OBIIAS XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O ITPEITAPATA

1. HAUMEHOBAHMUME JIEKAPCTBEHHOI'O IIPEIIAPATA
Acentpa, 50 Mr, TaOJIETKH, TOKPHITHIC TIICHOYHON 000JI0UKOM

Acentpa, 100 mr, TaGJIETKH, TOKPHITHIC TNIEHOYHOW 000JI0YKOM

2. KAUECTBEHHbBINA U KOJIMYECTBEHHBIN COCTAB
JlelicTBy1ol1I€€ BEUIECTBO: CEPTPAIIMH.

Acenrpa, 50 Mr, TaOJIEeTKN, DOKPBITHIE INIEHOYHOU 000JI0UYKOMI

Kaxnas tabnerka comepxut 55,95 Mr cepTpaiuHa TUAPOXJIOPUAA, HSKBUBaJEHTHO S50 mr
cepTpalHHa.

Acenrpa, 100 Mr, Ta0IeTKY, DOKPBITHIE JIEHOYHONW 000JI0UYKOM

Kaxnas Ttabnerka comepkut 111,9 Mr ceprpamuuHa ruapoxsiopuaa, SkBuBajieHTHO 100 mr
cepTpainHa.

[TonHbIN IepevYeHb BCIOMOTATEIbHBIX BEIIECTB MPUBEICH B pasnene 6.1.

3. JIEKAPCTBEHHAS ®OPMA
TabneTku, NOKPHITHIE MIIEHOYHOW 000I0UYKOM.

Acentpa, 50 mr, TaOJIETKH, HOKPHITHIE INIEHOYHOU 000JI0UKON

Kpyrible, 1BOSKOBBINYK/IbIE TaONETKH, MOKPBIThIE MJICHOYHOH 0O0oj0uKol Oenoro 1Bera, ¢
(ackoi, ¢ puckoit Ha oJiHOU cTopoHe. TalneTky MOXKHO pa3feuTh Ha paBHbIE JI03BI.

Acentpa, 100 Mr, TabJIETKH, ITOKPHITHIE INIEHOYHON 000JIOYKON

Kpyrisle, cierka JBOsIKOBBIITYKJIbIE TaONIETKH, OKPBITHIE TNIEHOUYHOI 000JI04KON Oenoro 1Bera,

¢ (ackoi, ¢ puckoil Ha ofjHOM cTopoHe. TabieTKy MOKHO pa3/ieUTh Ha PaBHbIE JO3bI.

4. KIMHUYECKUE JAHHBIE
4.1. Iloxka3aHusl K NPUMEHEHHIO

[Ipenapar AceHTpa IoKa3aH K IPUMEHCHHUIO YV B3POCIBIX B BO3pacTe OT 18 jieT u crapiie

e bonbmme genpeccuBHble 33056l [IpodunakTrka 60IbIINX AETTPECCUBHBIX SMTU30/10B.
e OO6ceccuBHO-KOMITYJIbCUBHBIE paccTpoiicTBa (OKP).

e [lanmueckue paccTporicTba (¢ aropadobueii uim 0e3 Hee).

e [loctTpaBmMaruyeckue crpeccopHsie paccrpoiictsa (IITCP).

e ConuanpHas hoousi.

IIpenapat ACGHTDa IMOKa3aH K MPUMEHEHUIO Y IETeH U MOAPOCTKOB B BO3PAaCTe 617 ner.




e OOceccuBHO-KOMITYJIbCHBHBIE paccTpoiicTBa (OKP).
4.2. Pe:kum 103MPOBAHUSA U CIIOCO0 MPUMEHEHU s

PexxuM J103upoBaHus

Hauanvuas oosa

Jlenpeccus u obceccugno-komnyivcusHole paccmpoticmea (OKP)

Hauanpnas no3a ceprpanuna — 50 Mr B CyTKH.

Hanuueckue paccmpoucmea, IITCP u couuanvuas pobus

Havanshas no3a ceprpanuaa — 25 Mr B CyTKH.

Ho3y yBenuuuarot uepe3 1 nenemnto 10 50 mr B cyTku. [I[puMeHeHue npemnapara no Takou cxeme
MO3BOJIIET CHU3HUTh YACTOTy PaHHUX HEKEJIATeNbHBIX PEaKIUil JICYSHHs, XapaKTePHBIX IS
MMaHUYECKOI0 pacCTpOMCTBA.

