COOTBETCTEYET 2KCNEPTHO
ot 20.09.2023 N= 18267
(MOCNEOCBATENEHOCTE 0006)

—

¥ OTUETY

OBIIAS XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O ITPEITAPATA

1. HAUMEHOBAHMUE JIEKAPCTBEHHOTI' O ITPEITAPATA
Pucniepunon - KPKA, 1 mr, TaGiieTku, MOKPBITHIC INICHOYHON 000JIOUKOM
Pucniepunon - KPKA, 2 mr, TabyieTku, MOKPBITHIE TNIEHOYHON 000JI0UKOM
Pucniepunon - KPKA, 3 mr, Ta0y1eTKH, MOKPBITHIE INIEHOYHON 000JI0UKOM

Pucnepunon - KPKA, 4 mr, TabiieTku, MOKPHITHIE TNIEHOYHON 000JI0UKOMA

2. KAYECTBEHHbBII U KOJIMYECTBEHHBII COCTAB
JlercTByrOIIEE BEMECTBO: PUCIIEPUIOH.

Pucniepunon - KPKA, 1 Mr, TaGJeTKH, TTOKPBITHIE MIJIEHOYHON 000JI0YKO#

Kaxxnas Tabmetka comepuT 1 MT pucrepumIoHa.
BcromorarensHble BEIIECTBA, HAIMYKE KOTOPBIX HAJO0 YYHTHIBATh B COCTaBE JIEKAPCTBEHHOTO
mpernapara: JaKTo3bl MOHOTHPAT (cM. pazaen 4.4.).

Pucniepunon - KPKA. 2 Mr, TaOJETKH, TOKPBITHIE IIIEHOYHON 000JI0YKOH

Kaxxnas Tabmerka comep uT 2 MT puCIIEpHIOHA.
BcromorarenbHble BEIIECTBA, HAIMYHE KOTOPBIX HAJ0 YUYHUTHIBATh B COCTaBE JIEKAPCTBEHHOTO
mpenapara: JaKTo3bl MOHOTHUIPAT (cM. pazaen 4.4.).

Pucniepunon - KPKA. 3 mr, Ta0JeTKH, ITOKPBITHIE IIIEHOYHON 000JI0OYKOH

Kaxxnas Tabmerka cogepuT 3 MT pucrepuioHa.
BcnoMorartenbHble BEIECTBa, HAIWYME KOTOPBIX HAJ0 YYMTHIBATH B COCTAaBE JIEKAPCTBEHHOTO
npernapara: JakTo3bl MOHOTHIpat (cM. pa3zaen 4.4.).

Pucniepunon - KPKA. 4 mr, TaOJeTKH, IIOKPBITHIE IIIEHOYHOI 000JI0YKO

Kaxxnas Tabnerka cogep uT 4 Mr pucrepuioHa.
BcnoMorartesnbHble BEIECTBA, HATUYME KOTOPBIX HAJO YUYMTHIBATH B COCTAaBE JIEKAPCTBEHHOTO
Ipernapara: JJakTo3bl MOHOTHIpaT (cM. pa3zaen 4.4.).

[TonHbIil nepedeHs BCIIOMOTATENbHBIX BEIIECTB MPUBEACH B pasene 6.1.

3. JEKAPCTBEHHAS ®OPMA
TabneTku, MOKPHITHIE INICHOYHOW 000JI0UKOH.

Pucnepunon - KPKA. 1 mr, TaGJIETKH, IIOKPBITLIE IIIEHOYHOI 000JI0YKOi

OBasbHBIE, TBOSKOBBITYKIIbIC Ta0IETKH, MOKPHITHIE TUIEHOYHOW 00O0JIOUKON OEoro Wi MOYTH
0enoro 1BeTa, C pUCKON Ha OJTHOM CTOPOHE.
Bun Ha nznome: Genast mepoxoBaTast Macca ¢ IUICHOYHOM 0001049K0i 0€I0r0 WK MOYTH OeJIoro

IIBETA.
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Pucnepumon - KPKA, 2 mr, TaGJIETKH, IIOKPBITHIE IIIEHOYHOM 000JI0UYKO

OBaJibHbIE, TBOSIKOBBIITYKJIbIE Ta0JIETKH, MIOKPHITHIC MJICHOYHONH 000JI0OUYKOH CBETIIO-OPaHKEBOTO
LBETA, C PUCKOW Ha OJTHOM CTOPOHE.
Bun Ha nznome: Oenas mepoxoBaTas Macca ¢ IJICHOYHOW 000JI0YKON CBETI0-OPaHKEBOTO IBETA.

Pucnepunon - KPKA. 3 Mr, Ta0JeTKH, MOKPHITHIE INIEHOYHONW 000JI0YKON

OBasbHBIC, TBOSKOBBIMYKIIBIC TA0JIETKH, IMOKPHITHIE TUICHOYHOH OOOJIOYKOW KEJITOTO IBETA, C
PHUCKOM HA OJJHOU CTOPOHE.
Bun na uznome: Oenas mepoxoBaTas Macca ¢ MICHOYHOW 000JI0YKOM KEJITOTO IBETA.

Pucnepunon - KPKA. 4 mMr, Ta0JeTKH, ITOKPBITHIE IIIEHOYHON 000JI0UYKOM

OBasnbHBIC, TBOSKOBBIMYKIIBIE TAOJIETKH, MOKPBITHIE TUIEHOYHOW O0OJOYKOW CBETIIO-3€JICHOTO
IIBETA, C PUCKOM HA OJTHOW CTOPOHE.

Bun na uznome: Oenas mepoxoBaTasi Macca ¢ IJICHOYHOM 000JI0UKON CBETII0-3€JIEHOTO 1IBETA.

4. KNIMHUYECKUE JAHHBIE
4.1. lMokazaHus K NPUMEHEHUI0

- Jleyenue mm3oppeHnn y B3pOCIBIX U AeTel oT 13 nerT.

- JleyeHne MaHUAKAJIBHBIX SIHU30/I0B, CBA3AHHBIX C OUITOJISIPHBIM PacCTPOMCTBOM, CPEIHEH
U TSDKEJION CTENEeHH y B3pOCibIX U aereit ot 10 ner.

- KpatkocpouHnoe (no 6 Hemenb) JieYeHHE HEMPEKPAIIAIOMIEHCS arpecChyl y MalMeHTOB C
JIeMEHITeH, 00yCIOBIIGHHON 00JIe3HBIO AJbIreliMepa, CpeTHEeH U TSDKEJIOW CTENCHH, He
nojaroeicss HeapMaKoJIOrMUEeCKUM MeToJaM KOPPEeKLUH, M IpU HaJIMYUU PHUCKa
NPUYMHEHUS Bpeia MalMeHTOM CaMOMy ce0e WIIH JPYTuM JIULAM.

- KparkocpouHoe (10 6 Hezmenb) CHUMNTOMAaTHYECKOE JIEUEHHME HENpeKpallaroueics
arpeccuu B CTPYKType pacCcTpONCTBa TMOBEACHHUS y JieTed OT S5 JIeT ¢ YMCTBEHHOM
OTCTaJIOCTBbI0, JTMAarHOCTHUPOBAHHOM B COOTBETCTBMM ¢ Kputepusimu DSM-1V, npu
KOTOPOH B CHJIy TSDKECTH arpecCHy MM MHOTO JIECTPYKTHBHOIO IMOBEAEHUs TpeOyercs
MeJIMKaMEeHTO3HOe JeueHue. PapMakoTepanusi JOJDKHA OBITh YaCThIO KOMILIEKCHOU
IMporpaMmabl JICUCHUA, B TOM YUCJIIC IICUXOJIOTNYCCKHUX n O6paSOBaTeJ'H)HLIX
MeponpusaTuil. Pucnepuon J0DKEH HA3HAYATHCS CIEHUATMCTOM B OOJIACTH JIETCKOU
HEBPOJIOTUU H I[CTCKOﬁ NCUXUaTpunu WJIM BpavOM, XOpPOUIO 3HAKOMBIM C JICHCHHCM
paccTpOICTB MOBEJICHUS Y ICTE U TTOJAPOCTKOB.

4.2. PexxuM 103UPOBaHMS M CIIOCO0 NPUMEHEHHUS

PexxuM po3upoBanus
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B nauvane no3upoBaHuS M IpU YBEIMYEHHM JO3bI, a TaKXkKe MPU HEOOXOTUMOCTH IpHEMa
JO3UPOBKU pucnepugona 0,25 Mr cieayer NPUMEHSTb COOTBETCTBYIOIIME JIEKAPCTBEHHBIE
($hopMBI prCTIEpUIOHA C BOZMOKHOCTBIO 103upoBanus 1o 0,25 mr.

B3spocnvie

Hluzoppernus

[Ipenapar Pucnepunon - KPKA moxer npumensitees 1 unu 2 pasza B CyTKH.

Havanbnas noza npenapara Pucnepunon - KPKA cocrasnsier 2 mr B cytku. Ha BTOpo#t neHb
7103y MOKHO YBEIMYHUTH 10 4 Mr B cyTku. C 3TOr0 MOMEHTa J03y MOXHO JTUOO COXpaHUTh Ha
MIPEKHEM YpOBHE, JIMOO WHAMBHIYaTbHO CKOPPEKTUPOBATH MpU HeoOXxoauMocTu. OOBIYHO
ONTUMAJILHOM 1103011 siBiisieTcst 4—6 MT B CyTKH. B psine cirydaeB MoxeT ObITh OmpaBaaHo Oosee
MEJIEHHOE yBEJIMUEHHUE T03bI U 00Jiee HU3KUE HaYallbHAS U MTOCPKUBAIOIIAS JO36I.

Jlo3bl Bbimie 10 Mr B CyTKM He MokKa3aiu Oojiee BBICOKOM 3(p(EeKTHBHOCTH, MO CPaBHEHMIO C
MEHBIIMMHU J03aMH; MOTYT BBI3BIBATH IOSIBJICHUE SKCTPAIMPAMHIHBIX CUMITOMOB. B cBsi3u ¢
TEM, 4TO O€30IIaCHOCTb /03 BblIIe 16 MI' B CyTKM HE M3ydajach, /103bl BBILIE 3TOTO YpPOBHS
MIPUMEHSATH HE PEKOMEHTyETCSl.

[TarmentaM, y KOTOpbIX HaONIOMAeTCsl yCTOWYMBAs COHJIMBOCTb, PEKOMEHIYETCsl NMPUHUMATh
IIOJIOBUHY CYTOYHOM J103bI /1B pa3a B CYTKHU.

Manuaxanvnvie 37’[14300!)1, CBA3AHHbLE C 6un0ﬂﬂDHblM paccmpodcmeom

Pexomennyemass HavyanbHasi go3a npenapara Pucnepugon - KPKA cocrasnser 2 mr 1 pa3 B
cytku. [Ipu HEOOX0IMMOCTH 3Ta /1032 MOXKET OBITH MOBBIIIEHA HE MEHee YeM depe3 24 Jaca Ha
I Mmr B cyrku. Jlns GOJBIIMHCTBA MAallMEHTOB ONTUMAIBHOM 1030 siBIsieTCs 1—6 MI' B CYTKH.
[IpumeHenne 103 Bblle 6 MI B CYTKM y MAUUMEHTOB C MAaHUAKAJIBHBIMHM 3IH30JaMU HE
nzyyasniocb. Kak u g m1r000i Apyroil CHUMITOMATHYECKOW Tepamuy, IeJIecoo0pa3HOCTb
NpojAoJiKeHus JedueHus: npenaparoM Pucnepuyon - KPKA nomkHa peryiaspHO OLIEHUBATHCS U
MOATBEPAKAATHCA.

[TarmentamM, y KOTOpbIX HaOMIOAaeTCsl yCTOWYMBAs COHJIMBOCTb, PEKOMEHIYETCS NMPUHUMATh
MOJIOBUHY CYTOYHOM JT03BI IBA pa3a B CYyTKH.

Henpexpawarowasncs azpeccuss vy nauuenmos ¢ OemeHuueﬁ, 06VCJZO6JZ€HH01/7 Oone3nbio

Anvyeetivepa

Pexkomennyemas HauasbHas J03a pucnepujona cocrasiser 0,25 mr Ha npuem 2 pa3a B CyTKH.
[Tpu HEOOXOAMMOCTH BO3MOXKHO MHIMBHIYaJbHO YBETUYHBAThH 103y 10 0,25 Mr 2 pasza B CyTKH
HE Yaie, yeMm 4epe3 AeHb. [ OONbIIMHCTBA MAIlMeHTOB ONTUMalIbHas 103a cocTasiseT 0,5 mr
2 pa3a B CyTKHU. Y HEKOTOPBIX MMALMEHTOB, OJHAKO, 3((EeKTHBHAS /1032 MOXKET COCTaBIATH IO

1 mr 2 pasa B cytku. [Ipemapar Pucnepunon - KPKA He momken npumeHsiThest Oonee 6 Henenb
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MPU HENPEKPAMAIOMIEHCsl arpecCuy y TaIMeHTOB C JIEMEHIHeH, 00YCIOBIEHHOW O0Je3HBIO
AunbrreriMepa.

Bo Bpems neuenus npenapatom Pucnepunon - KPKA Heo6xoanMa yactas u perynspHasi OleHKa
COCTOSIHMSI MAIIMEHTa IS pellieHHsI BOIIpOca 0 HeOOXOAUMOCTH MPOIOJKEHUS TEPaIHH.

[Tocne Toro, kak y nanueHTta OyJIeT JOCTUTHYTa LeJieBas /1032, MOXKHO [IEPEBECTH €ro Ha PEeXUM
Ipuema mnpernapara OJuH pa3 B CyTKU.

Oco0bl€e TPVYIIIbI TAIMEHTOB

Tayuenmul nostcunozo 6o3pacma

Hluzogpenus

Pexomenjiyemasi HauanbHast go3a coctasisier 0,5 Mmr Ha mpuem 2 paza B cyTkH. J[03y MOXKHO
WHIUBUIYaJIbHO yBenuuuBaTh Ha 0,5 Mr 2 pa3a B CyTKH 10 1-2 Mr 2 pa3a B CyTKH.

Manuaxanvnvie 9nu300bz, CBA3AHHblE C 6ul’lOJZ}ZDHbl.M PACCmpolcmeom

Pexomennyemast HadanpHas qo3a cocrasisier 0,5 Mr Ha mpuem 2 paza B CyTKH. [[03y MOXHO
MHAMBMlyallbHO yBenumuuBaTth Ha 0,5 Mr 2 paza B cyTku o 1-2wr 2 pa3a B cyTku. OmbIT
MIPUMEHEHUS Yy MallMeHTOB MOKMUIIOr0 BO3PAcTa OrPaHUYEH, CIIEAYeT COOII0AaTh OCTOPOKHOCTb.
Tayuenmul ¢ Hapywenuem QyHKyuYu nouex u neveHu
VY nanueHToB C¢ HapylieHHeM (YHKLIUU IOYEK CHI)KEHA CIIOCOOHOCTHh BBIBEIEHHUS AKTHBHOM
AQHTHUIICUXOTHYECKON (PAKIMH 10 CPABHEHUIO C PYTUMU TPYNTIIAMH MAIlMEHTOB. Y MallUeHTOB C
HapylieHueM QyHKIIMY TIeYeHH HaOII0JaeTCs TIOBBIIIEHHAS! KOHIIEHTpAIHs cBOOOAHON (hpakimnu
pUCHEpHIOHA B IJIa3Me KPOBH.
HavanpHast u mnoxpnepxuBaromias 7032 B COOTBETCTBUM C IIOKAa3aHUAMHU JIOJDKHA OBITh
yYMEHbIIIEHa B 2 pa3a; yBeIUYCHUE JJ03bl Yy MAIMEHTOB C HapylIIeHHeM (YHKIUU MOYEK U MEYCHH
JIOJDKHO NPOBOAMTHCS ME/IJICHHEE.
[Ipenapar Pucnepunon - KPKA crnemyer npuMeHATh ¢ OCTOPOXKHOCTBHIO Yy JIAaHHOW KaTEropuu
MAIEHTOB.

eTH
Huzoppenus

Jlemu om 13 nem

Pexomennyemast HavanbHas no3a coctaBiaser 0,5 Mr Ha mpueMm | pa3 B CyTKM YTPOM WIH
BeuepoM. [Ipn HE0OXOAMMOCTH 103y MOXHO YBEJIMYUTh HE MeHee ueM depe3 24 yaca Ha 0,5—
1 Mr B CyTKHM 10 PEKOMEHJIyeMOU J103bl 3 MT' B CyTKH TP XOpoliei nepenocumoctu. Hecmotpst
Ha 3((eKTUBHOCTb, IPOICMOHCTPHUPOBAHHYIO NPH JICYEHUH MIM30(PEHUH Y TIOJPOCTKOB 103aMH
1-6 MT B CyTKH, HE HAOJIIOIATIOCHh JOMOIHUTEIBHON 3(PPEKTUBHOCTH TPHU 03aX BHIINIC 3 MI B
CYTKH, a OoJyiee BHICOKHE J103bI BBI3bIBATIM OOJIbIIE HEKeNaTeabHbIX peakiuid. IIpumenenue 103

BbIIIE 6 MI' B CYTKH HE U3y4alocCh.
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OTCyTCTBYET OIBIT MPUMEHEHUS B Tepanuu Mu3ohpeHnn y nerer miaame 13 ier.
Manuakanohvle 5nu300bl, céA3aHHbIE C OUNONAPHBIM PACCMPOUCTNEOM

Jemu om 10 nem

Pexomennyemass HauanbHas no3a coctaBimsier 0,5 Mr Ha mpuem | pa3 B CYyTKH YTPOM WIJIH
BeuepoM. [Ipu HEOOXOAUMOCTH TO3UPOBKY MOKHO YBEJIMUYWUTh HE MEHEe ueM uepe3 24 yaca Ha
0,5-1 Mr B CyTKM A0 peKOMEeHAyeMOW J103bl 1-2,5 Mr B CYTKM MNpHU YCIOBHUU XOPOIIEH
nepeHocuMocT. HecMoTpss Ha 3¢ (EKTUBHOCTb, MPOJICMOHCTPUPOBAHHYIO TMPH JICYCHHUH
MaHHAaKaJIbHBIX 3MHU30]10B, CBA3AHHBIX C OUITOJISIPHBIM pacCTPOMCTBOM, y neTelt go3amu 0,5—6 mr
B CYTKH, HE HaOII0JaJI0Ch IOTIOTHUTEIBHON AP (EKTUBHOCTH MIPH J103aX BHIIIE 2,5 MTI' B CYyTKH, a
0oJiee BBICOKHE JT03bI BBI3BIBAIIN OO0JIBbIIIEE KOJTMYECTBO MOOOUHBIX A dekToB. [Ipumenenune 103
BbIIIE 6 MI' B CYTKH HE U3y4asocCh.

