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JlexapcrBennas gopma: tabieTku

Cocras:

Tabremxa 5 me:

Jleticmeyiowee sewjecmso. apununpason — 5,000 mr.

Benomozamenvuvie  6ewjecmea: 1aKTO3bl MOHOTMApAT (caxap MonouHsli) — 67,805 wmr;
uenmonosa mukpokpuctainnyeckas (MKILI-102) — 10,000 wmr; kpaxman KyKypy3Hbld —
10.000 mr; runponoza — 1,425 mr; marums creapat — 0,770 mr.

Tabnemka 10 me:

Jleucmeviowee sewjecmso. apununpazosn — 10,000 mr.

Becnomozamenvubie  sewjecmea: NaKkTo3bl MOHOrMApaT (caxap MosouHbli) — 89,600 wmr;
uenmonosa Mukpokpuctaiamueckas (MKL[-102) — 13,700 mr; kpaxman KyKypy3Hbld —
13,700 mr; runposiosa — 1,950 mr; maruus creapart — 1,050 mr.

Tabaemra 15 me:

Heuicmeyiowee eewyecmso: apununpaszon — 15,000 mr.

Bcnomozamenvhvie Gewjecmea: NaKTo3bl MoHoruapart (caxap mosounsiit) — 134,400 wr:
ueanono3a mukpokpuctamueckas (MKL[-102) — 20,550 wmr; kpaxman KyKypysHbid —
20,550 mr; runponosa — 2,925 mr; maruus creapart — 1,575 mr.

Tabremra 30 me:

Heticmayiowee eewgecmeso: apununpazosn — 30,000 mr.
Bcnomozamenvuvie gewjecmea: nakto3sl MoHoruapar (caxap MojouHbiit) — 268.800 wmr:
ueamonosza mukpokpucrananueckas (MKII-102) — 41,100 Mr; kpaxman KyKypy3Hblid —

41,100 mr: runposiosa — 5,850 mr; maruus creapar — 3,150 mr.

Onucanue: Kpyribie MIOCKOUMJIMHAPHYecKHe TabneTku Oenoro uiam noutn Oesoro usera c

pHcKOit 1 dacKoi.
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dapmakoTepaneBTHYECKAs! IPYIINA: AHTHIICHXOTHYECKOE CPEICTBO (HEHPOIENTHK)

Kon ATX: NO5SAX12

Mdapmako/iorudeckne cBoiicTea

Dapmarkoounamurka

CuuTaeTcsi, YTO TepaneBTHYECKOE AEHCTBHE apHIIUINpasosia Npu LWH30(ppeHHd U OHNOASpHOM
pacctpoiictee | THna oOyCIOBNEHO COYETAHMEM YAaCTHYHOH ArOHUCTHYECKON AKTUBHOCTH B
otHoweHun Dr-nodamuboBbIX M SHT 4-CEpOTOHMHOBBIX PELENTOPOB, M AHTArOHUCTHYECKOM
AKTHBHOCTBIO B OTHOLIEHUH SHT23-cepOTOHMHOBBIX PELIENTOPOB.

B oKcnepMMEHTaxX Ha JKMBOTHBIX apMITMIIPA30Jl TIPOSBIA]  AHTATOHW3M B OTHOLICHUH
Ao(paMUHEPruyecKod TMNEPaKTHBHOCTH M aroHU3M B OTHOLIEHMH A0(aMHUHEPIrHUYECKOH
FMNOAKTUBHOCTH. ApHnunpasos o0najaer BbICOKMM CpPOACTBOM in vifro K Dia- wu
Ds-nodamunoBbiM peuentopaMm, SHTa- 1 SHT2.-cepoTOHMHOBLIM pelienTopaM U yMEpeHHbIM
cpoactBoM K Dg-nodamunoBbiM, SHT2e- v SHT7-ceporonnHoBeiM, anbda-1-aapeHopeuentopam
M Hj-rucTaMHHOBBIM peuentopaM. APHITMIPa30]  XapaKTepH3YeTCs TaKkKe YMEpPEHHbIM
CPOJICTBOM K YudacTkam 0OpaTHOro 3axpara CEpPOTOHMWHA M OTCYTCTBHMEM adduHHOCTH K
MyCcKapuHOBLIM pelientopaM. Hekotopele kiuHuueckue ¢ dekTs apununpasona o6bacHSIOTCS
B3aMMOJIEHCTBHEM C IPYTHMH THIAMH PELENTOPOB (He 10)aMHHOBLIMH ¥ CEPOTOHHHOBBLIMH).
[Ipumenenune apununpasona BHyTph B A03ax oT 0,5 mr g0 30 mr | pa3 B CyTKH Y 370pOBBIX
A06pOBOIIbIIEB B TeUEHHE 2-X HENeTb MPUBOAMT K /10303aBUCHMOMY CHHIKEHHMIO CBSI3bIBAHMS
C-paknonpuaa, auranaa D2D3 10paMHHOBLIX PELENTOPOB, C XBOCTATHIM AAPOM M Orpajioii (1o
JIaHHBIM MO3UTPOHHO-IMHUCCHOHHOMN TOMOTpaduH).

Dapmakokunemuxa

Abcopbuus

ApHIHUINpPa3o/ OBICTPO BCACHIBAETCH MOC/E NMPHEMa BHYTPb, A0CTHras Crax B TUIA3ME KPOBM
yepez 3-5 wacom. [lpueM KuMpHOH nMINM He BiMseT Ha OMOAOCTYNHOCTH apUIMITPa30Jia.
AbBcomoTtHas OHOAOCTYNMHOCTL MpU npHeMe BHyTpb coctasiaser 87 %. PasHosecHas
koHueHTpaums (Css) aocturaercs yepes 14 aHei.

Pacnpesienenue

ApHITHIIPa30j1 MHTEHCHBHO pacripeieseTcs B TKaHAX. Kaxyuuiics oObem pacripeieneHus —
4.9 n/kr, 4To roBopHT 00 HHTEHCUBHOM BHECOCYAMCTOM pacnpeaesneHuu. Ipu TepanesTHyeckoi
KOHLEeHTpauuu Gonee 99 % apununpaszosna v AerdapoapUIMnpasosia cssbiBaetcs ¢ Oenkamu
nia3Mbl, riaBHeIM - obpasom, ¢ ansOymuHoMm. He oTMmedeHo cyTOuHBIX — KosieBaHui

pacripeie/ICHUsA apunuripasolia v €ro meTtabosura AETHAPOApUITHTIpasoia.
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Buorpanchopmarnius

He3HauuTeNbHO TOABEPraeTcs NMPECHCTEMHOMY MeTabonu3My. APHIUIPa30os M0ABEpPraeTes
MHTEHCHBHOMY  MeTabonum3aMy B TedeHM  Tpems  cnocobamu:  AernapHpoBaHHe,
rUApPOKCHIMpOBaHHe M N-jie3aKuanpoBanue. In vitro NeTHAPUPOBAHHE W TMIAPOKCHIMPOBAHHE
apununpasona npoucxoaut ¢ yvactwem wu3opepmentor  CYP3A4 u  CYP2D6, a
N-ze3ankuinpoBanue — ¢ ydactuem uzopepmenta CYP3A4. Apununpasos siBiseTcst OCHOBHbBIM
KOMIIOHEHTOM  JekapctBa B mna3me Kkpou. AUC B paBHOBECHOM  COCTOSIHUM
aeruapoapununpasosa cocrasiaser 40 % or AUC apununpasosna B njiasme KpoBH.

DnUMUHALMS

Cpeauuii nepuoa nonyebiBenenuss (Ti2) cocraBnser npumepHo 75 4acoB y OblCTpbIX
meraboausaropos  uzodepmenta CYP2D6 wu  npumepHo 146 uyacoB y  MEICHHBIX
meTaboauzaTopos. Obuwmii Kiupexc apununpasona — 0,7 Ma/MHH/KT, raaBHbiM 00pasoM 3a cyeT
BBIBEJACHHMS MedeHblo. [locie OHOKpaTHOTO mnpuema 7103kl MeweHoro '*C  apunumpasona
npumepHo 27 % 10361 OBIIO BbIIEIEHO MOYKaMH ¥ npumepHo 60 % uepes kuieyHuK. Menee
| % HEeW3MEHEHHOTO apHUIMIIpaszoa onpeaensercs B Moye U npuMepHo 18 % npuHaTOR 103561 B

HEU3MCEHCHHOM BHE BBIBOAMTCH HEPEC3 KUILIEUHHUK.

Qcolble rpyIinsl nalueHToB

Jlemu

@dapMaKOKMHETHKA apuIunpasona M JAernapoapununpasona y noapoctkos 10-17  zer
COOTBETCTBYET TaKOBOH Yy B3pOCILIX MPH KOPPEKLMH pasiIvuuii no macce Tena, Nnosromy
KOppEeKIHs 1036l He TpebyeTes.

[ayuenmer nodxcuno2o eo3pacma

Paznuumii napameTpoB papMaKOKMHETHKH apHUITMIIPA30.1a y 30pPOBbIX 100POBO/IBLLEB MOKHUIOIO
M MOJOZOrO  BO3pacTta  BBISIBIEHO He  OBIO, MO  JaHHBIM  TOMYJSILIMOHHOIO
(hapMaKOKHHETHUYECKOTO aHa/Ti3a, MPOBEAEHHOTO CPeIy MALHUEHTOB ¢ WH30(pPEHUEH, 3aMeTHOTO
BJIMSIHUA BO3pACTa TAKIKE HE OTMEYAJIOCh.

ITon

OTcyTcTBYIOT pasinuus  (apMaKOKWHETHKH Yy 3I0POBLIX MYKYMH M IKEHUIMH, TaKKe
OTCYTCTBYIOT BHAMMBIE PaziMuMsi B TOMYJISUMOHHOHW (apMaKOKMHETHKE CpeiM MaLUeHTOB
Pa3HBIX MOJIOB ¢ MK30phpeHueii.

Kypenue

[To paHHBIM  MONYJIAUMOHHOrO (PAPMAKOKMHETHUECKOrO aHaiu3a KJIMHWYECKH 3HAYMMOro
BJIMSIHMSL KYpeHHS Ha (PapMaKOKMHETHKY apuIMIIpasosia oOHapykeHo He Obino.

