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OBIIAS XAPAKTEPUCTHUKA JIEKAPCTBERHOT O TIPEITAPATA

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O ITIPEITIAPATA
Cepenara, 50 mr, TabIETKH, TOKPHITHIE TNIEHOYHOW 000T0YKOM

Cepenara, 100 mr, TaGIeTKH, MOKPBITHIC MIICHOYHONU 000JI0UKOMA

2. KAMECTBEHHBINA 1 KOJIMYECTBEHHBIA COCTAB
eticmeyrowee eeujecmeo: cepTpaIvH.

Cepenara, 50 mr, Ta0JETKH, ITOKPLITHIE INIEHOYHOU 000JI0YKOU

Kaxnmas Tabmerka, comepxutr 56 Mr ceprpajivHa THIPOXJIOPUAA, SKBUBaJEHTHO 50 wr
cepTpalHa.

Cepenara, 100 mr, TabJIeTKH, MOKPBITHIE ITIEHOYHONW 000JI0UYKOM

Kaxnas Tabnertka, comepxxkutr 112 Mr ceprpanwHa TuUapoxyiopuaa, dkBuBajieHTHO 100 wmr
CepTpalHHa.

Bcnomoeamenvuvie  gewecmea,  Haauyue  KOMOPHIX — HAOO — YUUMbIGAMb 8  COCMAGE
JleKapcmeeHHo20 npenapama: KapooKCUMETHIKpaxMai HaTpus (cM. pasaen 4.4).

[TonHbBIN TTepevYeHb BCIIOMOTATEIbHBIX BEIIIECTB MPUBEICH B pasnene 6.1.

3. JEKAPCTBEHHAS ®OPMA

TabneTKu, MOKPBITHIE IUIEHOYHON 000JIOYKOA.

JIBOSIKOBBINTYKJIbIE TAOJIETKH KAICyJIOBUIHOW (POPMBI, TOKPHITHIE MIEHOYHOU 00071049K0# Oeroro
WK TouTH Oenoro 1Bera, ¢ PUCKOW Ha OAHOW cTopoHe. Ha momepeyHoM paspese Oenoe WU
mouTH 0eJI0€ SJIPo.

TabneTKy MOXKHO pa3AeNuTh Ha paBHBIE JJO3BI.

4. KIMHUYECKHUE JJAHHBIE

4.1. IToka3aHus1 K IPUMEHEHHUIO
* Dnu30/1bI OOJIBIIOTO JAETPECCUBHOIO PACCTPONCTBA U MPO(PUIAKTUKH PELIMIUBOB 3IHU30/10B
OOJIBIIIOTO ACTIPECCUBHOTO PACCTPOMCTBA Y B3pOCTBIX ¢ 18 JeT.
* OGceccuBHO-KOMITYJIbcUBHBIE paccTpoiicTBa (OKP) y B3pocibix U neteii B Bozpacte 6 JeT u
cTapuie.
* [laHuyeckue paccTpoiCTBa C HAIMYUEM WIIM OTCYTCTBHEM aropadoOuu y B3pocibix ¢ 18
JeT.

* [ToctTpaBMaTudeckoe crpeccoBoe pacctpoiictBo (IITCP) y B3pocinbix ¢ 18 ner.
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4.2. Pexxum 103MpoOBaHus U C1IOCO0 MPUMEHEHUs!

PexxuM J103upoBaHus

Hauanvnas mepanus

Henpeccus u OKP

Jledenue cepTpaiHOM CIIEAyeT HAYMHATH C 1036l 50 MT/CyT.

Ilanuueckoe paccmpoﬁcmeo, HTCP u CoyuajllbHoe NpeeoHcHoe DCZCCWZDOZZCMGO

Jleyenne HauyMHAIOT ¢ A03bI 25 Mr/cyT (TabneTky mo3upoBKor 50 MI MOXHO pa3[eiauTh Ha
paBHbIen03bI 25 Mmr). Tlociie ogHOM Hemenu mpueMa mpernapara 103y CiaeayeT yBEeIuIuTh 10 50
MI' OJIUH pa3 B CyTKH. BbUIO MOKa3aHO, YTO JaHHBIA PEXKUM JO3UPOBAHHUS CHUKAET YaCTOTY
BO3HUKHOBCHUSPAHHUX IMOOOYHBIX J(P(PEKTOB, pa3BUBAMINUXCA Ha (OHE JICYCHHUS U
XapaKTEePHBIX JIJIs1 TAHHYECKOTO PacCTPONCTBRA.

Ilo060p 00301

Henpeccus, OKP, nanuuyeckoe paccmpoiicmeo, COUUATbHOE MPEBOHCHOE DPACCMPOUCBO U

HTCP

[TarueHnTam, He OTBEYAIOIIMM Ha JieueHHe B n03e 50 Mr, MOXKET MOHAIO0OUTHCS TMOBBIIICHUE
no3bl mpenapara. Koppekuuio [103bl mpenapara ciaeayeT HOpoBoaAWTh ¢ maroM S50 mr ¢
WHTEPBAJIOM HE MEHEe OJIHOW HEJIEH J0 JTOCTHKEHUS MaKCUMAIbHOM /10361, cocTaBistomieit 200
MI/CyT. YUUTBIBasi, YTO MEPUOJ MOTYBBIBEJCHHS CEpPTpalIMHA COCTaBisieT 24 yaca, U3MEHEHUE
JI03bI MperapaTa yaiie 0OJHOr0 pa3a B HEIENI0 HE PEKOMEHTyeTCsl.

HauanpHeiii TepaneBTrueckuii 3¢dekT mMoxeT HaOmoAaTbes B TedeHue 7 aHei. OgHako Uit
JEMOHCTpAllMM TEpareBTUYECKOT0 OTBeTa OOBIYHO TpeOyroTcsi OoJjiee NIIUTENbHbIE MEPHOJBL,
ocobenno npu OKP.

Tloooepocusarowas mepanus

[Ipu pnurensHOM Tepanuu 103y Mpenapara cienyeT NoAAep>KUBaTh HA MUHUMAaJIbHOM

s dexTuBHOM ypoBHE. BriociencTBum MOXeT TOTPeOOBATHCS KOPPEKITUS 1036l B 3aBUCHMOCTH
OTTEPANEBTUYECKOTO OTBETA MAI[UEHTA.

[lenpeccus

Jns npoduIakTUKH PEUAMBOB SMU30J0B OOMNBIIOrO AempeccuBHOro pacctpoiictBa (BJIP)
TaK)kKe MOXKET OBbITh MOKa3aH JUIMTEIbHBIA Kypc MpueMa mpernapara. B OOJIbITMHCTBE Ciy4yacB
J103a, peKoMeHyeMast i npoduaakTuku penuauBoB bJIP, ananornvna no3e, Ha3Ha4YaeMoOM NSt
JI€YEHUs] OCTPOro 3nu3oza. JleueHne manueHToB ¢ JETpeccuer CclieyeT MPOBOJUTh B TEUEHUE
JIOCTaTOYHOTO TMepHoja BpeMeHH (He MeHee 6 MecsieB), 4ToObl YOeAuTbcs B OTCYTCTBUU

CUMIITOMOB 3a00JIeBaHU.
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B ciywyae mpooyKUTENBHOrO INpHeMa IpernapaTa Ipu NaHudeckoMm paccrpoiictBe u OKP
CJIEZlyeT PEryJISIpHO OLECHHBATH PE3yJIbTAThl JICYCHUS, TaK KakK 3(P(PEKTUBHOCTh Ipenapara Jjs
npoQWIAKTUKU PELUINBOB TAKOT'O pOJia paCCTPONCTB HE JOKa3aHa.

Oco0nlie T'PpYHOIIbI TAMEHTOB

Jluya nooicunozo 6ospacma
B nmoxwiom Bo3pacte mpenapar cieAyeT HPUMEHSATh C OCTOPOXXHOCTBIO M3-3a MOBBILIEHHOIO
pUCKa pa3BUTHA TUnoHaTpuemuu. [Ipenapar npUMEHSIOT B TOM K€ Auana3zoHe 103, YTO U Y
OoJiee MOJIOBIX JTEOIEH (cM. pasnen 4.4).
Tayuenmsi ¢ noueunoii HeOOCMamMoOyHOCMbIO
VY nmarueHToB ¢ HapylmeHHeM (DYHKIIMM MOYEeK KOPPEKLHMs J03bl Mperapara He TpeOyeTcs (CM.
pasnen 4.4).
Tlayuenmsi ¢ neueHoyHol HEOOCMAMOUYHOCTBIO
K mpumeHneHuto ceprpaivHa y MalUMEHTOB € 3a00J€BaHUSAMH IE€YEHHU CIEAYET MOAXOAUTH C
OCTOPOXXHOCTBIO. Y TAallMEHTOB C II€YEHOYHON HEIOCTOYHOCTBIO CIEAYET CHU3UTH J03Y
mpenapaTa WM yMEHbBIIUTh 4acToTy ero mpuema (cm. pazgen 4.4). CepTpanuH He cleayeT
NPUMEHATh IS JICYCHHs] MALUKUEHTOB C TSKEJIOM IMEYEHOYHOM HEIOCTAaTOYHOCThIO, TaK Kak
KJIIMHUYECKHE JIaHHbIE JJI 9TOM KaTeropuu OOJBHBIX OTCYTCTBYIOT (CM. pasnen 4.4).

eTu
Hemu u noopocmku ¢ OKP
Bozpact 13—17 ner: HayanbHas go3a 50 Mr oguH pa3 B CyTKH.
Bo3spact 612 net: HavanbHast no3a 25 Mr OJUH pa3 B CyTKH (TaOneTky Jo3upoBKOM 50 mr
MOXXHO pa3feiuTh Ha paBHbIe N103bl 25 Mr). [locrne omHON Hemenu mpueMa mpernapara 103y
MO>KHO YBEIUYUTH 10 5O MI OJIMH pa3 B CYTKH.
B ciayyae HeoOXOIMMOCTH, €CIM OTBET Ha JICUEHHE MEHBIIE OXHAaeMOTo, 103y IMpemnapara B
JaTbHEHIIIEM MOXKHO TIOBBIMIATh ¢ 1maroM 50 Mr/cyT B TeYeHHE HECKOIBKUX HEICIb.
MakcumanibHas cytouHas ao3a coctasiseT 200 Mr. O1HaKo MpU NOBBIMIEHUH J103bI IIpenapara ¢
50 Mr cienyer y4yuThIBaTh Maccy Tella, KOTopas y JAeTei, Kak MpaBWJIO, MEHbIIE, YeM Yy
B3pOCIIBIX ManueHToB. [IpoMe)yToK BpeMeHU A0 CIEIyIOIIer0 U3MEHEHHs 03I JIOJKEH OBITh
HE MEHBLIIIE OJHOU HEEIH.
D¢ heKTUBHOCTE TIpenapara Jjisl JeYeHHs] OOJBIIOTO JASTPECCUBHOTO PACCTPONCTBA Y JETeH HE
JI0Ka3aHa.

JlaHHBIE O IPUMEHEHUH y JeTel Miaaiie 6 JeT OTCYTCTBYIOT (CM. Takxke paszaen 4.4).
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Croco6 npuMeHeHHs (MOCNENQBATENEHOCTL 0001)

CepTpanuH Ha3HA4yalOT BHYTPb, OJIMH pa3 B CYTKH YTPOM HWJIM BEYEPOM, BHE 3aBUCHUMOCTH OT
pyeMa MUIIH.
Cumnmomsbl ommeHvl NPU NpeKpaujeHu’ mepanuy cepmparuHom
Cnenyer uzberaTh pe3koil OTMeHBI mpernapara. Eciu Tepamuio cepTpaliiHOM HEOOXOAUMO
IIPEKPATUTH, /103y MOCTENEHHO CHWXXAIOT B TEUEHUE KAaK MUHUMYM OJHOM WM JBYX HEHEb,
4yTOOBl CHHM3UTH PHUCK DPa3BUTHA peakuumii oTMeHsl (cM. pasgenslt 4.4 u 4.8). B ciyuae
BO3HHUKHOBEHUS HEMIEPEHOCUMBIX HEKEJIaTeNbHbIX PEaKuil B TeYCHHE MEepUO0/ia CHUKECHHUSI T103bI
WM TIOCTIe OTMEHBI Ipernapara, clielyeT pacCMOTPETh BO3MOXHOCTh BO30OHOBIICHUS TEpaIliu B
npexHerd no03e. B manpHelimemM Bpad MOXET BO30OHOBUTH CHW)KEHHE 03B, HO C Ooiee
JUIUTETIbHBIMU UHTEPBAJIaMH.
4.3. [IpoTuBONOKA3aHUS
* THUINEPYYBCTBUTEIHHOCTh K CEPTPAIMHY WU K JIOOOMY M3 BCIIOMOTATENIbHBIX BEIIECTB,
IIEPEYUCIICHHBIX B pa3zaene 6.1.
* gnerckuii Bo3pact g0 6 gmer (mpu OKP), mis ocTanbHBIX TMOKa3aHUWM mpernapar
MPOTUBOMNOKA3aH y NaIllMeHTOB Muiajie 18 er.
* NPOTHBOMOKA3aHO OJHOBPEMEHHOE MPUMEHEHHE CepTpajuHa C HWHTHOUTOpaMu
MoHoamuHOOKcHAa3bl (MMAQ) HeoOpaTUMOTO AEUCTBUS B CBS3HM C PHUCKOM pPa3BUTHUSA
CEpPOTOHMHOBOTO CHHJPOMA, MPOSIBISIIOIIETOCS aKUTAIMed, TPEeMOpPOM U TUIlEpTepMHUEH.
HaunHate Tepanuio cepTpajMHOM HeElb3s, [0 MEHbIIEH Mepe, B TedeHue 14 aHell mocie
npekpaiienuss jedeHuss MMAO nHeoOpatuMoro neicTBHS WM HpPUMEHEHHE CepTpaluHa
cilenyeT NMpeKpaTUTh HE MEHee ueM 3a 7 nHel no Haudana tepanuu UMAQO HeoOpaTtumoro
nerctBus (cM. pazaen 4.5).

* OZJTHOBPEMEHHOE MPUMEHEHHE C TUMO3HIOM (CM. pazzen 4.5).

4.4. OcoOble ykazaHMsl 1 MepPbl NPeI0CTOPOKHOCTH NPH NPUMEHEeHUH

Ceporonnnossiid cuaapoM (CC) u 3no0kadecTBEHHBIN Helpoaentnueckuii cuaapoMm (3HC)

[Ipy mpUMeHEeHHM CeJNEeKTUBHBIX HHTMOMTOpOB oOpaTHOro 3axmara ceporoHuHa (CHUO3C),
BKJIIOYasl cepTpasiuH, ObUTM 3aperUCTPUPOBAHBI CIIyyal Pa3BUTUS MOTEHIMAJIBHO OMACHBIX IS
JKU3HH CHHJIPOMOB, TakKuWX Kak cepoToHMHOBBIH cuHapoM (CC) u  370KauecTBEHHBIN
Heriponentuueckuii cuaapoM (3HC). Puck BO3HMKHOBEHHS CEPOTOHWHOBOTO CHHIPOMA WIIN
3HC npu neuenun CHO3C yBenuuuBaeTcss IPU OJHOBPEMEHHOM IIPUEME CEPTPAIMHA C
JPYTUMH CEPOTOHMHEPTMYECKHMMHM TMpernapaTtamMu (BKJIIOYas JApYyrue CepOTOHHMHEPTHYECKHe
aHTUJCNPECCaHThl, aM(pETaMUHBl M TMpenaparbl TPYHIbl TPUIITAHOB), C JIEKAPCTBEHHBIMHU

npenaparamu, yXyIIIarolnMyd MeTa0oiau3M cepoToHnHa (B Tom uucie MMAO, nanpumep
4
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nodamuHa, a Takke ¢ onuouaamu. llarmueHTOB ciemyeT HaAOMIOAATh HA MPEAMET Pa3BUTHUS
MPU3HAKOB U CUMIITOMOB cepoToHrHOBOro cunapoma wind 3HC (cMm. pazgen 4.3).

[lepexox ¢ CeJEKTHUBHBIX MHTHOMTOPOB oOparHOro 3axsara ceporouwHa (CHUO3C),

AHTHUACIIPCCCAHTOB MJIN AHTHOOCECCUBHBIX npenapaTroB

HmeeTcst Ui OrpaHUYEHHBINA OTBIT U3 KOHTPOJIUPYEMBIX HCCIEAOBAHNN B OTHOIIIEHUH BBIOOpA
ONTHMaNBHOTO BpeMeHu mnepexona ¢ npuema CHMO3C, aHTUACTPECCAaHTOB U aHTHOOCECCUBHBIX
npenapaToB Ha cepTpaiuH. [loatomy criemyer coOm0aaTh OCTOPOKHOCTh U OCHOBBIBATHCSA Ha
THIATETbHOM MEJMIIMHCKON OIlEHKE NMpPU CMEHE IpenapaToB, B OCOOCHHOCTU JIEKAPCTBEHHBIX
MperapaToB JUIMTEILHOTO JEHCTBUS, TAKMX KaK (PIIyOKCETHH.