Henpexpawarowascs azpeccus 6 cmpykmype paccmporuicmea nogeoeHus.

Hemu om 5 0o 18 nem

s manmentoB ¢ maccoi Tena 50 kr u Oosiee peKOMEHJOBaHHAs HayallbHas J103a Ipernapara
Pucniepuion - KPKA cocrasmsier 0,5 mr 1 pa3 B cyrku. [Ipu HeoOXoaquMocTH 3Ta 1032 MOXKET
ObITh yBenuueHa Ha 0,5 Mr 1 pa3 B cyTku He MeHee ueM udepe3 24 yaca. [ OOnbIIMHCTBA
MAalMEHTOB ONTUMAaibHas A03a cocTaBiusieT 1mr 1 pa3 B cytku. OmHako [Uisi HEKOTOPBIX
MalMEeHTOB NpeanouTuTenbHe npueM no 0,5 Mr B CyTKH, TOTJa KakK JIpPYrMM MalMEeHTaM
TpeOyeTcst yBeTu4eHHe 10361 10 1,5 Mr B CyTKH.

Jlns marueHTOB ¢ Maccoi Tena Menee S50 Kr peKOMEH/IOBaHHAs HadallbHAs 71033 PHUCTIEPHI0HA
cocrasisger 0,25 mr 1 pa3 B cyrku. [Ipu HEeoOXoaumocTu 3Ta 1032 MOKET OBITh yBeJIMYeHA Ha
0,25 mr 1 pa3 B cyTku He MeHee 4eM uepe3 24 daca. J[s G0IbIIMHCTBA MAIIMEHTOB ONITHMAaJIbHAS
no3a pucnepugona cocrasiaser 0,5 Mr 1 pa3 B cyrku. OnHaKo Uil HEKOTOPBIX IAllMEHTOB
npeanodTutensHeid nmpueM mo 0,25 Mr B CyTKH, TOrJa Kak IPYrHMM IallMeHTaM TpeOyeTcs
yBeJn4eHue 10361 10 0,75 Mr B CyTKH.

Kak u ans moboii npyrol CHMMITOMATHYECKOW Teparvu, IeIecO00pa3HOCTh MPOIAOHKCHUS
neyenust npenapatom Pucnepumon - KPKA  jpomkHa perynsipHO  OLIGHMBATbCS U
MOATBEPKIAATHCS.

[Ipumenenue y nereil Miaaue 5 €T HE pEKOMEHYETCS BBUAY OTCYTCTBUS IAHHBIX.

Ilepexoo om mepanuu opyaumu aHMUNCUXOMUYECKUMU NPENAPAMAMU

B nauane npumenenus npenaparta Pucnepunion - KPKA pekoMmeHayeTcss TOCTENEHHO OTMEHSITh
IIPEIUIECTBYIOIIY0 TEPaNHI0, €CIU 3TO KIMHUYECKH OlpaBAaHo. B cimywae npensinymien
Teparnuu Jieno-popMaMu aHTUIICUXOTHYECKUX MPErapaToB Tepamnuio mnpemnaparom Pucnepuaon -

KPKA PCKOMEHAYCTCA HAYUHATL BMECTO cne)ly}omeﬁ SaHJ'IaHI/IPOBaHHOI\/’I HMHBCKIHNHU.
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Ilepuoguuecku cieqyeT OLEHUBAThb HEOOXOOMMOCTb IPOJODKEHMS TEKyIleH Tepanuu
AHTUIIAPKUHCOHUYECKUMH IIperapaTaMu.

IIpenapar Pucnepunon - KPKA cinenyer ormensats nocreneHHo. IIpu pe3koM npexkpaiieHuu
[IpUeMa aHTUIICUXOTUYECKUX IIPENapaToB B BBICOKUX J03aX, B TOM YUCJIE PUCIIEPUIOHA, B OUECHb
pEeNKMX cilydasx HaOMIoJadM pa3BUTHE CUHAPOMA «OTMEHBD» (TOILIHOTA, PBOTA, MOBBIIIEHHOE
MOTOOT/ICJIEHNE U OECCOHHMIA), BO3MOXHBI PELUAMBBI IICUXOTUYECKUX CHUMITOMOB H
MOSIBJICHUE HENTPOU3BOJIbHBIX ABM)KEHUH (TaKUX KaK aKaTU3Msl, JUCTOHUS U AUCKUHE3US).

Croco0 npruMeHEeHNs

BHyTpb, HE3aBHCHMO OT BpEMEHH NIpHEMA MUILIH.
4.3. [IpoTuBONOKA3aHUSA
- I'unep4yBCTBUTENBHOCTH K PUCIIEPUOHY MU K JIIOOOMY M3 BCIIOMOTATEIBHBIX BEIIECTB,
NIEPEUNCIIEHHBIX B paszzaene 6.1.
4.4. Oco0Oble ykazaHMsl U1 Mepbl IPEI0CTOPOKHOCTH NPHU NPUMEHEHUH

C 0CTOPOKHOCTEIO

3a0oneBaHusl CEpACUYHO-COCYAMCTOM CHUCTEMBI (XpOHHYECKas CeplevHas HEeIOCTaTOYHOCTD,
NepeHECEeHHbI HHGApKT MHOKapjAa, HapyLIeHUS MPOBOAMMOCTH CEpJACYHON MBIIIIHI);
00€3BOKMBAaHME W THUIOBOJEMUS; HAPYIICHWs MO3TOBOTO KpOBOOOpaIieHus; OOJe3Hb
[TapkuHcoHa; cynoporn (B TOM 4YMCIE€ B aHaMHe3e); [OY€YHas WM IEeYeHOUYHas
HEJOCTaTOYHOCTh TSDKEJOW creneHu (cM. paszaen 4.2.); 31moynorpeOseHHe JIeKapCTBEHHBIMU
CpeACTBAaMM WM JIEKapCTBEHHAs 3aBHCHUMOCTb; COCTOSHUS, MpeapacIojiaraloliue K pasBUTHIO
TaXUKapAu{ THUMAa «mupydT™» (Opamukapius, HapylIeHHe SJEKTPOJIMTHOro OajaHca,
OJTHOBPEMEHHBIN MPUEM JIEKAPCTBEHHBIX CPEACTB, yanuHsomux uarepsai QT); omyxons mo3ra,
KHIIEYHas HEMpPOXOAMMOCTh, CIy4al OCTPOH TepelOo3HpOBKH JIeKapcTB, CHHApoM Peiie
(TpoTHUBOPBOTHEIN 3(PQEKT pucrepuoHa MOKET MACKUPOBATh CHUMIITOMBI 3THX COCTOSIHHI);
(bakTOpbl pHCKa pa3BUTHA TPOMOOAMOOIMM BEHO3HBIX COCYAOB; 0oje3Hb AUGD(DY3HBIX Tenel
JleBu; mpuMeHEHWE Y MAalHMEHTOB TOXKWJIOTO BO3pacTa ¢ IepeOpOBACKYISPHOU JIEMEHIINEH;
OCpEMEHHOCTD.

Ilpumenenue y nayuenmoe noxcuno2o o3pacma ¢ oemenyueri

Tlosvluiernue cmepmuocmu y nauueHmos nojNCUI020 803pACma C ()eMeHuueﬁ

[To pe3ynbraram MeTa-aHanM3a KIMHUYECKUX HCCIIEOBAaHUM, Y MALMEHTOB MOXKUJIOIO BO3pacTa
C JEMEHIMeH, TMPHUMEHSBIINX AaTUIHYHBIE AHTUIICUXOTHYECKHE TMpernaparbl, BBIIBICHO
YBEJIMUYEHUE CMEPTHOCTU MO CPaBHEHMIO C rpymnmoil miane6o. CMEpTHOCTh Yy NalMEHTOB,
MOJIyYaBIIUX PUCIIEPUIIOH WM Ii1anebo, coctaBuia 4,0 % u 3,1 % coorBercTBeHHO. CpenHuii
BO3pacT yMepIUUX MNanueHToB cocTtaBwil 86 et (auanazoH 67—-100 ner). Ilo maHHBIM ABYX

OOHIMPHBIX HAOIIOJATENbHBIX HCCIIEAOBAaHUM, y MAIMEHTOB MOXKUJIOr0 BO3pacTa ¢ JeMEeHIHen

6
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IpU JICYCHUH TUIWYHBIMH AHTHIICUXOTHYECKMMU TIpenapaTaMH OTMEYaeTcsi HeOOJbIIoe
YBEJIMYEHUE PUCKA CMEPTHU IO CPABHEHHUIO C TAKOBBIM Y MALMEHTOB, HE MOJIYYAOUIUX JICUECHHUE.
B nacrosmmii MOMEHT coOpaHO HEAOCTATOYHO NAHHBIX JIJISl TOYHOW OLEHKH YKa3aHHOTO PHCKa.
HewussecTHa 1 MpuyMHa MOBBIIIEHNS TaHHOTO pUCKa. TaKXke HE ONpenesIeHa CTENEHb, B KOTOPOH
MOBBIIIEHUE CMEPTHOCTH MOKET OBITh MPUMEHUMO K aHTHUIICMXOTHYECKUM TperapaTram, a He K
0COOEHHOCTSIM JAHHOM T'PYIIITHI MAUEHTOB.

Oonospemernoe npumererue ¢ hypocemuoom

[Ipu ogHOBpemeHHOM mpueme ¢ypoceMuaa M PUCIEPUOHA BHYTPh Y MALIMEHTOB MOXHIOTO
BO3pacTa ¢ JeMeHIueld HaOmrojanach MOBBIIIEHHAs cMepTtHocTh (7,3 %, cpenHuii Bo3pact
89 ner, nuanazon 75-97 neT) mo CpaBHEHHWIO C TPYNIOW, MPUHUMABIIECH TOJIBKO PHCIICPUIOH
(3,1 %, cpeanmii Bo3pact 84 roma, auanaszon 70-96 ner) u rpynnoil, NpUHUMABIIEH TOJIBKO
¢dbypocemun (4,1 %, cpeanuii Bo3zpact 80 jer, auanazon 67-90 net). YBenuueHne CMEpTHOCTH
Ipu MPUMEHEHUH (ypoceMuaa OJHOBPEMEHHO C PHCIEPHIOHOM OTMEYaJoch B 2-X M3 4-X
KIIMHUYECKUX uccienoBanuii. OJHOBpEMEHHOE TIPUMEHEHHE pPHUCIECPUIOHA C JAPYTUMH
JTUypeTUKaMu (B OCHOBHOM C THA3WIHBIMH TUYPETUKAMH B MaJbIX J03aX) HE COMPOBOXKIAIOCH
MOBBIIIICHUEM CMEPTHOCTH.

He ycranoBieno mnatou3noIOrHYECKUX MEXaHU3MOB, OOBSCHSIONUIMX JIaHHOE HAOII0JIEHHE.
Tem He MeHee, cienyeT coOMOAaTh OCOOYI0 OCTOPOXKHOCTh NPHU NMPUMEHEHUH IIperapara B
TaKuX Ciy4vasx. l[lepen npuMeHEHHEM HEOOXOIMMO TIIATEILHO OICGHUBATh COOTHOILICHHE
«monb3a — puck». He oOHapykeHO yBeIHUYEHHS CMEPTHOCTH Y TMAlMEHTOB, NMPUHHMAOIINX
Jpyrue JTUYPETUKH OJHOBPEMEHHO C pucnepuaoHoM. He3aBucHMO OT Tepamuu, IeruapaTarivs
ABIseTCS 00mMM (DaKTOpOM pHCKa CMEPTHOCTH M JIOJDKHA TIIATEIHHO KOHTPOJIMPOBATHCS Y
MAIMEHTOB TMOKUJIOT0 BO3pacTa ¢ AEMEHIINEH.

Y nDanueHToB MOXWIOTO BO3pacTa C JIEMEHIMeW HaONoJanoch YBEIMYEHHE YHCIIa
HEXENaTeIbHBIX PEaKIUi CO CTOPOHBI IEPEOPOBACKYISIPHONW CUCTEMBI (OCTpPBIE M MPEXOISIIIE
HapyIIEHUsT MO3TOBOIO KpPOBOOOpAIEHMs), B TOM 4YHCJE JI€TalbHbIE CIyyau y IalUeHTOB
(cpennuii Bo3pact 85 net, auanazon 73—97 ner) npu npuUMEHEHHH PUCIIEPUIOHA 110 CPABHEHUIO
¢ maneo.

llepe6p0@ac;<wlﬂpl-tble HeodfceiameslibHble peakyuu

B mane0o-KoOHTpoNMpyeMbIX KIMHUYECKHMX HCCIEIOBAaHUSX y TAIMEHTOB C JIEMEHIIUEH,
NPUHAMABIINX HEKOTOpPBbIE AaTUIUYHbIE AHTHIICHXOTHYECKHE TMpernapaThl, HaOI0JaIoCh
YBEIIMYCHUE PUCKA PA3BUTHSA LEPEeOPOBACKYISPHBIX HEXKEIATEIbHBIX PEAKIHMA TPUMEPHO B
3 paza. Cpoanble maHHBIE 6 TUTAIE00-KOHTPOJIUPYEMBIX HWCCIEAOBAHMUMA, BKJIIOYABIINX B
OCHOBHOM TIAIIMEHTOB IMOXXWJIOTO BO3pacta ¢ JeMeHmuen (Bo3pact Oonee 65 ner),

JNEMOHCTPUPYIOT, YTO IIepeOpOBACKYIISIpHBIE HEXKeNlaTelnbHble peakiuuud (Cepbe3Hble U
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HecepbesHble) Bo3HUKaIH Yy 3,3 % (33/1009) nmanmeHTOB, MPUHUMABLINX pUCTIEpHIIOH, U Y 1,2 %
(8/712) maumenTtoB, mpuHUMaBIIMX IU1ane00. CoOTHOIIEHHE PUCKOB cocTaBisuio 2,96 (1,34;
7,50) nmpu noBeputenbHOM uHTEpBaie 95 %. MexaHu3m MOBBIIIEHUS] pUCKa Hen3BecTeH. Hemp3s
HCKJIIOYUTH YBEJIMYEHHE PUCKA MPU NPUMEHEHHH APYTUX aHTUIICUXOTUYECKUX MPENapaToB WIH
B Jpyrux nonyiasauusax nangueHtos. [Ipenmapar Pucnepupon - KPKA cnenyer mpumeHATs C
OCTOPOKHOCTBIO Y MAITUEHTOB C (PAKTOpaMH PHCKa pa3BUTHUS UHCYIIbTA.

Puck pa3BuTHs 11epeOpOBACKYISAPHBIX HEXKENaTeNbHBbIX pPEakLUuil y MAalUEHTOB C JAEMEHIUeH
CMEIIaHHOTO WJIM COCYIUCTOTrO THIA ObUI 3HAYUTEIHHO BBIIIE, YEM Y MAlUEHTOB C JEMEHIUEH,
00ycioBieHHOH 6ose3HbI0 Anblrelimepa. CienoBaTeabHO, PUCTIEPHIOH HE CIEAYET IPUMEHSTh
y MAaIMEeHTOB C JIEMEHIMEH JI000ro THMa, KpOME JeMEHIMH, OOYCIOBIEHHOW OO0JIe3HBIO
AunbirerimMepa.