Paca

B uccrnenoBanusx He OBUIO BBIABIEHO KIMHMYECKH 3HAYMMOTO BIIMSHUSA pacoBbIX p%ﬂ"qﬂﬁ Ha



(hapMaKOKHHETHKY apHnunpasona.

layuenmei ¢ Hapyuwenuem yukyuu novex

Bbuin  BbIIBIEHBI  OAMHAKOBble (DapMAKOKMHETHYECKME TMOKa3aTelu apuiunpasona M
JAETUIPOAPUITUIIPa30Jia Yy MALMEHTOR C THKEIbIMU 3a007€BaHUAMH TMOYEK M Y MOJIOABIX
3JI0POBbIX J10OPOBOJILLEB.

Tayuenmel ¢ napywenuem Gyukyuu nevenu

[Tocne OAHOKpPAaTHOrO npueMa ApUMMNPa3o/a MALUMEHTAMH C LIMPPO30M MEHYEHH Pa3THYHOMN
creneHd TsKecTH (Kiaccel A, B m C no kinaccudukauun Yaina-Ieio) ve Obi10 BbisABAEHO
CYIIECTBEHHOIO BJIMSHUS HapylleHHust QYHKUMH neYeHn Ha hapMakOKMHETHKY apHITHNpa3zoia U
Aeruipoapununpasona. B cBA3M ¢ HEAOCTATOUHOCTBIO AaHHBIX (B MCCIIEIOBAHWM YYaCTBOBAIN
TOJILKO 3 MalMeHTa ¢ JAEKOMIEHCHPOBAHHBIM LIMppo3oM neveHH (knace C no knaccudukanmm
Yaiina-11610)) HEBOZMOXKHO C/I€/1aTh OKOHYATENbHBIC BHIBOABI O MeTabOIHYECKOH aKTUBHOCTH

MEYEHH y NAlHEHTOB C 1€EKOMIEHCHPOBAHHLIM LIMPPO30M MECYECHH.

[Toxkaszanus K NpUMEHEHHI0

e [llu3zodpenns: ocTpeie NPUCTYIIBI K NOUIEPHKHUBAIOLLAS TEPANUS.

e bBunosnspHoe paccrpoiicTeo | THna: MaHWakalbHbBIE OSMM30ALI M TOALEPKUBAIOLIAS
Tepanus C UeJbI0 NPEAOTBPALICHHS PELMIHBOB Y TAUMEHTOB € OMMNOIAPHBIM
paccTpoicTBOM | THNA, HEIABHO NMEPeHEeCHIMX MAHUAKATBHBIH MM CMELITAHHbBIH MH30/1.

¢ JlonoJiHeHUE K TeparuM rpenapaTamu JIMTHUS WK BaJbIIPOEBOH KHCIOTHI LISl JIeUeHMSs
MaHHMaKaJIbHBIX WM CMELIAHHBIX 3MM30/10B B pamkax OunosnspHoro pacctpoiictsa | tHna
MPH HAJTHYHUHK TICUXOTHYECKHUX CUMNTOMOB Wi O€3 HUX M MOJIEpIKUBAIOLLAs Teparnus ¢
LEe/IbKO MPEAOTBPALICHHS PELIMAMBOB Yy TALMEHTOB ¢ OMMOASAPHBIM paccTpoiicTBoM |
THIIA.

e JlonosHEeHHE K aHTHIETIPECCHBHOM Teparuu rpu 601bIIOM AENPECCHBHOM PacCTPOMHCTBE.

[TpornBonokaszanus
® [IOBBIIICHHAs YYBCTBMTE/IBHOCTH K apUIMIPa3ony W/MAM APYrHM  KOMIMOHEHTaMm
npenapara;
e Bospact 10 18 et (a3 PpexTHBHOCTL M Ge30MaCHOCTL HE YCTAHOBIICHBI ):
®  [ICPHOJl TPYAHOTO BCKAPMJTUBAHMS
e jeMuUMT 1aKTa3bl, HEMNEPEHOCHMOCTH JIAKTO3bl, CHHAPOM  [IJIIOKO30-TalaKTO3HOM

MaababcopOumy (Tak Kak rnpernapar ApHIUNpPasos COAEPKHUT JaKTO3Y).




C 0CTOpPOKHOCTBIO

3aboneBaHusi  CepAEYHO-COCYIMCTOH CcHCTeMbl (Mumemuueckas OonesHb cepaua Wiau
nepeHeceHHbIH MHGAPKT MHOKAapAa, XpOHWYECKas cep/ieyHas HelOCTaTOYHOCTh M HapylleHHe
MPOBOAUMOCTH); 1epebporackynspHble 3aboNeBaHMs M COCTOSHMS, Tpejpacriofaratolme K
CHWKECHHMIO apTepuaibHOTO JaBjeHus (JAeruapaTalus, FMIOBOJEMHS, MPHEM TMIOTEH3WBHBIX
JICKAPCTBEHHBIX CPEICTB) B CBS3H C BO3MOXKHOCTBIO Pa3BUTUS OPTOCTATHYECKOH TUMNOTEH3HMM:
anuiaencus, 3a001eBaHus, MPH KOTOPBIX BO3MOXKHO Pa3BUTHE CYAOPOr; MOBBILUEHHBIH PUCK
FMNEPTEPMUH (HanNpUMep, NPU MHTCHCHBHBIX (PU3MUYECCKMX HArpy3Kax, MNeperpeBaHHH. npueme
CPE/ACTB € M-XOJMHOGJIOKHPYIOILEH aKTHBHOCTBIO, NMpH O00E3BOKMBAHWM HM3-3a CIOCOOHOCTH
AHTUNCHXOTHKOB  HApyLlaTh TEPMOPEry/silMIO); Yy MAaUMEHTOB C PUCKOM  Pa3BUTHS
aCIMpalMOHHON MHEBMOHMM M3-32 PHCKa HApyLIEHWS MOTOPHOM (DYHKUMH TNHIIEBOJA H
acrMpalMM; Y TALMEHTOB C OKHPEHHEM MM caxapHbiM auabeToM B ceMeiHHOM aHamHese:
BBICOKMH pHCK cyuumaa (ncuxossl, OWnonspHoe paccTpoiicTBO, O0nblIOE JEMpeccuBHOE
paccTpoificTBo); Bo3pacT 18-24 roaa B CBA3M C PHCKOM CYMUMIAAJIBHOTO TMOBEICHHS,

GepeMeHHOCT.

IIpumenenne npu GepeMeHHOCTH H B EPHO/ FPYAHOTO BCKAPMJIHBAHHS

bepeMeHHOCTH

AJZIEKBATHBIX M XOPOLIO KOHTPOJIMPYEMBIX MCCIEAOBAaHMH Yy OEpeMEHHBIX HE NPOBOAMJIOCE.
HewnssecTHO, MOXET 1M NpPUMEHEHME apununpasoia y OepeMeHHOH OKa3biBaTh BpPEIHOE
BO3/IEHCTBHE HA MMJIOJL MM BbI3bIBATH HAPYLIEHUE PENPOAYKTHBHONW (yHKUMH. U3BeCTHO, 4TO v
HOBOPOXK/ICHHBIX, MaTepu KOTOPLIX NPUHMMAIM HelpoientHku B Teuenue [II Tpumecrpa
OEpPEMEHHOCTH, B MOCIEPOJOBOM MEPHO/E CYIIECTBYET PHCK Pa3BUTHA 3KCTPANMpamMHAHbLIX
PacCTPOMCTB M/WIIM CHHAPOMA «OTMEHB». Y HOBOPOXKIEHHBIX OTMEYaIHCh BO30YMKIEHHE,
MbILIEYHAs  THUNEPTOHMA  WJIK  THIIOTOHMS,  TPEMOP,  COHJIMBOCTb,  PECMUPATOPHbIH
JMCTPECC-CUHAPOM, HapylleHus 1pH KopMieHHH. JlaHHbIE CHMNTOMBI MMETH Pa3TUYHYIO
CTEIEHb THKECTH, WHOrAA OHHM MpOXOAMAM 0Oe3 sieueHHs, TOraa Kak B JIDYTHX ciyyasx
HOBOPOXICHHBIE HYX/IA/IMCh B MHTEHCHBHOW TEpanuu M MpOJOIKHTEIBHOH rOCHUTAIW3ALINHH,
[Ipn npumeHeHnMn apununpasona pasBUTHE y HOBOPOKAEHHBIX TMM0A0OHON CHMITOMATHKH
OTMEYaJIOCh OYEHB PEIKO.

Cnenyer npeaynpeantb NalUMEHTOK, YTO OHM JIOJUKHBI HEMEIEHHO COOBIINTH Bpady o
HacTyrnieHuu OGepeMEeHHOCTH Ha (hoHe JieueHMs. crneayeT Takke HHPOPMHpPOBATH Bpaua o
TIaHUpyeMOH GepeMeHHOCTH.

[Ipenapat Apununpason MoXeT TPUHMMATBCS BO Bpems OepeMEeHHOCTH, TOJBLKO eCIiu

MOTEHIHAIbHAA MOJIb3a NPUMEHECHUS IS MATEPH MpPEBLILIAET NOTEHIHAILHBIN PHCK 11714 TJ10/1a.




JlakTaius

ApPHIUMpPa3os MPOHUKAET B rpyiaHoe Mosoko. IIpu mpuMeHeHHM mpenapata ApuUnunpason

IPYAHOE BCKapMJIMBaHUE CIIEAYET OTMEHHTD.

Cnocob npuvMeHeHHs H 10361

BHyTpb, | pa3 B ieHb, HE3aBUCHMO OT BPEMEHH NPHEMA TTHLLK.

Huzoppenus

Pexomennyemas HavanbHas a03a — ot 10 Mr a0 15 mr | pa3 B cyrku. [loaaep:xuparouias no3a —
06bI4HO 15 Mr B cyTKH. B KJIMHMYECKMX Mcce0BaHMsAX rokaszaHa > (eKTHBHOCTSL Npenapara B
no3ax ot 10 mr 10 30 Mr B CYTKH.

Manuaxanshbie 3nu30061 nPU OUNOAAPHOM paccmpoucmee

Monomepanus

Pexomennyemas HavaibHas 103a — 15 Mr 1 paz B cyrku. U3meHenue 10361 ipyU HEOOXOAMMOCTH
MPOM3BOJMTCS C MHTEPBAJIOM He MeHee 24 wyacoB. B KIMHMUYECKMX MCCIICOBAHMSX I1pH
MaHMaKaJbHbIX 3MHM304aX MPOAEMOHCTPUpPOBaHa Y(pPEKTUBHOCTD Npenapara B Ao3ax 15-30 mr B
CYTKH npu npueme B TedeHue 3-12 neaenb. bezonacHocTs 103 Bbie 30 Mr B CyTKM B
KJIMHUYECKHUX MCCJICZIOBAaHUSAX HE OLIEHUBAJIACh.