I[DVFI/IG CEPOTOHUHEPIrHYCCKHUE MperiapaThbl, TAKHUC KaK TDI/IHTOd)aH, d)eHd)JIVDaMI/IH W arOHUCTHI

peuenropos 5-HT

OpnHoBpeMEHHOE  Ha3HAUEHUE CepTpaiiHa W JPYrHX JICKApCTBEHHBIX  IPENaparos,
YCHIIMBAOIMNX YPPEKTH CEPOTOHUHEPTUICCKON HEUPOTPAHCMHUCCHU, TAKUX KaK aM(eTaMHHBI,
tpuntodan, endaypamuH, aroHucTsl penentopoB S-HT wmnm pactutenpHOE JeKapCTBEHHOE
cpencTBO — 3Bepoboii oObikHOBeHHBINH (Hypericum perforatum), cimemyer ocCymiecTBISATH C
OCTOPOKHOCTBIO U IO BO3MOXXHOCTU M30€eratb Takoro MNpUMEHEHHUS B CBSI3U C MOTEHIMAIBHBIM
PUCKOM (papMaKOTUHAMHYECKOTO B3aUMOICHCTBHSL.

Yanunenue wunHTepBasia QTc/ monuMopdHas KETyT0UYKOBas TaXWUKApAWUs THUIA KITUPYITH

(Torsade de pointes — TdP)

Bo BpeMms mocTperucTpaliuOHHOr0 NpUMEHEHHUs cepTpajnHa OblH 3aduKcupoBanbl ciyyan TdP
U yuinHeHus: uHtepBana QTc. BonbIIMHCTBO cily4aeB ObLIM 3aperuCTPUPOBAHbl y MAUEHTOB C
MOBBILICHHBIM pHCKOM yanuHeHus: uHTepBana QTc/pazsutus TdP. BnusHue Ha yanuHeHue
uHTepBana QTc MoATBEPkKACHO B MCYEPIBIBAIOIIEM UcciieqoBaHUM uHTepBana QTc ¢ yuactuem
3I0pOBBIX  JOOPOBOJIBIIEB, MOKAa3aBIIEM CTATUCTHYECKH 3HAYUMYIO  IOJIOKUTEIbHYIO
B3aMMOCBS3b«BO3/IEHCTBHE-0TBET». TakuMmM 00pazoMm, y NAaIUEHTOB C JONOJHUTEIbHBIMU
dakTopaMu pucka yanuHeHus uatepsana QTc, TakuMu Kak 3a00jieBaHUE CEPlIEUYHO-COCYTUCTON
CUCTEMBI, THIOKAJIMEMHUS WIM TUIIOMarHuemus, yanuHeHue uHtepBana QTc B cemeliHOM
aHaMHe3e, OpaaukapAus M OJHOBPEMEHHOE IpPHMEHEHHE JIEKapCTBEHHBIX  CPEJCTB,
yanuHsomux uatepsain QTc, cepTpanuH ciexyeT NPpUMEHSITh C OCTOPOKHOCTHIO (CM. pa3ienbl
4.5u5.1).

AxTHuBaIys MaHUAKAJIbHOTO M TMIOMAHUAKAJILHOTO COCTOSIHUS

[TosiBNIeHHE CHUMNOTOMOB MAaHHUAKABHOTO WM TUIOMAaHUAKAIBHOTO COCTOSHUS  ObLIO
3apErUCTPUPOBAHO Y HEOOJBLIOTO0 MPOIEHTAa MAIlMEHTOB, MOJyYaBIIUX MpPEICTaBICHHbIE Ha

PBIHKE aHTHJIETIPECCAHThI M1 aHTHOOCECCUBHBIE MPENapaThl, B YMCIIe KOTOPHIX ObUT U CEPTPAIIUH.
5)
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B cBsA3M ¢ 3TUM cepTpaiuH ciaeAyeT NPUMEHATH C OCTOHQ}KH'OE%';O';'

aHaMHE3€ MaHMAaKaJIbHOIO/THIIOMAHMAKAILHOTO COCTOSIHMS. Bo BpCeMs JICUCHUA HCO6XOI[I/IMO

TIIATEIbHOE HAOIO/ICHHE BPAuOM 32 COCTOSHHEM IMalMeHToB. B ciaydae nepexona 3aboieBaHus
B MaHHMAKaJIbHYIO a3y TEpaluIo CEPTPAIIMHOM CIIEAYET IPEKPATUTh.

[uzodpenus

VY manueHToB ¢ mu30(ppeHnen MOTYT YCHIIMBATHCS ICUXOTUYECKHE CUMITTOMBI.

Cynoporu

Ha ¢one nedeHus cepTpairHOM MOTYT BO3HUKATh CYJOPOXHbBIC INPUCTYIIBI, TO3TOMY CIEIYeT
n3beraTb NMPUMEHEHMs Iperapara y MalUeHTOB ¢ HECTaOMJIbHOW SMUIIENICHUEH W THaTeIbHO
HaA0JII0JIaTh 32 COCTOSHUEM IallMEHTOB C KOHTPOJIMpYEMOH »nuiencueil. B ciaywae pa3Butus
CYZIOPOKHBIX IPUCTYIIOB TEPANMIO CEPTPATIUHOM CIIEYET IIPEKPATUTD.

CVI/IHI/IH/CVI/IHI/IHB.JIBHLIC MBICJIM/TIONBITKH CyuIiMaa Uik KJIMHHNYCCKOC 06OCTD6HI/IC

ITpu nmempeccuy NMOBBILAETCS BEPOSATHOCTH IMOSBICHMS CYyMLUIAIBHBIX MBICIEH U BO3pacTaer
PHUCK YWICHOBPEIUTENbCTBA U CYUIUAA (CyMLIMJAIbHbIE AEUCTBUS U TMPOSIBICHUS). DTOT PUCK
COXpaHseTCs 10 TeX 0P, I0Ka HE HACTYIUT 3HAYUTEIIbHOE YIIyUIIEeHHEe CUMIITOMOB. ITocKobKy
YJIy4IIEHUE MOKET HE HACTYIIUTh B TEUCHME IEPBBIX HECKOJIBKUX HENENb JICUCHMS, CIEAYEeT
TIIATEJIbHO HAOIIOAATh 32 COCTOSIHUEM IMAIMEHTOB 10 HACTYIJICHUs yiayuineHus. Knunnyeckuit
ONBIT HAa CErOJHSALIHMI JIeHb MOKAa3bIBAa€T, YTO HA HAYAJbHOM OJTale JIEYEHHUS] BO3MOXKHO
MIOBBIIICHUE PUCKA CYHULIH/IA.

[Tpy npyrux NCUXMYECKHUX PacCTPOMCTBAaX, Ul JIEYEHHsS KOTOPBIX IMPEIHAa3HAYEH CEPTPAJIUH,
TaKXe MOXKET OBbITh MOBBILIEH PUCK CYULMJIAIBHBIX ASHCTBUM U MPOSABICHUN. DTH paccTpoiicTBa
TaK)K€ MOTYT COYETAaThCs ¢ Jenpeccueit (OOJbIIUM JIETTPECCUBHBIM paccTporcTBOM). B cBsi3u ¢
3TUM TMpU JIEYEHUH TMAlHUEHTOB C JPYTUMH IICHUXUYECKHMMH 3a00JI€BaHUSIMH HEOOXOIHUMO
coOJIIO/IaTh TakKue K€ Mepbl MPEeJOCTOPOKHOCTH, KaK U MPH JEUYECHUH MAlUEHTOB C OOJBIINUM
JIEIIPECCUBHBIM PaCCTPOICTBOM.

[Ipn Hamuuuu CyMUMIANBHBIX JEUCTBUM M NPOSBICHHUM B aHaAMHE3€, a TaKXKe IPU HAWYUHU
CYILLIECTBEHHBIX MPOSIBICHUN CYULUAATIBHOTO MBIIIJICHHUS TEepe/l HauajaoM JICUYEHUS MOBBIIAETCS
BEPOSTHOCTh TOSBICHUS CYMIMJAIBHBIX MBICIEH M TOMBITOK CyulHjaa Ha ¢oHe jeueHus. B
NOJOOHBIX CIy4asX HEOOXOJIUMO OCOOCHHO THIATEIbHO HAONIONATh 32 COCTOSHUEM IALMEHTOB
BO BpeMmsi JiedeHHs. MeTaaHanu3 pe3yJbTaToB IUIALE00-KOHTPOIMPYEMBIX KIMHUYECKHX
WCCJIEIOBAHUM 10 NPUMEHEHHUIO aHTHUJICTIPECCAHTOB Yy B3pOCIBIX MAIMEHTOB B BO3pacte A0 25
JET C ICUXMYECKHMH pacCTpONCTBAMH IPOJEMOHCTPUPOBAI IIOBBIIIEHHE BEPOSTHOCTU
CYHIUAATIBHOTO MOBEICHUS NPH NIPHEME aHTUJIETIPECCAHTOB MO CPaBHEHUIO € Tu1aledo.

[Ipy npoBeneHNMM MEIMKAMEHTO3HOM Tepanuy, OCOOCHHO Ha HadadbHOM »JTale U Iocie

HN3MCHCHUA O03bI IIpCIapaToB, HCO6XOI[I/IMO THIATCIIbHO KOHTPOJIHUPOBATE COCTOAHHUC MALIUCHTOB,

6
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CIeyeT MPeaynpeauTh O HEOOXOIUMOCTH OTCICKHBATh IOSBICHUE JIOOBIX MPHU3HAKOB
KIIMHUYECKOTO OOOCTPEHHUS, CYyHMIHIATBHOTO IMOBEJACHUS WM MBICICH, a TakKe HEOOBIYHBIX
U3MEHEHUN B moBeleHuu. [Ipu MOABIEHUMU STUX CHUMIITOMOB HEOOXOJUMO HE3aMEIJIUTEILHO
oOpatarbscs 32 MEAUIIMHCKOW MTOMOUIBIO.

CekcyanbHas JuchyYHKIUS

CenextuBHble WHTHOUTOpPHI oOOpaTHOrO 3axBata ceporoHnHa (CHMO3C) MOryT BBI3BIBAThH
CHUMIITOMBI CeKCyallbHOU auchyHKIuu (cM. pasaen 4.8). [loctynanu cooOmeHus o JUIMTEIbHON
CEKCyallbHOM UCGHYHKIUU, CHMIITOMBI KOTOPOW COXpaHSJIUCh, HECMOTpS Ha IMpeKpalleHue
npuema CHO3C.
eTH

CepTpanuH He cieyeT NPUMEHSTh U JEYeHUs JeTel U MOAPOCTKOB B BO3pacTe miaiuie 18
net, 3a uckioueHuem mnanueHToB ¢ OKP B Bospactre 6 ner u crapue. B kimHuueckux
WCCJICIOBAHUAX CYUIIUJAIbHBIE HAKIOHHOCTH (MOTBITKU CYWIIUJIA M CYWULIUJIATIbHBIE MBICIH) U
BpPaXXJIeOHOCTh (ITPEHMYIIICCTBEHHO arpeCCHBHOCTbD, OIMITO3UIIMOHHOE IMOBEJACHUE W THEB) Yallle
HAOMIOIATNCh Y JETeH U MOAPOCTKOB, MOJTYYaBIIMX TEPANUI0 aHTUICIPECCAHTAMH, YeM y TeX,
KTO moiyyan miamne6o. B ciydae eciv Ha OCHOBAaHWM KIMHHUYECKON OLIGHKH MalMeHTa ObLIOo
MPUHATO PEIICHHE MPOBOJIUTH TEPANUI0, CJIEAYyeT TIIATEIbHO KOHTPOJIUPOBATH COCTOSHUE
MaldeHTa Ha MPEJAMET CUMITOMOB CYHUIIMIAIBHOTO MOBEICHUs, OCOOCHHO B Havaje Teparuu.
Jonrocpoynasi 6€30MacHOCTh B OTHOIICHWH KOTHUTHUBHOTO, YMOILMOHAIBLHOTO, (PU3MUYECKOTO U
nmyOepTaTHOTO co3peBaHus y AeTel M MOJIPOCTKOB B Bo3pacte oT 6 mo 16 meT oleHuBanach B
JOJITOCPOYHOM HaOJI0JaTEIbHOM HCCIIEI0BAaHUU MPOJIOJIKUTENBHOCTBIO 10 3 JeT (cM. pa3zaen
5.1). Heckonpko ciy4aeB 3aMeUICHHSI pOCTa W 3aJEPKKH IOJOBOTO CO3pPEBaHUSA OBLIN
3apeTUCTPUPOBAHBl BO BPEMS NMOCTMAapKETHUHIOBOro mnepuoja. Ilpum monarocpounoil tepanuu
MAalMEeHTOB JIETCKOTO BO3pacTa Bpayd JIOJDKHBI OCYIIECTBIATH MOHUTOPUHI Ha MPEIMET
OTKJIOHEHHS OT HOPMBI B Pa3BUTHH.

[TaTosornyeckoe KpOBOTEUECHUE/KPOBOUSIIMSHUAE

Ha d¢one mnpumenenus CHO3C ObuiM  3aperucTpuUpoOBaHbl  CIydyau I1aTOJOTHYECKUX
KPOBOTEUCHMI, B TOM YHUCJI€ KPOBOUBIHUSIHUN B KOXKY (TOAKOKHBIX KPOBOM3IUSHUM U ITypITypHI)
U JIpyTUX TEeMOpPpAaruvyecKuxX SBJIEHUHM, TaKMX KakK >KeIyJOYHO-KHUIIEYHbIE KPOBOTEUYEHUS U
KPOBOTEUYEHHsSI U3 TOJIOBBIX OPraHoB (y KEHUIMH), B TOM YHUCJIE KPOBOTEUEHUH C JIETAIbHBIM
ucxonom. [Tpuem nexkapcrBennsix npenaparoB rpynn CHO3C/CUO3CH moxeT noBbIIIaTh PUCK
pa3BUTHA TIOCIEPOAOBOTrO KpoBoTeueHus (cM. paszznensl 4.6 u 4.8). Ilpu npumenennn CHO3C y
NAalMEHTOB PEKOMEHYETCsl COOMI0AAaTh OCTOPOXKHOCTh, B OCOOEHHOCTU IPHU OJHOBPEMEHHOM

MNPUMCHCHUHN C JICKAPCTBCHHBIMU IIp€riapaTaMu, W3BECTHBIMHM CBOHWM BJIIMAHUCM Ha q)YHKHI/IIO
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dbeHoTnaznHaMu, OONBIIMHCTBOM TPUIUKIMYSCKUX AHTUICTIPECCAHTOB, alleTUIICATHIIMIOBOM
KHCJIOTOM M HECTEpOUAHBIMU NpoTHUBOBOCHaNUTeNbHBIMU cpeacTBamu (HIIBC)), Tak xe, kak u 'y
MAIMEHTOB C HAPYIICHUSAMHU CBEPTHIBAEMOCTH KPOBU B aHaMHe3e (CM. paznen 4.5).

I'unonarpuemus

B pesynbrate nedenus CHUO3C wm CHUO3CH, Bkimroudas cepTpajiiH, MOXET pPa3BUBATHCS
TUIOHATpHEeMUs. Bo MHOTHX cy4asx TUIIOHATPUEMHs], IO-BUIMMOMY, SIBIISIETCS MOCIIEICTBUEM
CHHIpPOMa HeaJeKBaTHOW cekpenuu aHTHanypetudeckoro ropmona (CHCAJI). beun
3aperuCTPUPOBAHbI CIIydau CHM)KEHUS YPOBHS HaTpUs B CBIBOPOTKE KpoBH HUke 110 MMoIIb/i1.
VY moXuiblX ManueHTOB PHUCK pa3BuTus runoHatpuemun npu npueme CHMO3C u CHO3CH
MOYET OBITh MOBBIIIEH. [IalMeHThl, MPUHUMAIOIINE AUYPETHKH WIH UMEroIne 00e3B0KHBaHNE
0 PYTOi MpUUMHE, TAaKXKe MOTYT OBbITh IOJIBEPKEHBI IOBBIILIEHHOMY pHCKY (cM. «IIpumenenune
y TAalKEHTOB IOXXKWJIOI0 BO3pacTa»). Y MNAIMEHTOB C CUMIITOMAaTHYECKOM TUIOHaTpueMHen
CJIEZyeT PacCMOTPETh BO3MOXKHOCTD NMPEKPALICHUSI TEPANUU CEPTPAITTMHOM; UM CJIETyeT OKa3aTh
COOTBETCTBYIOIIYI0O MEIHWIMHCKYIO ToMoulb. [IpU3Hakm W CHMITOMBI THIIOHATPHEMHUHU
BKJIIOYAIOT TOJOBHYIO O0JIb, HapylICHME KOHIEHTpPALlMM BHUMAaHUSA, HApyLIeHHE NaMsiTH,
CIyTaHHOCTb CO3HaHMs, c1a00CTh M HapyIIEHUE DPAaBHOBECHS, KOTOPOE MOXKET NPUBECTH K
naseHuto. [Ipu3Haku U CUMIITOMBI, CBSI3aHHBIE C O0Jiee TSHKEIBIMHU U (MITH) OCTPBIMH CITyYasiMH,
BKJTIOYAJIM TAJUTFOIMHAITNIO, 0OMOPOK, CyIOpPOTH, KOMY, OCTAHOBKY JIBIXaHHS U CMEPTh.