HeoOxoaumo oleHMBaTh COOTHOLIEHHE «II0JIb3a — PHUCK» Ilepes MPUMEHEHUEM IIpernapara
Pucnepunon - KPKA y manueHToB Mo>KuUaoro Bo3pacrta ¢ IeMEHIHEH, yIUThIBas PaKkTOpbl pUCKa
pa3BUTHUS MHCY/IbTA y KaKJOTO KOHKPETHOIO ManueHTa. [lanueHToB U Jul, yXaKMBaIOUIMX 3a
HUMH, cJieyeT nHHOPMUPOBATH O HEOOXOAMMOCTH HEMEVIEHHO COOOIINUTE BPayy O BOZMOYKHBIX
NPOSIBJICHUAX 1epeOpPOBACKYIAPHBIX HApyIIEHUWH (TakMX KakK BHE3alHas CcJaboCTh WM
HEIO/IBUKHOCTH/HEUYBCTBUTEIBHOCTh B 00JIACTH JIUIA, HOT, PYK, a TaK)Ke 3aTPyJHCHHE PEUU U
HapyuieHue 3penusi). Cieayer HeMeUIeHHO MPUHATh He0OXOauMble JeuyeOHble Mephl, BKIIOYast
OTMEHY PUCIIEpPHJIOHA.

[Ipenapar Pucnepunon - KPKA MoxkeT npUMEHSTHCS TOJIBKO AJIsi KPaTKOBPEMEHHOM Tepamuu
HeIpeKpallaoleiicss arpeccud y NalUEeHTOB C JeMeHIMeN, 0OycIOBIEHHOH O00JIe3HbIO
Anbureiimepa, cpeHel U TSDKEJIOW CTENeHH, B Ka4eCTBE JOTIOIHEHUS K He(papMaKOJIOTHIECKIM
METOAaM KOPPEKLHUH, B ciaydae UX HEeIP(PEKTUBHOCTU WM OrpaHMYCHHOW 3(PPEKTHBHOCTU H
KOT'JIa €CTh PUCK MPUYUHEHHS Bpea MalMeHTOM caMoOMy ceOe WII APYTHM JIUIaM.

Heo6Xx0oauMo HOCTOSHHO OLICHMBATh COCTOSHHME MAallMEeHTa W HEOOXOJUMOCTH IPOIOJKEHUS
TEpaIuy pUCIEPUIIOHOM.

Opmocmamuyueckasn 2unomeH3usl

B cBa3u ¢ 0-aapeHOOIOKMpYIOIIMM JIeHCTBHEM pHUCHEPUIOHA Yy HEKOTOPHIX NalMeHTOB
BO3MOXHO Pa3BUTHE OPTOCTATUYECKOW I'MIIOTEH3UH, OCOOEHHO B MEPHOJ Ha4aJIbHOIO 10A00pa
no3bl.  OmucaHbl  cly4ad KJIMHUYECKM 3HAYMMOM  apTepUalbHOW  TUIOTEH3UH  IIpU
OTHOBPEMEHHOM  TPUMEHEHMH PHUCIEPUJOHA C THUIOTCH3UBHBIMH  IpenapaTamMu B
nocrpeructpaumoHHom nepuoje. Ilpenapat Pucnepunon - KPKA Heo0XxoauMo NpUMEHSATH C
OCTOPOKHOCTBIO Yy TMIAllMEHTOB C CEPJACYHO-COCYAMCTHIMHM 3a00JIeBaHUSMH (HAIpuMep,
Cep/ieyHasi HEJIOCTaTOYHOCTb, HMH(MAPKT MHOKapJa, HapyIIeHUs MPOBOJUMOCTH CEpACHHON

MBIIIIIBI, JETHpaTaius, TUIIOBOJEMHUS WM IepeOpoBacKyisipHble 3abosieBanus). Taxke
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HEOoOXOJMMa COOTBETCTBYIOIIAs KOPPEKUUs 103bl. PekoMeHIyeTcsi OLEHUTh BO3MOXKHOCTD
CHW)KEHMS J103bI B Cllydae pa3BUTHUS apTepUaIbHON THIIOTEH3UU.

Jlevixonenus, HelimponeHus u azpanyioyumos

Cnydan neiKOMEeHWH, HEUTPOIIEHWH M arpaHyJoluTo3a OBUIM OMHCAaHbl TPH NPUMEHEHHU
AHTUIICUXOTUYCCKUX CPCACTB, B TOM YHCJIC IPU NPHUMCHCHUN PUCIICPHUIOHA. AFpaHYHOHI/ITO3
orMedascs odeHb penako (< 1/10000 manmueHToB) B X0J/€ MOCTPETUCTPAIIMOHHOTO HAOJIOICHHUS.
[TaniMeHThI ¢ KIMHUYECKU 3HAYMMBIM CHIKEHHUEM KOJIMYECTBA JICHKOIMTOB WUJIU JIEKAPCTBEHHO-
WHIYyIIUPOBAaHHOW JICWKOIIEHWEH/HEUTpOTIeHHe B aHaMHe3e JOJDKHBI HAXOTUTBCS  TOJ
HaAOJIOJICHUEM B TIEPBbIC HECKOJIBKO MECSIIECB MOCIIC Havyajla Teparuy, a Py MOSIBICHUHN MEPBBIX
MPU3HAKOB KJIMHUYECKH 3HAYUMOIO CHIKEHMS KOJIMYECTBA JIEHKOIMTOB, NPU OTCYTCTBHH
JIPYruX TPUYUHHBIX (AKTOPOB, HEOOXOIMMO PACCMOTPETH BOIMPOC O TMPEKPALICHUH TEeparHH
PHUCTIEPHUIOHOM.

ITanreHTHl ¢ KIMHWUYECKW 3HAYMMOW HEUTPONEHHUEN MOJHKHBI HAXOJIUTHCA MOJ TIIATEIBHBIM
HaOJIOZICHUEM C 1L€JIbI0 BBISBICHUS JIMXOPAJKU MM JIPYT'HX CHUMIOTOMOB HMH(MEKIHH U
HEME/JICHHO HAYMHATH JIeUeHHE MPU BO3HUKHOBEHHH STHX CUMOTOMOB. IlammeHTsl ¢ TsoKenoi
dopmoit HeliTporenun (abCOMOTHOE KOJNHYECTBO Heifrpodunos Huke 1x10°/1) m0mKHBI
npekpatuth npuem npenapara Pucnepunon - KPKA u B ganbHeleM npoBOJAUT, MOHUTOPHUHT
COJIep KaHMsI KOJIMYECTBA JICMKOLUTOB B KPOBH /10 BO3BPAILCHUS K HOPMAJIbHBIM MTOKA3aTEIISIM.
11030HA5 OucKuHe3us u IKCMpanupamuoHvle CUMRIMOMbL

Tepanus anTaroHucTamMu 10(h)aMUHOBBIX PELIENITOPOB MOXKET BBI3BIBATH MO3THIOI0 TUCKUHE3HUIO,
KOTOpasa XapaKTCPU3yeCTCsa pUTMUYCCKUMHA HECIIPOU3BOJIbHBIMHA JIBMKCHUAMU, ITPECUMYUICCTBEHHO
A3bIKa M (WJIM) MUMHYECKOH MYCKylnaTypbl. BO3HHKHOBEHHE SKCTpamMpamMHIHBIX CHMITOMOB
SBIISIETCS (DAaKTOPOM PHCKA Pa3BUTHUS TMO3JAHEU NUCKUHE3WH. B CBS3M C TeM, YTO MOTCHIHAT
CTUMYJISILUU IKCTPATMPAMUIHBIX PACCTPONCTB y PHUCIEPHIOHA HUXKE, YeM Y KIACCHYECKHX
HEHUPOJENTUKOB, PUCK PA3BUTHUS MO3AHEH NUCKUHE3UU MPHU €ro NMPUMEHEHUU IOJDKEH OBITh
HUKE, YeM IpU MPUMEHEHHH KJIACCHUYECKUX HelposienTHKOB. [Ipy BOZHUKHOBEHHH y IMAllMEHTa
OOBEKTHBHBIX WU CYOBEKTHBHBIX CHMIITOMOB, YKAa3bIBAIONIMX HAa MO3JHIOI JUCKHUHE3HIO,
HY)KHO pacCMOTpETh I1eJeCO00pa3HOCTh OTMEHBI BCEX AHTUIICMXOTUYECKUX TIPErapaTos,
BKIIOUas npenapat Pucnepunon - KPKA.

Dxcmpanupamuonvie CUMRIMOMbL U NCUXOCMUMYISAMOPbI

Cnemyer coOmogaTh  OCTOPOXHOCTh Yy  MAIUEHTOB, OJHOBPEMEHHO INPHHUMAIOIINX
MICUXOCTUMYJISITOPHI (HanmpuMmep, MeTWI()EHUIAaT) U PUCIIEPUIOH, B CBS3H C BO3MOXKHOCTBIO
BO3HHUKHOBEHUS SKCTPATUPAMUIHBIX CUMIITOMOB. B 3THX ciiyuasix peKOMEH IyeTcs IOCTEIeHHAS
OTMEHA MCUXOCTUMYJIATOPOB.

3noxauecmeennwiii Hetiponenmuueckuti cunopom (3HC)
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[lpy  Tepanmuu  aHTUINCUXOTHUYECKMMM  Tpenaparamu  Bo3MoOxHO  pazButue  3HC,
XapaKTEePU3YIOLIETOCs] TUIEPTEPMHUEH, PHUTHAHOCTBIO MBI, HECTAOMIBHOCTHIO (DYHKIMH
BEICTATUBHOW HEPBHOW CHUCTEMbI, YrHCTCHUEM CO3HAHHMS W TIOBBIIICHUEM aKTHBHOCTH
KpeaTuH(POCHOKMHA3HI B TIa3Me KPOBH, a TaKXKe MUOTIOOMHYpHel (pabaoMHoin3) U OCTPOM
MOYEYHOH HEIOCTaTOYHOCThIO. [IpM BO3HUKHOBEHHHM Y TMalMEHTa OOBEKTHBHBIX WIIH
cy0bekTuBHBIX cuMnTOMOB 3HC HE00X0aMMO HEMENJICHHO OTMEHHUTh BCE aHTHIICUXOTHYECKHE
npenaparsl, Bkitouas npenapat Pucnepunon - KPKA.

bonesnv Iapruncona u demenyus ¢ meavyamu Jlesu

[IpuMeHeHne aHTUIICUXOTUYECKUX IMperaparoB, Bkimouas mnpemnapar Pucnepuaon - KPKA, y
MaeHToB ¢ 0ose3Hblo [lapkuHCOHa WM AeMeHIuel ¢ TenpamMu JIeBu NOKHO POBOAUTHCSA C
OCTOPOKHOCTBIO, TaK Kak y OOEuX TpyIlmn ManueHTOB MOBbIIeH puck paszButusi 3HC u
YBEIIMYCHA YYBCTBUTEIBHOCTh K aHTHUIICMXOTHYECKMM TMperaparaM (BKJIOYAs MPHUTYIICHHE
00J1eBOM YYBCTBUTEIILHOCTH, CIyTAaHHOCTh CO3HAHMS, TIOCTYpajbHYI0 HECTaOUIBHOCTh C
YacTBIMH MAJACHUSIMHU U KCTPAUpaMUIHbIe CUMITOMBI). [Ipu npueme pucnepugoHa BO3MOKHO
yxyameHue teuenus 6onesnu [lapkuHcona.

T'unepenuxemus u caxapuulii ouabem

Onucanbl ciyyad pa3BUTHUA THIEPIIMKEMHH, CaxapHOro aualera, Takke HaOII0AaI0Ch
000CTpeHHE YK€ UMEIOLIErocs caxapHoro auadera. OLeHKa B3aUMOCBSA3H MEX1y IPUMEHEHUEM
ATUIMYHBIX AHTHIICUXOTHYECKUX IMPENapaToB M OTKIOHCHUSMHU B IMOKa3aTeNsX KOHIICHTpaIUh
TJIIOKO3BI 3aTPyJHEHA U3-32 BO3MOYKHOCTHU TOBBIIIEHUS (DOHOBOTO PUCKA PA3BUTHUSI CaXapHOTO
nuabera y MalMeHTOB ¢ MIM30(PEHHEH, a TakKe M3-3a MOBBIIIEHUS YaCTOThl BCTPEYAEMOCTH
caxapHoro auadera B monmyisinuu B 1ejaoM. C y4eToM JOMOJHUTENBHBIX BIUSIONMX (HaKTOPOB
B3aMIMOCBSI3b MEXJy TNPUMEHCHHEM AaTUIWYHBIX AQHTUIICUXOTHUYECKUX TPErnaparoB H
HEeXeNaTeNbHBIX SBJICHHUM, OTHOCSIIUXCS K TUIEPIIIMKEMHH, 10 KOHIIA HE SICHA. B HEKOTOpBIX
CIy4asiX OTMEYEHO MpPEeALIECTBYIOIIEEe TEpanuu YBEIUYEHHE MAacChl Tella, KOTOPOE MOXHO
pacleHHBaTh Kak Ipeapacnoiararomui ¢pakrop. B ouens peakux ciryyasx HabM0JaIn pa3BUTHE
KEToamu103a U peako — quadberndeckoit kombl. Kak u npu npueme Tro0bIX aHTUTICUXOTHYECKUX
CPEIICTB TAIMEHTHI JOJKHBI HAXOAUTHCS I0J HAOMIOJACHHEM Bpada, CJIeAyeT KOHTPOJIUPOBATH
CHUMIITOMBI THNEPIIUKEMUH (TaKHe KakK IMOJMIMIICUS, NOMUypus, monudarus U cinabocTts). Y
MalMEeHTOB C caxXxapHbIM JAHA0ETOM CJEAYeT PETYISIpPHO KOHTPOJUPOBATH KOHIEHTPALUIO
TJIFOKO3BI B KPOBH.

Yeenruuenue maccor mena

Habmronaercss 3HaunTENbHOE yBENMYEHHE Macchl Tena. HeoOXoaumo MpOBOAUTH PETYIISPHBIM
KOHTPOJIb MacChl TeJia MalueHTOB.

l'unepnponraxmunemus
10
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Ha ocHOBanum pe3ynbTaToB HCCIENOBAHMNA i1 Vitro CHIENAaHO IMPENNooKeHHe, YTO pPOCT
OITyXOJIEBBIX KJIETOK MOJIOYHBIX JKE€JI€3 MOXET CTUMYJIMPOBATHCS MPOJIAaKTHHOM. HecmoTps Ha
TO, YTO B KJIMHUYECKUX M DIMHUIEMHUOJIOTMUYECKUX HCCIIECIOBAHUSX HE BBISBICHO UYETKON CBS3H
THIEPIPOIAKTUHEMUH C TPHUEMOM AaHTUIICMXOTUYECKHX IIPEraparoB, CJIeayeT CoOIoaaTh
OCTOPOXXKHOCTb TpU TNPUMEHEHUU pPHUCIEPUIOHA TMAIMEHTaM C OTSATOLICHHBIM aHAMHE30M.
[Ipenapar Pucnepunmon - KPKA crnemyer mpuMEHSTh C OCTOPOKHOCTBIO y TAIMEHTOB C
CYLIECTBYIOIIEH TUNEPNpPONAKTUHEMUEH M Yy TMalMeHTOB C BO3MOXXHBIMU TMPOJIAKTHH-
3aBHCHUMBIMH OITYXOJISIMH.

Yonunenue unmepsana QT

B ouenp peaxux ciydasx oTmeueHo yanuHeHue uHTepBana QT B mocTperucTparmoHHOM
nepuosae. Kak u mpu npuMeHEHHH APYrHX aHTUIICUXOTHYECKUX CPEICTB, CIEAYeT COOII0aaTh
OCTOPOXKHOCTh IpU IpuMeHeHHH Ipenapara Pucnepunon - KPKA y manueHToB € cepaedHo-
COoCyIuCThIMU 3a0oneBaHUsIMH, YyuimHeHHMeM wuHTepBana QT B cemeiiHOM aHamHese,
Opamukapaunei, HapyleHUsIMH 3JIEKTPOJIMTHOTO OaslaHca (TUMOKaJIMeMuUs, TUTIOMarHueMusl), Tak
KaK d5TO MOXET TOBBICHTH PHUCK apUTMOTEHHOTO JEeWCTBHSA, WJIM TPH OJHOBPEMEHHOM
MPUMEHEHUH C MpenaparaMu, yauHsomumMu narepsan QT.

Cyoopoeu

[Ipenapar Pucnepunon - KPKA cnegyer mpuMeHSTb € OCTOPOKHOCTBIO Yy MALMEHTOB C
CyJIoporaMH B aHaMHe3€ WIH IPH COCTOSHHUAX, CONPOBOXKAAIOIIMXCS CHHKEHHEM I0pora
CYJOPOKHON aKTUBHOCTH.

Hpuanusm

Tak kak pucHepuoH o0NamaeT o-aapeHOOTOKUpYIOIMHEM dhdexkToM, TpH TPUMCHCHHH
BO3MOKHO pa3BUTHUE NpUANH3Ma.

