCTHIO. [IpH BOSHUKHOBEHHH Y MAIIMEHTa OOBEKTHUBHBIX WJIM CyObEKTUBHBIX
cumntoMoB 3HC HeoOX0auMMO HEMEAJEHHO OTMEHMTh BCE AHTHUIICMXOTHYECKHE IIperaparsl,
BKJIt0Yas npenapat Pucnepuaon - KPKA.

Boneszus Iapkuncona u demenyus ¢ menvyamu /lesu

24



[IpyMeHeHHe aHTUNCUXOTHYECKHX TpernapaToB, BKiIYas mnpenapat Pucnepuaon - KPKA, y
nauMeHToB ¢ Gone3Hpro [lapkuHCOHa WK AeMeHlHMel ¢ TeiabuaMi JIeBH JODKHO MPOBOAMTHCS C
OCTOPOXKHOCTBIO, TaK KaK y 00€MX IpyMI MalMeHTOB MoBblmieH puck pazButus 3HC u yBenuyena
4yBCTBUTEIBHOCTh K AHTUIICMXOTHYECKHM I[pernapataMm (BKIIouyass MpHUTyIUIeHHe O0oseBoi
4yBCTBUTE/ILHOCTH, CIIyTAHHOCTh CO3HAHMUS, TOCTYpalbHYH0 HECTaOWIBHOCTb C YacThIMHU
NaJICHUSIMH M SKCTpalupaMu/IHble cUMNITOMBI). [Ipu npueme pucnepuaoHa BO3MOKHO yXY/LICHUE
TedeHus Oose3nu [lapkuHcoHa.

l'unepznukemus u caxapusiii ouabem

Omnucanpl cilyyan pa3BUTHS TUIEPIIIMKEMHMH, caxapHoro audabera W ycyryOleHWs TeueHus
caxapHoro auabera. OLUEHKa B3aMMOCBSI3U MEXIY NMPUMEHEHHEM ATHITHYHBIX AHTHUIICUXOTHYECKUX
npenaparoB M OTKJIOHEHUSMM B [I0Ka3aTeasX KOHIEHTPALMi TIUIIOKO3bl 3aTpyJHEHa H3-3a
BO3MOJKHOCTH TMOBBIIIEHHS (DOHOBOrO pHUCKa pa3BUTUSI caxapHOro auvabera y MalHEHTOB C
mu3odpeHnei, a Takke H3-3a MOBBIILICHWS YAacTOThl BCTPEYAEMOCTH caxapHoro auadera B
nomyasuMud B ueiaoM. C y4eToM JIOMOJHMUTENbHBIX BIMSIONMX (AKTOPOB B3aMMOCBS3b MEXIY
NPUMEHEHHEM ATUIMYHBIX AHTUIICMXOTHMYECKMX T[IpPErNapaToB M HEKENATe/lbHBIX SBICHUH,
OTHOCSIIMXCA K THUMEPIIIMKEMHH, [0 KOHIIA He SCHAa. B HEKOTOphIX ciydasX OTMEYeHO
NPEAIIECTBYIOIIEE Tepanuyd YBEIMYEHHWE Macchl Telld, KOTOPOE MOXHO PpaclEeHHMBATh Kak
npezpacnonaratomiuii pakrop. B odeHp peakux ciaydasx HaOGnaioJanud pa3BUTHE KETOALMa03a U
penko — auadernyeckoit komel. Kak u npu npueme 1r00bIX aHTUIICUXOTHYECKUX CPE/ICTB MALUEHTBI
JIOJDKHBI  HAXOAWTHCS MO  HAOIIOJEHHEM Bpaya, CIEAyeT KOHTPOJIMPOBaTb CHUMIITOMBI
TUIEPIIMKEMUH (TaKue Kak MOJMAMIICHS, MOJuypusi, noiaudarus v ciabocts). Y NaLMEHTOB €
caxapHbIM /1MabeTOM ClIe/lyeT peryJiipHO KOHTPOJIMPOBATh KOHLEHTPALIUIO TJIFOKO3bI B KPOBH.
Yeenuuenue maccor mena

HaGnionaercss 3HauuTenbHOE YyBelWYeHHWE Macchl Tena. HeoOXoaMMmMo MNpOBOAWTH peryJsipHbIA
KOHTPOJIb MAacChl TeJla NalMEHTOB.