CUMOTOMBI OTMEHBI IIPH OPEKPAIICHUHN TEPAIINU CEPTPATHMHOM

[Tocie oTmeHbl mpemnapara, OCOOEHHO B cily4yae pe3KOro IpeKpalleHus Mpuema, 4acTo
pa3BHBaeTCsd CHHIPOM OTMEHBI (cM. pazzen 4.8). B KIMHMUECKMX HCCIEIOBaHMSIX YacToTa
BO3HUKHOBEHHUS CUMITOMOB OTMEHBI cocTaBuia 23 % y MalMeHTOB, MPEKPATUBILUX IMPUEM
npemnapara, o cpaBHeHuIo ¢ 12 % mannueHToB, NPOJOHKUBIINX TEPAHIO CEPTPATUHOM.

BeposiTHOCTh pa3BUTHSI CHMITOMOB OTMEHBI MOXKET 3aBUCETh OT psijia GakTOpOB, B TOM YHUCIIE OT
JI03bI W TIPOAOJDKUTENFHOCTH JICYCHHUS, a TaKKe OT CKOPOCTH CHWXKEHHWs no3bl. K HambOonee
YacThIM PEaKIUsSIM OTHOCSTCS TOJIOBOKPY)KEHHE, CCHCOpHBIE HapylIeHHs (B TOM YHCIE
napecTes3usi), HapylIeHUs: CHa (B TOM 4YHcie OeCCOHHHUIAa M SIPKHE CHOBUJAEHUS), TPEBOXKHOE
BO30Yy)KJIeHHE WJIM TpeBOra, TOIIHOTA U (MJIM) pBOTA, TpeMop U rosoBHas Oonb. Kak mpaswuio,
9TO CHMIITOMEI JIETKOH HJIM YMEPEHHOH CTENEHH, OJJHAKO B HEKOTOPBIX CIyYasiX OHU MOTYT OBITh
TsoKeTbIMH. OOBIYHO ASTH CHMOTOMBI Pa3BUBAIOTCS B TIEPBBIE HECKOJIBKO JHEH TOCIie
IpeKpalleHus JIeYeHus, HO coo0IIanoch 00 OUeHb PEeAKUX CIIydasx MOSBICHUS ITUX CUMIITOMOB
Opy CIy4ailHOM Mpomycke mnpuema mnpenapara. CHMOTOMBI OTMEHBI OOBIYHO MPOXOAAT 0e3
JIEYCHHsI B TEYEHUE 2 HEJElb, HO Y HEKOTOPBIX MallMEHTOB OHU MOTYT COXPAHATHCS B TEUCHHE

OoJiee MIUTEIBLHOTO BpeMeHH (2—3 mecsiia WM JoJibiie). B ¢Bs3M ¢ 3TUM TpU MpeKpaiieHun
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WJIM MECSILIEB B 3aBUCUMOCTH OT COCTOSIHUSA MalMeHTa (cM. paszzen 4.2).

Axarusust/ IICUXOMOTOPHOC BO36V)K,H€HI/IG

[IpuMmeHeHnEe cepTpaJliHa B HEKOTOPBIX CIy4asX CONPOBOXKIAAJIOCh PAa3BUTHUEM AaKaTH3UH,
COCTOSIHUS, XapaKTePU3YIOIIErocsi HENPUATHBIM WIM My4YHMTEIbHBIM OLIYLICHHEM OecrioKoicTBa
U CTPEMJICHHEM K JABM)KEHHIO, COUETAIOUIMMCS C HECHOCOOHOCTbIO CIIOKOWHO CHUIETh WIIU
CTOSITh. BeposATHOCTh pa3BUTHS ATHX W3MEHEHHI Ooyiee BBHICOKA B IEPBBIE HECKOJIBKO HEIENh
nedeHus. [loBelenue n03bl npenapaTa NpyU HAJIUYUU JAHHBIX CUMIITOMOB MOJKET IIPUBECTH K
YXYAUICHUIO COCTOSTHUSA NALlUEHTA.

HaDVIHCHI/Ie d)VHKIII/II/I IISCYCHU

CepTpasiuH TOJBEpraeTcsi SKCTEHCHBHOMY METa0OJIMYeCKOMY IpeBpalleHUI0 B TedeHu. [lo
JAHHBIM  (PapMAaKOKMHETUYECKOIO HCCIIEOBAaHUS [0 NPUMEHEHHIO MHOTOKPAaTHBIX [J03 Y
HAlMEHTOB C KOMIIEHCHPOBAaHHBIM LIUPPO30OM IE€YEHU JIETKOW CTENEHM TSDKECTH HaOJIroAanoch
yBEJIMYCHUE TIEPUO/Ia MOTYBBIBEICHUS Mperapara U NMPUOIH3UTEIHHO TPEXKPATHOE YBEIHMYCHHE
3Ha4eHnd AUC 1 Cmax 110 CPaBHEHUIO C TTaIMEHTaMU 0e3 HapylIeHnH GyHKIHUN nedeHn. Mexmy
3TUMM JBYMs TIpYIIIaMM HE OTMEYalOoCh 3HAYUMBIX pPAa3jIYMi IO CTENEHU CBA3bIBAHUSA
npenapata ¢ OenkamMu IUla3Mbl KpoBU. K mpuMeHEHHIO cepTpajMHa Yy MalUeHTOB C
3200J€BaHUAMU TI€YEHH HEOOXOJUMO MOAXOOUTh C OCTOPOKHOCTBIO. Y IALMEHTOB C
MEYEHOYHON HEJ0CTAaTOYHOCTBIO CIIENYEeT CHU3UTD 103y MpernapaTa Wik yMEHbIIUTh YacTOTY €ro
npuema. CepTpaduH HEe PEKOMEHJyeTcsl MPUHUMAaTh MallMeHTaM C TsDKENbIMM HapyLIIeHUSMHU
¢byHKuuu neyenu (cM. paznen 4.2).

HaDVHIeHI/Ie d)VHKHI/II/I IIOYCK

CepTpanuH moABepraeTcsi dKCTEHCUBHOMY METa0O0JIMYECKOMY IPEBPAILEHUIO, U BBIBEJICHUE
npemnapara ¢ MOYOH B HEU3MEHEHHOU (hopMme sSBIIseTCs JONMOJHUTEIBHBIM ITyTeM BbIBEACHUA. B
UCCIIEIOBAaHUSX C yYacTHEM MallMEHTOB C JISTKUM M YMEpPEHHbIM HapylleHHueM (QDyHKIMHM MOYeK
(xnmupenc kpeatuHuHa 30—60 MJI/MUH) WIM YMEPEHHBIM M TSDKENBIM HapyIlIeHHEM (QYHKIUH
nouek (kaupeHc kpeatunuHa 10-29 mii/MuH) OCHOBHBIE (PapMaKOKHHETUYECKHE TapaMeTPhl pU
mHorokpatHom npueme npenapara (AUCo-24 1 Cmax) JOCTOBEPHO HE OTJIMYAIKMCH OT MALUEHTOB
¢ HopManbHOH (yHKIMel moyek. Koppekius 1036l cepTpalvHa ¢ yYeTOM CTENEHH HapyIleHUs
GbyHKIUM oYeK He TpedyeTcs.

[IprMeHeHNE yV MAIMEHTOB IMOKMJIOT0 BO3pacTa

B knmnHMYECKHUX HCCIIEA0BaHUAX MMPUHAIIO Y4aCTUC ooinee 700 ManuCHTOB MOXWJIOT0 BO3pacTa (>
65 J'ICT). XapaKTep M 9aCTOTAa BOSHUKHOBCHHUA HCKCIATCIBHBIX peaKL[I/Iﬁ Yy NAlUCHTOB MMOXKUJIOTO

BO3pacTa OBLIY aHAJOTHYHBIMH TaKOBBIM y Ooiee MOJIOABIX IMMAIITMCHTOB.
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MOXKWJIOTO BO3pacTa, KOTOPbIE MOTYT OBITh TOJABEP)KEHBI PUCKY PA3BUTUS TUIIOHATPUEMUU,
OTMEYAJIUCh CIy4Yau KIMHUYECKH 3HAUMMOTO CHUYKEHUSI YPOBHSI HATpUsI B KPOBU (CM. MOApa3aAes
«'unonarpuemus» B pazaeine 4.4).

CaxapHbli fuadeT

V¥ nanuentoB ¢ caxapHeiM guadberom CHO3C MmoryT HapymaTh KOHTPOJIb INIMKEMHH. Takum
NalMeHTaM MOXKET TIOTpeOOBaThbCA KOPPEKIHUS J103bl HMHCYJIMHA M (WIK) TepopaJIbHOro
TUIIOTTIMKEMUYECKOIO CPECTBA.

Dnexrpocyaopoxuas Tepamus (OCT)

Knuanuecknx uccneqoBaHui AJig OIEHKH PUCKA U BO3MOXKHOU TMOJIb3bI OT KOMOMHHUPOBAHHOTO
npumenenusa DCT u npuema cepTpajiiHa He IPOBOIUIOCE.

['perindpyTOBLIIA COK

Yrotpebnare rpedndpyToBblii COK BO BpeMs JICUYEHHS CEPTPATMHOM HE PEKOMEHIYeTCs (CM.
pasnen 4.5).

Bimsnme Ha mokasareim CKPHUHUHI'OBbBIX aHAJIM30B MOYH

VY nanueHToB, NPUHUMABIIUX CEPTPAIMH, OBbUIM 3a(UKCUPOBAHBI JIOKHOIMOJIOXKUTEIIbHBIE
pe3yabTaThl CKPUHUHIOBBIX MMMYHOJOIMUYECKMX AaHAIM30B Ha O€H30[ua3enuHbl. IDTO ObLIO
O0OyCJIOBJIEHO  HEJOCTATOYHOM  CHEHU(PUUYHOCTHIO HWMMYHO(EPMEHTHBIX  CKPUHHUHTOBBIX
aHan30B. JIOKHOIMOJIOXKUTEIBHBIX pPE3yJbTaTOB aHAJIM30B MOXKHO OXHUJAAThb B TEUEHUE
HECKOJIBKUX JIHEH IOocCie INpEKpallleHus Tepanuu ceprpainHoM. llonreepknaromye aHamusbl,
TaKMe Kak Tras3oBas Xpomarorpadus/mMacc-clieKTpoMEeTpHusi, HOMOryT auddepeHIupoBaTh
CepTpaIMH OT OEH30Ma3EIIUHOB.

3aKpBITOYTOJIbHAS TJIAVKOMA

CHO3C, Bkirodas cepTpajluH, MOTYT BIMATH HAa pa3Mep 3padka, BbI3bIBask MUApPUA3. OTOT
MupraTudeckuii 3¢ ekt crnocoOeH BhI3BIBATh CYXKEHUE yIJia I1a3a, 00yclaBinBas MOBBIIICHUE
BHYTPUIJIA3HOTO JaBJICHUS U 3aKPHITOYTOJbHYIO TIJIayKOMY, B OCOOEHHOCTH y TMAallMeHTOB C
COOTBETCTBYIOIIEH MPEapacoNoKEHHOCThIO. B CBSI3U ¢ ATUM cepTpaluH CleayeT IPUMEHSTh C
OCTOPOKHOCTBIO y MALIUEHTOB C 3aKPBITOYTOJIBHOM TJIayKOMOM WJIU C IJIayKOMOW B aHaMHE3E.
CepTtpasiuH criocoO€H BBI3BIBATH CYXXEHHE yTJIa NepeaHel KaMephl I11a3a, YTO MOXKET MIPUBECTH K
MOBBILICHUIO BHYTPUTIIA3HOTO JIaBJICHUS U K PA3BUTUIO 3aKPBITOYTOJIbHON TTIayKOMBI.

BcnoMorarensHble BEIECTBA

[Ipenapar Cepenara no3upoBkamu 50 mr u 100 mr comepxut 7,5 mr u 15,0 Mr coeguneHuit
HaTpUsi COOTBETCTBEHHO. [lalneHTam, NPUACPKUBAIONIMMCS TUIIOHATPUEBOM JTUETHI, MOXXHO

COOOIINTH, UTO 3TOT MpenapaT MPaKTUYECKU HE COACPKUT HATPHSI.
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B3aNMO/IeCTBHA

IIpoTuBONIOKA3aHMUS

Hneubumopol monoamunoxcuoasol

Heobopamumwvie UMAO (nanpumep, cenre2unui)

CepTpaniH HeNb3s MPUMEHATH OJHOBpeMeHHO ¢ HeoOpatumbiMu MMAOQO, Takumu Kak
cesermiinH. CepTpalMH cieqyeT Ha3HadaTh HE paHee 4yeMm uepe3 14 nHeld mocie OTMEHbI
HeoOpatumbix UMAO. CrnenyeT nmpekpaTuTh MpUEM CepTpaiHa Kak MUHUMYM 3a 7 JTHEW 10
Havayia Tepanuu HeoopatuMbiMu UMAO (cMm. pazaen 4.3).

Obpamumvie cerexkmushvie UMAO (moxnobemud)

B cBs3u ¢ pUCKOM pa3BUTHSL CEPOTOHMHOBOTO CHHIPOMA HE PEKOMEHIYETCs MPUHUMATh
oJIHOBpeMeHHO oOpatumeble cenektuBHble UMAO, Takue kak Mokiobemun, u ceprpanut. [Tocne
npuMeHeHus oopatuMbix UMAQO MOKHO BbIIEpKUBaTh 00jiee KOPOTKUM, yeM 14 nHel, mepuoj
JI0 Hauaja mnpueMa cepTpainuHa. [Ipuem ceprpaiiHa cieayeT MpeKpaTUTh Kak MUHUMYM 3a 7
nHer 1o Havana tepanuu oopatumbeiMu UMAO (cum. pasnen 4.3).

Obpamumvie necenexmustvie UMAQO (munesonuo)

AHTHOMOTHUK JIMHE30JIU/I MPeICTaBIseT coO0l cnabbiii oOpaTuMeblii HecenekTuBHbI UMAOQO. Ero
HE CJIEIyeT MPUMEHSTHh y MAIlMEHTOB, MOJYYAIOUX TEparuio cepTpalnuHoM (cM. pazaen 4.3).
Boitn  oTMeueHBI TsKeNble HEXKeNaTedbHbIE pEeaklWH Yy TMalUeHTOB, KOTOphIE HEIAaBHO
npekpatuian tepanuio UMAQO u Havyanu npueM cepTpaiuHa (HampuMep, METUICHOBBIM CHHUM)
WM KOTOPBIE HEJJaBHO OTMEHUIIN MIPHEM cepTpalinHa U Hadanu Tepanuio MMAQO. OT1u peakiuu
BKJIFOYAJIA B ce€0s1 TpeMOp, MHOKJIOHYC, aradope3, TOITHOTY, PBOTY, «IIPUJIHBBD KPOBU K KOXKE
JUIA, TOJIOBOKPYKEHUE, TUMIEPTEPMHUIO C CUMITOMAaMH, HAIIOMHUHAIOIMIUMU 3JI0KaY€CTBEHHBIN
HEHPONEeNTUYECKUN CHHIIPOM, CYJIOPOTH U JIETAIBHBIN HCXO/I.

Humosuo

CoriacHo TPOBEICHHOMY HMCCJIEIOBAHUIO, TIPY OJTHOKPATHOM MpHEMe NMTMMO3H/1a B HU3KOU J103€
(2 MT') COBMECTHO C CEpPTPATMHOM KOHIIEHTPAIMs MMMO3H/1a YBEINIHBAIACH TPUOTU3UTEILHO Ha
35 %. Dto He ObUIO cBsi3aHO ¢ KakUMU-THOO0 m3MeHeHussMu Ha OKI'. Tlockoibky MexaHH3M
ATOrO B3aUMOJICHCTBUS HEW3BECTEH, a MHMO3HJI OTJIMYAeTCd Y3KUM TepaneBTUYECKUM
WHJIEKCOM, OJTHOBPEMEHHBIN MTPUEM MUMO3HIa U CepTpaliiHa MPOTHUBOIOKa3aH (cM. pasnen 4.3).

OpHOBpEMEHHOS MNPHUMEHEHHE CepTpajHa M CACAYIONIMX MPEIapaToB HE PEKOMCHIYETCS

Cpeocmea, yenemarowue LJHC, u anxoeons
VY 3710pOBBIX TOJIEH OAHOBPEMEHHOE MpPUMEHEHUe cepTpainHa B jo3e 200 Mr exeqHEeBHO He

MOTEHIMpPOBaAIO A(dexT ankoroyst, kKapOamaszenwHa, Talonepuaoia WM (QEeHUTOMHA Ha
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KOTHUTHUBHYIO U TICUXOMOTOPHYIO JesiTelbHOCTb. Tem ':gé:'i\;tmrl 5?&'8!&&1{';1& hKOreR Bo

BpEMSI JICUEHUSI CEPTPATTMHOM HE PEKOMEHYETCSI.