Hapywenue pezynayuu memnepamypol mena

[Ipy mnpuMEeHEHUM aHTUICUXOTHYECKUX TMpENnapaToB OIUCHIBAETCS TaKOW HEXKelaTeIbHbIH
addexT, kak HapymeHue TepMoperyasinud. Heobxomumo coOmogaTh OCTOPOKHOCTH TIPH
npumeHeHuu npenapara Pucnepuaon - KPKA y manueHTOB, KOTOpble MOTYT MOJBEPrarbCs
NEHCTBUIO (DaKTOPOB, BBHI3BIBAIONINX MOBBIIIEHUE TEMIIEPATyphl TeNa, TAKUX KaK MHTEHCHUBHAS
¢usnyeckass Harpyska, JerHApaTraiys, BbICOKas TeMIepaTypa OKpYXKAIOMIeW Cpemsl,
OJTHOBpEMEHHOE IpPUMEHEHHe ¢ I[penaparamy, OOJaJalOIIMMU  aHTUXOJIMHEPTUYEeCKOU
AKTUBHOCTBIO.

Ilpomusopsommuulii 3¢hgpexm

B noxnmHMYECKHUX MCCIeIOBaHUAX MPUMEHEHHs PUCIEpPUAOHA HAOIIONANCS MPOTHBOPBOTHBIM

s dexr. JlanHbd dPGEKT NMpu BOZHUKHOBEHUHU Yy JIOCH MOXKET MAaCKHpPOBATh IMPH3HAKU H
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CHUMIITOMBI IE€PEIO3UPOBKM HEKOTOPHIX MPENapaToB WM TakuX 3a00JieBaHUM, KaK KHUILEYHas
HEIPOXOAUMOCTb, CHHIPOM Pelie 1 omryxomb Mo3ra.
Hapywenue ¢hynxkyuu novex u neuenu
Y mnanyeHToB ¢ HapylleHHeM (YHKIMM IOYEeK CHOCOOHOCTb K BBIBEJCHHUIO aKTHBHOM
AHTUIICUXOTUYECKON (pakIMKU HUXKE, YeM Yy B3POCIbIX MALUMEHTOB ¢ HOPMAaIbHON (yHKIMEH
mouek. Y ManeHToB ¢ HapylnieHHneM (YHKIIMH MEYEeHU MOBBIASTCS KOHIEHTPAIHs CBOOOIHOM
($pakuy pUCIIEPUIOHA B IUIa3Me KPOBH.
Benosnas mpombosmbonus
[Ipy npuMeHeHUMM  AHTUIICUXOTUYECKHUX  IpEnaparoB  ONHMCAHbl  Cllyyad  BEHO3HOM
TpoMO0dMOoK. HeoOxonmuMo BBIABIATE BCce BO3MOXKHBIE (DAKTOPBl pPHUCKA Pa3BUTHSA
TPOMOOIMOOIMYECKIX OCIIOKHEHUH IO Havyalla ¥ BO BpeMsl Tepalluu npenaparom PucnepumoH -
KPKA u npuHrMaTh NpopUIaKTUIECKHE MEPBHI.
Humpaonepayuonnwiii cunopom «opaoaoiy paoysicku (MC/[P)
NCJIP orMeuarncss BO BpeMsl XHPYpPrHU€CKOrO0 BMeEIIATEIbCTBA IO TMOBOJY KaTapakThl Yy
MAIMEeHTOB, IMOJyYaBIIMX IMpenapaTsl, 00JaJaoNnue aHTarOHU3MOM K 01-3JpEHOPELEeNTopam,
BKIItouyas npenapar pucnepunod. MC/IP MokeT MHOBBIIAT PUCK OCIOKHEHHH CO CTOPOHBI
OpraHa 3peHHsi BO BpeMs U IOCJe MPOBEIEHHS XUPYPrHuecKoro BMemaTenscTBa. Heobxomumo
3a0/1arOBpeMEHHO MPOMH(OPMHUPOBATH XHUPYpra-opTaabMoiiora 0 HMPUMEHEHHHM Mpenaparos,
o0J1ajaloKX aHTarOHW3MOM K (i1-a/IpeHOPELENTOpaM B HACTOsIIEEe BpeMs WIM B IHPOIIJIOM.
[TorennmanbHas moib3a OTMEHBI TEpAlHMH IperapaTaMu, OOJIAJal0IIUMU aHTarTOHU3MOM K Oli-
aZpeHopenenTopaM, [0 XHUPYPrU4E€CKOro BMEIIATENbCTBA [0 IIOBOJLY KaTapakTbl He
ycTaHoBieHa. HeoOXOaMMO OIIEHUTh COOTHOLICHHE «IOJb3a — PUCK» OTMEHBI Tepanuu
AQHTUIICUXOTUYECKUM CPEICTBOM.

eTH
[lepen npumenenunem npenapara Pucnepunon - KPKA y nereit niam noapocTkoB ¢ yMCTBEHHOM
OTCTAJIOCThI0 HEOOXOUMO MPOBECTH TIIATENIBHYIO OIEHKY MX COCTOSIHMS Ha MpeAMET HATU4us
(U3NYECKUX WM COLMAIBHBIX MPHYUH arpecCUBHOTO TOBEACHUS, TAaKMX Kak O0O0Jb WK
HeaJ/IeKBaTHbIe TpeOOBaHMS COLIMATIBHOM Cpebl.
CenatuBHbIi 23QEKT pucnepuoHa JOJHKEH THIATEIBHO OTCIECKUBATHCS B JIAHHOW TMOMYJISIIIUA
13-32 BO3MOYKHOT'O BIIMSIHUSL HAa CIOCOOHOCTb K 00ydeHuto. V3MeHeHue BpeMeHHM IpHeMa
pUcCHEpHIOHA MOYKET CHU3UTh BIUSHUE CEallud HA BHUMAaHUE NOJIPOCTKOB U JETEM.
[IpumeHeHune pucnepuioHa ObUIO CBA3aHO C YBEIMUYEHHEM CPEJHMX IOKa3aTeleld Macchl Tela U
MHJEKCa Macchl Tena. Mi3MeHeHHs pocTa B XO€ AOJITOBPEMEHHBIX UCCIIEN0BAHNN HAXOAWINCH B
paMKax O0>XXHMJIAae€MbIX BO3PACTHbIX HOpM. BilMsHHME HAIUTENBHOrO MpUEMa pPHUCHEPUOHA Ha

II0JIOBOE Pa3BUTHE U POCT IIOJHOCTBIO HE U3YYEHO.
12



ot 20.09.2023 N= 18267
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COOTBETCTBYET 3KCNEPTHOMY OTYETY

B cBs13u ¢ BO3MOXKHBIM BIUSIHUEM ITPOJIODKUTEIBHON THIIEPIPOIAaKTHHEMHUH HA POCT M IIOJIOBOE
pasBUTHE y JAETe M MOAPOCTKOB JOJDKHA HPOBOAMTHCS PETYIsApHAas KIMHUYECKas OLCHKa
TOPMOHAJIBHOTO CTaTyca, B TOM YHCIIE H3MEPEHHE POCTA, MACChI TeJIa, HAOIIOICHNE 32 TTOJIOBBIM
pasBUTHEM, MEHCTPYaJbHBIM IIMKJIOM U JPYTUMH BO3MOXHBIMH ITPOJIAKTUH3aBHCUMBIMU
s¢pexramu.

Bo Bpemst Tepanmuu pHCHEPHIOHOM JIOJDKHO IMPOBOTHUTHCS PETYISIPHOE 00CIEIOBAaHUE C LENBIO
BBISIBJICHUS SKCTPAITUPAMHUIHBIX CUMIITOMOB M APYTHX JIBUTATEIBHBIX PACCTPOUCTB.

BcnoMorareapHbIC BEIIecTBA

Jlakmoswl monozuopam

[TarimenTaM ¢ peako BCTpEUarONICCsl HAcHEJCTBEHHOM HENEPEeHOCUMOCTBIO TallaKTO3bl,
NeQUIIMTOM JIAKTa3bl WM TIIFOKO30-TalaKTO3HOM ManbabcopOuuen He clieyeT MPUHUMATh 3TOT
npernapar.

4.5. B3aumopneiictBMe ¢ JAPYIrMMH JIeKAPCTBEHHBIMH IIpenapataMM M JApyrue BHAbI
B3aMMO/eCTBUS

Bzaumooeiicmesus, céazannvie ¢ papmakoounamukou npenapama

Ilpenapamel, V()Jzuwuomue urnmepeai OT

Kak m B ciyuae c JApyruMH aHTHIICHXOTHYECKHMH MpenapaTaMu, CleayeT coOIronaTh
OCTOPOKHOCTh TIPU OJHOBPEMEHHOM MpHMeHeHuH mpemnapara Pucnepumon - KPKA ¢
npenaparaMmy, yAJIUHAOIKUMUA uHTepBan QT, Hampumep, ¢ aHTHAPUTMUYECKUMU CPENCTBAMM
(XMHUAMH, JAW30MUpPAaMUI, TMPOKAWHAMHUJA, NOponageHoH, aMHOAapOH, COTAION U Jp.),
TPULIMKIMYECKUMU  aHTUJENpeccaHTaMu (AaMUTPUNTWIMH M Jp.), TeTPalMKINYECKUMU
aHTUJCTIPECCAaHTaMH (MaNpOTWIHH W JIp.), HEKOTOPBIMH AHTUTUCTAMUHHBIMH IIpeTiapaTaMH,
NPOYMMU  AHTHIICUXOTHYECKUMH  CPEACTBaMH,  HEKOTOPBIMH  MPOTUBOMAISIPHHHBIMH
npenapaTamMyd (XHHUH, Me(QUIOXUH H Jp.), TperapaTaMy, BbI3BIBAIOIIUMHE JJICKTPOIUTHBIHN
nucOanaHc  (TUMOKATUEMHEs, THIOMarHueMmus), OpaAuKapAHI0 WM  HHTHOUPYIOLUIMMH
MIEYCHOYHBII METa00IM3M prUCHiepuIoHa. JIaHHBIN TIepeueHb He SBISETCS HCUSPIIBIBAIOIINM.

Ilpenapamvi yenmpanvbro2o Oelcmesus u aiKo20ub

[Ipenapat Pucnepunon - KPKA cnenyer npuMeHATh ¢ OCTOPOKHOCTBIO B COYETAHUU C IPYTUMHU
IpenapaTaMd M BELIECTBAMM LIEHTPAJIbHOIO IEHWCTBHs, OCOOEHHO C aJKOroJeM, OIuaTami,
AHTUTMCTAMUHHBIMU IIpenapaTtaMyu U OeH30/1Ma3eIMHAMU 13-32 TIOBBIIIEHHOTO PUCKA CEallu.

Jlesoodona u azonucmoi 00hamunossbix peyuenmopos

ITpenapatr Pucnepunon - KPKA wmoxer cHmwkath 3(QQEKTHBHOCTb JIEBOJONBI U JAPYTUX
aroHUCTOB NO0(aMHHOBBIX peLeNnTopoB. B ciayuae, ecau HeoOXoAMM IpUeM JaHHOU
KOMOUHAINU, OCOOCHHO B TEPMMHAIBHOW cTaguu Oone3Hu IlapkuHCOHA, clieyeT Ha3zHAyaTh

HaUMEHbINYI0 3()()EKTUBHYIO 103y KaXKI0I0 U3 IPENapaTos.
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COOTBETCTBYET 3KCNEPTHOMY OTYETY

Hcuxocmumynamopol

[Ipy onHOBpEeMEHHOM NPUMEHEHHH TMCHUXOCTUMYJSTOPOB (Hampumep, MeTwideHuaara) u
pucCIiepuIoHa U3MEHEHHE TOpsJIKa MprUeMa OJIHOTO MJIM 00OUX MPernapaToB MOXKET MPHUBECTH K
MOSIBJICHUIO AKCTPAMPAMUIHBIX CUMIITOMOB (cM. pazaen 4.4.).

Llunomensusnovle npenapanvi

[Ipy npuMeHeHMHM puCHEpHIOHA OJHOBPEMEHHO C THIOTEH3MBHBIMU IpenaparaMu B
MOCTPETUCTPAlIMOHHOM ~ Tepuojie  HaOmofanach KIMHWYECKHM 3HAuuMas apTepuaybHas
TUIIOTEH3HS.

llanunepuoon

He pexomeHniyetcst oqHOBpEeMEHHO MpUMeHsTh npenapat Pucnepunon - KPKA u nanunepuaon,
MOCKOJIbKY TAJUIIEPUIOH SIBISIETCS AaKTUBHBIM METa0OJIUTOM pucnepuaoHa. OJHOBPEMEHHOE
MpUMEHEHNEe KOMOWHAIIMK PUCTICPUIOHA U MATUTNEPHUIOHAa MOXKET NMPUBOAUTH K TOBBIMICHUIO
KOHIICHTPAIIMH aKTUBHOW aHTHIICUXOTHYECKOH (ppakuuu.

Bzaumooeiicmeus, ceéazannvie ¢ papmakokunemukou npenapama

[Tprem Uiy He OKa3bIBAeT BIUSHUS HA a0COPOIHMIO PUCTIEPUIOHA.

Pucnepunon B ocHoBHOM Metabonusupyercs: uzopepmentom CYP2D6 u, B MeHbIeH cTeneHw,
m3opepmentom CYP3A4. PucnepusioH u €ro akTUBHBIH METa0OJUT 9-THAPOKCHUPHUCTICPUIOH
aBIsitoTCsl cyOctpatamu P-rmukomnporenna (P-gp). [Ipemapatel, Biusitonue Ha aKTHBHOCTD
nzopepmenta CYP2D6, u mnpemapaTbl, B 3HAUUTENBHOM CTENEHH MHIHOUPYIOIMIME WIH
UHAyIHpyomue akTuBHOCTh n3opepmenta CYP3A4 u (umm) P-gp, MoryT Oka3biBaTh BIUSHHE
Ha (hapMaKOKMHETUKY aKTUBHOM aHTUIICUXOTHYECKOW (PpaKIuu pucrepuioHa.

Mownvie unzubumopuot uzohepmenma CYP2D6

ITpy onHOBpEeMEHHOM MPUMEHEHUHM PUCIEPHOHA U MOIIHBIX HHTHOUTOPOB u30depMeHTa
CYP2D6 moxeT MOBBIIIATHCS TJIa3MEHHAsl KOHIIEHTpAIUsl PUCTIEPU/IOHA U, B MEHBIIICH CTENEHH,
aKTHBHOI aHTUICHXOTHYEeCKOH Qpakiuu. boiee BBICOKME 03B MOIIHOIO WHTHOUTOpPA
m3opepmenta CYP2D6 wmoryr moOBBIIIATH KOHIIGHTPAIIMIO AKTUBHOW aHTUIICUXOTHYECKOM
¢bpakuuu pucnepugoHa (Hampumep, napokceTwH (cMm. Hmke)). Okumaercs, 4TO Jpyrue
uHruouTopsl uzopepmenta CYP2D6, Takue kak XMHUINUH, MOT'YT OKa3bIBaTh MOJJO0OHOE BIUSHHE
Ha KOHIICHTPAUMIO PUCIEpPHIOHA B IulazMe KpoBu. [Ipm MHMLMAUMU WM OTMEHE TEparnuu
KOMOMHalMell puclepuioHa M NapOKCeTHHA, XMHMJIUHA WIM JPYroro MOIIHOTO WHTHOMTOpa
m3opepmenta CYP2D6, ocoGenHO B Ooiiee BBICOKMX 103aX, CIEAYET CKOPPEKTHPOBATH 103y
npenapara Pucnepunon - KPKA.

Uneubumopot uzopepmenma CYP3A4 u (wwu) P-gp

OpHoBpeMeHHOe mnpuMeHeHue npemnapara Pucnepupon - KPKA u MOIIHBIX WHTHOUTOPOB

n3opepmenta CYP3A4 u (unn) P-gp MokeT CylecTBEHHO MOBBICUTH KOHIIEHTPAITMIO aKTHBHOM
14
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COOTBETCTBYET 3KCNEPTHOMY OTYETY

AHTUIICUXOTHYECKON (pakiuu pucnepuaoHa B IUiasMe KpoBU. [Ipy MHMIMAIMM WK OTMEHE
Tepanud KOMOWHAIMEH pPUCTIEPUIOHA W WTPAKOHA30JIa WM JIPYrOro MOIIHOTO HMHTHOUTOpa
n3opepmenta CYP3A4, u (unm) P-gp cnexyeT ckoppekTupoBaTh 103y npemnapara PucnepumoH -

KPKA.