[Ipy nHabmonenuu 3a nauMeHTaMH ¢ OMNONAPHBIM paccTpoiicTBoM | THna, nepeHecHInMH
MaHWaKalbHbIA MM CMELIaHHBIA dMU30/. Y KOTOPBIX OTMeyanach ctabuin3alis CUMITOMOB Ha
(one npuema apununpazona (15 mr B cyrkn unu 30 Mr B CyTKU npu HavasnbHOM 103e 30 mr B
CYTKH) B TeueHHe 6 Hezenb, 3aTeM — 6 MecsleB U nanee — B TedeHue |7 mecsier, yCTaHOBIEH
HaaronpuatHbii  dpdektT Takoit nopepkuBatomei Tepanun.  ClieayeT  NepUHOIMYEcKH
o0cne10BaTh NAalMEHTOR JUIS ONpeaeeHnsi HeOOXOAMMOCTH NMPOAOIDKEHHUS MOAACPIKUBAIOLLCH
Teparuu.

Hononnenue x _mepanuu _npenapamamiu _umus_wiu_6a1bNPOeBON  KUCIONb! OIS IeYeHus

MAHUAKATLHBIX WIN CMEUAHHBIX INU30006 6 pamkax bunonapnoco paccmpoticmea I muna
PekomenioBanHas HauvanbHas 103a — or 10 mMr go 15 mr 1 pa3 B cyTku, noaaep:xusatoias 103a

— 15 mr B cyrkn. Jloza moxer ObiTh yBeiauueHa a0 30 Mr B CyTKM B 3aBMCHMOCTH OT
KIMHUYECKMX nokasaHuid. [Ipu HabmoaeHnu 3a nauueHTamMu ¢ OMNOJIAPHBLIM paccTpoHcTBOM |
THNA ycTaHoBJIEH OiaronpuaTHbI 2 dexT noauepkuBaroiedt Tepanuu apununpasoioM B 103e
ot 10 mr 1o 30 Mr B cyTkM B KayecTBE JOTOJIHEHMS K Teparuu TperapataMu JIUTHS WIIH
Ba/ILNPOEeBON KucaoTel. CieayeT nepuoauyecky 0o0CIeOBATH NMALMEHTOB IS ONpeaesieHus
He0OXO0IMMOCTH MPOI0IKEHUS MOAJCPKHBAIOILEH TEpaTHH.

Honoanumenvhas mepanus npu 60160M 0eNPeccusHOM paccmpoucmee

B KkadecTBe MAOIMOJHEHUS K JICUCHHIO AHTUACTIPECCAHTAMH PEKOMEHAYETCS apUITHUIPa3ol B



Ha4yaJabHOW Jl03€ 5 Mr B CYTKH, NMpH HEOOXOAMMOCTH M XOpOILeH NepeHOCHMOCTH Tepanuu
CYTOHYHYKO 103y apHITHIIPa30Jia MOXKHO €XKEHEIEIbHO YBEIMYMBATL HA 5 MI 10 MaKCHMallbHOMH
He Gonee 15 Mr B CyTKH.

JIAMTEeILHOCTL Tepanuu NpenapaToM ApUIMIPA30. 110 BCEM YKA3aHHBIM BBILIE MOKA3aHUAM He
YCTAHOB/IEHA, HEOOXOAWMO PperyisipHo TMpoBOAMTHL OOCaeAOBaHME NalMEHTa Ha npeamer
BO3MOJKHOCTH OTMEHBI TEParii.

[IpumereHue vy 0coObIX rPVIiN NalMEHTOB

Tayuenmei ¢ noueuHoU HEOOCMAMOYHOCMBIO

Koppekims 103bl MpH Ha3HAYEHWM apHUITMIIPA30/ia NALMEHTaM C NOYEYHOH HEA0CTATOYHOCTHIO
He Tpebyercs.

Iayuenmoi ¢ neveHoUHOU HEOOCMAMOYHOCMbIO

Koppekuuyd 1036l NpUM  HA3HAYEHMM  APUIMNPA30ia  MALMEHTaM ¢ MEeYEHOYHOMH
HEJ0CTaTOYHOCTHIO He Tpebyercs. [laumeHTam ¢ neyeHOUHOH HEAOCTATOYHOCTBIO 03y
30 Mr/cyT Ha3HAYaAKOT ¢ OCTOPOIKHOCTBIO.

IIpumenenue y nayuenmos cmapue 65 aem

Koppekuun 10361 06b1uHO He Tpebyertcs. OQHAKO BCIEACTBHE TIMMEPYYBCTBUTEILHOCTH Y
MalMEeHTOB STON MOMYISLMH ClIeJIyeT YYHTHIBATL NpUMeHeHHe Bosiee HU3KHX HayalbHbIX /103.
Bausnue nona nayuenma na pexcum 003uposanus

Pexum 103upoBaHus apUITMNpasoa I8 nauMeHToB 000ero noia 0 IMHaKoB.

Bausinue Kypenus Ha pescum 003upoeanus

Pexkum 103MpoBaHMs apUITHIIPaA301a JUIS KypPSILIMX M HEKYPSLIMAX MALHEHTOB OJIMHAKOB.

Pedicum oozupoeanus npu conymemeyiowet: mepanuu

[Ipy OAHOBpPEMEHHOM NPUMEHEHMH ApHITMIPa30/la M MOLUHBIX HHIHOMTOPOB H30(depMeHTa
CYP3A4 (keTOKOHA30/, KJIAPUTPOMHMLIMH) 1033 apuIMipaszona A0/DKHA ObiTh yMeHblIEHA
HanosoBuHy. Ilpu ormene uuruburopor uzodepmenta CYP3IA4 no3a apununpazona aokHa
OBITH yBEIMYEHA.

[Ipy ONHOBPEMEHHOM NPHUMEHEHHWHM apPHUNMIPa30/Ja W MOLHLIX HHIHOMTOPOB H30(pepmeHTa
CYP2D6 (xvHuauH, (hayoKCeTHH, MapoOKCETHH) 103a apUITMNpa3osia A0/DKHA ObITh yMEHbLIEHA
Kak MWHHAMYM HanonoBudy. [lpm ormene wunruburopo uzopepmenta CYP2D6 no3a
apunuIpasoia A0/bkKHa ObITh yBeMueHa.

APHITUNPA30J1 CIEAYET NPUMEHATH O€3 U3MEHEHHUSI peXXMMa I03MPOBAHMS, €C/TM OH Ha3HAYeH B
Ka4yecTBE JONOJHUTEILHOW TEPAINMK Y NALKEHTOB ¢ BOJbLUIMM JETIPECCHBHBIM PAcCTPOHCTBOM.
[IpH OIHOBPEMEHHOM TMPHUMEHEHWH ApHUITMIIPA30ia M MOLUHBIX HHTHOMTOPOB H30(epMEHTOR
CYP2D6 (xunuaun, duyokceruH, napoxceTH) 1 CYP3A4 (keTOKOHa30., KIapHTPOMMIMH)

71032 apuInunpasona J0kHa ObiTh yMeHblIeHa Ha % (To ecTb 10 25 % obwiuHo# 10361). [Tpu




ormere uHrubuTopoB usodepmento CYP2D6 u/unu CYP3A4 nosza npenapara apununpasona
J0JKHA ObITH YBEIHYEHA.

[Ip1 O/NIHOBpEMEHHOM MNPUMEHEHWUH apUIUNPa30jJa M MOLUHBIX, YMEPEHHBIX WM CcJadblx
unruouropos uzohepmentor CYP2D6 wu CYP3A4 jno03a apununpa3ona MomeT ObITh
nepBOHavaIbHO yMeHbIneHa Ha ¥ (To ecTh 710 25 % oObIuHOMN 103b1), @ MOTOM yBEIHYEHA A5
JIOCTHIKEHHUS ONTUMAJILHOTO KIIMHUYECKOTO pe3yabTaTa.

[Ipy HazHaueHMH npenapata apUIMIIPa30Jia MalMeHTaM ¢ HU3KOH aKTUBHOCTBIO M30(epMeHTa
CYP2D6 nepBoHauyasbHO 1032 apUIUINpPa30a J0/KHA ObITh YMEHBIIEHA HAMOJIOBUHY, @ [IOTOM
yBeJIMYEHa U1l JOCTHKEHHUSI ONTUMAJIBHOIO KJIMHUYECKOro pesyibrata. [IpH ofHOBpeMEHHOM
MPUMEHEHUH apununpasona ¥ MmouwHoro uHruburopa mszodepmenra CYP3A4 nauuenram c
HHU3KOH akTUBHOCTBIO M3ohepmenta CYP2D6 no3a apununpasona 10mKHa ObITh yMEHbLICHA Ha
¥a (To ecTh 10 25 % 0OBbIYHON 103b1).

[Ipy  O/IHOBpEMEHHOM TIPUMEHEHWH apUMuUMpa3ona M MOTEHUHANbHBIX  MHAYKTOPOB
uzodepmenta CYP3A4 (kapbamazenuH) /103a apununpasona j0kHa ObITh yBeaHYeHa B 2 pasa.
[Ipu ormeHe nuaykropos usopepmenta CYP3A4 noza apununpasona omkHa ObITh yMEHbLIEHA

j0 10-15 mr B cyTknm.

[ToGounoe aelicTBue

Kpatkuit 0630p npoduis 6ezonacHoctu

Haubonee pacnpocrpanennsie HP, 3aperucrpupoBaHHbie B Xozae miauebo-KOHTPOIMPYEMbBIX
MCC/IeI0BaHUM, BK/IIOYAIOT aKATH3HMIO M TOLUHOTY, KOTOpble oTMeuanu Gosiee uvem y 3 %
NaluMeHTOB, IPUHHMABIINX apUITUTIPA30Jl BHYTPb.