Lpyeue cepomonunepauueckue npenapamal

Cwm. paznen 4.4.

Onuouasl (Hampumep, (eHTaHWJ [IpUMEHseTcs BO BpeMs HapKo3a WIM Ui JIeYEHUs
XpoHMYECKOH  Oonu]) W Opyrde  CepOTOHMHEPrHMYeCKHe  Mpemaparsl  (BKIIOYas
CEepOTOHMHEPTUYECKHUE aHTUACTIPECCAHThI, aM(peTaMUHbI, TPUIITAHbI) PEKOMEHIyeTCsl Ha3HAYaTh
C OCTOPO’KHOCTBIO.

Oco0nlie MEPHI ITPEAOCTOPOKHOCTHU

Ilpenapamul, ysenuuusarowue unmepsan QT

Puck ynnunenus untepBana QTc u (Win) pa3BUTHA KEITYJOUKOBBIX apUTMHUM (HaIpUMep, TUIIA
«IHPYIT») MOXKET TMOBBIIMIATHCS NPU OJAHOBPEMEHHOM MPHUMEHEHHUU CEpTpalMHAa U APYTUX
JICKapCTBEHHBIX IIpernaparoB, yBeiauuuBawmux uHTepBan QTc (Hampumep, HEKOTOPBIX
AHTUTICUXOTHKOB U aHTHOMOTUKOB) (cM. pazzaensl 4.4 u 5.1).

Jlumuii

[To manHBIM MIa11e00-KOHTPOIUPYEMOTO UCCIIEOBAHUS C yYaCTHUEM 3JI0POBBIX T0OPOBOJIBIIEB,
(dbapMaKOKMHETHKA JIUTUSL CYIIECTBEHHO HE M3MEHSUIACh MPH OJHOBPEMEHHOM MPUMEHEHHH C
ceprpanuHoM. OJIHaKO OTMEYAJIOCh YCUJIeHHEe TpeMopa (10 CPaBHEHHIO C IJIaIe00), YTO MOXKET
TOBOPUTH O BO3MOXXHOM (apMakoJAMHAMHUYECKOM B3auMojaeucTBuu. [Ipum omHOBpeMeHHOM
NPUMEHEHUU cepTpajiHa C T[pemapaTaMu JUTHS CJeAyeT TOCTOSIHHO HaOdoAaTh 3a
MalEeHTaMH.

Denumoun

PesynpraTel  mianebo0-KOHTPOIMPYEMOIO  HMCCIEAOBAHUA Y  3/0POBBIX  J0OpPOBOJIBLIEB
CBUJIETEIILCTBYIOT O TOM, YTO JUTUTEIbHOE NMPUMEHEHHE cepTpajinHa B 103€ 200 MI B CyTKH HE
OKa3bIBaeT KJIMHUYECKH 3HAYMMOTO MHTHOWpOBaHUA MeTabonu3zMa (genutonHa. Tem He MeHee,
UMEIOTCS  OTHENbHBIE COOOIICHUS O TIOBBINIEHWHW KOHIEHTparuu (GEeHUTOWMHA TpHU
OJIHOBPEMEHHOM IMPUMEHEHUH C cepTpaiuHoM. [loaTomMy pexkomMeHayeTcsi KOHTPOJIMPOBATh
KOHI[EHTpaluio (EeHuToMHa B TUIa3ME€ KPOBM C MOMEHTAa Ha3HAYeHUS CepTpajiiHa C
COOTBETCTBYIOIIEH KoOppekiuei no3el. Kpome Ttoro, Ha ¢oHe Tepanuu (PEHUTOMHOM U
u3BecTHbIX UHAYKTOPOB CYP3 A4 ypoBeHb cepTpainHa B I1a3Me KPOBU MOKET CHIXKATHCA.
Memamuson

OnHOBpEMEHHOE TNPUMEHEHHE CepTpajuHa C METaMU30JI0M, SBISIOMIMMCS HHIYKTOPOM
MeTabommsupyronmx ¢epmenton, Bkiouas CYP2B6 u CYP3A4, Moxer cmocoOCTBOBaTh
CHI)KCHMIO KOHIIGHTpAallMM CcepTpajiHa B IUIa3ME€ KPOBU C MOTEHLIMAJIbHBIM CHUXEHHEM

KIMHUYeCKOoW H(h(EeKTUBHOCTH mpemapata. B CBA3M ¢ ATUM PEKOMEHIYEeTCs COOII0IaTh
12
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Tl TR pdmial ipu

O MB.A
OCTOPOKHOCTb MPH  OJHOBPEMEHHOM IIpU enermi| | Merdmitiona-

HEOOXOJIMMOCTH  CIIEAyeT KOHTPOJIUPOBATh KIMHUYECKUI OTBET W/WIM KOHELEHTPALUIO
JIEKapCTBEHHOTI'O IIperapara.

Tpunmanuol

B xone mocTperucTpanOHHOrO MPUMEHEHMs Ipernapara ObUIM 3aperucTpUPOBaHbBI pPEAKUE
Cllydal BO3HUKHOBEHHs ciabocTd, rumneppedIeKcuy, HapyLIeHUS KOOPAMHAIH IBMKEHHH,
CIyTaHHOCTH CO3HaHUS, TPEBOTH U BO30YKJICHHS Yy MALMEHTOB, OJHOBPEMEHHO MPUHUMAIOIINX
cepTpaliiH U cyMmarpunTaH. CUMOTOMBI CEPOTOHMHOBOTO CHHIPOMAa MOTYT TakK)Ke€ MOSBISTHCS
IpU OJHOBPEMEHHOM MPUMEHEHUH C APYTMMHU MpenaparaMu 3TOro ke kiacca. [lpu manuuum
KJIMHUYECKUX IIOKa3aHUW JUIsi OJHOBPEMEHHOIO IPUMEHEHHsS] CepTpajliHa U TPUIITAaHOB
PEKOMEHIyeTCsl COOTBETCTBYIOIIIEE HAOJIOICHHE 32 COCTOSIHUEM MalkeHTa (cM. pazaen 4.4).
Bappapun

[Ipy omHOBpeMEHHOM MpUMEHEHUM ceprpaiuHa B no3e 200 Mr B CyTku ¢ BapdapuHOM
OTMEYaJOCh HEOOJBIIOE, HO CTATUCTHYECKH JIOCTOBEPHOE YBEIMYEHHE MPOTPOMOMHOBOTO
BPEMEHHM, 4YTO B HEKOTOPBIX CIy4yasX MOXKET IMPUBOAUTH K JUCOaNaHCYy 3HaueHUi
Mexnynaponnoro HopmanuzoBannoro Ortnomenus (MHO). B cBssu ¢ 3tum cremyer
TIIATENTFHO KOHTPOJIUPOBAThH MTOKAa3aTeNb MPOTPOMOMHOBOIO BpEMEHH B TIEPUO/I Havyalla Teparuu
CEpTPaAJIMHOM U B IIEPUOJ OTMEHBI ITpernapara.

pyeue nexapcmeennvle 3aumooeticmeus (OUeoOKCUH, AmeHoN0, YUMEemUOuH,)

OnHOBpeMEHHOE NPUMEHEHUE CEPTpPAIMHA M LMMETUAVHA B 3HAYUTEIIBHOM CTENEHU CHMIKAET
KIIMpeHC cepTpanuHa. KinnMHuueckas 3HaYMMOCTh 9TUX M3MEHEHMI Heu3BecTHa. CepTpaivH He
BIUsUT Ha [(—anpeHoOnokupyoliee AecTBUE aTeHoJoa. JIeKapCTBEHHOro B3aUMOJIEHCTBUS
Mexy cepTpaauHoM (200 Mr B CyTKH) ¥ IMTOKCHUHOM TaK)X€ HE BBISIBICHO.

Ilpenapamul, erusrowue Ha QyHKYUIO MpomMoOOYUMO8

[Tpu onHoBpemenHoM npuMeHernn CUO3C (Bkio4as cepTpajvH) U MpernapaToB, BIUSIOMINX Ha
¢byukuio Tpom6OouuToB (Hampumep, HIIBC, anermicaauiimioBoil KUCIOTHl U THUKJIONUAMHA),
WIM TIpenapaTroB, KOTOPbIE MOTYT IMOBBIIIATh PHUCK KPOBOTEYEHHUH, MOXKET OTMEYaThCs
MOBBILIEHUE PUCKA KPOBOTEUEHUH (CM. pa3zein 4.4).

Mboiweunvie peraxcanmol (HMAK)

CenexTuBHble WHTHOUTOpPHI OOpaTtHOoro 3axBata ceporoHnHa (CHMO3C) wmoryT cHHXKaTh
aKTUBHOCTh  XOJIMHACTEpa3bl B  IUJJa3M€ KPOBHM, 4YTO TMPUBOAUT K  yBEIUYCHHIO
IPOIOJDKUTEIBHOCTH JEMCTBUSL MBILIEUYHBIX PEIAKCAaHTOB, HAlpUMEp MUBAKypHUs WIM APYTHX

HCPBHO-MBIIIICYHBIX 6J'IOKaTOpOB, Ha HCPBHO-MBIICYHYIO IIEpcaavy.
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COOTBETCTEBYET ZKCNEPTHOMY OTUETY
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(NOCNEOOBATENEHOCTE 0001)

Ipenapamol, memabonuzupyemvie yumoxpomonmy P450

CepTpanH MOXET OT JIETKOH 1O YMEpEeHHOH crerneHn mHruOupoBath mzopepment CYP2D6.
VYcraHoBIEHO, YTO JUIMTEIBHOE JICUEHHE CEPTPaTIuHOM B J03¢ S0 Mr B CYTKM MOBBIIIAET (B
cpenneM Ha 23-37 %) paBHOBECHYIO KOHIEHTPALMIO B IUIa3ME KPOBHU JE3UMNpaMuHa (MapKep
aktuBHOCTH u30hepmenta CYP2D6). KnuHuueckn 3HAYMMOE B3aMMOJICHCTBHE OTMEYAETCS
TaKK€ IpU OJHOBPEMEHHOM IIPUMEHEHUU C JIEKAPCTBEHHBIMU CpPEIACTBAMH C Y3KUM
TEPaNeBTHUECKUM HHACKCOM, B METa00IM3Me KOTOPHIX NPUHUMAET YydacTHe H30(EepMEHT
CYP2D6 (manpumep, TPHUIUKINYECKHE AaHTHACTIPECCAHTHI, TUIWYHBIC AHTUIICUXOTUKH U
aHTHApUTMUYECKUE JiekapcTBeHHble cpeactBa 1C kiacca, Takue Kak IMpornadeHoH U
bnexauHum).

B Takux ciaydasx KIMHUYECKH 3HAYMMOE JICKapCTBEHHOE B3aUMOJICHCTBHE OCOOEHHO YacTo
HaAOII01aeTCsl PU IpUEMe BBICOKUX /103 CEPTPaIUHA.

CepTpanud KIMHUYECKH 3HAUUMO He uHruoupyer uzopepmentsl CYP3A4, CYP2C9, CYP2C19
u CYP1A2. DTo mOATBEPKICHO HCCICAOBAHUAMHU IN VIVO IO M3YyYCHHIO B3aMMOJCHCTBHSI C
cyoctparamu CYP3A4 (3HAOTCHHBIM KOPTH30JIOM, KapOama3enuHOM, TepdeHATHHOM,
annpazonamom), CYP2C19 (muazenamom) u CYP2C9 (Tonbyrammuaom, TMTUOSHKIAMHUIIOM U
bennTonroMm). PesynabraThl ucciaeqoBaHuid IN VItr0 CBHAETEIBCTBYIOT O TOM, YTO CEpPTPAUH
OKa3bIBaeT HE3HAUMTEIbHOE HUHrHOupyromee aeicrsue Ha akTuBHOCTH CYP1A2 wumum He
OKa3bIBAET €T0 BOBCE.

[Ipuem Tpex cTakaHOB TpeHn(pyTOBOrO COKa €XKEAHEBHO IOBBIACT KOHIIEHTPALUIO
cepTpajiMHa B Iula3Me KpoBU npubmusutensHo Ha 100 % (MO JaHHBIM TEPEKPECTHOTO
UCCJIEIOBaHMSI C y4aCTHEM BOCBMH 3JIOPOBBIX AMOHIEB). Takum oOpa3om, ciemyer u30Oerarb
OJIHOBPEMEHHOT0 NpHUeMa cepTpajnHa u rpeindpyToBoro coka (cM. pasaen 4.4).

OCHOBBIBasICh Ha MCCIIEIOBAHUAX B3aUMOACUCTBUS CepTpalIiHa U rpednpyTOBOro COKa, HENb3s
UCKJIIOYUTh, YTO OJHOBPEMEHHOE NPHUMEHEHHME CepTpajJliHa M MOIIHBIX WHIHOMTOPOB
nzopepmenta CYP3A4 (mampumep, HHTHOMTOPHI MpPOTeas3bl, KETOKOHA30J, HTPAKOHA30ll,
M03aKOHa30J1, BOPUKOHA30J1, KIIAPUTPOMHUIINH, TEIMTPOMULIMH U HE(PA3070H) MOXKET MPUBOIUTH
K Jaxe OOJbIIeMy IMOBBIIIEHUIO 3KCIO3UIMU CEePTpAIMHA. DTO TAKKE KacaeTcsl YMEPEHHBIX
uHruouropoB u3odepmenta CYP3A4 (Takux Kak ampenuTaHT, SPUTPOMMIMH, (IIyKOHA30I,
BepanaMuil W JuATHazeM). TakuMm oOpa3oM, ciemyeT wu30erarb NPUMEHEHHS MOITHBIX
uHruoutopoB uzopepmenta CYP3A4 Bo BpeMms Tepanuu ceprpaivnHOM. HeBO3MOXKHO Takxke
UCKJIIOYaTh  CHOCOOHOCTh  APYyruxX HMHAYKTOpoB u3odpepmenta CYP3A4  (mampumep,
¢denobapbutan, kapbamaszenuH, MpemnapaTrbl 3Bepo00s MPOJBIPSBIEHHOrO, pPHU(PAMITUINH)
CHI)KAaTh KOHIIGHTpAlMIO CepTpajiiHa B IJIa3Me€ KpOBU. Y  TMALMEHTOB, MEIJICHHO

Merabomm3upyommx uzodpepment CYP2C19, oTmedaercs yBenuueHHE KOHIICHTpAIUU
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aToT (epmeHT (cM. pasnen 5.2). Henb3s UCKIIOYUTH B3aUMOJACHCTBHE MEXKIY MOIIHBIMHU
uarunoutopamu uzopepmenta CYP2C19 (Takumu kKak oMernpa3oli, JaHCOMPa30Jl, TaHTOIPa3oll,
pabenpazoit, (aIyoKCEeTHH M ()IIyBOKCAMHUH) M CEPTPATHHOM.

4.6. DepTUIBLHOCTH, 0EPEMEHHOCTH U JIAKTALMS

bepemenHoCTh

KoHTponupyeMbIx HccieqoBaHui ¢ yyacTueM OepeMEeHHBIX KEHIIHMH He MPOBOAUIOCH. OIHAKO
00JIbIIOE KOJMYECTBO JAHHBIX CBUICTEIBCTBYET O TOM, YTO IPUEM CepTpaliiHa HE MPUBOJIUT K
BPOKIACHHBIM IMOPOKaM pa3BuTHUs. McciaenoBaHus Ha )KMBOTHBIX MOKA3aJId BO3MOKHOE BIUSTHUE
CepTpaliiHa Ha PEMPOJYKTUBHYIO (DYHKIIHIO, BEPOSTHO, 3TO BIHSIHHE CBA3aHO C MATCPUHCKOMN
TOKCHYHOCTBIO, BBI3BAaHHOHU (papmMakoamHaMuYecKUMU d(DQeKTaMu JEHCTBYIOMETO BEIIECTBA U
(unum) npsAMBIM (papMaKOAMHAMUYECKUM ACMCTBUEM MperapaTa Ha U0,

Y HEKOTOpBIX HOBOPOXKJIEHHBIX, MaTEpU KOTOPHIX NPUHUMAIH CEPTPAIMH BO BpeMs
OepeMEeHHOCTH, HaOJIIOAANNCh CHMIITOMBI, CXOJHBIE C PEAKIHAMH OTMEHBL. JTOT (heHOMEH
HaOmofaincst U npu npueme Apyrux antuaenpeccantoB rpynnsl CUO3C. He pekomenmyercs
OPUMEHSTh CEepPTpajMH BO BpeMs OEpeMEHHOCTH, 3a HUCKIIOYEHHEeM CJIy4yaeB, Korja
mpeJnoaraeMas roJjib3a JICUeHUs JIsl MaTePH MPEBBIIIACT BO3MOXKHBINA PUCK AJIS TUIOAA.
JlanHble HaOMIOIEHU YKa3bIBAIOT Ha MOBBIIIICHHBIN (MEHEe ueM B 2 pa3a) PUCK MOCIEPOI0BOTO
KpoBoTeueHus nociie npumeHeHus npenapatos rpynn CHMO3C/CUO3CH B teuenue onHOro
Mecsa 10 poaoB (cM. pazaensl 4.4 u 4.8).