HUnoykmopwt uzochepmenma CYP3A4 u (unu) P-gp

OpnHoBpeMeHHOe mnpuMeHeHue mnpenapata Pucnepuaon - KPKA ¢ MOUIHBIM HHIYKTOpPOM
mzopepmenta CYP3A4 wu (unm) P-gp MOXKeT CHH3UTh KOHILEHTPALUIO aKTHBHOM
AHTUIICUXOTHYECKON (pakiuu pucnepuaoHa B IiasMe KpoBd. [Ipu MHMIMAIMKM WK OTMEHE
Tepanuy KoMOuHauueil pucrnepuioHa W KapOamasemuHa WIH JAPYroro MOIIHOTO HHIYKTOpa
n3opepmenta CYP3A4 u (unm) P-gp, cnemyer ckoppekTupoBaTh 103y npenapara PucnepuioH -
KPKA. Jleticteue unaykropoB uzodepmenra CYP3A4 mnposiBisercs ¢ TeUueHHEM BpPEMEHH,
MI03TOMY MOXET NoTpedoBaThes A0 2 Helelb Ul JOCTHKEHUSI MaKCUMalbHOTo 3¢ dexra mocie
Havaja mpuema. COOTBETCTBEHHO IpH OTMEHe uHAykTopa u3zodpepmenta CYP3A4 moxer
noTpedoBaThCs A0 2 HeNeNb U1 Hcue3HOBeHus dpdeKTa.

Ilpenapamel, npouno cesaszviearouuecs c berxamu niazmol Kpoeu

IIpu onHOBpemeHHOM mpuMmeHeHun npenapara Pucnepugon - KPKA ¢ mnpenaparamu,
00JIaaloIMMU  BBICOKOH CBSI3bIO C O€lKaMM IIIa3Mbl KPOBM, HE HaOIIOAAeTCsd KIMHUYECKU
3HAYMMOT0 BBITECHEHHSI IIpenapaTa u3 KOMIUIeKca ¢ OeJIKaMH I1a3Mbl KPOBU.

IIpy npUMeHEeHHH COIYTCTBYIOIIETO JIEYEHUs CIeAyeT OOpaTUThCA K WHCTPYKIUH IO
MEIUIUHCKOMY IPUMEHEHHUIO COOTBETCTBYIOLIErO JIEKAPCTBEHHOIO IIpernapara U, IIpH
HEOO0XOAMMOCTH, CKOPPEKTHUPOBATh JO3bl IPUHUMAEMbIX IIPENapaToB.

Brusanue opyaux npenapamoe na ¢hapmakoxurnemuxy pucnepuoona

Aumubaxmepuanvivle npenapambl

DpUTpOMUIIMH, yMepeHHbIH uHrHOuTOp wu30dhepmenta CYP3A4 wu P-gp, He Biumser Ha
(hapMaKOKHHETUKY PUCIICPHIOHA U aKTUBHOW aHTUIICUXOTHYECKOH (ppakiuu.

Pudamnumnmn, mommsii wHAyKTOp mM30epmenta CYP3A4 u P-gp, BbI3bIBaeT CHWKCHHE
KOHIICHTPAIIMX aKTUBHOW aHTHIICUXOTHYECKOH (ppakiuu B 1maa3me KpoBH.

Aumuxonunscmepasnvle npenapambl

JloHene3un W rajiaHTaMuH, sBistomuecs cyocrparamu uzodpepmentoB CYP2D6 u CYP3A4, e
OKa3bIBAIOT KJIIMHUYECKHU 3HAYUMOTO BIUSHUS HAa (DapMaKOKMHETHUKY PUCIEPUIOHA U aKTUBHOU
AQHTHUIICUXOTHYECKOHN (PpaKiuu.

IIpomusosnunenmuueckue npenapamol

Kap6amazernmn, momubiii naaykTop nzodpepmenta CYP3A4 u P-gp, cHmkaeT KOHIEHTPAIUIO

AKTUBHOW aHTUIICUXOTHUYECKOW (hpakiuu pucnepugoHa B ruiazme KpoBu. [lomoOHbIe 3¢ deKTh
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COOTBETCTBYET 3KCNEPTHOMY OTYETY

HaOJIOManuCh TpU TpuMeHeHHH (eHutonHa u ¢GeHobapOuTama, KOTOPHIE TAaKXKE SBISIOTCS
unaykropamu uzopepmenta CYP3A4 u P-gp.

TomupaMaT yMEpPEeHHO yMEHBIIAET OWOJOCTYIHOCTh PHUCIEPUIOHA, HO HE aKTUBHOU
AHTHUIICUXOTHYECKOH (Ppakunu. JJaHHOE B3aUMOIEHCTBHE HE CUNTACTCA KIMHIHYECKN 3HAYUMBIM.

HDOmuGOZDM6KO6bl€ npenapaimosl

Utpakonazon, moueiii unruOutop m3opepmenta CYP3A4 u P-gp, B moze 200 mr/cyTku
YBEIMYMBAET KOHICHTPALMIO AaKTUBHOW AaHTUICHXOTHYECKOH (Qpakiuu B IIIa3Me KpPOBH
npuMepHo Ha 70% Mpu NPUMEHEHUHU PUCTIEPUIOHA B 103€ OT 2 10 8 MI/CyTKH.

Kerokona3zon, momuelidi uHruoutop usodepmenta CYP3A4 u P-gp, B moze 200 mr/cyTku
YBEJIMYMBAET KOHLIEHTPAIMIO PHCIEPHUJIOHA B IJIa3M€ KPOBH M CHI)KAET KOHIIEHTpauuioo 9-
THIPOKCUPHUCTIEPUIOHA B IJIa3Me KPOBH.

Heuponenmuxu

@eHOTHAa3uHbl MOTYT YBEIIMYMBATh KOHILICHTPALMIO PHUCIEPUIOHA B IUIA3ME KPOBH, HO HE
AKTUBHOW aHTUIICUXOTUYECKOU (PpaKiiuH.

Ipomusosupycuvie npenapamol

Nurubutopsl mporeasbl: JaHHbIE O(MUIMAIBHBIX HCCICIOBAHMA OTCYTCTBYIOT. Tak Kak
PUTOHABHD SIBISIETCST MOIIHBIM HHTHOUTOpOoM u3opepmernTa CYP3A4 u cinabbiM HHrHOUTOPOM
nzopepmenta CYP2D6, putoHaBrp U MHTHOUTOPHI MIPOTEA3bl, YCHICHHBIE PUTOHABUPOM, MOTYT
NPUBECTH K TOBBIIICHUIO KOHIEHTpPAlMM AaKTUBHOW  aHTUIICUXOTHYECKOM  (pakiuu
pucTepuIoHa.

B-adperobrokamopol

HekoTopsie B-aapeHOOIOKaTOPHI MOTYT yBEIMYMBATH KOHIICHTPALMIO PHUCIIEPHIOHA B IUIa3Me
KpPOBH, HO HE aKTUBHOW aHTHUIICUXOTHYECKOH (ppakiuu.

bnoxamopul kanvbyuesvix Kananios

Bepamamun, ymepeHnHslii uHruoOurop wusopepmenta CYP3A4 wu P-gp, yBenuuuBaer
KOHLIEHTPALIMIO PUCIIEPUIOHA M AKTUBHON aHTUIICUXOTUYECKOH (hpaKLuy B I1a3Me KPOBHU.

Ilpenapamvi 015 newenus 3a00ae8aHULL HCeNYOOUHO-KUUWEYHO20 MPAKMA

AHTtaronuctel  Hz-penienTopoB: HUMETHIWH W PAHUTUIUH, SBIAIOMIMECS  CIAOBIMH
uaruoutopamu  u3opepmentos  CYP2D6 u CYP3A4, yBenmnuuBaroT OHOJOCTYIHOCTH
pucnoepuaoHa, HO B MUHHUMAJIbHON CTENEHH BIHUIIOT Ha KOHICHTpPALUIO aKTUBHOU
AQHTUTICHXOTHYECKON (PPaKIIUH.

HHZU6umODbl 06DCZMH020 3axeama CeEpomoHUHA U MPUYUKTIUYECKUE aHmudenpeccaHmbl

@diyokceTrH, MOIIHBIN uHTHOUTOp wu30dhepmenta CYP2D6, moBbIaeT KOHIEHTPAIUIO
pucnepuioHa B IJla3Me€ KpPOBU, HO B MEHBUICH CTENEHU BIUSET HAa KOHLIEHTPAIMI aKTUBHOMN

AHTUTICUXOTUYECKON (PpaKIIuu.
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[Tapokcetnn, MomiHbi wuHrHONTOp wu30epmenta CYP2D6, yBenmnymBaeT KOHIICHTPAIUIO
pucCHepuioHa B IUIa3M€ KPOBH, HO B J103ax 10 20 MI/CYTKHM B MEHBIICH CTENCHH BIIMSET Ha
KOHIIEHTPAIIMIO AaKTUBHOM aHTUIICHXOTHYecKor ¢pakuuu. OmHako Oo0jee BBICOKHE JI03BI
MAapOKCETHHA MOTYT TIOBBIINIATh KOHIICHTPAIIMIO AKTHUBHOW aHTUIICUXOTHYECKOW (paKIiu
pHUCIiepHUIOHa.

TpunukIMyeckne aHTUACTIPECCAaHThl MOTYT YBEJIMYWBATHh KOHIIEHTPAIMIO PHUCIEPHIOHA B
mjaa3Me KpOBH, HO HE BJIMSIOT Ha KOHIEHTPALMIO AKTUBHOM AHTUIICHUXOTUYECKON (pakiuu.
AMUTPUNTIIIMH HE BIMSeT Ha  (APMAKOKMHETHUKY PHUCHEPHUIOHA WM  aKTUBHOM
AQHTHUIICUXOTUYECKOHN (PpaKIuu.

Ceprpanun sBisiercst ciadbim nHruouropom modepmenta CYP2D6, a dhimyBokcaMuH — Ci1a0biM
naruouropom n3odepmenta CYP3A4. B nozax mo 100 mr/cyrku ceprpanuH u (IyBOKCAMHH HE
OKa3bIBAIOT KIMHUYECKH 3HAYMMOTO BJIMSHHS Ha KOHIICHTPAIIMIO aKTUBHOW aHTUIICUXOTHYECKOM
¢pakuuu pucnepugona. OJHAKO MPUMEHEHHE CepTpaiiHA WM (hIyBOKCAMHHA B J103aX BHIIIE
100 MI/CyTKM MOXET MPUBOJAUTH K MOBBIIICHUIO KOHIEHTPAIIMH aKTUBHOW aHTUIICUXOTUYECKOM
(dbpakuuu pucTieprIoHa.

Bausnue pucnepuoona na gpapmaxokunemuxy opyeux npenapamos

Ilpomusosnunenmuueckue npenapamol

PI/ICHepI/II[OH HC OKa3bIBA€T KIHMHHYCCKH 3HA4YHMMOI'O I[eflCTBHH Ha q)apMaKOKI/IHeTI/IKy
BaHBHpOCBOﬁ KHCJIOTBI WJIK TOIIMpaMara.

Heiiponenmuxu

Apunumpason, cyoctpatr uzopepmerntoB CYP2D6 u CYP3A4: pucnepuoH He OKa3blBaeT
BIMAHUS HAa  (DapMAaKOKMHETUKY  apuUIUNpas3oja M €ro  aKkTUBHOIO  MeTaboiuTa,
JEeTUIPOapUIIUIIPA30Ia.

Cepoeunble 2auko3uovl

PI/ICHepI/II[OH HC OKa3bIBACT KIIMHUYCCKH 3HAYHMMOI'O BJINSAHUA HA (bapMaKOKI/IHeTI/IKy JUTOKCHHA.

Ilpenapamul aumus

Pucnepunon He oka3pIBaeT KIMHUYECKH 3HAYUMOTO BIMSHUS HAa ()apMaKOKMHETHKY MPENapaToB
JUTHSL.
Oonospementoe npumeneHue ¢ hypocemuoom
CMm. nHbOpMaIIHIO O MOBBIIIEHHON CMEPTHOCTH Y MAIMEHTOB MOKUIIOTO BO3pacTa ¢ AEMEHIIHEH,
OJTHOBPEMEHHO MpUHUMaronmx Gypocemus, B pasaene 4.4.

eTH
HccnenoBanus JIeKapCcTBEHHBIX B3aMMOACHCTBUIN MPOBOAMUINCH TOJIBKO y B3POCIBIX HMAIIMEHTOB.

PeneBanTHOCTH PE3YIbTATOB JAHHBIX I/ICCJ'ICI[OBaHI/Iﬁ y I[eTefI HCU3BCCTHA.
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OnHOBpEMEHHOE TMPUMEHEHHE TICUXOCTHUMYJSTOPOB  (Hampumep, MeTwipeHumara) u
pucCTiepuioHa y JAeTell He H3MEHseT (apMaKOKMHETHYECKHE MapaMeTpbl U 3()(EeKTHBHOCTH
pucCIiepHUIoHa.

4.6. bepeMeHHOCTDb, (PePTHIBHOCTD U JIAKTALUSA

bepemeHHOCTB

KonTponupyembIx uccieqoBaHUl TNPUMEHEHUS PUCIIEPUIOHA Yy OEpeMEeHHBIX JKEHIIWH He
MPOBOJAMIOCh. B HccienoBaHusiX Ha >KMBOTHBIX PHUCHEPHUIOH HE o00Jiajan TepaTOreHHbIM
JeicTBHEM, OJJHAKO HAOIIONATUCh APYTUe BUABI TOKCHUYECKOTO JEHCTBHUA Ha PENPOIYKTHBHYIO
cuctemy. [loTeHIIMaNbHBIN pUCK IPUMEHEHUS PUCHIEPUIOHA Y YETIOBEKa HEU3BECTEH.

[Ipy nmpumMeHeHHH XEHIIUHAMHM AHTUIICMXOTHYECKHX CPEICTB (B TOM YHCIIE PUCHEPUIOHA) B
TEYCHHE TPEThEro TPUMECTpa OEPEeMEHHOCTH y HOBOPOXKICHHBIX BO3HHKAIM OOpaTUMBbIe
OKCTpAalmMpaMUuIHbIC CUMIITOMBI H (I/I.HI/I) CUHJAPOM «OTMEHBD», KOTOPBLIC BAPbUPOBAJIMCH IIO
CTETICHW TsDKECTH M JnuTenbHocTH. (Coo0Inanocs o0 cCioydasx aXWUTaluh, THUIEPTOHHH,
runoTOHHUU, TpEMOpPa, COHJIMBOCTH, paCCTpOfICTBa AbIXaHUSA U 3aTPYAHCHUAX IIPU KOPMJICHUMU.
[ToaTOoMy HOBOpPOXIEHHBIE, MATEPH KOTOPBIX MPUHUMAIIN PUCTIEPUIOH BO BpeMsi OEpEeMEHHOCTH,
JIOJDKHBI HAXOJUTHCS MOJT TINATEIBHBIM HAOIOICHHEM.

[Ipumenenue npemapata Pucnepunon - KPKA Bo Bpems GepeMeHHOCTH BO3MOXHO TOJIBKO B
TOM CJIy4ae, €Cu OKujaemas 1oJib3a Il MaTepU MPEBBIIIAET MOTEHIIMAIbHBIA PUCK AJIS M0/,
[Ipu HEOOXOAUMOCTH TpPEKpallleHHs TEpanmuu BO BpeMs OEpeMEHHOCTH OTMEHY Ipemnapara
CJIelyeT MPOBOJIUTH MOCTETIEHHO.

JlakTanms

B uccnenoBanusx Ha KUBOTHBIX PUCIEPUAOH U 9-THIPOKCUPHUCIICPUIOH IPOHUKAIN B TPYIHOE
MOJIOKO. BbBIIO Takke MpoJEeMOHCTPUPOBAHO, YTO PUCHEPHUIOH U 9-THAPOKCUPHUCHEPUIOH B
HEOONBIINX KOJMYECTBAX MPOHUKAIOT B IPYIHOE MOJOKO 4eloBeka. HeT JaHHBIX 0 MOOOYHBIX
spdexrtax y MIAACHIEB IMpH TPYIHOM BCKapMJIMBaHUU. [l0ATOMY BOMPOC O TPyIHOM
BCKAPMIIMBAHUU JIOJDKEH PEIIATHCS C yUeTOM BO3MOKHOTO pHCKa JUIsl peOeHKa.