Knaccudukaums uyactorsr  pazsutus  HP. pexkomenayemass BcemupHoii  opranusaumei
3apasooxpanenus (BO3): ovens wacmo (> 1/10); wacmo (> 1/100 po < 1/10); vevacmo (> 1/1000
1o < 1/100); peoxo (= 1/10000 no < 1/1000); ovensv peoxo (< 1/10000); yacmoma neuzsecmna
(He MoxeT ObITh OLIEHEHa HA OCHOBE UMEIOLLIMXCS JIaHHbIX ).

B npenenax kaxaoi rpynnbl HactoThl BcTpewaemoctH HP  nepeumcnenst B nopsiaxe
YMEHbBILIEHUS CEPbE3HOCTH.

Yactora HP B X0/1e MocTperncTpallmoHHOro nepuoja HabmoAeH!s He MoKeT ObITh oTnpesiesieHa,
MOCKOJILKY MH(popMmanMs Oblla mojaydeHa W3 CIOHTaHHBIX coobmmennit. Ilostomy wactora

BCTPEYAEMOCTH JIaHHBIX HP Knaccucbuuupoaana KaK «4acToTa HEM3BECTHA».



TabanuHoe pe3iome HexenaTeabHbIX PeaKLni

Yacto Heuacto YactoTa HeH3BeCTHA
Hapywernus co Jlelikonenus
CMOPOHbE KPOBU U Helirponenus
nusghamuieckoil TpombounTonenus
cucmemel
Hapywenus co Anieprudeckue peaKLnm
CMOPOHBL UMMYHHOU (nanpumep,
cucmembi aHapuIaKTHYECKHE peaklmH,
AHTHOHEBPOTHUECKHil OTeK,
BKJIKOYAS MPHIYXJIOCTh A3bIKa,
OTeK A3bIKa, OTeK JIHLa,
KOXHBIH 3yl HITH KPAITHBHHLLY )
nookpunnele I'unepnponaktuHemus | J{nabetuueckas
Hapywenus FUIEPOCMOISpHas Koma
Jlnaberuueckuii keToaunaos
Hapywenun CaxapHplit qnaber I'unepriankemus ['unonarpuemus
Mmemaboauzma u AHOpeKcHs
numanus CHkeHne Macchl Tena
VBenuyeHHe Macchl Tesa
Tecwuxuueckue becconuuia Jlenpeccus [MonbiTkY cymnumaa,
Hapyuenus Tpesora I'MnepcekcyanbHOCT | CyMUMAATBHBIE MBICIIH W
BecrnokoiicTBO 3aBEpLICHHbIN CYHLHA (CM.
pazaen «Ocobble ykazaHus» )
[NaTonoruueckoe BreueHue K
a3apTHLIM HrpaM
Hapylienus KoHTposis
nobysxkieHui
INepeenanue
KomnynbcuBHbIE
(HEKOHTPOIHpYEMbIe) MOKYTTKH
[Topomanus (MMMyJILCHBHOE
BIIEYEHHE K NepeMeHe MecT)
Arpeccus
Bo3byxaenune
HepBo3HocTs
Hapywenua co Axatusus [lo3auss AuckuHe3us | 370KauecTBEHHbIH
CMoponbl HePEHOU Dkcrpanupamuaneie | JInCTOHMA HeHponenTHYECKHil CHHAPOM




cucmembl

HapyLIeHHs

Tpemop
["onoBHast 6onb
Cenauns
COHJIMBOCTH

["osoBOKpYXKEHHME

(3HC)

BosbLuoii anuaenTuyeckuii
NpUnanoxk
CepoTOHHHOBBII CHHPOM

Hapyiuenue peun

Hapywenus co
CMOPOHBL Opeana

3penus

HeueTkocTb 3pe€HHA

Jumnnonus

CBeTod0s13HbL

OKyJIOrHpHBbIH KpH3

Hapywenua co

CIMOpOHBL cepoya

Taxukapaus

Buezanuas HeoObscHuMas
CMEpTb

Kenynoukoras Taxukap/mus
THIIA <ITHPYITY

VY anuuenne untepsana QT
XKenynoukoBble apuTMHU
BreszanHas octaHoBKa cepiua

Bpaaukapaus

Hapyuwenus co

CMOPOHBL COCYAOE

OprocraTyeckas

THTIOTEH3UA

Benoznas Tpomboamdonng
(BKuIO4ast HMBOIHIO ETOYHOM
apTepuu ¥ TpoM003 riy0oKHX
BEH)

ApTepuanbHas rUnepTeHs3us

ObMopok

Hapywenus co
cmopoisl
ObIXamenbHoU
cucmemel, OpP2aHoG

SPYOHOU KAemKU U

Hkora

AcnupauroHHas MHEBMOHMUS
JlapuHrocnasm

Cnasm poTorinoTku

cpedocmenus

Kenyoouno- 3anop [Mankpearnt

Kuueynie Jlucnencus Hucarus

HaPYUeHUA Townora Juapes
I'unepcekpenus JlnckomopT B KHBOTE
CIIIOHHBIX Xeles JluckomdopT B xeyjike
Psora

Hapywenus co [leyeHOUHAs HEOCTATOUHOCTh

CMOPOHbI NEYEHU U

JHCENUEBBIBOOAUJUX

['enatur

Kenryxa
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nymeii

[ToBbILIEHHE AKTHBHOCTH

ajlaHMHAMHHOTpaHC(epasbl

(AJIT) B nna3me KpoBH

IToBbIlIeHHE AKTUBHOCTH
acriaprataMMHOTpaHchepasbl
(ACT) B nna3me KpoBH
[loBbllI€HNHE aKTHBHOCTH
ramMMa-riayTaMmuiaTpascdepassl
(I'T'T) B nna3me kpoBu
[ToBbiLIEHHE AKTHBHOCTH
weno4Hoi docdarazel B

1nJjiasme Kposu

Hapywenuws co
CMOPOHBL KOJMCU U

NOOKOJICHBIX MKAHel

KoxxHas cuinb

Peakuuu
(hOTOHYBCTBUTEILHOCTH
Ajoneuus

[ToBBILIEHHOE TTOTOOTAEIECHHE

Hapywenus co
CMopombl
MblIUEYHOU,
cKenemuol u
COCOUHUMENbHOU

MKAaHu

Pabnomuonus
Muanrus

PurnaxocTs Mbitiil

Hapywenus co

CMopoHbl NOYEK U

Henepxanne Moun

3anepxka MO4H

MOYEBbIBOOSUUX

nymeii

Bepemennocme, CHHIPOM «OTMEHBI» ¥
nociepooosslit HOBOPOK/IEHHBIX (CM. pazjen
nepuoo u «ITpumenenne npu
nepunamanibHble OepeMEHHOCTH M B NEPHOJL
COCMOANUA TPYAHOTO BCKAPMJIMBAHUSAY )

Hapywenus co
CMOpOHbL
PenpooyKmusHou
cucmembl u

MONOYHBIX JKCeles

ITpuanuim

Obwue napyuenus u

IMosbitieHHanA

Hapyeuns Tepmoperyasuum
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peaxyuu 8 mecme YTOMJISEMOCTh (HanpuMep, runoTepmMus,
86€0eHUs nUpeTHYecKas peaxius)
Boias B rpyau

Ilepudepuueckue otekn

Jabopamopneie u IToBbIlLIEHHE KOHLEHTpaLiK

uHCMpyMenmaibible IJTOKO3bI B KPOBH

OdauHble TIToBblieHKHE coaepKaHus
ITHKO3UJIMPOBAHHOIO
remor;i06mHa

Konebanuns KOHLUEHTpaALHH
ITHOKO3bl B KPOBH
IloBbitnenue akTuBHOCTH KOK

B [Jla3M€ KpOBH

Onucanue oraenbHbix HP

Dxempanupamuonsie cumnmomsi (I11C)

Hluzodpenus

B anurenbHoM 52-HelebHOM KOHTPOJMPYEMOM HCC/IEAOBAHMHM Y MALMEHTOB, NOJyHaBIINX
apuIMIpasoll, 0OTMeYasach B LIEJIOM HH3Kas 4acToTa BcTpedaeMocTH (25,8 %) DIIC, Bkmovas
MapKHHCOHW3M, aKaTH3HIO, JWCTOHHIO M JIMCKMHE3MIO, B CPaBHEHHMM C NallMEHTAMHU,
noayyaswuMu  rasonepuaon (57,3 %). B aautensHom  26-HeneabHoM  naanebo-
KOHTPOJIMPYEMOM HccJIel0BaHMM 4acToTa BeTpeuaemoctH DIIC cocrasnsna 19 % B rpynne
apununpazona u 13,1 % B rpynne nnauebo. B apyrom anutensHom 26-HenelnbHOM
KOHTPOJIMPYEMOM HccnieioBaHHH vacToTa BcTpevyaemoctH IIIC cocrasnsna 14,8 % B rpynne
apununpasona u 15,1 % B rpynne osrax3anusa.

Manuaxanvnsie anuzo0el u bunoasiprnoe pacempoticmeo I muna

B 12-nenenbHOM KOHTPOIMpYEMOM HcciieloBaHUHU yactota Betpedaemoctn DIIC cocrarnsia
23.5 % B rpynne apununpaszona v 53.3 % B rpynne ranonepuaona. B napyrom 12-nenensHom
uccaenoaHun yactota BerpewaemoctH DIIC cocraBnsna 26,6 % B rpynne apununpasoia u
17,6 % B rpynne autus. B 26-nenensHoit moaaepxwusatomeit ¢aze anutensHoro ratebo-
KOHTPOJIUpYyeMoro ucciiesiopanus vactora Berpedaemoctd DI1C cocrasnana 18.2 % B rpynne
apununpasona u 15,7 % B rpynne naaue6o.

Axamusua

B nnauebo-KOHTPOIMPYEMBIX HCCIIEIOBAHHUAX HACTOTA BCTPEYAEMOCTH AKATH3HM Y MALMEHTOB C
OunoasapHeiM paccTpoiicTBoM coctapasnaa 12,1 % B rpynne apununpasona u 3.2 % B rpynne

naauebo. Y nauneHToB ¢ wWM30(ppeHrei YyacToTa BCTPEUaeMOCTH akaTH3uu coctasisaa 6.2 % B
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rpynne apununpasona 4 3,0 % B rpynne niaue6o.