Iloo6op 0o3vb1

JHenpeccusa, OKP, nanuuyeckue paccmpoucmea, IITCP u coyuanvras chobus

[Tpu HenocraTouHoM 3 dexTe mpuMeHeHus cepTpainHa B 03¢ S0 MI' B CYyTKH CYTOYHYIO J03Y
JIOTTYCKAeTCsl MOBBIIIATh C IIaroM He Oojee 50 M B CyTKM M MHTEPBAJIOM HE 4allle, YeM pa3 B
Henenmo (MpuHUMas BO BHUMaHuE 24-4acoBOW KOHEUHbIM mepuop mnonyBbiBenenus (T72)) mo
MaKCHUMaJIbHOM PEKOMEH1yeMOil 10351, cocTaBisitomei 200 MT B CyTKH.

HauanbHblil TepaneBTHUecKUi 3(pPEeKT MOKET MPOSBUTHCS B TeUeHHUE 7 THEH, OJTHAKO MOJHBIN
s ekt o0bluHO AOCTHUTaeTCs uepe3 2—4 Hemenu (WUIU Jaxke B TeUeHHe Oosiee MITUTENBHOTO
Bpemenu rpu OKP).

Iloooepoicusarowas 0osa

[Tonnep>kuBatomas 103a Npu JIIUTETFHOM JIEYCHUH JTOJDKHA OBITh MUHUMANBHON () (EeKTUBHOM,
C MPOBEJICHUEM COOTBETCTBYIOLIEH KOPPEKIIMH B 3aBUCUMOCTH OT TE€PaNeBTHUECKOTO AP PeKTa.
[Tpu GonbIIMX JENPECCUBHBIX 3MMU30aX TEPANUIO CIEAYET MPOI0JKATh HE MEHee 6 MecsIIEB.
I[Ipu OKP u mnaHmdyeckoM pacCTpONCTBE CJEAYyeT PEryspHO OIEHUBATh HEOOXOIUMOCTh
MPOJOHKEHUS TePAIHUU, TaK KaK MPH 3TUX COCTOSHUAX MPOPUIAKTHKA PEIUANBOB HE MTOKa3aHa.
Cunopom «ommenni»

Crnenyet nzberath pe3koil oTMeHHI npenapara Acenrpa. [Ipu HE0OX0IMMOCTH OTMEHBI Tepanuu
clelyeT TMOCTENEeHHO CHMKATh JI03y CepTpaliiHa B TeUE€HHWE HE MeHee 1—2 Henenb ¢ LEJbIo
MUHUMU3ALWN PUCKA Pa3BUTUA CHUHApPOMAa «OTMEHb» (cM. pasmensl 4.4., 4.8.). B cmyuae
BO3HUKHOBEHUS TSDKENBIX HEXenarenbHbIx peaknuii (HP) B Teuenne mepuoma cHMKEHUS 03B
WM TIOCIe OTMEHBI Ipernapara, clielyeT pacCMOTPETh BO3MOXKHOCTh BO30OHOBIICHUS TEpaIliu B
npekHed go3e. B nmanmpHelmeM Bpad MOXKET BO300OHOBUTH CHIDKEHHE JI03bI, HO C OoJjee
JUTUTEIbHBIMA UHTEPBAJIAMU.

Oco0ble rpyInbl NALMEHTOB




Tlayuenmul nodxxcunoco 6o3pacma

VY mamMeHToB MOXHJIOTO BO3pacTa Iperapar cielyeT NPUMEHSATh C OCTOPOKHOCTBIO H3-3a

MOBBIIIEHHOTO PUCKA PAa3BUTHs TUMIOHaTpUeMuu. [Ipenapat mpuMEeHSIOT B TOM )K€ Tuarna3oHe 703,

YTO U 'y 00JIe€ MOJIOIBIX MAIIUEHTOB.

Tayuenmsi ¢ HapyweHnuem ynKyuu neveHu

VY NanueHToB C MEYEHOYHOW HEIOCTATOYHOCTHIO CIIEAYEeT MPUMEHSTh MEHBIIHNE 03Bl WIIH

YBEJIUYMBATh UHTEPBAJl MEX1y NpueMamu npenapara (cm. pazzaen 4.4.). He cnegyer npumMeHsTh

CepTpaJIMH y MAalUEHTOB C MEUYEHOUYHOH HEIOCTATOYHOCTBHIO TSKEIOW CTeneHH (OTCYTCTBYIOT

KIIMHUYECKHE TaHHbBIE).

THayuenmoi ¢ HapyweHuem hyHKyuu novex

C yderoM HE3HAUYUTENHHOW IIOYEYHOH OHKCKPELUUH CEepTpaJMHAa KOPPEKLIHs €ro 03kl B

3aBHCHUMOCTH OT BBIPQ)KEHHOCTH IMOYEYHOM HEJJOCTATOYHOCTH He Tpedyercs (cM. pazaen 4.4.).
eTH

IIpenapar AceHTpa HE IpUMEHSETCA JUIA JICYEHMS ACTEM M NOAPOCTKOB B BO3pacTe MIlajlle

18 ner, 3a uckirouenuem nanueHToB ¢ OKP B Bozpacte 6—17 et (cm. paznen 4.4.).