DepTUIBHOCTD

Kak u npyrue npemnapatbl, KOTOpbIE SIBJISIOTCS aHTarOHUCTaMH J10(paMHHOBBIX Da-penentopos,
PUCHEPHUIOH MMOBBIIAET KOHLUEHTPALMIO MPOJaKTUHA B IUIa3ME€ KPOBH. | 'HMIEepHposakTUHEMUS
MOKET HNOJAABJIATH CCEKPCHHUIO THUIOTAIAMHUYCCKOIO TOHAAOTPOIIUMH-PUIIM3UHTI-TOPMOHA, YTO
MPUBOANT K CHIDKEHHIO CEKPEeUMH TUIO(PH3APHOTO TOHAIOTPONHHA. DJTO, B CBOIO OYEpEb,
MOJKET BBI3BIBATH IMMO/IABICHHE PEMPOIYKTHUBHON (DYHKIIMH 33 CUET HApPYIICHHs CTEPOUIOTCHE3a
B TOJIOBBIX JKelle3ax Yy TMAIUEHTOB MYXCKOIO M JKEHCKOTro mojia. B JokiImHHuYecKux

WCCIICJIOBAHUSAX 3HAYUMBIX 3(h(HEeKTOB HE HAOIIOJAIIOCH.
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4.7. BausiHue Ha cNOCOOHOCTH YNPABJISATH TPAHCHOPTHBIMU CPeACTBAMH W PadoTaTh ¢
MeXaHu3MaMu

[Ipenapar Pucnepumon - KPKA moxer B HeOOJIbIION WM YMEPEHHOW CTENIEHH OKAa3bIBATh
BO3JICICTBHE HAa CHOCOOHOCTh YNPAaBISATh TPAHCIOPTHBIMU CpPEACTBAaMH M paboTaTh C
MexaHu3mamu. [larmmentam  ciexyeT  peKOMEHIOBAaTh — OTKa3aThCsl  OT  YIpaBJICHUS
TPAHCIIOPTHBIMHU CPEICTBAMH U OT Pa0OTHI C MEXaHU3MaMH JI0 BBIICHEHHS MX MHIUBUAYAIbHOM
YYBCTBUTEILHOCTH K IIperapary.

4.8. HeskenaresibHbIE peakuuu

Pesrome npoduis 0e30mMacHOCTH

HaunbGonee wacto HaOMIOMaeMBIMH HEXKEIATCILHBIMH PEAKIHMSIMH (9acTOTa BO3HUKHOBCHHS
> 10 %) ABIAIUCEH: MTAPKUHCOHU3M, Ce/lallus, TOJ0BHAs 00JIb U OECCOHHMIIA.
[TapKHMHCOHM3M ¥ aKaTHU3HS ABJSIOTCS 10303aBUCHMBIMH HEXEJIATCIbHBIMUA PEAKIIHSIMHU.

Pe3rome HexenaTeIbHbIX PeaKIMi

HexenatenpHple peaklMyd  pPUCIIEPHIOHA B  TEPANEBTUYECKUX JI03aX IPUBEACHBI  C
pacmpesieleHueM TII0 YacTOTe M CHUCTeMaM OpraHoB. YacToTa HeXelaTeNbHBIX PEaKIUi
KJaccu(uIupoBaHa CIeAayronmM oopa3omM: odeHb acto (> 1/10), gacto (ot > 1/100 mo < 1/10),
Hevacto (ot > 1/1000 mo < 1/100), penko (ot >1/10000 mo < 1/1000 ciy4aeB), O4€Hb PEIKO
(< 1/10000), gactoTa HEn3BecTHA (HE MOXKET OBITH OIIEHEHA HA OCHOBE MMEIOITUXCS JTAHHBIX ).
HexxenaTenpHble peakiuu CrpYyNIUPOBAHBI B COOTBETCTBUU C TMOPSJIKOM Ha OCHOBaHHUH
cucteMHo-opranHeix kiaccoB (COK). B kaxmoil rpynme HeXelnaTeabHbIE PeaKIHH
MPEJCTABIICHBI B TOPSAKE YMEHBIICHUS UX CEPhE3HOCTH.

HUngpexyuu u unsaszuu:

9acTO — MHEBMOHUS, OPOHXHUT, NH()EKIUN BEPXHUX JbIXaTENbHBIX MYyTEH, CHHYCUT, HH(EKIIH
MOUEBBIBOJAIINX MyTeH, MHPEKIUH yXa, TPUIIIL,

HEYacTo — MH(EKIUK JBIXaTeNbHBIX MyTeH, UCTUT, HHPEKIUU TJ1a3, TOH3WLIAT, OHHXOMHUKO3,
¢dermoHa, MecTHasi HH(EKIHsI, BUPYCHbIE HH(EKIIH, aKapOJIePMaTHT;

penko — nHGEKIHs.

Hapywenus co cmopoHbl Kposu u ium@amudeckoi cucmembi.

HEYacTo — HEHTPONCHHs, CHIDKEHHE KOJHMYECTBA JICHMKOIMTOB, TPOMOOLMUTOICHUS, aHEMHUS,
CHIDKEHUE TeMaTOKPHUTA, MOBBIIICHUE KOJINYECTBA YJ03MHO(PHIIOB;

PENKO — arpaHyJoIUTO3 .

Hapywenus co cmopoHsl UMMYHHOU cuUcmembl:

HEYacTo — TUIIEPIYBCTBUTEIHLHOCTD;

penKo — aHaMIAKTHYECKas PEaKIus’,

DHOOKpUHHbIE HAPYULEHUA.!
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YacTO — THIEPIIPONAKTHHEMHS

PENKO — HapyIlIeHUe BHIPAOOTKH aHTUAMYPETHUECKOTO TOPMOHA, TIIOKO3YPHSL.

Hapywenus memabonusma u numanus:

94acTO — MOBBIIIEHHE MACCHI TeJla, MOBBIIICHUE allleTUTa, CHU)KCHUE alleTuTa;

HEYacTo — CaxapHblii auabeT’, TUMepIrIMKeMHs, HOIMIMIICHS, CHIDKEHME MAcChl Tela,
aHOpEKCHSI, TOBBIIICHNE YPOBHSI X0JIECTEPHHA B TJIa3Me KPOBH;

PEOKO — BOJHAs MHTOKCUKALMS, TMIOITIHMKEMHs, TMIIEPMHCYIMHEMHUS®, MOBBIIICHUE yPOBHS
TPUTIIHIIEPHUIOB B IUIa3Me KPOBH;

OYEeHb PeKO — TUabeTHUECKU KeTOaIU103.

Icuxuueckue napywenus:

OYEHb YacTo — 6eccoHHUIA’;

4acTo — HapyIIeHUs CHa, BO30YyX/IeHue, Iepeccusi, TpeBora;

HEYaCTO — MaHUH, CITyTAHHOCTh CO3HAHUS, CHIKEHHE JTMOU10, HEPBO3HOCTh, HOUHBIE KOIIIMApHhI;
pelKo — KaTaTOHUs, COMHaMOynu3M, yrutonienue addexra, anoprazmus;

OYEHb PEJIKO — PACCTPONUCTBO MUIIEBOTO MOBEACHHUS (CBSI3aHHOE CO CHOM).

Hapywenus co cmoponvl nepeHoii cucmembi:

OYEHb YACTO — CEJIAlUsl, COHIMBOCTh, HAPKUHCOHU3M®, FOJIOBHAs GOIb;

YaCTO — AKATH3HA, TUCTOHUS", TONOBOKPYKEHHE, TUCKUHE3US", TPEMOD;

HEYaCTO — TO3AHSS JTUCKUHE3Ws, WIIeMHs TOJOBHOTO MO3ra, OTCYTCTBHE OTBETa Ha
CTUMYIISILIUIO, TIOTEPsl CO3HAHMS, CHUKEHHbI YpOBEHb CO3HAHMUS, cynoporI/I4, 00MODOK,
MICUXOMOTOpHAsl THIEPAKTUBHOCTh, HapylIeHHE pPaBHOBECHUS, HapyIIEHHWE KOOPJIMHALINH,
MOCTYypaJIbHOE TOJOBOKPY)KEHUE, HApYIICHHE BHUMAHHS, AW3APTPUS, AMCTEB3US, THIIECTE3US,
napecTes3us;

penxo — 3HC, niepeGpoBacKysipHbIe HAPYIICHHS, THA0eTHIECKass KOMa, TPEMOP TOJIOBBI.
Hapywenus co cmoponvl opeana 3penusi:

4acTO — HEUETKOE 3pEHUE, KOHBIOHKTHBHT;

HEYaCTO — CBETOOO0S3Hb, CYXOCTh IJ1a3, YCHIICHHOE CI€30TeUCHNE, TUTICPEMUs T71a3a;

PENKO — TJIayKoMa, HePOU3BOJIbHBIC BPAIICHUS TJIA3HBIX S0JIOK, HAPYIICHUE JBIKESHUH TJasa,
obpasoBaHue KOPOK Ha Kparo Beka, UCJIP?.

Hapywenus co cmoponwl opeana cnyxa u nabupunma:

HEYacTo — IIyM B yIIaX, BEPTUTO, OOJIb B yXe.

Hapywenus co cmoponvl cepoya:

YaCTO — TaxXuKapaus,
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HeyacTo — (GUOpWUIIIMSA TNpeAcepinii, aTPUOBEHTPHKYJsApHAas OJoKaaa, HapylIeHHe
npoBefeHus, yumHeHne uHTepBana QT Ha snextpokapauorpamme (OKI)), Opaauxapamus,
OTKJIOHCHHS DJICKTPOKAPAUOTPAPHUUSCKUX ITOKA3aTeNIeH, ONIYIIEHUE CepLIcOMCHNUS;

PENKO — CHHYCOBAasi apUTMHSL.

Hapywenus co cmoponul cocyoos:

94acTo — apTepuanbHas THIEPTCH3HS,

HEYacTO — apTepuabHasi THIIOTCH3HsI, OPTOCTATHYECKAsl TUIIOTCH3HS, TPUIUBBL;

peaKo — AMOOJIHS JISTOYHOM apTepun, TPOMOO03 TITyOOKHX BEH.

Hapywenus co cmopoHsl ObixamenvbHou cucmemyl, Op2anos epYOHOl KIemKU U CPeOOCMeHUsL:
4acTo — OJIpllIKa, 00Jb B 00JAaCTM TOPTaHM W TJOTKM, Kallellb, HOCOBOE KPOBOTEUEHUE,
3aJI0’)KEHHOCTh HOCA;

HEYAaCTO — acClUpPAlMOHHAsS ITHEBMOHHMS, 3aCTOM B JICTKUX, HAPYIICHUE [bIXaHWsS, XPHIIbI,
CBUCTSIILIEE [IbIXaHHE, 3aJI0KEHHOCTh JbIXaTeNbHBIX MyTeH, AUCOHUS, PACCTPOHCTBO CO
CTOPOHBI JbIXaTEIbHON CHCTEMBI,

PEAKO — CHHAPOM aITHO? BO CHE, THIIEPBEHTHIISIIHSL.

Kenyoouno-kuweunvie HapyuwieHus:

4acTo — 00Jb B 00JACTH JKMBOTA, AUCKOMQOPT B KEIyAKE, PBOTA, AUApes, 3arop, TOIIHOTA,
JIUCTICTICHUSI, CYXOCTh CIIM3UCTON 000JI0YKH MOJIOCTH PTa, 3yOHast 00JIb;

HEYacTo — HeJlepyKaHKe Kajia, (pekaiomMa, TaCTpO3HTEPHT, AUChHArusi, METCOPH3M;

PENKO — MaHKPEATUT, HEMTPOXOAMMOCTh KHIIIEYHHUKA, OTEYHOCTD SI3bIKA, XCHIIUT;

OUYEHb PEIKO — UIICYC.

Hapywenus co cmoponvl neyenu u scenyedul8o0suux nymet.

HEYAaCTO — TIOBBIIICHUE AKTUBHOCTH TPAHCAMWHA3, TMOBBIIICHUE AKTHMBHOCTH TraMMa-
riyraMuiITpancdepaspl, HOBBIIIEHNE AKTUBHOCTH (PEPMEHTOB NIEUEHH B IJIa3Me KPOBU;

PEKO — KENTyxa.

Hapywenus co cmoponul kodicu u nOOKOINCHbIX MKAHE.

94acTO — KOJKHAs ChIIb, SPUTEMA;

HEYAaCTO — KpPANWBHUIA, KOXHBIA 3yJ, aJONElHs, TUIePKeparo3, JK3eMa, CyXOCTh KOXH,
W3MEHEHUE I1BETa KOXH, aKHEe, CEOOpEWHBI JepMaTUT, BOCHAIECHUE KOXKH, HapyIICHHE
LEJIOCTHOCTH KOXHBIX TOKPOBOB;

PEIKO — TOKCUKOJIEPMUSI, TIEPXOTh;

oueHb peako — oTek KBuHke, cunmpom CruBeHca-/[?>KOHCOHA/TOKCUYECKHHA SMUACPMATbHBINA
HEKPOJIH3.

Hapywenus co cmopoHsl MbluieyHot, ckelemHou U coeOUHUMeNbHOU MKAHU:

YaCTO — MBIIIICYHBIC CIIa3MBbl, 00/Ie3HEHHOCTh CKEJIETHBIX MBIIIII, 0075 B CIIMHE, apTpaJITrusd;

21



COOTBETCTBYET 3KCNEPTHOMY OTYETY
ot 20.09.2023 N= 18267

(MOCNEOCBATENEHOCTE 0006)

HEYaCTO — TIOBBIIIEHHE AKTMBHOCTH KpeaTHH(OC(HOKUHA3bl B IIa3ME€ KPOBH, BBIHYKIEHHOE
MOJIOXKEHHUE TeJa, TYTOMOABI)KHOCTh CyCTaBa, OTEK CyCTaBa, MblIIIe4Has c1abocTh, 00JIb B IIEE;
peako — pabaoMHOIH3.

Hapywenus co cmoponsl nouex u Mouesbi800aujux nymeti:

4acTo — 3HYpeE3;

HEYaCTO — MOJUIAKUYPHsL, 3aJIeP’KKa MOUEBBIJICIICHNUS, TU3YPHSL.

bepemennocmu, nocniepoooeulii nepuoo u nepuHamanbHvle COCMOAHUA:

PEIKO — CHHIPOM OTMEHBI» Y HOBOPOKICHHBIX".

Hapywenus co cmoponuvl penpo0yKmueHou cucmemul U MOJIOYHBIX HCENe3:

HEYAaCTO — OPEeKTWIbHAs JAUCHYHKIMS, HapyIIEHHE OAKYJSIIMHA, aMeHOpes, HapylleHHe
MEHCTpyallbHOTO ~ LMKIa®,  I'MHEKOMACTHs,  TalakTopes, CeKcyalbHas  Juc(YHKIHS,
0O0JIE3HEHHOCTh MOJIOYHOM eJie3bl, JUCKOM(OpPTHBIE OIIYIIEHUS B MOJOYHOU Kelese,
BBIJICJICHUS U3 BIIArajinila;

PeNKo — MPHANK3M, 3a/IepKKa MEHCTPYaIbHOTO LIHKIIA, HECTIOCOOHOCTD JAKY/IAIMH, HarpyOaHHe
MOJIOUHBIX JK€JI€3, YBETMUCHUE TPY/IH, BBIICTICHNUS U3 MOJIOYHON KEIe3bl.

Obwue napyuienus u peakyuu 8 mecme 68e0€HU:

yacTo — oTek*, Muxopaaka, acTeHus, yTOMIsSEMOCTb, 6OIb;

HEYacTO — OTEeK JIMIAa, MOBBILIEHWE TEMIepaTypbl Teja, HapyLIEHUE TMOXOJKH, IJI0OXO0€e
CaMOYyBCTBHE, JKaxkaa, IUCKOMGOPT B 00JaCTH TPYTHOW KJIETKH, O3HOO, HEIOMOTaHHeE,
muckoMdopT;

pPEAKO — TUIOTEPMHs, IOXOJOJaHUE KOHEUHOCTEH, CHHKEHHME TeMIepaTypbl Tejla, CUHAPOM
«OTMEHBI», YILIOTHEHHE OPTaHOB U TKAHEH" .

' TunepnponakTuHeMus B HEKOTOPBHIX CIydasX MOMKET HPUBOJUTh K THHEKOMACTHH,
HapyIIEHUSIM MEHCTpPYaJIbHOT'O ILIMKJIA, aMEHOpee, aHOBYISALWHU, HApyIIEHHIO (epTUIHLHOCTH,
CHIDKEHUIO JINOUI0, SPEKTUIBHON TUCHYHKIIMH U TaJaKTopee.

2 B xofe mnane60-KOHTPOIUPYEMbIX HCCIe0BaH| caXapHblii 1uadeT ObL1 3aperucTPUPOBaH Yy
0,18 % y4acTHMKOB, MOJY4YaBIIMX PUCHEPUIIOH, 1O cpaBHeHHIO ¢ vactoTou 0,11 % B rpymme
wiane6o. OOmiast yactoTa BO BCeX KIMHMUYECKUX HcciefoBaHusx coctaBuna 0,43 % y Bcex
MAIMEHTOB, MOJTYYaBIINX PUCIICPHIOH.

3 He nabmiofanoch B KIMHHYECKUX HCCIENOBAHMAX PHCIEPHIOHA, HO HAOIIOAANoch B XOJE
MOCTPETUCTPAIIIOHHOTO MTPUMEHEHUS pUCTIEPUIOHA.