Juemonusn

Knacc-apdekr: B mnepBbie AHM J€HEHHS Y YYBCTBHUTE/IbHBIX MNALMEHTOB MOTrYT OTMEYaThCH
CUMIITOMbBI JIMCTOHHUH, JUIMTENIBHBIX MATOJOTHYECKUX COKpamieHui rpynn Mbimil. CHMITOMEI
JAMCTOHMM BKJIKOYAKOT: CIIA3M MBILILL €U, HHOTAA NPOrPECCUPYIOLIMHI JIO OLLYIICHHA CTECHEHHS
B ropJie, 3aTpy/IHEHHS IJIOTAHUs, 3aTPYAHEHHS AbIXaHWsI W/WIH NPOTPY3UH A3bika. XOTs JaHHbIe
CHMMITOMBI MOTYT OTMEYaThCsl [PH HM3KMX /033X, OHH BCTPEYalTCA uaule M ¢ Ooabwiei
CTENEHbIO BLIPAKEHHOCTH INPH NpPUMEHEHMM Oojee BLICOKMX /103  BbICOKOAKTHBHBIX
HEHPOJIENTHKOB MepBOro mnokosieHusi. OTMmeuvaeTcs MOBBIWEHHBIH PUCK pa3sBUTHA OCTPOH
JAMCTOHUM Y MY)KUHH M MALIHEHTOB MOJIOIOrO BO3pacTa.

IIponraxmun

B KIMHHYECKMX MCCIENOBAHUAX TIPHMEHEHHMS apMIIMNpasona 10  3aperucTPUPOBAHHLIM
MOKa3aHUAM M B XOJ€ TMOCTPErHCTPAllMOHHOrO HabMO/eHHs OTMEYanoch TMOBLIILIEHHE |
CHMIKEHHE KOHLIEHTPAIMKH CHIBOPOTOYHOTO MPOJAKTHHA [0 CPaBHEHHIO C MCXO/HbIMM
IHAYCHUSIMMU.

Jabopamopusie nokazamenu

CpaBHenus apununpazona u niauebo 1o jojie NalMEHTOB € MOTEHLUMAIBHO KIMHUYECKH
3HAYUMBIMH HM3MEHEHMSMH B CTAHAAPTHBIX J1a0OpaTOPHBIX M JIMIWAHBIX [IOKa3aTe/sX He
BBISSBH/IM KJIMHUYECKH 3HauuMMbIX pazinuuid. [Tosbienue akruBHocth KOK B naasme kpoew,
KaK npaBuiI0, KpaTKOCpoYHOe M HeccuMnTomMHoOe, oT™Medanoch y 3,5 % nauneHToB, Nojy4YaBuimx
apununpasoi, vy 2,0 % naimeHToB, nojydasmmx niaiedo.

Ilamonocuueckoe ereyenue Kk azapmusiM uepam u Opy2ue HapyuleHus KOHmpo.si NoGyicoenui
[Ipn neyeHUM apunUNpPasosoM y NALHEHTOB MOXKET Pa3BMBATHCS MATOJOIMYECKOE BICYEHHE K
a3apTHBIM WUIpaM, THNEPCEKCYalbHOCTh, HEMPEOJ0JMMOE BICYEHME K MOKYIKAaM, nepeeiaHue

MM KOMITYJIbCUBHBIN 1pueM nuim (oM. pazzen «Ocobbie ykazaHus»).

ITepenosupoBka

CHuMITOMBI

B KJAMHMYECKMX MCCIEI0BAHMAX M MOCTPErHCTPALIMOHHBIX HalbIOAEHUAX ONKMCaHbI ClyYaiHbie
MM YMBILIEHHBIE TIEPEI03UPOBKH apHITUIIpa3osia Y B3pOCILIX MALMEHTOB € OJHOKPATHBLIM
npuemoMm 10 1260 Mr, He CONPOBOKAABIIMECH JIETANbHBIM MCXOAOM. [loTeHUMalbHO
KJIMHUYECKH 3HAYMMBIE CUMIITOMBI: JIETAPrys, [OBLILIEHWE aPTEPHAILHOTO J1aBJICHMS,
COHJIMBOCTh, TAaXWKap/Wd, TOWIHOTA, pBoTa W Auapes. OmnHcaHbl ciyyadw Mepelo3NpOBKH
apununpasona y aereit (npuem a0 195 mr), He conpoBokaaBIIMECs JIETaJNbHLIM HCXOIOM.

[ToTeHUHANBHO KTWHHYECKH 3HAYHUMBIE CUMITTOMBI BKJIIOYATH: COHJIMBOCTL, BPEMCHHVYIO MOTEPHO
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CO3HAHUA W DKCTpANTUpPpaMHUIHBbIE CUMITTOMBI.

Jleyenue

[lopnepkuBatoiias ¥ CHMITOMATHYECKAs TEPanus, COXPAHEHUE IMPOXOAMMOCTH BO3AYLIHBIX
nyTei, BEHTUJISIMM JIETKUX W OKcureHaumu. CreyeT yuuThiBaTh HEOOXOAMMOCTh Ha3HAuEHHSI
HECKOJIbKMX MEIMLIMHCKHMX npenapatoB. Jis BhISIBIEHUS apUTMUiA ClelyeT HEME/LIEHHO HavaTh
CEpIEYHO-COCYIUCTBI MOHMTOPHHT, BKIIOHatoUuMii nocrosinnoe cuartue DKIT ans BoisBieHus
BO3MOXHBIX aputmuid. [lpy noarsepkaeHHOW MAM  mpeanosaraeMoi  nepeao3vpoBKe
apMITMIPA30/0M [MOKA3aHO TILATE/IbHOE HAOMIOACHHE 10 MCYE3HOBEHMA BCEX CHMIMTOMOB.
AKTHBHPOBaHHBIX yroib B ao3e 50 r, BBeaeHHbIH yepe3 | 4 nocne npuema apurunpasosa.
npuBoani K cHwkeHHio AUC u Cpax apununpazona Ha 51 % u 41 %, cOOTBETCTBEHHO, 4TO
CBM/IETEJILCTBYET O TOM, YTO AKTHMBUPOBAHHBIA Yrosib MOKET ObiTh d(PPEKTHBEH NpH JICHEHUH
nepea03upPOBKH.

l'emoouanus

Hecmotps Ha otcyteTBue uHpopmauuu o6 >dpdexkTuBHOCTH remoananusa npu JEHEHUH
nepe03upoOBKU  apununpaszonoM, 3(pGeKTHBHOCTL remMoaAManTW3a MaJoBEpOATHA, TaK Kak

ApUITUIIpaso B 3HAYMUTEJILHOM CTENEeHU CBA3bIBACTCS ¢ DeKaMu 11asmel.

B3aumoelicTBHE ¢ APYrHMH JIEKAPCTBEHHBLIMH NpenapaTaMu

B cBA3M cO CBOHCTBEHHBIM apUIMIIPA30Jly AHTAroHM3MOM K anaba-l-aapeHopeuentopam
CYLIECTBYET BEPOATHOCTL YCHIIEHHS d(PdheKTa HEKOTOPBIX aHTHIMIMEPTEH3UBHBIX CPEACTB.
[TockosibKy apunMmpasosl OKas3biBaeT BIMSHHE Ha LIEHTPa/ibHYIO HepBHYK cuctemy (LIHC),
CJIC/lyeT 0racaTeCs OJHOBPEMEHHOTO NMPHEMa aJkoroJisi MM APYrHX NpernapaToB, BIMSIOLIMX Ha
[IHC, Tak kak 310 MmOXerT npuBectH K ycwienuio HP, Hanpumep, cenaumm (cMm. paszzen
«IToBouHoe neucTere»).

Cnenyer cobmoaate OCTOPOKHOCTL TIPH TPUMEHEHHH apMITHIIPa30/ia € JIeKapCTBEHHBIMU
npernapaTaMHi, KOTOpbie MOTYT BbI3bIBaTh yAAMHeHue HHTepBana QT winm  Hapylwenus
EKTPOIMTHOrO OanaHca.

BeposTHOCTL BAMSIHUSA APYIHX JIEKAPCTBEHHBIX MPENAapaToOR HA apUITMIIPA30.J]

He BbIABIEHO KIMHMYECKM 3HAUMMOTO BIMAHMS OnokaTopa rMcTaMMHOBBLIX Ha-perientopor
GaMoTHAMHA, BBI3LIBAIOIIETO YIHETEHHE CEKPEIMM CONSHON KHMCJIOTBI B Kelyjke, Ha
apuUIUIpPasoll, HECMOTPS HA CHHKEHHE CKOPOCTH BCACHIBAHUS apUITUPa3oia.

M3gecTHBl pasivyHble nyTH MeTaboIM3Ma apuIiMnpasona, B T. 4. ¢ ydacTHeM H30(epMeHTOB
CYP2D6 n CYP3A4, 3a uckmouenueM CYPIA. Tlostomy He TpebyeTcs KOppeKiMs J03bi

rnpernapara y KypHiblLIHKOB.




Xunuoun u opyeue uneubumoper CYP2D6

B uccrienoBanusx y 310poBbIX A00pOBOIBLEB CHIIbHBIH HHrHOMTOp M3odepmenta CYP2D6
(XMHMAMH) NOBBILAM MJIOWAAL MOA KPUBOH «KOHUEHTpauus-spems» (AUC) apununpasona Ha
107 %, npu >TOM MaKcHMasibHas KOHLEHTpauusi apununpasona B r1uiasme KpoBH (Crax)
octaBanack HeusMeHHOH. AUC u Cmax Jeruapoapununpa3’ona, akTHBHOro wmerabosiura,
cHKanuch Ha 32 % u 47 %, cooTBETCTBEHHO. B CBA3M € 3TUM HEOOXOAMMO yMEHbllIaTh 103y
apununpasosa npuOIM3HTENLHO B /1BA pa3a NMpPH €ro COBMECTHOM MPHUMEHEHHH C XMHHIMHOM.
Jlpyrue cuabhbie uHrubutopel CYP2D6, Takue kak (ayoKCeTHH M MapOKCETHH, MOryT
OKa3bIBaTh CXOAHbIE 3QDEKTHI, CIEN0BATEILHO, HEODXOAMMO CXOAHOE CHUKEHHE N103bl.
Kemokonaszon u opyeue uneubumopwvr CYP3A44