I'unepnponakmunemusn

Ha ocHOBaHMM pe3yNbTaToOB HCCIENOBAHUMA in Vitro CJeNaHO TMpPEANoN0oKEeHHe, 4YTO POCT
OIyXOJIEBBIX KJIETOK MOJIOYHBIX XKEJIe3 MOXKET CTUMYJIMPOBAThCs MposiakTUHOM. HecmoTps Ha To,
4TO B KIMHUYECKMX M OSIHJAEMHOJOIMYECKUX HCCICIOBAHUAX HE BBIABICHO YETKOH CBA3M
TUNEPIPOJIAKTHHEMHUH C  [PUEMOM  AHTUIICHXOTHYECKMX [pernaparoB, CleIyeT CcoOloaarh
OCTOPOXHOCTB TPH MPUMEHEHUH PUCTIEPUIOHA MALIMEHTaM C OTATOLIeHHBIM aHaMHe30M. [Ipenapar
Pucnepunon - KPKA crienyer nmpuMeHSTh ¢ OCTOPOXKHOCTBIO Yy MALIMEHTOB C CYLIECTBYIOLIEH

FHHepHpOHaKTHHCMHeﬁ Uy MAKUCHTOB C BO3MOXXHBIMHU ITPOJIAKTUH-3aBUCHUMbBIMH OITY XOJISIMH.
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Yonunenue unmepeana QT

B oyeHp peakux ciydasx oTMeueHO yaiauHeHue uHTepBaia QT B MOCTpErHcTPallMOHHOM TEPHOJIE.
Kak ¥ npu npuMeHeHMH JpyruX aHTHIICHXOTHYECKHX CPEJICTB, CIAEAyeT COOII0AaTh OCTOPOKHOCTD
npu npumeHeHuu rnpenapara Pucnepuaon - KPKA y naummeHToB ¢ cepaedHO-COCYAMCTBIMU
3a0o0seBaHUAMH, yUIMHEHHEM uHTepBaia QT B cemeliHOM aHaMHe3e, OpajMKapaueii, HapyIeHUsIMKA
3JIEKTPOJUTHOro OajaHca (TUMOKAJIMeMHsl, TUTIOMAarHUEMHs ), TaK KaK 3TO MOXKET TMOBBICHTh PHUCK
ApPUTMOI€HHOIO JIEHCTBHS, UM MPH OJHOBPEMEHHOM MPUMEHEHHH C MpernapaTamMi, yUTHHSIIOIUMH
untepsan QT.

Cyoopozu

[Ipenapat Pucnepunon - KPKA ciemxyer npuMeHsSTE ¢ OCTOPOKHOCTHIO y MAILIMEHTOB C Cy10POraMu
B aHaMHE3e WJIM I[PH COCTOSHUAX, COMPOBOKIAIOIIMXCS CHWKEHHEM [0pora CyJI0pOXKHOM
aKTMBHOCTH.

Ilpuanusm

Tak kak pucnepuoH 00safaeT a-aApeHOOJIOKUPYIOMUM dPPEKTOM, MPH MPUMEHEHHH BO3MOXKHO
pa3BUTHE MpHANU3Ma.