HeoOxoqumo HaOmoaaTh 3a COCTOSHHEM HOBOPOXAECHHBIX, MaTepU KOTOPBIX MPOAOTHKAIU
NPUHUMATH CEPTPAJIMH Ha MO3HUX CPOKaX OEPEeMEHHOCTH (OCOOEHHO B TPEThEM TpUMeECTpeE). Y
HOBOPOXKJICHHBIX, MaTepH KOTOPHIX NMPUHUMAIIN CEPTPATNH Ha TO3IHUX CPOKax OEpeMEHHOCTH,
MOTYT HaONIOAATbCA CJIEAYIONINEe CHUMIITOMBI: PECIMPATOPHBIA TUCTPECC, IIMAHO3, AarHo?,
CyJIOpOTH, HECTaOWIBHOCTh TeMIepaTyphl Tena, 3aTpyJHEHHs TP KOPMIICHHH, pBOTa,
TUTIOTJIMKEMHSI, THIIEPTOHYC, THIOTOHYC, THIEppedIIeKCHs, TpeMOp, IMOJCPTUBAHHUE MBIIIII,
MOBBIINICHHAS] BO30YIUMOCTb, JICTAPTHS, JUIMTEIBHBIA IUIa4, COHJIMBOCTH W TPYIHOCTH
3achIaHusl.

OTH CHUMIOTOMBI MOTYT OBITh CBSI3aHBI C HEMOCPEICTBEHHBIMU CEPOTOHUHEPTUUECKUMU
¢ pekTaMu UM MOTYT SIBJISTBCS CHMIITOMaMH OTMEHBI TpermapaTta. B OONBIIMHCTBE CiiydacB
JaHHBIC CUMITOMBI HAYMHAIOTCS HEMOCPEJCTBEHHO WM BCKOpe (B TedeHHWE 24 4acoB) IOCIe
POXKJICHUSL.

ONUAEeMHOJIOTUYECKHE HCCIEAOBAHUS CBUAETENIBCTBYIOT, uTOo mpuMeHeHue CHUO3C mnpu
OepeMeHHOCTH (OCOOCHHO Ha TO3JHUX CPOKAaX) MOXET yBEIMYHMBATh PUCK TMEPCHCTHPYIOMIEH

neroyHo runepteHsun HoBopokaeHHbIX ([IJITH). Tak, nabGmomaemas wactora I[IJITH
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nonyssiuuu [IJIIH Berpeuaercs ¢ wactoroit 1-2 ciyqast Ha 1000 6epemeHHOCTEN.

JlakTanus

CornacHO OnmyOJMKOBAaHHBIM JAHHBIM, CEPTPAIMH M ero mMeraboiaut N-Ie3MeTWICepTpalvuH B
HEeOOJBIINX KOJIMYECTBAX IPOHUKAIOT B TPYAHOE MOJOKO. [Ipym 3TOM B CHIBOPOTKE KPOBH
peOeHKa 3TH BEIIeCTBa HE OMPEACISUINCH WM MX KOHIEHTpAUK ObLTH HUYTOXKHO Maibl. JIumb
B OJHOM CJy4ae KOHIIEHTpPAIlUs B CBIBOPOTKE KPOBHM MIIAJICHIIA cocTaBmia okoio 50 % or
CHIBOPOTOYHOM KOHILEHTPALMK y MaTepu (MPH 3TOM BHIMMOTO HETaTHBHOTO BIMSHHUSA Ha
3710poBbe peOcHKa He Halmojanock). B HacTosmiee BpeMs HET JAaHHBIX O TOM, YTO TPYyJHOE
BCKapMJIMBaHHE Ha ()OHE MMpHEMa CepTPaMHA OTPUIATEIHHO BIHMSET Ha 3J0pOBbe pedeHka. Tem
HE MEHEE PHUCK HeNb3sl MCKIIOYUTH TOJHOCTHIO. B CBSI3M ¢ 3TUM IpUMEHEHHE Ipernapara y
KOPMSIIIMX Marepeil He peKoMeHayeTcsl (3a WCKIIOYEHHEM TeX CIy4aeB, KOrja II0Jib3a, IO
MHEHUIO Bpaya, IPEBBIIIAET PHUCK).

DdepTUabHOCTD

I[aHHBIe, IMMOJIYYCHHBIC B MCCJIICAOBAHUAX Ha KXKHUBOTHBIX, CBUACTCILCTBYIOT, YTO CCPTpaIMH HE
BJIMSIET Ha MOKa3aTenu (pepTUIbLHOCTH.

CornacHo oNnuCaHHBIM KIMHUYECKUM citydasM, npueM HekoTopbix CHO3C oka3bIBaeT BIMsHUE
Ha Ka4eCcTBO CHEPMbI, HO 3TOT 3PdeKkT oOpatuM. JI0 HACTOALIET0O BPEMEHU HEe HaOII0Jaoch
HUKAKOTO BIIUSTHUS CEpTpalinHa Ha (PEpTUIIBHOCTH YEIOBEKa.

4.7. Bausinne Ha CHOCOOHOCTH YNPABJIATH TPAHCHOPTHBIMH CPEIACTBAMH H PadoTaTh €
MeXaHUu3MaMH

Knunuueckue ¢apmakojgoruyeckue HCCiaeoBaHUs IOKa3alld, 4YTO CEpPTPAJIMH HE BIHUSAET Ha
NICUXOMOTOpHbIE (QYHKIMH. OJHAKO MAlMEHTOB CIEAyeT NpeaocTepedyb O TOM, YTO
IICUXOTPOIHbIE TpenapaTbl MOTYT HETaTUBHO BIUSATh Ha ICHUXUYECKHE WM (U3NUECKUe
peakuuy, HeoOXOAMMbIe JUIsl BBINOJHEHUS NOTEHIMAIbHO OMNACHBIX 3a4ad, TaKuX Kak
yIpaBiieHHue TPAHCIOPTHBIMU CPECTBAMU HIIM paboTa ¢ MEXaHU3MaMH.

4.8. He:xesnaTesibHbIEC peaKIMU

Pesrome nipoduiist 0e3onacHoCTH

Haunbonee yactoil HexenaTenbHON peakiueil sBisieTcs TOMIHOTA. Ilpu JiedeHnu coluamIbHOro
TPEBOKHOTO pAacCTPOWCTBA OTMEYalld HApyIIEHHWE CeKCyalbHOW (QYHKIMH (OTCYyTCTBHE
IAKYJSIUK) Y MY>K4HMH B 14 % ciy4yaeB npu NPUMEHEHUU CepTpalivHa, 1o cpaBHeHHo ¢ 0% Ha
¢done mpumeHeHus mianedo. J[aHHble HeXelaTeldbHbIE PEaKIUH 3aBUCIT OT J03bl U OOBIYHO
IIPOXOJAT MPU NPOAOIHKEHNN TEPAIUU.

[Tpu npumMeHeHnH MpenapaTa BO3MOXKHO MOBBIILIEHUE apTEPUATLHOTO TaBJICHHUS.
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1a1e00-KOHTPOJIMPYEMBIX UccienoBaHusIX y nanueHToB ¢ OKP, manudeckuM paccTpoiicTBOM,
ITTCP u conpajibHbIM TPEBOXKHBIM PAaCCTPONCTBOM, HE OTIMYAETCS OT TAKOBBIX B KIMHUUYECKHUX
HCCJIE0OBAHUSAX Y TAUEHTOB C JCTPECCUEH.

B Tabnune 1 npexacraBneHa nHdopmanus 0 HeXKeNaTENbHBIX PEAKIUAIX, HAOTIOAABIIUXCS MPU
IIPUMEHEHUU CEPTPAJIMHA, HA OCHOBAaHUM JaHHBIX, OJYUYEHHBIX BO BPEMS IOCTMApKETUHIOBBIX
(uacToTa  HEW3BECTHa) M  IUIALEOO-KOHTPOJUPYEMBIX  KIMHMYECKHUX  HCCIEI0BAaHUI
(uccieoBaHUs MPOBOAMIIN C y4dacTHeM 2542 TMalMeHTOB, MOJYYarolIuX cepTpaiuH, u 2145
NAlMEHTOB, MOJy4arommx miane6o). JlanHble ucciaenoBaHUS MPOBOJWINCH y MAIUEHTOB C
nenpeccueit, OKP, mnanmyeckum paccrpoiictBom, I[ITCP wu couumanbHbBIM TPEBOXKHBIM
paccTpOrCTBOM.

HekoTtopsie HexenaTenbHbIE pPEAKIMH, IEPEUMCICHHbIE B Tabnmune 1 Mpu MpOAOKEHUU
TE€panuy, MOTYT YMEHbIIAThCA IO MHTEHCHUBHOCTHM WU 4YacTOTE€ M B ILIEJIOM HE IMPUBOJAT K
IPEKPALICHUIO TEPAIIUU.

Tabauunoe PE3IOME HEXKENATCIILHBIX PEaKIINA

B Tabnuie mpencTaBieHbl HexXeNaTeNbHbIE PEaKIuu 1Mo cucTeMHo-opranHbiM kinaccaM (COK) u
yacTtore. BHYTpM Kak[IoW 4YacTOTHOW TPYIIIBI HEKEJIATEIbHBIC PEaKIUU PacIoyiaraloTcs B
MOpsIIKEe yOBIBAHUST BBIPAKCHHOCTH. YacToTa pa3BUTHS OIpeNeseTcsl Kak: OYeHb 4acto (>
1/10), gacto (ot > 1/100 go < 1/10), newacto (ot > 1/1 000 go < 1/100), penko (ot > 1/10 000 no
< 1/1 000), ouenn penko (< 1/10 000) m yacToTa HeW3BeCTHA (HAa OCHOBAHUU HMEIOIIUXCS

JaHHBIX OLICHUTH HCBO3MO)I(H0)Z

Taoénuya 1. Hexcenamenvhule peakyuu

Yacrora  HeKeJATEJbHbIX  peaknuid B  IUIale00-KOHTPOJIMPYeMbIX  KJIMHUYECKUX
ucciaenopanuax npu aenpeccun, OKP, manumdeckom paccrpoiictee, IITCP n coumanbHom
TPEBOKHOM PacCTpPoOICTBeE.

CBO}]Hblﬁ AHAJIHU3 ! ONBIT NOCTMAPKETUHIOBOI'O IPUMECHCHUS.

HexenaTenbHasi peakuus Yacrora

Hugpexyuu u uneazuu

WHuekunn BepXHUX AbIXaTeNbHBIX MMyTeH, PapuHTUT, pUHUT Yacro
I'acTposHTEpUT, CPEAHUIN OTUT Heuacto
JluBepTuKyIUT Penko

ﬂoépoxaqecmeeyuble, 3JI0KA4YeCmeEeEerHble U HEYNMOUYHEeHHble H06006p(1306(1Hu}1 (GK.fliOlla}Z Kucmol U

noaunsl)

HoBoobOpa3zoBanus Heuacto
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Taénuya 1. Hexcenamenwnule peaxyuu TTULITEAUBATENTEAUL TS UUUT)
YacroTa  HeKeJATEJbHBIX  peakimmii B IIane60-KOHTPOJIHPYeMBbIX  KJIHHHYECKHX

uccjaenoBanusax npu aenpeccur, OKP, manmueckom paccrpoiictBe, IITCP u couumaabHoM

TPEBOKHOM paccTpoiicTBe.

CBO)IHLIﬁ AHAJIU3 ! ONBIT NOCTMAPKETUHIOBOI'O IPUMEHCHUS.

HesxkenarenbHas peakuust Yacrora
Hapywenus co cmoponvl kposu u aumgpamuyeckoii cucmemul

Jlumbanenonarus, TpOM6OI_II/ITOHeHI/I$I*§, NEHKOTeHusT Penxo
Hapywenus co cmopoHvl uMMyHHOU cucmembl

['UIepUYyBCTBUTENBHOCTD , CE30HHAS AJIEPTHs Heuacro
AHaDUIAKTOMIHBIE PEAKIIUH Penko
DHOOKpUHHbBLE HAPYULeHUs!

I'unotupeos” Heuwacro
[unepnpoNakTHHEMHS °, HeaeKBaTHAS CEKPEls aHTHINYPETHYECKOTO TOPMOHA Penxo
Hapywenus memabonruzma u numanus

CHMKEHHUE allIeTHTa, TIOBbIIEHUE allleTHTa Yacrto
I'unepxonecTepuHEMHs, CaxapHbBIii JUa0eT , TUIOTIMKEMHMS , THIepriuKemus °, | Pemko

TUIOHATPHEMHS

ITlcuxuuecxue HAapyuweHusl

BeccoHnuna OueHb 4acTo
Tpesora’, nenpeccus , AKUTAIMS , CHIDKEHHE THOU/I0 , TTOBBIIIEHHAs BO30yamMocTh, | YacTo
JIeTIepCOHAITM3AINS, HOYHBIE KOIIMAphI, CKPEXKeT 3y0aMi BO CHE

CyuiuanbHple  MBICIH/OBEEHHE, TCHXOTHYECKHE HapylleHus , Hapymenue | Hedacto
MBILILIEHNS, allaTHs, FA/UTIOLMHALIMN , arPeccus , Si(opus , mapaHoiis

KOHBEpPCHOHHOE ~ PAcCTPOHCTBO °, TapoHHpus ° (Gojne3HeHHBle CHOBHeHH:), | Pemko

JICKApCTBCHHAA 3aBUCUMOCTD, XOXKJICHUC BO CHEC, IIPCKACBPCMCHHAA AKYJISII A

Hapywenusa cocmoporvl HepeHou cucmembl

*
["onoBokpy>keHue, rosoBHasi 00JIb , COHJIMBOCTD

OueHb 4acTo

Tpemop, HapylleHue IBUTaTeNbHOW (QYHKIMM (BKJIIOYas 3KCTpamupamujaibHeie | YacTto
paccTpoiicTBa, Takue Kak TUIIEPKUHE3, TUIIEPTOHYC, AUCTOHHUS, CKPEKET 3y0aMu Min
HapyIIeHHs TIOXOKH), TAPECTE3Ms , TUTIEPTOHYC , HApyLIeHHe BHUMAHHE, THCTeB3Hs

AMHe3us, THIEeCTe3Ws , HEMpPOU3BONbHBIE MBIIIEYHBIE COKpAIIeHHs , oOMopok , | Hewacrto

* * *
TUIIEPKUHE3USl , MUTPEHD , CYJOPOTH , IIOCTYPaIbHOE I'OJIOBOKPYKCHHUE, HAPYIICHUE

KOOPJAMHALIMY, HAPYILIECHUS peYr
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COOTBETCTEBYET ZKCNEPTHOMY OTUETY

ot 03.07.2024 N= 13385
= oo

(MOCTEOOBATENBHOTTE U0UT)

Taonuya 1. Hesrcenamenvnuie peakyuu

Yactorta  HexelaTeJbHBIX  peakuuili B  IUIale00-KOHTPOJIUPYEMbIX  KJIMHUYECKHX
uccjaenoBanusax npu aenpeccur, OKP, manmueckom paccrpoiictBe, IITCP u couumaabHoM
TPEBO:KHOM paccTpoiicTBe.

CBO)IHLIﬁ AHAJIU3 ! ONBIT NOCTMAPKETUHIOBOI'O IPUMEHCHUS.

HesxkenarenbHas peakuust YacrTora

Koma", akatisus (cM. paszen 4.4), TUCKMHE3Hs, THIIEPECTe3 s, [IepeOpOBaCKyIIsp Pesko
HBIIl cra3M (BKJIIOYAs OOPAaTHMYIO Ba30KOHCTPHKIIMIO COCYIOB I'OJOBHOTO MO3ra H
cunpom Komma-®nemunra)™, mcuxomoropHoe Bo3OyxkaeHne S (cM. pasmen 4.4),
CEHCOpHBIE HAPYIIEHHs, XOPE0aTeTo3", TakKe COOOIIAIOCh O PA3BUTHH NIPU3HAKOB U
CHMIITOMOB , CBS3aHHBIX C CEPOTOHMHOBBIM CHHIPOMOM MIIM 3J0KAaUeCTBEHHBIM
HEHPONIENTHYECKMM CHHIPOMOM: aXKHTALMS, HApyIIeHHE CO3HaHHs, auadopes,
Auapes, JIuxopaaka, aprepualibHas TUIICPTCH3UA, pPUT'HJHOCTD MBIIIII, TaXI/IKapI[I/ISI§.
B HEKOTOPBIX clrydasax JAaHHBIC CUMIITOMBI CBsSI3aHBbI C OJHOBPCMECHHBIM

MPUMCHCHHUEM CCPOTOHUHCPIrUYCCKHX ITPCIIapaToB.