B KIMHHYECKMX MCC/ICNOBAHUAX Y 310pOBBIX A00poBOJbUEB CHibHBI uHrMOMTop CYP3A4
(keroxkonazo) nossbiwan AUC U Crax apununpasona Ha 63 % un 37 %, coorsercreento. AUC u
Crax ICTHAPOAPUIIHIIPA30a yBeIUUHBaIKHCL HA 77 % 1 43 %, cOOTBETCTBEHHO. Y MEIIeHHBIX
metaboauzaropo CYP2D6 komOuHHMpOBaHHOE npUMeHeHHe cHabHBIX MHruOMTOpoB CYP3A4
MOJKET MPUBOJMTEL K MOBBILIEHHIO TJIa3MEHHBIX KOHLIEHTPALIMIT apUIHNpa3ona 1o cpaBHEHHIO ¢
ObicTpuiMH  MeTabonuzatopamu CYP2D6. B cayuae HeoOXoammMocTH KOMOMHMPOBAHHOTO
MPUMEHEHHUS! KETOKOHAa30/la M JApYrux cuibHbIX WHruOutopoB CYP3A4 u apununpazona
HeOOXO/IMMO OLIEHUTh, HE TMPEeBBIIAET M PUCK MPHMEHEHHs BO3MOXKHYIO noiabs3y. [lpu
KOMOMHMPOBAHHOM TMPUMEHEHHH C KETOKOHA30J0M cieayeT npubIM3UTeNbHO — BIBOE
YMEHbLUIMTH HA3HAYCHHYIO /103y apununpasosa. Oxuaaercs, 4yTo Apyrue CHiIbHbie HHIMOUTOPHI
CYP3A4, takue Kak UTpakoHa3o.l w MHrHOMTOpPHI npoteazsl BUY, MoryT okaskiBaTh CXOaHBIE
spdekThl, crenoBaTebLHO, B 3TOM Cly4ae TaKkKe PEKOMEH/IOBAHO CHHIKEHHE J103bl (CM. pasiesn
«Cnocod npuMEHEHHUS H 103bI»).

[Ipn ormene unruburopa CYP2D6 uaun CYP3A4 HeoOX0AMMO MOBBLICHTEH 03y apuITHIIpa3o.ia
J10 MIPUMEHSEMOMN MalMEHTOM /10 Ha3HAYEHUs COMYTCTBYIOLUIEH Tepanum.

[Tpn npumenenun cnaboix wHruburopoB CYP3A4 (Hanpumep, auartuaszem) win CYP2D6
(Hanpumep, scuMTAnONpPaM) B KOMOMHALMH C ApUITMINPA30J0M CleAyeT OXuaaTh HeGoblioe
MOBBILIEHHUE KOHUCHTPALMWH apUITUnpasona.

Kapbamaszenun u opyeue unoykmopet CYP3A4

[lpn komOuHMpOBaHHOM TNpUMeHeHWH KapOamasenwHa, cuiabHoro Muayktopa CYP3A4, wu
apuIMnpasoia BHYTPb Y NMalMEHTOB ¢ WH30dpeHuend i wu30ad(PpeKTHBHBLIM paccTpoORCTBOM
reomeTpuydeckue cpeaHue Cmax ¥ AUC apununpazona Oblsin, COOTBETCTBEHHO, Ha 68 % u 73 %
HWKE B CPaBHEHHMM C MOHOTepanueit apununpasonom B ao3e 30 mr. leomeTpuueckue cpenHue
JIErMJIPOAPUITUTIPa30/1a NPH KOMOMHHUPOBAHHOM NMPUMEHEHHH ¢ KapbamasenuHOM CHUIKAIIUCh Ha

69 % u 71 %, COOTBETCTBEHHO, B CPABHEHHUH C MOHOTEPANHUEH apHITUIIPA30JIOM.
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Jloza npenaparta ApMNUNpas’on JOMKHA ObITh yBeNMYEHA BABOE NPH KOMOWHHPOBAHHOM

npuMeHeHnH ¢ kapbamasenHHoM. MOXHO 0xHaaTh, 4TO Apyrue cuiabhbie nuaykropst CYP3A4
(rakue kak pudamnuuun, pudabyrud, denurouH, denHodapburan, npuMuaoH, 3haBUpeHs,
HeBUpanMH M npenapartel 3Bepobos npoasipssieHHoro (Hypericum perforatum)) oKa3sblBalOT
cxoaHbie 2(pdexTsl, clenoBaTebHO, PEKOMEHI0BAHO TOYHO TaKoe e MoBbileHue 103bl. [1pu
ormeHe cuabHOro uuaykropa CYP3A4 HeoOX0aMMO CHM3UTL 103y Mpenapata ApHIUNpasos 10
PEKOMEHI0BAHHOTO YPOBHSI.

Banbnpoam u numuit

[Tpy KOMOMHMPOBAHHOM NPHUMEHEHMH BAJLNPOATA MM JTUTHA He OOHApYKEeHbl KIMHHYECKH
3HAYUMBIE W3MEHEHUs KOHLEHTpAalMH apununpasona, ro3ToMy KOPpeKiHs ero Jo03bl He
Tpebyercs.

BeposaTHOCTL BANUSHUSA apUITHNPA30/1a HA JIPYTHE JIEKAPCTBEHHBIC MPENapaThl

B xinHuyeckux uccneaoBaHusx apununpasona B go3e 10-30 Mr/cyT He oTMeuasics 3HaYMMBbINA
spdexr na wmeraboausm  cyberpatoB  CYP2D6  (cooTHowienne — aexctpoMetopdana/
3-merokcumopdunana), CYP2C9 (Bapdapun), CYP2C19 (omenpazon) u CYP3A4
(nexcrpomeropdana). Kpome Toro, He OblIO  [0Ka3aHO, YTO  ApUOMNpasosl M
aervapoapununpason Biausior Ha CYPlA2-onocpenoBauubiit Metabonusm in vitro. Takum
o0pa3om, MajloBEpPOSITHO, YTO APUITMIIPA30Jl OKa3blBAET KIMHMUYECKH 3HAYUMOE BIHSAHME Ha
NIEKapCTBEHHBIE Npenaparthbl, MeTabonu3upyemeie S TUM hepmMeHTOM.

OnHOBpEMEHHBIH TMPHEM JIMTHS, JaMOTPU/DKMHA MM Baablpoata ¢ AapuIMIpasoioM He
MPUBOJUT K KJIWHWYECKH 3HAYUMOMY M3MEHEHMIO KOHLEHTpAaUMi JUTHSA, JaMOTPHIDKWHA MIIH
BaJILITpOATa.

CepomoHuHoeblil CuHOpoM

Coobimanock 0 cayuasX pasBHTHUS CEPOTOHMHOBOIO CHHPOMA Y NMPUHHUMABIIMX ApUIMIIPA30.]
natMeHToB. BO3MOXKHBIE TNPOSABIEHUS 3TOMO COCTOSHMS OCOOEHHO HacTo BO3HMKAIOT [1pH
COBMECTHOM TPHUMEHEHHUH C JIPYTHMHM CEPOTOHMHEPrHMYECKMMHM I[Iperiapatamu, TaKUMHM Kak
CeNeKTHBHbIE MHrHOMTOpHI OOpaTHOro 3axmara ceporonnHa (CHMO3C) M cenekTHBHBIE
HHrHOMTOPBI 0OpaTHOTO 3axBaTa cepoTOHUHA M HopazpeHaauna (CMO3CH), uau npenaparamu.,

KOTOPBIE MOTYT MOBBIIATE KOHLEHTPALMK apununpaszona (cM. pasaen «IloGouHoe aeicTere»).

Ocobbie ykazanus
[Ipy NnpUMEHEHUM aHTHNICUXOTHYECKHUX CPEACTB (HEHPOJIENTHKOB) TepPaneBTHYECKOE JeHCTBUE
pasBUBAETCH OT HECKONBKHMX JIHEH 10 HECKOJIBKMX Heaeab. B Tewyenue 3TOro nepuojaa

HeoOX0IMMO HaAbIO/IATE 3a COCTOSTHUEM rnarmeHTa.




Cyuyuoanbrnoe nogeoenue

CyuumjanbHoe TOBEJCHHE YacTo HabmOJaeTcs NpU  TNCUXOTHYECKHX pPAacCTpoicTBax M
HAPYLIEHWSIX HACTpOeHHMs. B HEKOTOpBIX cCiyyasX CYMLMIAIbHOE MNOBEJEHUE BO3HUKAET B
Havajle JIeYeHMs WJIM TIpH CMEHE aHTHICHXOTHYECKOTO rperapara, B TOM 4WCle TpH
MPUMEHEHHUH apurunpasoa. Jleuenue HeHpPOIENTUKAMH Y MALMEHTOB I'PYIIbl BLICOKOIO pUCKa
JAOJ/DKHO — NPOBOAMTHCS  MOA  TUIaTesNbHbIM  HabmoaeHweMm. B 3nMaeMHOIOrHYECKMX
MCCIIEIOBAHUAX MOKA3aHO OTCYTCTBME MOBBLILEHHOI0 PHUCKa CYMLMAAILHOIO TOBEACHMS IPH
MPUMEHEHWH ApPHUIUMpa30ia MO CPaBHEHWIO C JIDYTMMH aHTHIICHMXOTHKAMH Y B3pOCIbIX
MauHeHToB ¢ mH3ohperneit uam GunonspHeiM paccTpoicTBOM. JlaHHBIX U1 OLIGHKH pUCKa Y
fosiee MOIOJBIX NALMEHTOB (B BO3pacTe Miazme |8 neT) HeoCcTaTOUHO, OJIHAKO U3BECTHO, YTO
PHCK CYMLIMAA COXpaHsieTCs B TEYCHHE MepBbiX 4 HEAeNb JICUCHHS aTHIUYHBIMH
AHTHIICHXOTHKaMHM, BKJIKOYasi apUITHITPA30JL.

Cepoeuno-cocyoucmvie 3abone6anus

APUINUMpa3osl  CACAYET TPUMEHATb € OCTOPOXKHOCTBIO Y MauUMeHTOB ¢ 3abojeBaHHUsAMHM
CEP/IEYHO-COCYAMCTON cHeTeMbl (MHGAPKT MUOKapiaa WM HiueMuueckas Oosie3Hb cepiua B
aHaMHese, CepAeyHas HeJOCTATOYHOCTb, HapyLIEHHE NPOBOAWMOCTH), LepeOpoBacKyIsSpHLIMU
HapylleHusiMM, (GaKTopaMM pHCKa pa3sBUTHS apTepUalibHOM TUIOTeH3MM (aeruzaparaiims,
FUMOBOJIEMHS, NPUMEHEHHE TIMITOTEH3WBHBIX MPEINapaToB) WM apTepHalbHOH rUMnepTeH3Hei.
BKJIIOYas MPOrPECCHPYIOLLYIO U 3/10Ka4€CTBEHHYIO.