Hapywenue pezynayuu memnepamypor mena

[Ipy npyMeHEHUH aHTUTNICUXOTHYECKHMX MPENapaTtoB OMMCHIBAETCS TAKOW HeXelaTenbHbIH dPeKT,
KaK HapylleHue TtepMmoperysiuuu. Heodbxoaumo cobiogaTte OCTOPOKHOCTH NPU NPUMEHEHUHU
npenapata Pucnepunon - KPKA y nauuenToB, koTopsie MOTyT nmoaBepraTbes 1€HCTBHIO (PaKTOPOB,
BBI3bIBAIOLMX TOBBILIEHUE TEMIIEPATypbl Tejla, TAaKUX KaK MHTEHCHBHAs (uU3MYecKkas Harpyska,
JIETU/IpaTalys, BBICOKAas TeMIepaTypa OKpY’Kalolled cpelbl, OJHOBPEMEHHOE MPUMEHEHHE C
npenapatamu, 001a1al0UMMH aHTUXOJIMHEPTUYECKON aKTUBHOCTBIO.

Ilpomusopeomnustit 3¢phexm

B 10KIMHHMYECKMX HMCCIEeI0BaHUAX TPUMEHEHHs pHUCIepUaoHa HaOII0ANICS MPOTHBOPBOTHBIH
dpdexr. Jlanueiii d¢hdexT npu BOZHUKHOBEHHH Yy JIIOJCH MOXKET MAacKHpPOBaTh MPU3HAKU H
CHMMIITOMBI TEPEI03UPOBKH HEKOTOPLIX MpEenapaToB WM TakuX 3a00JeBaHMMN, KaK KHILIEYHas
HEIIPOXOAMMOCTb, CUHApOM Peiie u onmyxosnb Mo3ra.

Hapywenue ¢pynkyuu nouex u neuenu

Y nainMeHToB ¢ HapylleHHeM (YHKIMH T0YeK CIOCOOHOCTh K BBIBEJCHHUIO aKTUBHOMW
AQHTUIICUXOTHYECKOH (PpaKIIMK HUKE, YEM Y B3POCIIBIX MALMEHTOB ¢ HOPMAJILHON (YHKLHUEH MMoUeK.
VY nauueHToB ¢ HapylleHHeM (QYHKIMH NMEYeHH MOBBIIIACTCS KOHIEHTpalus cBoOOHON (pakuuu
pUCIIEpUIOHA B TJIa3Me KPOBH.

Benosznas mpomboimobonus
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[Ipyn npumMeHEHUH AHTUICHXOTHYECKUX MPErnapaTtoB OMUCAHBI CIy4Yau BEHO3HOH TpOMOO3MOO/IHH.
Heo0xoauMo BBISBIATE BCe BO3MOXKHBIE (DAKTOPBI pPHUCKAa pa3BUTUS TPOMOOIMOOIHUECKUX
OCJIO)KHEHHMH 10 Hayaina ¥ BO BpeMs Tepanuu rnpernaparoM Pucnepunon - KPKA u npunumars
npoUIaKTHYECKUE MEPBHI.

ucjar

WUCJIP ormevancst BO BpeMsi XMpYpPruueckoro BMeEIaTeIbCTBa MO MOBOAY KaTapakThl Y MalMEHTOB,
MOJIyyaBIIMX Tpernaparbl, 001ajaroliMe aHTarOHM3MOM K  Ol-aJpEHOpELenTopaM, BKIIOYas
npenapat pucnepuoH. UCJIP MoxeT noBeiaTh pUCK OCJI0KHEHUHN CO CTOPOHBI OpraHa 3pEeHUs BO
BpeMSl M TOC/Ie MNPOBEICHHUS XHPYpruueckoro BmermatenbcTBa. HeoOxoaumo 3abnaroBpeMeHHO
npouHGOPMUPOBATH  XHpypra-odraibMojiora O TPUMEHEHHH [pernaparoB, 001agarolmx
AHTAarOHU3MOM K (L1-a/IpEHOPELIENTOpaM B HacTosllee BpeMs WM B mpouuioMm. [loreHumansHas
N0Jb3a OTMEHBI TEpanMM IpenaparaMyu, 00/JaJal0lMMU aHTarOHU3MOM K (L1-a/IpEHOPELIENITOPaM,
JI0 XMpYpPrUyeCKOro BMEIATENbCTBA 0 MOBOy KaTapakThl HE ycTaHoBlIeHa. Heo6xoauMo oLeHUTh
COOTHOLICHHE T10JIb3bl U PUCKA OTMEHBI TEPANUU AHTHIICUXOTHYECKUM CPE/ICTBOM.