Hapywenus co cmoponwvl opeana 3penus

*
Hapymenue 3penus Yacro

Mujpuas” Heuyacto

CkortoMma, rimaykoma, Juruionus, GotopoOus, KpOBOU3IUSIHUE B MepeaHIO KaMmepy | Peaxo

*8 o *§ S 19
rnasa’d, pasHbI pa3Mep 3paukoB °, HapylleHHe 3peHHs’, PaccTPOHCTBA CIE3HOTO

anmapara

Maxkynonarvs Yacrora
HEN3BECTHA

Hapywenus co cmoponvl opeana ciyxa u iabupunma

3BOH B ymax Yacro

bons B ymax Heuacrto

Hapywenus co cmoponul cepoya

Outyuienue cepaieouenus’ Yacro

Taxukapaus , 3a601eBaHus cepaua Heuacro

Uudapkr Muokapaa™s, pasButne mommMophHOI KelyJ0dKoBOH TaxuKapAuu Tuma | Pemko
«mupys1» (torsade de pointes)™ (cm. pasmenst 4.4, 4.5 u 5.1), Gpamukapaus,

yamHenue untepsana QTc” (cM. pasnenst 4.4, 4.5 u 5.1)

Hapywenus co cmoponwsl cocyoos

*
«ITpunuBb» Yacto
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COOTBETCTBYET SKCMEPTHOMY OTUETY
ot 03.07 2024 M= 13385
Taénuya 1. Hexcenamenwnule peaxyuu TTULITEAUBATENTEAUL TS UUUT)
YacroTa  HeKeJATEJbHBIX  peakimmii B IIane60-KOHTPOJIHPYeMBbIX  KJIHHHYECKHX

uccjaenoBanusax npu aenpeccur, OKP, manmueckom paccrpoiictBe, IITCP u couumaabHoM

TPEBOKHOM paccTpoiicTBe.

CBO)IHLIﬁ AHAJIU3 ! ONBIT NOCTMAPKETUHIOBOI'O IPUMEHCHUS.

HesxkenarenbHas peakuust YacToTa
[TaTonoruvyeckoe KpoBOTEUCHUE (HAPUMED, HKEITYJ0UYHO-KUIIICYHOE KpOBOTequHe)*, Heuacro
apTepuaabHas FI/IHepTeHSI/Iﬂ*, TUTIEpEMMUSL, reMaTypI/I;I*

[Tepudepuyeckas umeMus Penxo

Hapywenus co cmopoHul OvixamenvHotl cucmembl, Op2aHo8 2pYyOHOU KIemKU U CPeOOCMeHUs

3eBoTa Yacro
* *
Opplika, HOCOBOE KPOBOTEUEHHE , OpOHXOCTa3M Heuacto
5
[unepBeHTUNIALMS, MHTEPCTUIMANBHOE 3a0oeBaHMe JIErKHX S, 303uHO(puIbHas | Penko

* B3
ITHCBMOHUA §, JIJApUHTOCIIa3M, I[I/IC(i)OHI/IH, CTpuaop §, THIIOBCHTHUJIALIUA, UKOTA

Kenyoouno- Kuuieynvle HapyuleHus

TomHoTa, AUapes, CyXoCTh CIU3UCTOIN 000JI0UYKH MOJIOCTH pTa

OueHsp 4acTo

Jlucrienicusi, 3amop , 60Jb B )KMBOTE , PBOTA , METEOPU3M Yacro

Menena, mnopaxeHue 3y00B, 330]arur, TIOCCUT, TeMOppou, moBbimeHHOE | HewacTo

CIIIOHOOT/IeTIeHUe, Aucdarus, OTPhDKKA, MOPAKEHUE S3bIKA

SI3BeHHOE TOpa)KeHHE CIU3UCTON 000JIOUKH TOJOCTH PTa, HaHeraTI/IT*§, KpoBb B | Penko

CTyJIE, I3BEHHOE MOPAXKEHUE sI3bIKa CTOMATUT

MUKPOCKOMUYECKHH KOIUT Yacrora
HEH3BECTHA

Hapywenus co cmoponvl neuenu u stcenuedbleo0auux nymeti

Hapymienne QpyHKImu neyenu, cepbe3Hbie HapyImeHus GyHKIUN TTeYeHU (BKITIOYast Penxo

TeNaTHUT, )KEITYyXy U IEYCHOUHYIO HEJJOCTATOYHOCTD )

Hapywenus co cmopoHbl Kodicu 4 NOOKOICHBIX MKAHel

[TOBBIIEHHOE [TOTOOTACICHHE, ChIIb Yacro

[lepropOUTATBHBIA OTEK , KpAMMBHMIA , aloMelus , KOXHBIA 3yd, mypmypa , | Hedacto

JI€PMaTHUT, CYXOCTb KOKH, OTEK JIUIA, XOJIOJHBIA MOT

Penxue cooOmmieHns O TKENBIX KOXHBIX HexenarenbHbIx peakmusx (TKHP): | Penko

* o &

Hanpumep, cuaapom CruBeHca — JIKOHCOHA M DIMAEPMANbLHBIN HEKpOJIHU3 °,
* o

KO’KHAsi peakuus S, peakius (GOTOCeHCHOMTH3AMK®, AHTMOHEBPOTHYECKHI OTeK,

HApYIICHHE TEKCTYphl BOJIOC, W3MEHEHHWE 3amaxa KOXH, OyIJIJIe3HBI IepMaTuT,

20




COOTBETCTBYET SKCMEPTHOMY OTUETY
ot 03.07 2024 M= 13385

Taénuya 1. Hexcenamenwnule peaxyuu TTULITEAUBATENTEAUL TS UUUT)

YacroTa  HeKeJATEJbHBIX  peakimmii B IIane60-KOHTPOJIHPYeMBbIX  KJIHHHYECKHX

uccjaenoBanusax npu aenpeccur, OKP, manmueckom paccrpoiictBe, IITCP u couumaabHoM

TPEBOKHOM paccTpoiicTBe.

CBO)IHLIﬁ AHAJIU3 ! ONBIT NOCTMAPKETUHIOBOI'O IPUMEHCHUS.

HesxkenarenbHas peakuust Yacrora

boHuKyIApHas ChIb

Hapywenus co cmopoHvl MbluteyHot, CKelemHOU U COeOUHUMENIbHOU MKAHU

Bonb B CIIMHE, apTpaNTHs , MHAITHS Yacro

OCTeoapTpuT, MBILICYHBIE CYOPOTH, MBIIIEYHbIE CIIA3Mbl , MBILIECYHAs CIa60CTh Heuacro

Pa61oMu0IN3 S, HAPYIIEHNS CO CTOPOHBI KOCTHOH TKaHH Penxo

Tpusm” Yacrora
HEU3BECTHA

Hapywenus co cmoponuvl nouex u Mouegblgo0sauux nymeu

VYyameHHoe MOYCHCITyCKaHWE, HApYyIICHUE MOYCHCITYCKaHHs, 3aJepkka Mmoud, | Hewacto

HeJep/KaHNe MOYH , TIOJHYPHs, HOKTYpHS

3aepKKa MOUEUCITYCKAHUS , OJTUTyPHs Penxo

Hapywenus co cmoponvl penpo0ykmusHou cucmembvl U MOJTOYHBIX Hcele3

Hapymenne asaxysanumn

OueHp 4acTo

Hapynienue MEHCTpyanbHOTO HUKJIA , IPEKTHIIbHAS AUC(YHKIIS Yacto

[TonoBas nucynkuus (cM. pasnen 4.4), MeHopparus, BariHaJbHOEe KpoBoTeueHue, | Heuacto

HapyIIeHUE MOJOBON (DYHKIINU Y KEHITUH (cM. pasnen 4.4)

[anaktopes, aTpo(UUECKUil ByJIbBOBATMHHUT, BbIAEIEHHS U3 MOJOBBIX OPraHos, | Pemko

6aNaHOMOCTHT °, THHEKOMACTHUS , IPUATTH3M

ITocneponoBoe KpoBOTEUeHHE | YacToTa
HEM3BECTHA

Obwue napyuienus u peakyuu 8 mecme 88e0eHUs

*
IToBeITIIEHHAS YTOMIIIEMOCTD

OueHb 4acTo

HCJIOMOFaHI/Ie*, 00JIL B rpy)m*, aCTeHI/ISI*, aneKcym* Yacto
[Tepudepuyeckuit OTeK , 03HOO, HapyLIEHUE HOXOJKH , JKaX/1a Heuacto
I'pbka, CHKEHUE TEPEHOCUMOCTH JIEKAPCTBEHHOTO IMpernapara Penxo
Jlabopamopuvie u uncmpymenmaibHvle OaHHbIE

[ToBbIlIEHHE MACCHI TEa Yacrto
IToBBImEeHNE aKTUBHOCTH aJ'IaHI/IHaMI/IHOTpaHC(bepaSBI*, MOBBIIICHUE AKTUBHOCTH Heuacro
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COOTBETCTBYET 3KCMEPTHC
ot 03.07.2024 Ne 13

MY OTHETY

-
1

Tabnuua 1. HescenamensHole peakyuu (MULITELQUVBATENBRUL TE TUUT)

Yactorta  HexelaTeJbHBIX  peakuuili B  IUIale00-KOHTPOJIUPYEMbIX  KJIMHUYECKHX
uccjaenoBanusax npu aenpeccur, OKP, manmueckom paccrpoiictBe, IITCP u couumaabHoM
TPEBO:KHOM paccTpoiicTBe.

CBO)IHLIﬁ AHAJIU3 ! ONBIT NOCTMAPKETUHIOBOI'O IPUMEHCHUS.

HesxkenarenbHas peakuust YacrTora

* *
aCHapTaTaMI/IHOTpaHC(bepaSH , CH2KCHHE MacCChI T€J1a

*
[loBbIlIEHHOE COJEp)KaHME XOJECTepUHAa B KPOBU , OTKJIOHEHHS OT HOpMHI | Peako
1ab0paTOPHBIX MOKa3aTeliel, HapylIEeHUE CBOMCTB CEMEHHOM JKUJIKOCTH, HApYIICHUE

byHKIIUN TpOM6OI_[I/ITOB*§

Tpasmsl, uHMOKCUKAYUU U OCTONHCHEHUANPOYEOVD

TpaBmel Yacro

Xupypeuueckueu meouyunckue npoyeoypul

Bazomunaranus Penxo

“ HP, BBISBICHHBIE B TIOCTMAPKETHHIOBOM MIEPHOJIE

¥ Yacrora Bo3HukHOBeHuss HP mpejcTapieHa BEpXHMM IIOPOTOBBIM 3HAYEHHEM, PACCUUTAHHBIM IIPHU
95%-HOM [OBEpUTEIHLHOM HHTEpBAJIE C HCIOJIb30BaHHWEM «IpaBuiia 3-x» (MpaBHJIa HAXOXKICHUS
HEU3BECTHOTO YJIeHA MPOIOPIINH).

T OTo0 siBIEeHue ObLIO 3aperUCTPUPOBAHO B paMkax TepaneBTudeckoro kiacca CUO3C/CUO3CH (cm.

paznensl 4.4 u 4.6).

CUMIOTOMBI OTMEHBI IPH OPEKPAIICHUHN TEPAIINU CEPTPATHMHOM

[Ipekparenue nedeHus: cepTpaauHoM (B OCOOCHHOCTH PE3KOE) YacTO MPHUBOAHUT K PA3BUTHIO
cugapoma oTMeHbl. Hawubomee wyacTto coolmiaercs O TOJOBOKPY)KEHHUH, HapylIEHUU
YyBCTBUTEIBHOCTH (BKJIIOYAs MapecTe3WH), HAPYUICHUAX CHa (BKJItoYash OECCOHHMILY M SpKUE
CHBI), @XHUTALUS WM ICUXOMOTOPHOE BO30Y>KIECHUE, TOIHOTA U WJIK PBOTA, TPEMOP U T'OJOBHAs
601b. B 1enomM 3Tu peakuuu HOCSAT JIETKUN, YMEPEHHBIN U OrpaHHYeHHbIN XapakTep. Tem He
MEHee, Y HEKOTOPbIX MAllMeHTOB OHM MOTYT OBbITh TSDKEIBIMU M JJUTENILHO COXpaHATbcs. B
CBSA3M C 3TUM B Cllydae, €CIIM MalUEHT HE HYXKIAeTcsd B NPOAODKEHUN JIEUEHUSI CEPTPATIMHOM,
ClIeZlyeT MPOBOJAUTH IOCTENEHHYI0O OTMEHY Iperaparta MyTeM IUIAaBHOTO CHYDKEHHUS J103bl (CM.

paznensl 4.2. u 4.4).
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IlanMeHTH TOXKHUIIOr0 BO3pacTa

COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 03.07.2024 N= 1334885
(NOCNEQCBATENEHOCTE 0001)

[MTpumenenne CMO3C u CMO3CH, B TOM uucie cepTpajliiHa, B HEKOTOPBIX CIydasx ObLIO

CBs3aHO C Pa3sBUTUCM cepbe3H0171 TUMIIOHATPUCMUHN Y MMOKUJIBIX IMAIIUCHTOB, AJId KOTOPBIX MOXKET

OBITH XapaKTEPEH MOBBIIEHHBIA PUCK PAa3BUTHSI TAKOTO OCIIOKHEHUS (cM. pazzaen 4.4).

CTHU

Bonee gyem y 600 manueHTOB AETCKOTO BO3pacTa, MOJYYaBIIMX TEPANUIO0 CEPTPATHMHOM, OOIMIUN

npodmib MOOOYHBIX PEaKIUi ObUI B LIEJIOM CXOXHM C MpoduieM 0e30MacHOCTH Y B3POCIBIX

NanueHToB. B KOHTposiMpyeMbIX HcclefoBaHUsX (¢ ydactueMm 281 marueHTta, MoJydyaBUIETo

CepTpaliviH) OTMEYAIIUCH CJIEAYIOIIKe TOOOUHbIE peaKuu.

Ouenwv wacmo (> 1/10):

Yacmo (= 1/100, no < 1/10):

Heuacmo (= 1/1 000,
Ho < 1/100):

T'onoBuas 6011k (22 %), 6ecconnuna (21 %), nuapest (11 %) u
tomrHoTa (15 %).

Bonb B rpyHOI KIleTKe, MaHUs, MUPEKCUs, PBOTA, aHOPEKCHS,
abdekTuBHas  TaOWIBHOCTb, AarpecCUBHOE  IOBEACHHUE,
@KWUTalMs, TIOBBIIICHHAs  BO30yIMMOCTh,  HapyIICHUE
BHUMAaHUS, TOJIOBOKPY)XCHHUE, THICPKHHE3MS, MHUIPCHb,
COHJIUBOCTb, TPEMOD, HapYILICHHE 3PEHUS, CYXOCTh CIU3UCTON
00O0JIOUKM  TOJIOCTH  pTa,  JUCHENCHsS,  KOIIMapHbIE
CHOBWJICHUS, TIOBBIIICHHAS yTOMJISIEMOCTh, HEJEpIKaHUE
MOYH, CHIITb, aKHE, HOCOBOE KPOBOTECUCHHE, METCOPH3M.

VY anunenue untepBana QT na DKI (cMm. pasgenst 4.4, 4.5 u
5.1), TOMBITKK CYWLIUOA, CYAOPOTH, SKCTpamupaMuIHbIe
paccTpoiicTBa, TapecTe3ws, JCTPECCUBHBIC  CHMIITOMBI,
TAUTIONUHAIINN, TypIypa, THICPBEHTUISINS, aHEMUS,
HapylleHne (YHKIHHM T[€YEHH, TIOBbIIIEHHE aKTUBHOCTH
anannHamuHoTpaHcdepasza (AJIT), mucTuT, mpocToi repmec,
OTHT, 0OJIb B ymiax, 0oJib B TJA3HBIX s0JI0KAaX, MHApHUA3,
HEJOMOTaHWe, TeMaTypus, IIyCTyJe3Has Chillb, PUHUT,
TpaBMbl, CHIDKEGHHE MAacChl  TeJa, HENPOU3BOJLHBIC
COKpAIIICHHUS] MBIIII, HETUIIUYHbIE CHOBHJICHUS, amaTus,
ATBOYMHUHYPHS, TOJUIAKUYpUs, TOJUYpHUs, O0Jb B TPYJH,
HapylIeHHEe MEHCTPYaJIbHOTO IIMKIJIA, aJIOTCIHs, JepMaTHT,
MopaXeHHe KOXHM, M3MEHEHHE 3amaxa KOXKH, KparuBHUIIA,
CKpexeT 3yb0amu BO cHe (OpyKCH3M), «IPUIUBBDY KPOBH K

KOXK€ JIUIIA.
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COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 03.07.2024 N= 13385

(NOCNEQCBATENEHOCTE 0001)

Yacmoma meussecmna (Ha DHypes3.

OCHOBAHUU umerouuxcs
OaHHbIX oyeHumy
HEBO3MOJIICHO).

Kiacc- sdpdexrnl

CornacHo H3NMHAEMHOJOTUYECKUM HUCCJIEIOBAHUSIM, MPOBOJMUBIIMMCS TMPEUMYIIECTBEHHO C
ydacTUEeM MalMeHTOB B Bo3pacte 50 JIeT u crapiie, OTMEYalCs MOBBIIIEHHBIM PUCK MEPEIOMOB
kocreld y manueHntoB, npuHuMaBmumx CHUO3C u Tpurnukimudeckue antuaenpeccantsl (TLIA).
MexaHu3Mm 1aHHOTO T000YHOTO 3 (PpekTa Hen3BeCTeH.