[Tpu npuMeHEeHUH aHTHTIICHXOTUKOB MOKET pa3BUBaTLCS TPoMOO3 BeH. [TOCKOIBKY Y NalIHEHTOR,
MOJIy4aloOUIMX TaKue mnpenapatbl, MOryT ObiTh npeapacnonaraioine GakTopsl K BEHO3HOH
TpoMO0IMOOIHK, creayeT NpPOBOAMTH TLUATEbHOE OOCIe0BaHWE MAIMEHTOB [0 Hayvasia
JICUEHUS apUITUNPA30JIOM /Il BLISIBJICHHS BCEX BO3MOMKHBIX (DAKTOPOB pHCKAa M NMPHHUMATH
npoHIaKTHYECKHE MePhl BO BPeMS JIeYEeHHUS.

Vonunenue unmepeana QT

B KJAMHMYECKMX HCCEIOBAaHMAX HACTOTA CaydaeB yuiMHeHus uutepsaia QT y nauueHToB npu
NMpUMEHEHWH apununpasosna Oeuia conoctaruma c rpynnoi rauebo. OxHako, Kak W 1pH
NMPUMEHEHUH JIPYTHX AHTHIICUMXOTHKOB, Y MALHEHTOB € CEMEHHBIM aHAMHE30M YUIMHEHHS
untepsana QT crenyer cobmosaTh OCTOPOKHOCTE MPH HA3HAYEHUM APUITUIIPA301a.

lo30ns5 Oouckunesus

B KkiMHMYECKMX MCCTENOBAHMAX JUTHTENBHOCTBIO | IO HMAM MeHee B XOAe JIeYeHHs
apMIUITPa30JIoM HabIIOaIMCh HEYaCThIe ClIy4aM NMo3aAHeH AMCKuHe3nnu. B cayuae nossieHus y
natMeHTa Ha (hoHe JeUeHMs apHUIHUIMPa3ooM OOBEKTUBHBIX MM CYOBEKTHBHLIX CHMIITOMOB
Mo3/iHe# TMCKUHE3WH NMOKA3aHO CHUKEHHE J103bl MK O0TMeHa nipenapata. [1o106Hsle cHMITOMEI

MOTrYT COXpPaHATBLCA B TEHEHHE OTIPEACICHHOTO BPEMEHH HJIH J1a)XKE YCHITMBATLCH 1MOCIE OTMEHBI
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JICYCHUS.
3nokauecmeennbviil Helporenmuyeckuii cunopom (3HC)

3HC npeacrapaser coboi NOTEHIMANBHO JIETANBHBINH KOMIIEKC CHMITOMOB, Pa3BMBAIOLIMIiCS
Ha (hoHe NMPUMEHEHHS AHTUNCUXOTHKOB. B KIMHHYECKNX MCCleI0BAaHUSX apuITHITPA30.1a cIydan
pa3eutust 3HC Gbiam peaxu. 3HC nposiBasieTcs NoBbILICHHEM TeMIIEPATyphbl Teja, MbILLEYHOM
PUTHIHOCTBIO, HAPYIUICHUSAMM NICHXHKH M HECTAOMIILHOCTBLIO BEreTaTMBHON HEPBHON CHCTEMBbI
(HeCcTaOMJIBHOCTE MyJbCa M apTEPUANbHOIO JAaBIEHHS, TAXMKAPAMA, MOTIHBOCTL M APUTMHH).
Kpome Toro, moryr ormeuarbcs MNoBbillleHHE aKTMBHOCTH KpeatuHpochokunazsl (KOK) 8
1J1a3me KpoBH, MUOrI00MHYpHs (pabIOMHOIN3) M OCTpas NoyeyHas Hel0CTaToYHOCTh, OiHaKO
nospliiene K@K B nnasme kpoBu u pabraomuonus HeoOs3aTebHO CBUAETEILCTBYET O
pazsutun 3HC.

B caysae BosHukHOBeHust cumnrTomoB 3HC  wuiaM  HeoObsicHMMOM  amxopanku  Ge3
JOMOTHUTEIbHBIX KIMHHUeckux mnposieaenuit 3HC Bce HeliposienTvku, BK/IOuas npenapar
ApununpasoJi, 101KHbI ObITh OTMEHEHBI.

Cyoopoeu

B KJIMHMYECKMX MCCIEA0BAHUSIX ApPUITUIIPA30.1a CYIOPOKHbBIE MPHUCTYILI Pa3BHBAINCH HEYACTO.
ApUNHIPa3ol CleayeT € OCTOPOKHOCTBIO TMPUMEHATh Yy MAlMEHTOB C  CYI0OPOXKHBIMU
paccTpoicTBaAMM B aHaMHe3e WJIH TpPH HATUYMK COCTOSHWH, NPUBOMSUINX K Pa3BUTHIO
CYZIOPOXKHBIX MPHCTYMOB.

ITayuenmoi nodCUN020 603paCMA ¢ RCUXO3AMU HA (hOHE DeMeHyuU

Togbiuenue cmepmuocmu

[To pesyabraram Tpex mianebo-KOHTPOIUPYEMBIX MCCIICAOBAHMH Y NAaUMEHTOB [OXKHIOTO
Bozpacta (56-99 ner, cpennuii Bo3pact 82.4 rona) ¢ ncuxozamu, o0yCA0OBIEHHBIMUA GOJIE3HBIO
AnbureiiMepa, Ha (oHe TepanuM apUMUNPa3’0ioM OTMEYEH TMOBBILIEHHBIH PHUCK CMEPTH B
CPaBHEHMH ¢ rpynnoi niauebo.

CMepTHOCTE B rpynmne MNauMeHTOB, MOJYHAIOWKX JIeYeHHe apUTIMIPa30ioM, B CPaBHEHWH C
rpynnoi niauebo cocrasuaa 3,5 % u 1,7 %, coorBercTBeHHo. HeeMOTps Ha TO, 4TO MPUYMHBI
cMepTH OBUIM pa3snMYHBIMK, OONBINYI0 YacTh W3 HMX COCTABIISAJIM CEPACHHO-COCY/AUCTHIE
(Hanpumep, cepjleuHas HE0CTaTOYHOCTh, BHE3arHasi cep/ievHasi CMEpTh) WM WH(EKLIHOHHBIE
(HanpuMep, THEBMOHNSA).

Llepebposackynapusie nexcenramenvhvie peaxuuu (HP)

B Tex ke wuccnenoBaHmsx y nauueHToB (cpeiHuii Bo3pacT: 84 rosa; BO3pacTHOH ManazoH:
78-88 zer) orTmewanock pasBuTHe lepeOpoBackynspHbix HP  (Hanpumep, HHCYJIBT,
TPaH3UTOpHAs WIIEMHYECKas aTaka), BKJIKOYas TaKOBBIC ¢ JeTalbHBIMU McXoiamu. B uenom, y

1.3 % naumeHTOR rpynmbl apHIUNpaszona Bo3HUKaNM LepebposackynaspHsie HP B cpasHenuu ¢
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0,6 % B rpynne nnauebo. Paznuuus He JOCTHralM CTAaTUCTHYECKOW 3HaummocTH. OQHAKo B
OJTHOM MCCNEeJOBaHMM ¢ (PUKCHPOBAHHOM 1030H OTMEYEHAa CTATUCTHYECKM 3HauuMast
3aBMCUMOCTb HAacTOThI epedpoBackyaspHbiX HP 0T 10361 y nauueHTOB rpynnbl apununpasona.
APUIUTIPAz0JT HE TIOKa3aH /uls JIeYeHus TICHX03a Ha (hoHe TeMEeHIHH.

[unepenuxemus u caxaprotii Ouabem

["uneprankemus, B OTAEIBHBIX CTy4asX BbIpaXKeHHasi U COMPOBOKAAIOMIASCS KETOALM030M HITH
IHIEPOCMOJISIPHOM KOMO# € JIeTalbHbIM MCXO0/10M, ObliIa OTMEYEHA Y NMALMEHTOR, NPUHUMABILMX
aTHIHYHBIE HEHpONeNnTUKU. Pa3BUTHIO TSHKE/IBIX OCI0KHEHHUH MOIIHM crnocoOCTBOBATL (PAKTOPLI
pHCKA, TAKME KaK O)KMPEHME W HACJEACTBEHHAs OTATOIIEHHOCTh MO caxapHomy auabery. B
KJIMHMYECKUX WCCIEOBaHHMSIX apUIIMNpa3’0/la He OTMEYEeHbl 3HAYMMble pa3jIMyusl B 4acToTe
pazBuTusa runeprimkeMudyeckux HP (Bxiarouass caxapHeid auaber) MAM TUNEPrIIMKEMHM 1O
cpaBHeHMIO ¢ ruauebo. Ha ocHOBaHMM MMEIOIUMXCA JaHHBIX HEJb3sl MPOBECTH NpsAMoe
CpaBHEHHE 4acToThl runeprimkemuyecknx HP Ha ¢one npumeneHus npenapara apununpasosa
M JIPYrMX aTUIWYHBIX AHTUICHMXOTHKOB. Bce mnauueHTbl, NPUHHMAIOLIKME ATHITHYHbLIE
HEHPONENTUKH, BKIIOYAs AapUITMIPAa3oJl, MOMAJIEKAT TIIATENLHOMY KOHTPOIIO CHMITOMOB
rUNeprivkeMun (YCHIEHHas kaaa, ydalleHHoe MoueucnyckaHue, nonudarus, caabocts). ¥
MalMeHToB ¢ caxapHbiM auabetom wuaM dakropamu pucka caxapHoro auabera ciieayer
peryJspHO KOHTPOJMPOBATh KOHLUEHTPALIMIO TTIOKO3bl B KPOBH.

['unepuyscmseumenvrHocme

Kak ¥ npu npuMEHEHHM APYTHX JIEKAPCTBEHHBIX MPEMNapartoB, NMPH JEYEHHUH apUITHIIPA30JIOM
BO3MOJMKHO pPa3sBUTHE peakUMil TUNepyyBCTBUTENLHOCTH, TPOABISIOUIMXCS a/uleprudeckoi
CUMITTOMATHKOI.