/Jlemu u noopocmku

[lepen npumenenuem npenapara Pucnepunon - KPKA y nerell wiM noJpocTKoB ¢ yMCTBEHHOM
OTCTAJIOCTbI0 HEOOXOAMMO IMPOBECTH TILATEIBHYK OLEHKY MX COCTOSIHHSI HA IpEIAMET HaIW4us
(GU3MUECKUX MM COLMATBHBIX [PUYHUH AarpecCMBHOIO TMOBEICHMS, TaKUX Kak Ooib WM
Hea/IeKBaTHbIE TPeOOBAaHHUS COLMAILHOM CPe/Ibl.

CenatuBHblit 3¢ dexT pucnepuioHa J0/DKEH THIATEIbHO OTCICKUBATHCS B TAHHOM MOMYISLMU U3-3a
BO3MOJKHOTO BIIMSIHMSL Ha CIOCOOHOCTH K 0OyueHHI0. M3MeHeHHe BpeMEeHH MpHeMa pUCHEPHIOHA
MOET CHU3UTh BIMSIHUE CE/lallii Ha BHUMAHHE MOIPOCTKOB U JETEH.

[IpumeHenue pucrnepuioHa ObLIO CBS3aHO C YBEJIWYEHHEM CPEIHHMX IOKa3aTeledl Macchl Tena U
MHJEKCa Macchl Tesa. M3MeHeHMsi pocTa B XOJ€ J0JTOBPEMEHHBIX MCCIIEI0BAHWI HAXOIWJIMCh B
paMKax OJKHJAaeMBIX BO3PACTHBIX HOPM. BiiMsiHME JUIMTETBHOIO MpHeMa pUCIEPUIOHA Ha MOJIOBOE
Pa3BUTHE U POCT MOJIHOCTBIO HE U3YUYEHO.

B cBsi3M C BO3MOXHBIM BIIMSHHUEM IPOJODKUTEIBHON TMIEPIIPOIAKTHHEMHUH HAa POCT M T0JIOBOE
pa3BUTHE Yy JeTeid W TMOAPOCTKOB JO/DKHA MPOBOAMTHCS PperyjisipHas KIMHHYECKas OLICHKa
rOPMOHAJIBHOTO CTaTyca, B TOM YHCIE M3MEPEHHE POCTa, MAccChl Tesa, HaOJOAEHHUE 3a I0JIOBBIM
pa3BUTHEM, MEHCTPYaldbHbIM I[IMKJIOM M JPYTMMH BO3MOXHBIMHU IPOJIAKTHH3aBUCHMBIMH
apdexramu.

Bo Bpems Tepanuu pUCIIEPHUIOHOM JO/DKHO TMPOBOIMTBHCS PEryisipHOe OOC/IeloBaHHE C LIENbIO
BBISIBJIEHUS 3KCTPANTMPAMHUIHBIX CUMITTOMOB U JIPYTHX JABUTATE/IbHBIX PACCTPOMCTB.
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Cneyuanvnas uHhpopmayus no 6CHOMO2AMeIbHbIM EU4ECMBAM
B cocraB npenapara Pucnepumon - KPKA BXoauT 1akTo3a, B CBSI3M C YE€M €ro He Cieayer
MPUMEHATh MALMEHTaM C HENEepeHOCHMMOCTBIO JIaKTO3bl, JAe)UIMTOM JaKTa3bl, CHHAPOMOM

ITFOK030-TaJIJaKTO3HOM MasibabcopOLu.