COO6HI€HI/I€ 0 TOA03PEBACMBIX HEXKCIATCIBbHBIX PCAKITNAX

Baxxno coo0mate 0 MOA03peBaeMbIX HEXKENATeNbHBIX pPEaKIUsAX IOCle pPerucTpanuu
JIEKapCTBEHHOT'O Tperapara ¢ 1elbio 00ecredeHns HeMPephIBHOIO MOHUTOPUHTA COOTHOIICHUS
«10Jb3a — PHUCK» JIEKAPCTBEHHOIO Ipemnapara. MeauIMHCKUM pabOTHUKAaM pPEKOMEHAYETCs
CO00IIaTh O JIFOOBIX TO03PEBACMBIX HEXKEIATEIBHBIX PEAKIUSAX JICKApCTBEHHOTO Ipernapara
yepe3 HallMOHAJIbHBIE CUCTEMbI COOOIICHUS O HEKEeIaTeNbHBIX PEaKIUIX TOCyIapCTB — YICHOB
EBpaszuiickoro 5KOHOMHYECKOT0 COr03a:

Poccuiickaa @eoepayua OenepanvHas cayx0a 1o HaA30py B chepe 31paBoOXpaHEHUS

Anpec: 109012, Mocksa, CnaBstHCKas 1101mab, 1.4, cTp. 1

Tenedon: +7 800 550-99-03

On. moura; pharm@roszdravnadzor.gov.ru

Caiit B MH(POPMAIIMOHHO-TEIEKOMMYHHUKAIIMOHHOM CeTH «nTepreT:

https://roszdravnadzor.gov.ru

4.9. Ilepeno3npoBka

TokcHYHOCTH

Cremnenp 0e30MacHOCTU cepTpajilHa 3aBUCUT OT MOMYJISIUU MAllMeHTOB U (UJIM) OJTHOBPEMEHHO
IIPUHUMAEMOI0 JIEKAPCTBEHHOI'O CPEACTBA. DbBIIM 3aperucTpupoBaHbl Cllydad JIETAJIBHOTO
UCXOJa, CBA3aHHBIE C NEPENO3UPOBKON CEpTpaliHA, NPU MpPUEME Ipenapara OTACIbHO WU B
COUYETaHUM C JPYTMMHU JIEKApCTBEHHBIMH CpeACTBaMU W (WJIM) ajkorojieMm. B cBa3u ¢ 3Tum
HE00XO0JUMO MTPOBOJAUTH HHTEHCUBHYIO TEPANUIO MU JTF000H Nepeo3UPOBKE CEPTPATIUHOM.
CuMOTOMBI

CuMIOTOMBI NEPEAO3UPOBKH BKIIIOYAIOT MOOOYHBIE 3((PEKTHI, OMOCpeOBaHHbIE CEPOTOHUHOM,

TaKhe KaK COHJIMBOCTh, HApyIICHHS CO CTOPOHBI KEIYyAOYHO-KHMILIEYHOIO TpakTa (Hampumep,
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COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 03.07.2024 N= 13385

TOIIHOTa M PBOTA), TaxUKapAus, TPEMOp, TP BomHoémgéﬁ}%ﬁTﬁ@hﬁg;b%ﬁﬂeﬁl}é B

HEKOTOPBIX CIIydasX OTMEYaJIU pa3BUTHE KOMBI.

Ilepeno3upoBKa MOXET BBI3BaTb CEPOTOHMHOBBIM CUHApPOM C yainuHeHueMm uHTepBaia QTc,
pa3sBUTHEM NOJIMMOP(HOI kKemy10uKoBOH Taxukapauu tuna «nupyst (TdP), mostomy B ciydae
HepeIO3UPOBKU CepTpaiiHa peKkoMeHayeTcs HaOmonaTh 3a nokaszaresnsaMu OKIT (cMm. paszpenst
44,45u5.1).

Jleuenune

Crenuduueckuil aHTHIOT [Js CepTpPaIMHA OTCYTCTBYeT. PekoMeHnyeTcs YCTaHOBUTb U
HNOJ/IEP)KUBATh IPOXOJUMOCTb JbIXaTEeNbHBIX MyTeH M, IpU HEOOXOAMMOCTH, OOecledyuBaTh
COOTBETCTBYIOIIMI ypOBEHb OKCHI'CHAMM W (YHKIMU BHEIIHETO [bIXaHWA. BBemeHue
AKTUBUPOBAHHOTO YTJISI BMECTE CO CIaOMTENbHBIM MOXET OBITh Oosee 3((EeKTUBHBIM, YeM
IIPOMBIBAHUE JKEIYIKa, IOITOMY CJIELYET YYHUThIBaTb BO3MOYKHOCTb €r0 IPUMEHEHHS IIpU
JEYEHUU TEepelo3UpOBKU. BbI3biBaTE  pBOTY He  pekomenayercs.  PekoMmenpayercs
KOHTpPOJIMPOBAaTh OCHOBHBIE ITOKa3aTeau padboTel cepaua (Hanpumep, OKI') u npyrue ocHOBHbIE
MOKa3aTeNu > KU3HENEATEIbHOCTH, a TaKK€ IPOBOJUTH OOLIYI0 CHUMITOMAaTHYECKYIO U
HOJIEP>KUBAIOLIYIO Tepanuio. Y cepTpairHa OoJIbIION 00beM pacupeieseHHsl, B CBSA3U C 3TUM
(bopcupoBaHHBIN JUype3, IPOBEJCHUE qUaIn3a, reMonepdy3un uin nepearuBaHne KPOBU MOKET

OKa3aTbcsl 0e3pe3yIbTaTHbIM.

5. PAPMAKOJIOTUYECKUE CBOHMCTBA

5.1. ®apmakoaMHAMHYeCKHE CBOMCTBA

®apmakoTrepaneBTuyeckas rpymnmna: I[lcuxoaHanenTUKH; aHTHAEIPECCAHTHI; CEJIEKTHBHBIE
MHTHOUTOPBI 0OpAaTHOTO 3aXBaTa CEPOTOHUHA.

Kox ATX: NO6ABO6

MexaHN3M e CTBUS

CepTpanuH SBISETCS MOILIHBIM CEJIEKTUBHBIM MHTHOUTOPOM OOpaTHOTO 3aXBaTa CEpOTOHUHA (5-
HT) B HelipoHax in Vitro, 4to MpUBOAUT K YCHIICHHIO NCHXojorundeckux sdpdekros 5-HT y
AKHUBOTHBIX. OH OKa3bIBAET JIUIIb OYEHb C1a00€ BIMSIHUE HA OOpaTHBIN 3aXBaT HOPAAPEHAIMHA U
nodamMuHa HelpoHamMH. B KIMHHMYECKHMX J103aX CepTpalMH OJOKHpPYET 3axBaT CEpOTOHHHA
TpoMOouuTamMu uesnoBeka. Ilpemapar He oOKa3blBaeT CTUMYJIHPYIOIIETO, CEJATUBHOTO U
AQHTUXOJIMHEPTUYECKOTO JEHCTBUS, a TaKKe HE TMPOSIBISIET KapJAMOTOKCHYECKOTO NEHCTBUS B
UCCIIEIOBAaHUAX Y KHUBOTHBIX. B KOHTPOIMPYEMBIX HUCCIIEAOBAHUAX Y 310POBBIX TOOPOBOJIBIEB
CEpTpaJIMH HE OKa3bIBAJl CEAATUBHOIO JIEHCTBUS U HE BIMSJ HA ICUXOMOTOPHYIO aKTUBHOCTh. B
COOTBETCTBUU C CEJIIEKTUBHBIM HHIHOMpOBaHUeM oOpaTHoro 3axsara 5-HT ceprpanun He Biusier

Ha KaTeXOJaMHUHEPTHYeCKyl0 akTUBHOCTh. CeprpanmuH He oOnagaetr ap@UHHOCTHIO K
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aapeHepruyeckuM, ructramuaepruueckuM, ['AMK-epruueckum u  O€H30Ua3EMTUHOBBIM
penentopam. JnuTenbHOe NIPUMEHEHNUE CEPTPAINHA y KUBOTHBIX COIIPOBOXKAAJIOCH CHIYKEHUEM
AKTUBHOCTH HOPAAPEHAIMHOBBIX PELENTOPOB T'OJIOBHOTO MO3ra, YTO TaKKe HAOI0IaeTCs U MPU
UCIOJIb30BAaHUU JPYTHX KIMHUYECKU 3((EKTUBHBIX aHTHICMIPECCUBHBIX U AHTHOOCECCHUBHBIX
[IpEnapaToB.

CepTpasiuH He BBI3BIBACT PAa3BUTHUS JICKAPCTBEHHOHN 3aBUCUMOCTH. B 1uiane6o-KoHTpoIupyeMoM
JBOMHOM CJIEIIOM pPaHJOMHU3UPOBAHHOM HCCIEAOBAaHUU CPABHHUTEIBHOIO aJJINKTOT€HHOI'O
MOTEHIIMaNa cepTpalivHa, ajimnpaszoiama u d-amdeTamMuHa y 4eloBeKa CEpTPajuH HE OKa3bIBall
MOJIOKHUTEIBHOTO  CYOBEKTHBHOTO  JICHCTBHSA, CBUACTEIBCTBYIOIIETO 00  aJTUKTHBHOM
noreHuuaie. Hampotus, naiueHTsl OLIEHUIIN KaK ajlnpasoiaMm, Tak U d-ampeTaMuH 3Ha4UTEIbHO
BbIIIIE, YeM IUIanebo, Mo TaKUM IOKa3aTemsM, Kak OJaronpusTHOE OTHOLICHHE K Iperapary,
sidopus M aAAUKTUBHBIN mMoTeHHMan. CepTpaauH HE OKa3blBaJl HU CTUMYIUPYIOIIEro, HU
TPEBOXKHOTO JIEHCTBHUSA, XapaKTEPHOTO ISl preMa d-amderaMuHa, WM CeTaTHBHOTO JEHCTBHS
U IICUXOMOTOPHOI'O HapyLIEHMs, XapaKTepHOro s Inpuema aimnpaszoiama. CepTpaluH He
BBICTYIA€T B KA4YE€CTBE IIOJOKUTEIBbHOIO MOJIKPEIUISIOIIEr0 CTUMYJIa Y MaKaK-pe3ycos,
HAay4YEeHHBIX CAMOCTOSITEJIbHO IPUHMMATh KOKamH, a TaKKe€ HE 3aMellaeT B KayecTBe
muddepeHIMaTbHOro cTuMyJia HU d-amgeTamMiH, HU IeHTo0apOuTall y Makak-pe3ycos.

Knuanueckas 3¢ddekTuBHOCTE 1 0€30ITaCHOCTH

bonvuoe oenpeccusnoe paccmpoiicmeo

bbuto mpoBeneHo wuccneqoBaHUME NPU y4acTUM amOyJNaTOPHBIX MAlMEHTOB C JIENpPEecCcHeH,
KOTOpBIE OTBETHJIM Ha JeueHue cepTpajuHoM B no3e 50-200 mr/cyT K KOHIly HayalbHOM 8-
HEeJEeNbHON OTKPBITON (a3bl edeHus. ITH nauueHTbl (N = 295) OblIM paHJOMHU3UPOBAHBI JUIS
IPOIOJDKEHUS JIEYEHUS cepTpaIruHoM B 1o3e 50-200 mr/cyT uinm mianebo B TedeHue 44 Henenb
B JBOMHOM cClleIOM pexume. Y TMalueHTOB, NPUHUMABIIUX CEPTpPauH, Ha0I01aIach
CTaTHCTUYECKU OoJjiee 3HaUMMasi HU3Kasl 4acTOTa PELUIUBOB, YEM Y MAIIMEHTOB, MIPUHUMABIINX
iane6o. Cpeansis 103a npenapara y HalMeHToB, 3aBEPIIMBIINX KypcC JeueHus, coctanisiia 70
mr/cyT. Jloys ManueHToB, OTBETUBIINX Ha JieueHHe (OTBETOM Ha JIEYEHUE CUUTAIOCh OTCYTCTBUE
peunauBa), cocraBuia §3,4% B rpymnme ceptpanuna u 60,8 % B rpymnme miane6o.
TIlocmmpasmamuueckoe cmpeccogoe paccmpoticmso (IITCP)

OObenuHeHHBIE AaHHBIE W3 3 wucciuenoBanuid mo wusydeHuto [ITCP B ob6meit momymnsmuu
MOKa3ajd, 4YTO Y MY)KUMH 4YacToTa OTBETAa Ha JIEUEHUE HMXKE, YEM Yy JKEHIMH. B 1Byx
UCCIIEIOBAaHUAX B OOLIEH MOMYJISILNUY, B KOTOPBIX OBLIH MOJTyY€HbI TIOJI0KUTEIbHbIE PE3YIbTaThl,
yacToTa pa3BUTHA 3(p(eKTa Ha JeueHHe y My »KUUH U KEHILUH B IPYNIAX CepTpaIvHa U Mianedo

Obl1a comoctaBUMOMl (keHIIMHBL: 57,2 % B cpaBHeHuu c 34,5 %; myxuusbel: 53,9 %
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cpaBuenuu ¢ 38,2%). B oO0benuHeHHy0 0011 nonyﬂgﬁﬁ;o—l ﬁ%&&%ﬁ%&nﬁzﬁn%umm

184 myxuunsl u 430 xeHuuH. [To3TOMy pe3ynbTaThl J€UeHUs y KEHIUMH SBISIIOTCS OoJee
HAJIGKHBIMH, a y MYXYMH HaOIIOAanach 3aBUCHMOCTh MEXIY pe3yJibTaTaMu JICUCHUS |
XapaKTepUCTHKAMU Ha HCXOJHOM YypoBHE (0ojbllas 4YacToTa CIIy4aeB 3J0yHOTpeOsieHus
npernapaToM, Oosblias JAJIUTENBHOCTh 3a00JIeBaHMs, MPUYMHA TPaBMBlI U Jp.), KOTOpbIE
KOPPETUPOBAIIU CO CHIKEHHUEM 3(PPEKTUBHOCTH TEPAITHH.

Dnekmpoghuzuonozus cepoya

B cneumnansHOM XOpOIIO CIJITAHUPOBAHHOM HcciieoBaHuU uHTepBana QTc, BBITOIHEHHOM C
HCIIOJIb30BaHUEM CBEPXTEPANEBTUYECKUX /103 B YCIOBUAX PABHOBECHOTO COCTOSIHUS Y 3/10POBBIX
no6poBosbieB (momydaBmmx 400 Mr/CyTKH, 4TO B JIBa pa3a IPEBBIINIACT PEKOMEHIYyEMYIO
CyTOUHYIO J103y), BEpxHsAsS rpaHunia 2-ctopoHHero 90 % JIM mms cOOTBETCTBYIOLIETO IO
BPEMEHH PACCUYUTAHHOTO MO METOAY HAUMEHBIIMX KBaApaTOB CPEAHETO PA3IUYUs 3HAUCHUN
QTcF wmexny ceprpamuaoM u  miane6o (11,666 wmc) okazamoch  Oojblie, YeMm
npeayCTaHoBICHHBIA Topor 10 ¢, BO BpeMeHHOW Touke 4 Yaca rociie mpuema J03bl. AHaIu3
YPOBHA BO3JCHCTBUSA M OTBETAa YKa3aJl Ha HAJIMYUE HE3HAYUTEIbHOW IMOJOKHUTEIbHON
B3aMMOCBS3M Mexay uTenbHocThi0 QTCF M KoHIeHTpaiueil cepTpaiiviHa B IJ1a3Me KpOBU
(0,036 mc/(ar/mn); p < 0,0001). Mcxoass u3 Moaenu BO3JAEHCTBHS, MOPOT ISl KIMHUYCCKU
3Haunmoro ymHeHus: QTcF (to ects mus mporHosupyemoro 90 % [IU, mpessimatomiero 10
MC), 10 MEHbILIEH Mepe, B 2,6 pa3a npesblimaeT cpeHio Cmax (86 HI/MIT) mocne caMoi BBICOKOM
pekoMeHyeMoit 103bl cepTpainna (200 mr/cyT.) (cm. paznensi 4.4, 4.5, 4.8 u 4.9).