4 DKCTpanMpaMuIHble HAPYIIEHHS MOTYT OBITh CIEMYIONIMMHU: HAPKUHCOHM3M (THIIEpCEKpelys
CJIIOHBI, PUTHIHOCTb CKEJIETHBIX MBIIII, MAPKUHCOHU3M, CIIOHOTEUEHHE, PUTHAHOCTD 10 THUILY

CKMCCTCPCHKU, 6paI[I/IKI/IHe3I/I$[, THUIIOKHWHE3U, MaCKOHOI[O6HOC JIMIO, MBIIICYHOC HAIIPAKCHUC,

AKHUHE3Us, PUTHAHOCTDb 3aTbIJIOYHBIX MBI, PUTHJAHOCTb MBI, TAPKWUHCOHUYCCKAA MMOXO0AKa U
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HapylieHue TIadeIsipHoro pediekca, MapKUHCOHMYECKHA TPEMOp B TIOKOE), aKaTU3UA
(akatu3usi, OECIIOKOWCTBO, THUIEPKUHE3US W CHHIPOM «OECHOKOWHBIX HOT»), TPEMOD,
JTUCKUHE3US (IIMCKUHE3Ws, MBIIIEYHAs CYJ0pora, XOpeoaTeTo3, aTrero3 W MHOKIOHYCHI),
muctoHus. K AMCTOHMM  OTHOCSTCS ~ TUCTOHUS, MBIIIEYHAS TUNEPTOHUSA, KPHUBOIIEs,
HEIPOU3BOJIbHBIE COKpAIEHUsl MBIIIL, MbIIIEYHass KOHTpakTypa, Osiedapocnasm, ABHKEHHS
TNIa3HBIX  SI0JIOK, Tapaiud s3bIKa, CIa3M JIMIEBBIX MBI, JIAPUHTOCIIA3M, MHUOTOHWUS,
OIMMUCTOTOHYC, CMa3M POTOTJIOTKH, M3TUO TYJIOBHUINA B CTOPOHY OOJBIIETO COKPAIIEHHS MBIIIII,
CIa3M MBI s3bIKa U Tpu3M. ClielyeT OTMETHTh, YTO B IEPEYeHb BKIFOYEH OoJiee MMPOKHIA
CIIEKTP CHMITOMOB, KOTOpPbIE HEOOS3aTeIbHO MMEIOT IKCTpAamUpaMUAHOE TpoucxoxaeHue. K
OECCOHHMIIE OTHOCSTCS WHHIMAIbHAs WHCOMHHS, HMHTPAaCOMHHYECKOe paccTpoiictBo. K
CyZIoporaM OTHOCSTCS OOJbIINE CYAOpOKHbIE NpuUnaaku. K HapylmieHHsM MEHCTpPYalTbHOTO
LMKJIa OTHOCSITCSL HEPETYJISIPHBIE MEHCTpYyallK, oJuroMeHopest. K orekam oTHocATCs aHacapka,
nepudeprueckrue OTeKH U MATKUAN OTEK.

Heoicenamenvhule aghgpexmoi, ommeuennvie npu npumeHeHuy naiunepuoona

[ManmunepuoH SBISETCS aKTHBHBIM META0OIMTOM PHUCIIEPHIOHA, TOITOMY HPOQHIH MOOOYHBIX
peaKkuii pUCIepUIOHa W MAJIUIEPHIOHA aKTyaJdbHBI JIpYr Jiss JApyra. B /JIOTOJIHEHHE K
BBIIICTICPEYHCICHHBIM HEXEJATeNbHbIM PEaKIHsAM IPH TPUMEHEHHH MaIUNePUIOHa OBbLIH
OTMEYEHBI HIDKENIEPEUNCICHHbIE MOOOYHBIE PEaKIMH, KOTOPbIE MOTYT BO3HHMKHYTh U TpHU
MPUMEHEHUH PUCTICPUIOHA.

Hapywenus co cmoponwi cepdua

CHUHIIPOM MOCTYPATIbHOM OPTOCTATUYECKON TaXUKaAPAHH.

Knacc-ashgpexmuoi

Kak u mpu npuMeHeHMM APYrMX aHTUIICUXOTUYECKUX MpernapaToB, ObUIM OTMEYEHbI OYEHb
penkue ciydau yumHeHus uHTepBasia QT B mocTperucTpaniioHHOM Nepuojie HaOMIOIEHUS.
Hpyrue knacc-3p(eKkTbl co CTOPOHBI CEpAEYHO-COCYIUCTOM CHUCTEMBI, HaONIOJaeMble IpH
MPUMEHEHUN AHTUIICUXOTUYECKHUX IpenapaToB, yuuHsAommx uHtepBan QT: xemynoukoBbie
apuTMUH, QUOPWIUISIIMA  JKEITYIOYKOB, OJKEIYJAOYKOBAas TaxHWKapJus, BHE3aHAas CMEPTb,
OCTaHOBKa cep/iia v MouMopHas KeIyI0uKoBasi TaXUKapIus TUTIA KITUPYITH.

Benosnasa mpomboambonus

IIpy mnpuUMeHEHUMM AHTUICUXOTHYECKMX IpenapaToB HAOMIOJAIUCh Cllydal BEHO3HOU
TpoMOOIMOOINH, BKITIOUYAsl JIETOYHYIO SMOOJIMIO M CiIydan TpomOo3a TIyOOKMX BeH (JacToTa
HEHW3BECTHA).

Yeenuuenue maccol mena

B paac HJ'IaLI€60-KOHTpOHI/IpyeMBIX I/ICCJ'IeI[OBaHI/Iﬁ JIMTCIBHOCTBIO OT 6 a0 8 HCACIIb

IIPOBOJIUJIOCH COIOCTABJIEHHME JAOJIEH MAllMEeHTOB C LIM30(peHHel, MOoIydyaBIIUX PHUCIIEPHUIOH
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WK 1w1anebo, y KOTOPBIX HAOMI0JaIoch YBEJIMYEHHE Macchl Tena Ha 7 % u Oosee, mpu 3TOM
OBUTO BBISIBJICHO CTATUCTHYECKU 3HAYUMOE YBEIIMUYEHHE YaCTOTHI CIy4aeB M30BITOUHOTO Habopa
Beca B TpyIIe MAlMeHTOB, MOJy4aBmmx puctnepunod (18 %), mo cpaBHEHHUIO ¢ MalMEHTaMH,
nonyyaBmmmMu  miane6o (9 %). B page  mnane0o-KOHTPOIHMPYEMBIX — HCCIIEIOBAHHMA
JIIUTCIIBHOCTBIO 3 HEACIN, MPOBCACHHBIX Y B3POCJIbIX IMALIMCHTOB C OCTPbBIM MAaHHUAKaJIbHbBIM
COCTOSIHMEM, YaCTOTa CIIy4yaeB yBEJIMUEHUS Macchl Tena Ha 7 % u OoJiee MpH OIeHKE B KOHEYHOU
TOYKE ObLIa COMOCTAaBUMOM B rpyNIax, MOJIydaBIIUX pucrepunoH (2,5 %) u mnamnedo (2,4 %), u
HEMHOT0 00Jiee BHICOKOH B rpyIine, ModydaBileil akTHBHBIN Ipenapat KoHTpods (3,5 %).

VY nereil ¥ MOAPOCTKOB C KOHAYKTUBHBIMH W JIPYTUMHU PAcCCTPOMCTBAMHU IOBEACHUS B XOJC
JIOJITOCPOYHBIX KJIMHUYECKUX HCCIIEJOBAHUN Macca Teja yBEeIMYMBajach B CpeaHEeM Ha 7,3 Kr
nocne 12 mecsueB Tepanuu. OXugaemMoe YBEIMYEHHE MAacChl Tella Yy JIeTe ¢ HOpPMaJlbHbIM
pa3BuTHEM B Bo3pacTe oT 5 1o 12 ner coctaBiusier 3-5 KT B roji, ot 12 g0 16 netr — 3-5 kr B rox
JUTSL I€BOYEK M OKOJIO 5 KT B T'OJ] TSI MaJTbUHKOB.

Oco0blI€e TPVYIIIbI [TAIMEHTOB

Tayuenmul nostcunoco éo3pacma c demenyuei
TpaH3uTOopHBIE WIIEMUYECKHUE AaTakKl W WHCYJIBT HAONIONAINCh B XOJ€ KIMHHYECKUX
uccienoBanui ¢ yactoroit 1,4 % u 1,5 % COOTBETCTBEHHO Yy MAILMEHTOB MOXKHWJIOIO BO3pacTa C
nemenuuei. Kpome toro, cienyromiye nodoYHble JEHCTBUS OTMEYAINCH Y MALMEHTOB MOKUIIOTO
Bo3pacTa ¢ JeMeHuuen c yactotol >5% u ¢ uvactoTrod, mo KkpalHeld Mepe, B 2 pasza
MPEBBIIAIONIEH TAaKOBYIO B JPYTrUX TMOMYJSIHUSIX TMAalMEHTOB: WHQEKIUH MOYEBBIBOISIINX
nyreH, nepuepudeckuii 0Tek, arnaTus U Kailelb.

eTH
B nenom npennosnaraercsi, 4To TUIBI HEXENATENbHBIX PEAKIUN y AeTeid OyAyT aHaJOTUYHBI
Ha0JI0JTaeMbIM Y B3POCIIBIX.
Crnenyromue moOOYHBIE JACUCTBUS OTMEUAINCh y AeTelt (oT 5 mo 17 net) ¢ yactoroit > 5 % u ¢
4acTOTOM, MO KpaiiHel Mepe, B 2 pas3a MPEBbIIAIOIICH TaKOBYIO B JIPYTUX MOIMYJISIIUSAX
MAIeHTOB B XOJIe¢ KIMHMYECKUX HCCICIOBAHUNA: COHJIMBOCTH/CEAIHS, YTOMIISIEMOCTb,
rojoBHas O0Jib, TOBBIINICHHE AalllIeTHTa, PBOTA, MH(EKIHM BEPXHUX JbIXATENbHBIX IYTEH,
3aJI0)KEHHOCTh HOCa, 00JIb B 00J1aCTH KUBOTA, TOJIOBOKPYKEHHUE, Kalllelb, TUXOpPaaKa, TPEMOD,
ayapesi, SHypes.

Coo01ienue 0 moA03peBacMbIX HEKEIATENbHbIX PEAKIIUAX

BaxHOo coo0maTe 0 MOA03pEBAEMBIX HEXKENIATEIbHBIX PEAKIMAX I0CIE PErUCTpaIiu
JIEKapCTBEHHOTO Iperapara C Lelbio 00ecreueHus] HePephIBHOIO MOHUTOPHHTA COOTHOLICHHS
«T0JIb3a — PHUCK» JICKApCTBEHHOrO TNpenapara. MeIuIUHCKUM paOOTHUKAaM pPEKOMEHIYeTCs

COO6HIaTI> 0 JI00BIX IMOJ03PEBACMBIX HEKECJIIATCIbHBIX PCAKIHAX JICKAPCTBCHHOI'O IIperiapara
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Yyepe3 HAI[MOHAIbHbBIE CUCTEMBI COOOIIEHHS O HEXKENATENbHBIX PEAKLIUAX TOCYAapCTB — YJICHOB
EBpa3uiickoro 3k0OHOMHUYECKOTO CO03a.

Poccuiickas ®@eoepayus

109012, r. MockBa, CrnaBsiHckas 1., 1. 4, ctp. 1

®denepanbHas ciyx0a o Haa30py B chepe 3ApaBoOXpaHEHUs

Ten.: +7 (800) 550 99 03

Anpec a11. moutsl: pharm@roszdravnadzor.gov.ru

Be0-caiiT: https://roszdravnadzor.gov.ru

Pecnybnuxa benrapyco

220037, r. MuHck, ToBapuilieckuit niep., 1. 2a

Pecniybnukanckoe  yHutapHoe —mpenmpustue  «LleHTp dKcmepTM3 M HUCOBITAaHUH B
3IpaBOOXPAHECHHID)

Ten.: +375 (17) 242 00 29

Anpec 311. noutsl: repl@rceth.by

Be6-caiiT: www.rceth.by

Pecnybnuka Kaszaxcman

010000, paiton baiikonsip, . Actrana, yin. A. Umanosa, a. 13, Bl «Hypcaynet 2»

PI'TI na ITXB «HarmoHanbHBIN IEHTP 3KCHEPTHU3bl JEKAPCTBEHHBIX CPEACTB M MEIMUITMHCKUX
m3nenuiy  Komurera MemUIMHCKOrO M (apMaleBTHYECKOro KOHTposii MuHHCcTepCcTBa
3npaBooxpanenus: Pecyonuku Kazaxcran

Ten.: +7 7172 235 135

Anpec am1. moutsl: farm@dari.kz

Be6-caiiT: www.ndda.kz

Pecnybnuxa Apmenus

0051, r. EpeBan, np. Komuraca, 1. 49/5

«HayuHplii 1EHTp SKCHEPTU3bl JIEKAPCTB M MEAMLIMHCKUX TEXHOJOTHMM HMEHHM aKaJeMHKa
D. IN'abpuensaa»

Ten.: +374 60 83 00 73

Anpec 511. moutsl: admin@pharm.am, vigilance@pharm.am, letters@pharm.am

Be0-caiit: http://www.pharm.am

4.9. llepeno3upoBka

CHUMNTOMBI

CoHnuBOCTb, cenanus, TaxWKapAus, apTepualbHas TUIOTEH3Us, OSKCTpalupamMHIHbIE

paccTpoicTBa, B peAKUX ciydasx yanuHeHue unrepsaia QT u cynoporu. [Ipu nepenosupoBke y
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MAI[eHTOB, OJHOBPEMEHHO IMPHHUMAIOLINX PHUCIEPUIOH U MAPOKCETHH, OMHCAHO pPa3BUTHE
OJUMOPGHOMN KETYTOUKOBOM TaXUKAPAUU THITA KITUPYITH.

B cnydae octpoil mepeno3upoBKH HEOOXOAMMO YUWUTHIBATH BO3MOYKHOCTH TEPEIO03UPOBKH OT
MpreMa HECKOJIbKUX JIEKapCTBEHHBIX MPENapaToB.

JleueHue

ObecneunTs MPOXOJUMOCTh JBIXaTENbHBIX MMyTeH IS aIeKBATHON OKCUT€HAIIMN U BEHTHIIALIUN.
[IprieM aKTHBHPOBAHHOTO YIJISi U CIAOUTEIBHBIX CPEJACTB CIEAYET MPOBOAMUTH TOJIHKO B TOM
cllyyae, €CIIM pHUCIEpUIOH ObUT NpUHAT He Oosnee 1uaca Hazax. i CBOEBpPEMEHHOTO
JMAarHOCTUPOBAHUSI BO3MOXKHOTO HAPYIICHUsI PUTMA CepAlla HEOOXOIUMO KaK MOKHO ObICTpee
HayaTh MoHuTOpupoBanue DKI'. Cnemududeckuii aHTUIOT OTCYTCTBYET, MOJKHA TIPOBOJIUTHCS
COOTBETCTBYIOLIAasl CUMIITOMaTHdeckass tepanus. [lpu CHMW>KEHMHM apTepHalIbHOTO JABJIEHUS U
COCYIMCTOM KOJIJIaTriCeé PEKOMEH/IOBAaHO BHYTPHUBEHHOE BBEJIEHHWE MH(Y3MOHHBIX PAaCTBOPOB U
(WM) CMMIATOMUMETHYECKHX TpenaparoB. B ciydae pa3BUTHS TSDKENBIX dKCTPATUPAMUIHBIX
CUMIITOMOB — AaHTUXOJUHEPTrUYEeCKUE CpeACTBa. THIaTelbHOE MEIUIMHCKOE HAOII0JaeHUEe U

MOHUTOPUPOBAHHUE OKT IIPOBOJAT A0 IMOJTHOI'O HCYE3HOBCHHA CUMIITOMOB MHTOKCUKAIIHH.

5. ®APMAKOJIOTMYECKHUE CBOMCTBA
5.1. ®@apmakoanHaAMHUYeCKHE CBOIICTBA
dapmakoTepaneBTUYECKasi TPYIMMa: TCUXOJIECNTUKH, AHTHUIICUXOTHYECKHE CpEICTBa; ApYyrue
AHTUIICUXOTHYECKHE CPECTBA
Kox ATX: NO5SAX08

MexauusM neicTeus U dhapMakoauHaMudecKue G eKTol

Pucnepuion — CENeKTHBHBII MOHOAMHMHEPTMYECKMH aHTaroHUCT, oOO0JagaeT BBICOKUM
adbuanTeTOM K cepoToHMHOBEIM 5-HT> m modamunoBsiM Dr-pernientopam. Pucnepumon taxke
CBSI3BIBACTCS C 0L1-3IPCHOPELIENITOPAMH M, B MEHBIICH CTeNeHu, ¢ Hi-TuCTaMHUHOBBIMH H 02-
aJipeHOperenTopaMy.  Pucnepuson He 00Jazaer TPOMHOCTBIO K XOJWHOPELENTOpaM.
Pucnepunon ymeHbIIaeT MPOAYKTUBHYIO CHUMITOMATHKY IIU30(PEHUHU, BHI3BIBAET MEHBIICE
II01aBJICHUEC MOTOpHOfI AKTUBHOCTH U, B MEHBIIIEN CTCIICHU, MHAYUHUPYCT KATAJICIICUIO, YEM
Kiaccuyeckue Hedponentuku. COanaHCHPOBAHHBIN HEHTPAIbHBIN aHTarOHU3M K CEPOTOHHHY U
no(aMHUHy CHMKAeT BEPOATHOCTb PA3BUTHUS HKCTPANUPAMUAHBIX HApyLIEHUMM W paciiupsier
TepaneBTUYECKOe JICHCTBHE Mpernapara ¢ OXBAaTOM HETAaTHBHBIX W a((QEKTHBHBIX CHMIITOMOB
MIM30(pPEHHH.