[osvluenue maccer mena

VY naumeHToB ¢ wnzodpenueit wim GunonspHoit MaHueil uyacto HabmoaaeTcs MOBBIIEHHE
Macchl Tesia, CBA3aHHOE C€ KOMOPOMIHBIMM PpaccTPOMCTBAMH, TMPHEMOM  BhI3bIBAIOUIMX
MOBBILIEHWE MAacChl Te€la AHTUNCHXOTHUKOB, HEIOCTATOYHOW JBUTATEIBHONW AaKTHBHOCTHIO.
[loBeilleHHe  Macchl  Tena  MOXET TPUBOJAUTH K THHENBIM  OClIOkHeHMsM. B
MOCTPErMCTPALIMOHHBIX MCCIICIOBAHUAX APHUITMIIPA30Ja OTMEHYEHO [MOBBILICHME Macchl Tesla
natmeHToB. O1Hako oHO 0ObIMHO HabmoAanock Ha poHe 3HAYMMBIX (PAKTOPOR PHCKA, TAKUX Kak
caxapHblii auaber, 3abosieBaHUS WMTORMHON Kesie3bl WK ajeHoMa runodusa B aHamHese y
B3POCTBIX MALMEHTOB. B KIMHUUYECKMX MCCICOBAHUSAX € YYACTHEM MALMEHTOR MOAPOCTKOBOTO
BO3pacTa, crpajatroimx OunonspHoit manueil, Ha QoHe nedeHus apununpaszonom OblIO
MOKa3aHo MOBKIIIIEHHe MacChl Tesa uepes 4 Henenu. Heo6xoanMo KOHTpoIMpoBaTh Maccy Tena y
MOAPOCTKOB ¢ GunonspHoit manueit. [Tpu cylecTREHHOM TIOBBIIIEHWH Macchl Tesla MoXkeT ObITh

MoKaszaHo CHUKEHHUE J103bI1.



Hucehazus

[Ipy npuMeHeHUH HEHPONENTUKOB OTMEYAIUCh CITy4au HAPYIIEHWH NEePUCTATBTHKH MHUILEROIA
1 acrupaLmH.

Cnenyer cobmoaaTe OCTOPOXKHOCTH TMPH TMPUMEHEHWH Y MALMEHTOB ¢ (aKTOpaMM pHCKa
pa3BUTHA aclMpPallMOHHON THEBMOHHH.

Ilamonozuveckoe erevenue K azapmubIM Uzpam U Opyeue HApYUEHUs KOHMpOoJs NOOYIHCOeH Ul
[Ipu npueme apununpasoa y nauMEHTOB MOXKET BOZHMKHYTb MOBBILLIEHHOE BedeHHe, 0COOEHHO
K @3apTHBIM MIPaM, U HECMOCOOHOCTE KOHTPOJIUPOBATH ITH MOOYIKIAEHUS.

Coobmanoch Takke O TMOBBLILIEHHOM II0JIOBOM BJICYEHMM, HEMpPeoN0JIMMOM BIICUEHHH K
MOKYINKaM, nepeelaHiy WIH KOMIYJILCHBHOM NMPUEME MHIIK, a TAKIKE O JAPYTHX UMITYJILCUBHBIX
M KOMMYJbCHBHBIX paccTpoiicTBax noseaeHHs. [lauumeHTs! v 1uIla, OCYHIECTBISIONME YXO 3a
HHMH, 10JKHBI ObITh HHDOPMHUPOBAHBI O Pa3BUTHH paHee He HAOMOAABIIMXCS NODYKAEHUH UK
0 MOBBIILIEHWH BIIEYEHHs K a3apTHBIM MrpaM, MOJOBOTO BIICHEHUs, HEMPEOA0JIUMOTO BICHEHUS K
MOKYIMKaM, Tepee/iaHus WM KOMITYJbCHBHOTO MpHeMa MHUILH WX JPYTHUX MoOYKIAeHWH npu
aedeHuu  apununpazonoMm. Crneayer OTMETHTb, YTO CHMITOMbI  HApyLIEHHS KOHTPOJIs
oGy AeHUH MOTyT ObITh CBSI3aHBI C OCHOBHBIM 3a00/1€BaHHEM, OHAKO cOOOLLAIOCH O Clyyasx
IMPEKPALLEHHS] CUMITTOMOB MPH CHHXKEHWHM 7103kl MM OTMeHe mpernapara. HecBoeBpemenHas
JAMArHOCTUKA Pa3BUTHUs HApYLUEHHH KOHTPOJis NoOyxXIeHHH MOXET HAHECTH Bpel NaLMeHTy M
ApyruM nvuaM. B ciyyasx pa3sBUTHS HapyLWEHWH KOHTPOUS NMOOYKIEHUH CAeAyeT peliuThb
BOIPOC O CHWXKEHHMH JI03bI MpErnapara uiu ero OTMEeHe.

Tayuenmer ¢ cunopomom oeguyuma enumanus u 2unepaxmuerocmu (C/IBI)

HecmoTpsi Ha BBICOKYIO HacTOTY COMYTCTBYHOUIEH natosoruu OGunonspHoro pacctpoiicTea |
tina ¥ CJIBI' orpanuueHsl naHHele 1o O€30MaCHOCTH  OJHOBPEMEHHOrO MPUMEHEHHSs
apuIunpasosia M MCUXOCTUMYAHpYommx cpeacts. [losromy crneayer cobmoaats ocobyro
OCTOPOIKHOCTL MPU X OTHOBPEMEHHOM MPUMEHEHHH.

[laoenus

[Ipumenenne apununpasona MOKET BBI3bIBATH COHJIMBOCTb, OPTOCTATHHECKYIO TMTIOTEH3MIO,
JIBUTaTeIbHbIC M CEHCOPHBIC PacCcTPOWCTBA, YTO MOXET npuBectH K nageHuto. Crheayer
cobmoaTh OCTOPOIKHOCTH NPU NEHEHUH MAlMEHTOB W3 TPYMMbI BRICOKOTO pUCKa (HarnpuMep,
MalMEeHTHI TOXKUIOTO BO3pacTa MK ociabieHHbIe MAalMeHThl) U YMUTHIBATE NpUMeHeHue boee
HU3KHMX HavanbHBIX 7103 (cM. pazaen «Crnocob npuMeHeHus U 103b1»).

Creyuansnas unhopmayus 0 6CHOMOCAMENbHBIX BEUECNBAX

[Tpenapat Apununpa3on COAEPKHUT JIAKTO3Y, TMMO3TOMY TPOTHBOTIOKA3aH MalMeHTaM ¢
HEMEePeHOCUMOCTBIO  JTAaKTO3bl, JIe(HIIMTOM JIaKTa3bl, CHHIAPOMOM  TITHOKO30-TaJaKTO3HOM

manbabcopOumu.
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Bansinne Ha cnoco6HOCTE YNIPaBASITH TPAHCIIOPTHLIMH CPEICTBAMH, MEXaHH3MAMH

APHIHUMPA30 OKA3bIBAET HEIHAYMTEIILHOE MM YMEPEHHOE BIMSHHE HA CTOCOOHOCTH YTIPaBIIsTh
TPAHCMIOPTHBIMM CPEACTBAMH M paboTaTh C MEXAaHU3MAMH BBHMIY €0 BO3MOXKHOIO BO3JICHCTBHUS
Ha HEPBHYI) CHCTEMY M 3peHHE, HalpuMep, pa3BUTHs CelallMH, COHIMBOCTH, OOMOpOKa,
HEYETKOCTH 3peHusi, aumionuu (cM. pazzen «[loGounoe neicreuer). Caeayer cobionars
OCTOPOXKHOCTb [PU YIPABIEHUM TPAHCTIOPTHBIMM CPEACTBAMM U 3AHSTHUSX APYTUMM BUJAMH
NEATeNbHOCTH, TpeOYIOUMMH  MOBBILIEHHOH KOHUEHTpAUMH BHUMAHWA W OBICTPOTHI
MCUXOMOTOPHBLIX peakuuit. [lauueHToB creayer npeaynpexaats o HeobxoauMocTH cobaoaaTs
OCTOPOXKHOCTh JI0 TeX MOp, MOKa MalMeHThl He YA0CTOBEPATCS, YTO Mpenapar He OKa3biBaeT Ha

HHUX HCIaTUBHOI'O BJIHAHUA.

®opma BbINycKa

Tabnetku no 5 mr, 10 mr, 15 mr, 30 mr.

[To 7, 10, 14 wumm 30 TabneTtok B KOHTYPHYIO SYEHKOBYIO YNAKOBKY M3 [UICHKM
MOJIMBUHHIIXJIOPUIHOH H (DOJILIM aTIOMMHHEBOH NeYaTHOH JIAKMPOBAHHOM.

[To 7, 10, 14, 28, 30, 50, 56, 60 uau 100 Tabaerok B OaHku M3 moausTHAeHTepedTanata a1
NeKapCTBEHHBIX CPEACTB WIIM TOJUIPONUICHOBLIE /IS JIEKAPCTBEHHBIX CPEJICTB, YKYNOpPEHHBIE
KPBIIIKAMH M3 TOJMATHUIEHA BBICOKOTO /ABIEHUS € KOHTPOJEM MEPBOr0 BCKPLITUA MM
KPBILIKAMH TIOJIMIPONUJIEHOBEIMH € CHUCTEMOH «HAXKATh-MOBEPHYTH» MM KPBILIKAMH M3
MOJMITHIIEHA HU3KOTO J1aBJEHUS ¢ KOHTPOJIEM MEPBOro BCKPBITHS.

Onuy Ganky win 1, 2, 3, 4,5, 6, 7, 8, 9 uan 10 KOHTYPHBIX SIUCHKOBBIX YITAKOBOK BMECTE C

MHCTPYKLIMEH 1O MPUMEHEHHIO NMOMELLIAIOT B KAPTOHHYIO YIAKOBKY (nauky).

YciaoBus xpaHeHus:
[1pu Temnepatype He Boie 25 °C B KapTOHHO#M ynakoBke (ra4ke).

XpaHWUTh B HEIIOCTYTTHOM JUIsl JieTel MecTe.
Cpok roanocTn
3 roaa.

He npumeHsTh 1o HcTeHeHUH CpoKa roAHOCTH.

YeaoBus oTnyeka

OTnyckaroT 1o peuenty.
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