Iayuenmuor 0emckozo 6o3pacma ¢ OKP

bezonacHocth u apdexktuBHOCTh cepTpannHa (B m03e 50-200 Mr/cyT) u3ydanu TpH JICUEHUU
aMOyJIaTOpHBIX MAllMEHTOB JAETCKOro Bo3pacTa (0T 6 1o 12 yiet) U moapocTKoB (B BO3pacTe OT
13 no 17 ner) c obceccMBHO-KOMITYJIbCUBHBIM paccTpoiictBoM (OKP) 0e3 mposiBiaeHuit
nenpeccun. Ilocne 3aBepiieHus: OJTHOHEAETBHOI0 IPOCTOTO CIENOro BBOAHOTO MepHojia MpuemMa
ranedo MarMeHThl ObUTH PAaHIOMHU3WPOBAHBI JUIS TIONYYEHHUS CepTpajnHa Wi Tuianebo B
BapuabenpHOM 103¢ B TeueHue 12 nenenpb. /s gereit B Bo3pacte oT 6 10 12 et HavanpHas 103a
mpemapaTta cocTaBisuia 25 Mr. Y TalueHTOB, PaHAOMHU3HPOBAHHBIX B TPYIITY CEpTpalivHa,
OTMEYaJOCh 3HAYMTEIbHO OO0Jiee BBIPAKEHHOE YIYyUIICHHE COCTOSIHMS I10 CPaBHEHHUIO C
MalMeHTaMH, TMOJYYaBIIUMH IUIae0o, O YeM CBHJCTEIBCTBOBAIM ITOKA3aTEIH OIEHKH I10
OG6ceccHBHO-KOMIYIbCHBHON mikane Mems — bpayma (Children’s Yale-Brown Obsessive
Compulsive Scale — CY-BOCS) (p = 0,005), OOmieli 00cecCHBHO-KOMITYJIbCUBHOM IIKaJe
HammonansHoro MHCTUTYTa mcuxuveckoro 310poBbs (National Institute of Mental Health —
NIMH) (p = 0,019) u nmommkane mias omneHku yiyurmeHus I[lkamer o6miero KIMHUYECKOTO

sreuariienust (Clinical Global Impression — CGI) (p = 0,002). Kpome Ttoro, B rpyrme
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1anebo, Ipy OLIEHKE M0 MOJIIKaNe /Ui OlleHKHU creneHu Tspkectu mkaisl CGI (p = 0,089). B
rpynme rianebo cpeaHee 3HaueHue nokasatens nmo mkaine CY-BOCS na mcxomHoM ypoBHe
cocTaBisio 22,25 £ 6,15, a u3MeHeHHe 3TOro mokKaszaTelsl OT MCXOJHOro 3HaueHus — —3,4 +
0,82, a B rpymmne cepTpajMHa 3HAYEHUs dTUX Mokazateneil cocrabisuim 23,36 £ 4,56 u —6,8 +
0,87 coorBercTBeHHO. [l0 JaHHBIM PETPOCHEKTUBHOTO aHAIM3a, JAOJS MallMEHTOB, OTBETUBIIHUX
Ha JiedeHue, cocrapisiia 53 % B rpyIme cepTpainHa B cpaBHeHUH ¢ 37 % B rpymme mianedo (p
=0,03). OTBeTOM Ha JICUCHHE CUUTATIOCH CHUKEHUE 3HaUeHus moka3arens no mkaine CY-BOCS,
OCHOBHOTO ToKa3atens 3(PQPeKTUBHOCTH, KaK MUHUMYM Ha 25 % B KOHEYHOH TOYKE IIO
CpPaBHEHHUIO CO 3HAYCHHEM Ha UCXOJAHOM YPOBHE.
JlonrocpodHble KIMHUYECKUE UCCIICOBAHUS TI0 OIleHKE d3()DPEKTUBHOCTH Yy MAIUEHTOB JETCKOTO
BO3pacTa He MPOBOIUIIHCH.

eTH
JlanHbIe 0 MpUMEHEHUH TIpenapara y aetei muasiie 6 JeT OTCyTCTBYIOT.
Tlocmpezucmpayuonnoe ucciedosanue 6ezonacnocmu SPRITES
beulo mpoBeneHo HaOMOAATENBHOE MOCTPETUCTPALMOHHOE HCCIeAOBaHUE O€30MacHOCTH C
yuactueM 941 manuenta B Bo3pacte oT 6 a0 16 jer /Ui OleHKU JAOJITOCPOYHOI 6e30MacHOCTH
JICYCHHUST CEePTPAIMHOM (B COYETAaHUU C TICHXOTepanmued wiu 0e3 Hee) MO CPaBHEHUIO C
MICUXOTeparvell B OTHOMICHUM KOTHUTHBHOTO, SMOITMOHATIBLHOTO, (PU3NYECKOTO U MMyOepTaTHOTO
CO3PEBaHUS TPOJOHKUTEIBHOCTHIO A0 3 JIeT. DTO HCCIeIOBAaHUE TakKe IMPOBOJIUIOCH B
YCIIOBUSAX KIMHUYECKON MPAaKTUKU Yy JeTe W MOAPOCTKOB C mepBUYHBIM guarHozom OKP,
JIETIPECCUU WM JIPYTUX TPEBOKHBIX PACCTPOMCTB, M B HEM OICHUBAINCH KOTHUTHBHAS (DYHKITHS
[oleHKa MO TecTy coeauHeHus upp U OykB (4acTb B) M METaKOrHUTMBHOMY HHJIEKCY W3
OnpocHuKa A1 OLEHKH (PyHKIUI mporpaMMHpoBaHus U KOHTpoJs y netei (Behaviour Rating
Inventory of Executive Function — BRIEF), KoHTpoJIb MOBEICHM/3MOIINI (OIIEHKA 110 HHICKCY
KoHTpoJis noBeaeHus u3 onpocHuka BRIEF) u pusnueckoe/mybepraTHoe co3peBanue (OIEHKA
MO0 CTaHJIAPTU30BAaHHOMY MHJIEKCY pocTa/macchl Tena/maaekcy macchl tena (UMT) u mikame
Tannepa)]. Ceprpanun o100peH sl MPUMEHEHHS y TAIUEHTOB JETCKOTO BO3pacTa TOJIBKO IS
nereit B Bospacte 6 jet u crapuie ¢ OKP (cMm. paznen 4.1).
CraHgapTu3anmss TO KaXJIOMY OCHOBHOMY KpUTEpHi0 3(PQPEKTHUBHOCTH HAa OCHOBAaHUHU
HOPMAJIbHBIX 3HAYEHWH Ui T1Ooja ¢ BO3pacTa TIoKasaja, dYTO OOIIHe pe3yiabTaThl
COOTBETCTBOBAIIM HOPMAILHOMY pa3BUTHIO0. CTATHCTUYECKH 3HAUMMBIX Pa3IUYUi 10 OCHOBHBIM
KpuTepusaMm 3P PEeKTUBHOCTH, 32 HCKIIOUEHUEM MacChl Tea, He Obu10. CTaTUCTHYECKH 3HAYUMOE
M3MEHEHHUE JJI CTaHAapTU30BaHHON Macchl Tesla HabJI01al0Ch MO pe3yIbTaTaM CPaBHUTEIbHBIX

aHaJIM30B, OJTHAKO BBIPAXKEHHOCTh M3MEHEHHUs Macchl Tena Obuta HeOombioi [cpemnee (CO)
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W3MEHEHUE CTaHJApPTU30BAaHHBIX Z-MOKa3aTengu < O,Sné'é]_lﬁ'b]gc%'é‘qggg:@génlgéﬁﬁaﬂ%zldb B

3aBUCUMOCTH OT J03bl IIpenapara.

5.2. DapmakoKHMHEeTHYECKHE CBOMCTBA

AOGcopbuus

ITpu exenHeBHOM nepopaibHOM npueme B 03¢ oT 50 1o 200 Mr oguH pa3 B CyTKU B TEUEHHUE
14 nHell MaxkcuMalbHas KOHLIEHTpalMs CEpTpajiiHA B IUIa3ME€ KPOBU YEJIOBEKA JIOCTUIajach
npuoIM3UTENBHO uepe3 4,5—8,4 yaca rocie npuema.

[Tpriem UMM HECYIIECTBEHHO BIIMSAET HAa OMOIOCTYITHOCTh CEpPTPaIMHA B TaOJIETKaX.

Pacnpenenenne

[TpubnuzurensHo 98 % npenapara cBA3bIBaETCS C OEIKaMU IJ1a3Mbl KDOBH.

BI/IOTDaHCd)ODMaHI/IH

CepTpanuH nmoaBepraeTcsi aKTHBHOMY MPECUCTEMHOMY METa0OIU3MY B MIEUCHHU.

KiuHudeckue naHHbIC W JaHHBIC HCCICOBaHHWW IN VItr0 CBUAETEIBCTBYIOT O TOM, 4YTO
CepTpaIMH METa0OIU3UPYETCsS HECKOJIBKUMHU ITyTSAMH, B TOM YHUCIIE C y9aCTHEM H30()epMEHTOB
CYP3A4, CYP2CI19 (cm. pasmen 4.5) u CYP2B6. B ycnoBusix in Vitro cepTpaiuH u €ro
OCHOBHOIl MeTa0OMUT — Je3MEeTWICePTpalMH — TakXKe SBISIOTCS cyOcTparamu p-
[JIMKOIIPOTENHA.

OIUMUHAINS

Cpennuil nepuo/1 MoyBbIBEIEHUS CEpTpaIMHa COCTABISIET OKOJIO 26 4acoB (JMamna3oH oT 22 10
36 uacoB). B cooTBeTcTBMM ¢ MOKa3zaTeNsIMH TEPMHUHAIBHOIO IEPHUOJA MOJIYBBIBEICHUS
Ha0Jr01aeTCs MPUOIU3UTENBHO YABOCHHAS KyMYJISLIUS [IpernapaTa 10 1OCTHKEHUsI paBHOBECHOM
KOHIEHTpALlUU, KOTOpasi IOCTUraeTcsl 4epe3 OJHY HEAENI0 MpHeMa Mpenapara B pekKUMe OAMH
pa3 B cyTku. [lepuoa monysbiBeeHust N-ae3MeTHiICepTpaInHa KouebnaeTcs B AuanazoHe oT 62
1o 104 gacoB. Ceprpanus u N-1e3MeTHICEepTPaINH aKTUBHO METa0OIU3UPYIOTCS B OpraHu3Me
YyeJIoBeKa, 8 KOHEYHbIE META0OIUTHI BBIBOJSATCS C KAJIOM M MOYOM B PaBHOM KOJIMYECTBE. TOJBKO
He3HauuTeNnbHas 4acTh ceprpasinHa (< 0,2 %) BBIBOIUTCS C MOYON B HEU3MEHEHHOM BH/IE.

JIMHENHOCTh/HEIUHENHOCTD

B nuanaszone 103 ot 50 10 200 Mr ¢apMakoOKMHETHKA cepTpaiiHa MPONOPIHOHATbHA TPUHATON
J103€ IIpernapara.

Oco0ble TPVIIILI TAIMEHTOB

Hetn

Tayuenmui 0emcKo2o eo3pacma ¢ O6C€CCU6H0'KOM7’ZVJZbCU8HbZM pPACCmMponucmeom

DapMaKOKMHETUKY CepTpajiMHa U3y4yalu B rpynme u3 29 nauueHToB B Bo3pacte oT 6 110 12 set u

32 nogpocTtkoB B Bo3pacte ot 13 mo 17 ner. HawanbHyto 103y mpenapara, KOTopasi COCTaBisijia
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noBeimanu 10 200 mr/cyt. DT pexxumbl mpuema mnpemnapara (¢ marom 25 mr u 50 wmr)
MEePEHOCUIIUCh OJMHAKOBO Xopomo. IIpu npueme mpenapara B no3e 200 Mr KOHIEHTpanus
cepTpaliiHa B IUIa3Me€ KPOBH B PaBHOBECHOM COCTOSIHUU B TPYIIE MalueHToB 6—12 yer Obuia
npuban3uTeNbHO Ha 35 % BbINIE, YeM B Trpymnie nanueHtoB 13—17 net, u Ha 21 % Bblle, ueM y
B3POCJBIX B rpymnmne cpaBHeHUs. CTaTUCTMUECKH 3HAYUMBIX Pa3IMuui MEXKIy MallbudKaMu U
JIeBOYKAMH 10 BEJIMYMHE KIUpPEHCa Ipernapara HE OTMEYajaoch. TakuMm o0pazoMm, mpu
NPUMEHEHUU Tperapara y JeTell peKOMEHIyeTCsl HayMHaTh JICUeHHWE C HHU3KOM 03Bl U
MOBBILIATH €€ C MIaroM 25 Mr, 0COOEHHO y JIeTel ¢ HU3KON Maccoii Tena. Y MoAPOCTKOB MOKHO
MCIIOJIb30BAaTh T€ K€ J103bl, YTO U JJIs1 B3POCIIBIX.

Iloopocmku u nuya nodxcunozo eospacma

DapMaKOKMHETUYECKUH MPOQHIIb KaK y MOAPOCTKOB, TaK U Y MAallMEHTOB MOKUJIOrO BO3pacTa
CYILIECTBEHHO HE OTJIMYAETCsl OT TAKOBOT'O Y B3POCIBIX MAIIMEHTOB B Bo3pacTte oT 18 10 65 ner.
Ileuenounas neoocmamounocmo

VY nanueHToB ¢ NOpakKeHUEM NEYEHU YBEIMUMBAETCS MIEPHO/] IIOJTYBBIBEICHUS CEPTPAIMHA U B 3
pa3a Bo3pacraet 3Hauenne AUC (cM. paznenst 4.2 u 4.4).

Iloueunas Hedocmamounocms

VY nanMeHToB C yMEpPEHHBIM M TSKENbIM HapylleHHeM (YyHKIHMHM TOYEeK CYIIECTBEHHOIO
HAKOIUICHHUs CEpTpaJIiHa HE HAOII0AaNOCh.

DapmarozeHoMuKa

Y npamMeHToB ¢ HU3KOH Merabonusupyromel  aktuBHOcThiO  (pepmeHtoB  CYP2C19
KOHIEHTpalUs cepTpajiviHa B IU1a3Me KpoBU Oblia mpuMepHo Ha 50 % BbIllIe, 4eM y MalUEeHTOB C
BBICOKOM MeTabonu3upyronieil akTuBHOCThIO. KiMHHMuYeckoe 3HaueHHWE JTUX [aHHBIX He
onpeneneno. Jlody mpemnapara HeEoOXOAMMO MOAOMpATh C y4eTOM KJIMHHUYECKOrO OTBETa Ha

JICUYCHUC.

6. PAPMAIIEBTUYECKHE CBOMCTBA
6.1. IlepeyeHb BCIOMOraTe/IbHbIX BELIECTB
[lemtro103a MUKPOKpUCTAIUINYECKAS
Kap6okcumernnkpaxman Hatpus (Tum A)
Kanpus rugpodocdar nuruapar

I'unpono3sa

[Tomucop6ar — 80

Maruus creapat
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(NOCNEOOBATENEHOCTE 0001)

Obonouka:

['unpomeriosa (6¢P)

IIponmiieHrIuKoIb

Turtana quoxkcum.

6.2. HecoBmecTUMOCTH

He npumennmo.

6.3. Cpok rogHocTu (CpOK XpaHeHus1)

3 rona.

6.4. OcoOble Mepbl MPEI0CTOPOKHOCTH NPU XPAHEHUU

XpaHuThb 1pu Temmneparype He Boiie 25°C.

6.5. XapakTep u coep:xkaHue NePBUYHON YIAKOBKHU

ITo 10 tabnerok B Giuctep u3 [I1BX mienku u ammromunaueBoit ¢poasru (ITIBX/AJI 6aucrep).
[To 3 wnu 5 GnucTepoB BMECTE C MHCTPYKIMEH 10 MPUMEHEHHUIO B KAPTOHHYIO TMAuKy.

6.6. Oco0Oble Mepbl MPEIOCTOPOKHOCTH MNPH  YHUUYTOXKEHHMH  HMCIOJb30BAHHOIO
JIEKAPCTBEHHOI0 MNpenapara WJIH OTXO0JA0B, TMOJYYEHHBIX IOcjde TMpPUMEHEeHUus:
JIEKApPCTBEHHOT0 Mpenapara u Apyrue MaHUIyJISIUM C PenapaTomM

Oco0ble TpeOoBaHUS OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHUSA

Nuanna

Toppent @apmaceroTukanic Jita.

Toppent Xayc, Odpd Ampam Poyn, Axmenadan 380 009, Muaus

Torrent Pharmaceuticals Ltd.

Torrent House, Off Ashram Road, Ahmedabad 380 009, India

Ten: +91-79-26599000

®akc: +91-79-26582100

Anpec s1. moutsl: regulatoryaffairs@torrentpharma.com

7.1. IlpeacraBure/ib AepKaTessi peruCTPALMOHHOIO YA0CTOBEPEHUS

[Iperen3un HOTD66I/ITCJICI71 HalnpasJATH 110 aApECy:

Poccniickas Penepanvs

IIpencraButensctBo Toppent @apmaceroTukanc JIta.
r. Mocksa, 117418, yn. HoBouepemymkuHackas, 1. 61
Temn: (495) 258 59 90, dakc: (495) 258 59 89

e-mail: torrent@torrentpharma.ru
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8. HOMEP PETUCTPAIIMOHHOTO VJIOCTOBEPEHMSEICEATENEHOCTE 0007

9. JATA NEPBHYHOH PEIMCTPAIIMM (IIOJATBEPXKJIEHHS PETHMCTPAIINH,
INEPEPETUCTPAIIN)

Jlara nepBoii peructpanuu:

10. TATA HEPECMOTPA TEKCTA

OO01mast xapakTeprucTUKa JIKapCTBEHHOTo Tipernapara CepeHara JOCTYIMHA Ha WHPOPMAITMOHHOM
nopraie EBpa3uiickoro 3KOHOMHUYECKOTO COI03a B MH(POPMAITMOHHO-KOMMYHHUKAIIMOHHOW CETH

«HuaTepHeT» https://eec.eaeunion.org/.
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