5.2. @apmakoKMHeTHYECKHE CBOIICTBA

AOcopOrus
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COOTEBETCTBYET ZKCNEPTHOMY OTUYETY

Pucnepunon mocie mnpuema BHYTPb IOJHOCTBbIO aOCcOpOHMpyeTcsi, JOCTUTash MaKCHUMaJbHBIX
KOHIIEHTpAlMii B IU1a3Me KpoBU uepe3 1-2 yaca. AGcomoTHass GMOMOCTYITHOCTh PHCIIEPUA0HA
nocie npuema BHYTpb coctaBisgeT 70 %. OTHocuTenbHass OMOJOCTYIHOCTH IOCJE IpHeMa
BHYTPh pHcrepuaoHa B (opme TabneTok coctaBiseT 94 % 1o CpaBHEHUIO C PUCIIEPHIOHOM B
¢dopme pactBopa. Ilpuem numm He OKa3bIBaeT BIMAHUSA Ha abcopOIMio mIpenapara, M03TOMY
pPUCTIEPUIOH MOXKHO NPUMEHSATh HE3aBUCMMO OT BPEMEHM IpuemMa nHiu. PaBHOBecHas
KOHIIEHTpalUs pUCIEPUAOHA B OpraHu3Me y OOJIBIIMHCTBA MAlMEHTOB JOCTUTAETCS B TEUEHHE
1 nus. PaBHOBECHas1 KOHIIGHTpALUS 9-TUAPOKCUPUCTIEPUIOHA IOCTUTAETCS B TeUeHHE 4—5 THEM.

Pacnopenenenue

Pucniepunon OwvicTpo pacmpenensercs B opranuzme. OObeM pacnpeneneHusi CocTaBiseT 1—
2 n/kr. B mnmasme KpoBH pPHUCHIEPHIOH CBA3BIBAETCS C  aJIbOYMHHOM M O-KHUCIIBIM
rnukonporenHoM. Pucnepunon Ha 90 % cBs3piBaeTcss OenkaMu  IUIa3Mbl  KpOBH, 9-
rUApoKcupucnepuion — Ha 77 %.

Buorpanchopmarins

Pucniepunon merabonmsupyercst B medeHu ¢ ydactueM wm3odepmenta CYP2D6. OcHoBHOIA
METabONUT — 9-TUAPOKCHPUCTICPUIOH, KOTOPBI 0O0NagaeT CXOAHOH (hapMaKOJIOTHUECKOM
aKTUBHOCTBIO C PHCIIEPUIOHOM. Pucnepusion u 9-ruipOKCUpUCIEPUIOH COCTABISAIOT AKTHBHYIO
aHTUIICUXOTHYecKyro  ¢pakiuioo. M3odpepment CYP2D6  moaBepkeH  T€HETHUECKOMY
nonuMoppusMy. Y MalMEeHTOB C MHTEHCHBHBIM MeTabosim3MmoMm 1o uzodepmenty CYP2D6
pUCTIEpUIOH OBICTPO MpEeBpaIaeTCs B 9-THAPOKCUPUCTIEPUIOH, B TO BpEMs KaK y HAIlHEHTOB CO
cnabbiM MetabonuzmoM 1o u3zodpepmenty CYP2D6 »3ToT mpoiiecc mpOUCXOIUT 3HAUYUTEIHHO
MeasieHHee. XOTsl y MalMeHTOB ¢ MHTEHCHUBHBIM METa0OJM3MOM KOHIICHTPAIMs PHUCIIEPHIOHA
HUKE, a KOHLEHTpalus 9-ruJpOKCUPHUCIEPUIOHA BBIIIE, YEM Yy MAllMEHTOB CO CJIa0bIM
MeTaboin3MoM, (hapMakOKHMHETHKA AKTHMBHOM aHTUIICUXOTHYECKOW (paklUuu Iocie Mpuema
OJTHOW WJIM HECKOJILKHX JI03 CXOJIHA B 00CHX IpyNIax MalueHTOB.

Hpyrum myrem metabonm3ma pucnepusiona sisisiercsi N-gezankunupoBanue. MccnenoBanus in
Vitro Ha MHUKpPOCOMaXx II€YEHU YeJIOBEKa MOKAa3ald, YTO PUCIEPUAOH B KIMHUYECKU 3HAUMMBbIX
KOHIIEHTpalUAX CYIIECTBEHHO HE HMHTUOMpYeT MeTabolM3M JIeKapCTBEHHBIX IIpenapaTos,
OMOTpaHCHOPMHUPYIOIMIUXCS MO IeHCTBUEM H30(EepPMEHTOB CHUCTEMBI IuToxpoMa P450, B Tom
gucie CYP1A2, CYP2A6, CYP2C8/9/10, CYP2D6, CYP2EI, CYP3A4 u CYP3AS.
DIMMUHAINS

Uepes Heaento nmociie Havana npuema pucnepugona 70 % 1036l BHIBOAUTCA MOYKAMHU (TIPU 3TOM
BBIBEJICHUE PHUCIIEPUIOHA U 9-THIPOKCUPUCIIEPUAOHA NOYKaMHu cocTaBisier 3545 % ot
NPHUHATON J03bI, OCTABIIASCS YacTh — HEAKTHBHBbIE METAa00NHThI) U 14 % — Yepe3 KHILECYHUK.

[Tocne nmpuema BHYTph y MAallMEHTOB ¢ Ncuxo3amu nepuoj nonysbiBeaenus (T2) pucnepunona
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COCTaBJIAET OKOJIO 3-X 4acoB, T2 9-rHApOKCHpUCIEPUIOHA M AKTUBHOW AHTUIICUXOTHYECKOU
¢bpakuun — 24 yaca.

JIMHEeHOCTh/HEIMHENHOCTD

KoHnuenTtpamnus pucnepuaona B mia3Me KpOBU IPSIMO MPOMOPLHOHATIbHA TPUHUMAEMOHN J03€ B
TEpareBTUYECKOM JIMana3oHe J03.

Oco0Onle I'pynIibl IIanMuEHTOB

Tayuenmul noscunoeo 6ospacma

[Tocie omHOKpaTHOTO MpHEMa PUCIIEPHUIOHA Y TIAIMEHTOB IMOXKHWIIOTO BO3pacTa KOHIIEHTPAIIHS

AKTUBHOW aHTUTICUXOTUYECKOU (Ppakiuy B TUIa3Me KPOBU yBeIUUYMIach B cpeaHem Ha 43 %, TYs

—Ha 38 %, a ximpeHnc causmics Ha 30 %.

Tayuenmol ¢ napywenuem GyHkyuu nowex

YV mnanueHTOB C IIOYCYHOM HEIOCTaTOYHOCTBIO HAONIOJAJIOCh IIOBBIINICHUE INIa3MEHHOM

KOHIICHTPAIIMU U TIOHIKEHUE KIMPEHCA aKTUBHOW aHTUIICUXOTUYCCKON (ppakmuu B CpeHEM Ha

60 %.

Tayuenmol ¢ napywenuem QyHKyuu neyeHu

VY nmanueHToB C MEYEHOYHOM HEOCTAaTOYHOCTHIO KOHILIEHTPAIMU PUCTIEPUIOHA B TUIa3Me KPOBH

HE W3MEHSUINCh, OJIHAKO CpEeHSS KOHIEHTpamus CBOOOMHON (pakimu pHUCHEpUIOHA

yBesnn4uBaaack Ha 35 %.

Ilon, pacosas npunaonesx’cHocms, KypeHue

[MonynsamoHHbIH (papMaKOKHHETHYSCKAN aHAIW3 HE BBISBHJI OUYCBHJIHOTO BJIMSHHS TI0JIa, PACHI

WM KypeHus Ha (papMaKOKUHETUKY pUCIIEPUAOHA U AKTUBHOM aHTUIICUXOTUYECKON (DpaAKIIMH.
eTn

dapMaKOKUHETHKA PUCTIEPUAOHA, 9-THUIPOKCUPUCTIEPUIOHA M AKTUBHOM aHTUIICUXOTHYECKOM

(bpakiuy y JeTei CornocTaBuMa ¢ TAKOBOM Y B3POCIIBIX MAI[EHTOB.

6. DPAPMAIIEBTUYECKHE CBOMCTBA
6.1. [lepeyenns BcnoMoraTeibLHbIX BellleCTB

Pucnepunon - KPKA. 1 Mr, Ta0JIeTKH, MOKPHITHIE INIEHOYHONW 000JIOYKOHA

emnakro3a*

Hemnronosa mukpokpucramimdeckas (tum 102)
Kpockapmemnnoza Hatpust

Kpemnus nuokcua KoJmmOUAHBIN

Harpus naypuncynsdar

Maruus creapar

O00JI0YKa TUIEHOYHAs
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*[lennakTo3a MpeACTaBIseT COOOW BBICYIIEHHOE PACHbUICHHEM COCIWHEHHE, COCTOSIIee W3

aﬂb(i)a—HaKTO3I)I MOHOrvZipaTa U MOopoIuiKa ejiIroJio3bl, CyX0€ BCIICCTBO.

**Omnanpait 03H28758 Gemnbrii:
- THUIPOMEII03a
- Turana quokcun (E171)
- TalbK

- IIPOITUJICHITIUKOJIb

Pucnepunon - KPKA. 2 Mr, TaOJETKH, TOKPBITHIE IIIEHOYHON 000JI0UYKO#

emnakro3a*

Hemnronosa Mukpokpuctamuieckas (tum 102)
Kpockapmernnosa HaTpust

Kpemuust muokcu KoJIouHbIi

Hatpus naypuncynsgar

Maruus creapar

O06on04Ka NICHOYHAS

Omnanpaii 03H28758 Genprii**

Kpacurens xene3a oxkcup xentsiid (E172)

Kpacurens xenes3a okcup kpacHsiii (E172)

*[lennakTo3a MpeACTaBIseT COOON BBICYIIEHHOE PACHBbUICHHEM COEIWHEHHE, COCTOSIIee W3

aﬂb(i)a—ﬂaKTO3I)I MOHOIrvJpaTa U MopoIuiKa nejiirojio3bl, CyX0€ BCIICCTBO.

**Omnapgpait 03H28758 Genprii:
- TUIpPOMEII03a
- Turana quokcun (E171)
- TalbK

- HPOIUJIICHIJTINKOJIb

Pucnepunon - KPKA. 3 Mr, TaOJeTKH, TOKPBITHIE IIEHOYHON 000JI0YKO#

Lemmakro3za*

[emmrono3a Mukpokpuctamuinyeckas (tum 102)
Kpockapmernnosa HaTpust

Kpemuus nuokcua KoJImOU HBIN

Hatpus naypuncynbdar

Maruus creapar

O06o04Ka MIeHOYHAS

Omnanpait 03H28758 Genprit**
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*[lennakTo3a MpEACTaBIsET COOOW BBICYIIEHHOE PACHbUICHHEM COCIMHEHHE, COCTOSIIee W3

aﬂb(i)a—HaKT03I)I MOHOIrvZipaTa U MOpoIIKa eJIr0JI03bl, CyX0€ BCIICCTBO.

**Omnanpait 03H28758 Gemnbrii:
- TUIPOMEII03a
- Tturana guokcun (E171)
- TalbK

-  IIPOIMUJICHIJIIMNKOJIb

Pucnepunon - KPKA. 4 mr, TaGJeTKH, TOKPBITHIE IIEHOYHON 000JI0YKO#

emnakro3a*

Hemmronosa Mukpokpuctamuyeckas (tun 102)
Kpockapmemnnosa HaTpust

Kpemuust tuokcu KoJIouHbIi

Hatpus naypuncynsgar

Maruus creapar

O06on04Ka NJIeHOYHAS

Omnanpaii 03H28758 Gemprii**

Kpacurens xunonunoBsiit sxxentsiii (E104)

Wnauroxkapmun (E132)

*[lennakTo3a MpeACTaBIseT COOON BBICYIIEHHOE pACHbUICHHEM COEIWHEHHE, COCTOSIIee W3

aﬂb(i)a—ﬂaKTO3I)I MOHOIruJpaTa U MopouKa nejiirojio3bl, CyX0€ BCIICCTBO.

**Omnapgpait 03H28758 Genbrii:
- TUIpOMEIIo3a
- Turana quokcun (E171)
- TalbK
- TPOIHUJICHTIIUKOIb
6.2. HecoBmecTUMOCTH
Henpumenumo.
6.3. Cpok roaHocTH (CPOK XpaHeHUs )

5 ner.

6.4. Oco0Oble MepbI MPEJOCTOPOKHOCTH NPU XPAHEHUH

XpaHuTh Ipu Temnepatype He Bbiile 25 °C, B OpUTrMHAIbHON YIIaKOBKE.

6.5. XapakTep u coepkaHue NEPBUYHON YIIAKOBKHU

ITo 10 Tabnetok B 6mucTep u3 komOuHUpoBaHHoro Matepuana [IBX/TID/TIB/IX — anroMmuHUEBOM

¢donbru.
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ITo 2, 3 unm 6 GiMCTEpOB BMECTE € JTUCTKOM-BKJIQIBIIIIEM TOMEIIAIOT B TAYKy KapTOHHYIO.

He Bce pazMepsl ymakoBOK MOTYT OBITh TOCTYIIHBI JUIsl peaiu3aluu.

6.6. QOcoOble Mepbl NPEIOCTOPOKHOCTH NPH YHUYTOKEHUM HCHOJIb30BAHHOTO
JIEKAPCTBEHHOr0  mpenapara WIM  OTXOA0B, IOJY4YEHHBbIX IMOCJIe TPHMEHeHHs
JIEKAPCTBEHHOI0 Mpenapara, u Ipyrue MAaHUIYJISIUH C IPenapaTomM

Het 0co0bIx TpeOoBaHMI K yTHIIH3AINH.

7. JEPKATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHUSA
CnoBeHnus
AO «KPKA, a.1., HoBo mectoy, llImapsenika necra 6, 8501 Hoo mecto
Ten.: +386 7331 21 11
daxc: +386 7332 15 37
Anpec 31. noutsl: info@krka.biz
7.1. IlpencraBuren AepKaTess perucTPAIMOHHOIO YI0CTOBEPEeHHs

IIperen3un noTpebUTENEH HAIPABIATE IO aJIPECY:

Poccuiickas @eoepayus

000 «KPKA-PYC», 143500, MockoBckas 001., T. Mctpa, yin. MockoBckast, 1. S0
Ten.: +7 (495) 994 70 70

dakc: +7 (495) 994 70 78

Anpec s1. moutsr: krka-rus@krka.biz

Be6-caiit: www.krka.biz

Pecnybnuxa berapyco

[MpencraButrensctBo AkuuonepHoro obmectBa «KRKA, tovarna zdravil, d.d., Novo mesto»
(Pecry6mnuka Cnosenwusi) B PecrryOonmke benapych

220114, r. MuHck, yi. @unuMonoBa, 1. 2517, oduc 315

Ten.: 8 740 740 9230

®axc: 8 740 740 9230

Anpec 311. noutsl: info.by@krka.biz

Be06-caiiT: www.krka.by

Pecnybnuxa Kaszaxcman

TOO «KPKA Ka3zaxcran»

050059, r. Anmarsl, ip. Anb-®apadwu, 1. 19, oduc 207

Ten.: +7(727) 311 08 09

®axc: + 7 (727) 311 08 12

Anpec 511. noutsl: info.kz@krka.biz
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Be6-caiitT: www.krka.biz

Pecnybnuxa Apmenus

[IpencraBurensctBo «Kpka, a.1., HoBo mecto» B Pecriybninke Apmenus

0001, r. EpeBan, yn. Hanbangssa, 1. 106/1 («CAAT-HOBA» BUBHEC-LIEHTP), opuc 103
Ten.: +374 11 560011

Anpec 271. moursl: info.am@krka.biz

Be0-caiit: www.krka.biz

8. HOMEP PETUCTPALIMOHHOI'O YAOCTOBEPEHUS
JIT1-Ne(000795)-(PT-RU)

9. IATA MMEPBUYHOM PETUCTPALIUU (ITOATBEPKIEHUS PETUCTPALIMH,
MEPEPETCTPALIMN)

Hara nepBoit peructpanuu: 18 mast 2022 r.

10. IATA IEPECMOTPA TEKCTA

OOmas xapakTepucTUKa JekapcTBeHHoro mnpemnapara Pucnepunon - KPKA noctynna Ha
MHQOPMAIMOHHOM TopTasie EBpa3uiickoro SKOHOMHMYECKOTO COK3a B HH(POPMAIOHHO-

KOMMYHUKalMOHHOH cetn « MTHTepHeT» https://eec.eacunion.org.
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