Baunsinue Ha cnocoOHOCTH YyNPABJISATH TPAHCIOPTHBIMH CPEICTBAMH, MEXaHH3MAMH

[Ipenapar Pucnepugon - KPKA wmoxer B HeOOIbIION WMIM yMEPEHHOW CTENEHH OKa3blBaTh
BO3JEHCTBHE HA CIOCOOHOCTH YIPABIATH TPAHCIOPTHBIMM CPEACTBAMHM M MEXaHU3MaMH.
[TanuenTam cieayer pekoOMEHIOBaTh OTKa3aThCs OT BOXKICHUS aBTOMOOWIS W OT paboThl ¢

MEXaHU3MaMH /10 BBISICHEHHS UX MHIMBUIYAILHOM YyBCTBUTEIILHOCTH K Mperapary.

®opma BbINyCcKa

TabneTku, NOKpHITIE MIICHOYHOM 000104KOH, | Mr, 2 MT, 3 MT, 4 MT.

[To 10 taGnerok B Guucrep U3 komOuHUpoBaHHOro Matepuana [IBX/TID/TIBJAX — antomuHueBon
¢bonbru.

[To 2, 3 unu 6 6GimMcTepoB BMECTE ¢ HHCTPYKIMEH O MPUMEHEHHIO MOMEIIAIOT B [1AUYKy KapTOHHYIO.

YciioBus XxpaHeHus
[Ipu Temnieparype He Bbiwe 25 °C, B OpUTrMHAIBHON YIIAKOBKE.

XpaHHUTb B HEJOCTYITHOM JUIs IETEH MecTe.

Cpok rogHocTu
5 ner.

He [IPUMEHSATH Mperapar 1o UCTCHYCHHUHU CPOKa roIHOCTH.

Yceaosus ornycka

OTnyckaroT no peuenty.
HaumeHoBaHHe OPHAHYECKOr0 JIMIA, HA HMMS KOTOPOro0 BbIAAHO PErHCTPaAUHOHHOE

yAOCTOBEpeHHeE, aJipec

AO «KPKA, n.1., HoBo mecto», [lImapreuka uecta 6, 8501 Hoo mecto, CiioBeHus
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IIpoussoaurenn

AO «KPKA, n.1., HoBo mecto», [lImapsemka uecra 6, 8501 HoBo mecto, CiioBeHus

®acosmuk (Ileppuunas ynakoBka)

AO «KPKA, n.1., HoBo mecto», [lImapsemka necra 6, 8501 HoBo mecro, CnoBeHus

Ynakosmuk (Bropuunas (mnorpeduresibckas) ynakoBka)

AO «KPKA, n.1., HoBo mectoy, IlImapbenika necra 6, 8501 Hoso mecto, CroBeHus

000 «KPKA-PYC», 143500, Poccusi, MockoBckas 060u1., r. Uctpa, yin. MockoBekas, 1. 50
Ten.: (495) 994-70-70
dakc: (495) 994-70-78

Beinyckawmuii KOHTPOIb Ka4ecTBa

AO «KPKA, n.1., HoBo mecto», [lImapbenika uecra 6, 8501 Hoo mecto, CrioBenust

000 «KPKA-PYC», 143500, Poccusi, MockoBckas 0011., 1. McTpa, yi1. MockoBckas, a. 50
Ten.: (495) 994-70-70
dakc: (495) 994-70-78

HaumeHoBaHue u ajpec OPpraHu3auuy, NPHHAMAIOIIEH NPeTeH3uH noTpeduTeei
000 «KPKA-PYCy», 125212, r. Mocksa, ['onoBuHCKOE 1mI0cce, 10M 5, kopryc 1
Ten.: (495) 981-10-95, daxc: (495) 981-10-91

/ )
/PykoBoauresns OT/ena peructpainu Q { Tamkosuu T. B.
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