OKP

be3zonacHocTh 1 3¢ heKTUBHOCTH cepTpanuHa yctaHoBieHsl y nereit ¢ OKP (B Bo3pacte oT 6 10

17 ner).

[Togpoctkam B Bo3pacte 13—17 net: HavanbHas 103a — 50 Mr oJTMH pa3 B CyTKH.

Jletssm B Bo3pacte 6—12 ner: HavanbHasg J103a — 25 Mr OJUH Pa3 B CYTKH C MOCIEIYIOLIUM

yBeJIU4eHueM 1036l uepe3 1 Henento 10 50 Mr oJiH pa3 B CyTKH.

B nanpHeliieM npu HepocTaTouHOM 3¢ deKrTe 10361 SO MI' B CyTKH BO3MOYKHO MOBBIIICHUE JT03BI

B TEUEHHE HECKOJIbKUX HeJenb. MakcumanbHas jgo3a coctaiser 200 mr B cytku. He ciemyer

U3MEHATH 7103y 4aie | pas3a B Hefeto.

beuto mokazaHo, uyto y mnanueHToB ¢ Jjenpeccuer m OKP B Bozpacte 6-17 ;er

(bapMaKOKUHETHIECKHI TIPOPIIIH CEPTPAIMHA CXOJIEH C TAKOBBIM Y B3pOCibIX. OHAKO, YTOOBI

n30eKaTh MEePeO3UPOBKH, MPH yBETHMUEHUH 036l Oosiee 50 Mr HEOOXOAMMO MPUHUMATH BO

BHUMaHNE MEHBIIYI0 Maccy Teja y JeTel 0 CPaBHEHUIO CO B3POCIIBIMH.

Bbe3onacHocTh 1 3P PEKTUBHOCTH Ipenapara y AeTeil ¢ 00IbIINM IeNPECCUBHBIM PacCTPOHCTBOM

HE BBISIBJICHA.

T cepTpaiiHa COCTaBIISIET MPUOIM3UTENFHO OJHU CYTKH, IMOITOMY M3MEHEHHWE JO3bI JIOJDKHO

IPOMCXOIUTH C MHTEPBAJIOM He MeHee | Hezemnu.

Cnooco0 nnpuMeHeHus

BHyTpb, 01MH pa3 B CyTKH yTPOM UJIM BEUEPOM BHE 3aBUCUMOCTH OT MpHeMa MHILH.

4.3. [IpoTuBONOKA3aAHUS



e ['unepyyBCTBUTENBHOCTD K CEPTPATIMHY U/UITH K JTI000MY U3 BCIIOMOTaTEIbHBIX BEIIECTB,
MEepEUYUCIICHHBIX B pasaene 6.1.

e Jlerckuit Bo3pact no 6 ner (mpu OKP), nns ocTaibHBIX @OKa3aHUM Ipenapar
MPOTUBOINOKA3aH MalueHTaM B Bo3pacte a0 18 ser.

e OpaHOBpEMEHHOE TPUMEHEHUE CepTpajiiHa € MHTHOMTOpaMH MOHOAMHUHOOKCH/IA3bl
(MMAO) neoOpaTUMOTO JCHCTBHS B CBSI3M C PUCKOM Pa3BUTHS CEPOTOHHHOBOTO
CHHJIpOMA, TMPOSBIISIIOIIECTOCA aXXUTALMElW, TPEMOpoM MW runeprepmueil. He cuenyer
HAuMHATh [IPUEM CepTpavHa B TeueHue 14 queii nocie orMeHsl HeoOpaTuMbix UMAO, a
TEpanui0 CepTPaIMHOM CIeAyeT MpeKpaTuTh 3a 7 JHeW [0 Hauyana Tepanuu
HeoOparumbiMu UMAOQO (cm. pasnenst 4.4., 4.5.).

e  OpaHOBpEMEHHOE MPUMEHEHHE C MUMO3UI0M (CM. pazzaen 4.5.).

4.4. OcoOble ykazaHMsl M1 MepPbl PeI0CTOPOKHOCTH NPH NPUMEHEHUH

C 0CTOPOKHOCTBIO

Crnenyer coOmoolaTb OCTOPOXKHOCTb IPH  NPUMEHEHUM CepTpajiiHa y IAalUEHTOB C
OpraHUYeCKUMHU 3a00JIeBaHUSIMH T'OJIOBHOT'O MO3Ta (B T. Y. C 33JIePKKOH YMCTBEHHOI'O pa3BUTHS),
SNWIENCUEH, MEYCHOYHOM W/MIM IOYEYHOM HEJOCTaTOYHOCTHIO, BBIPAKEHHBIM CHHYKCHHEM
Macchl Tela.

Takxe cienyer cobito1aTh OCTOPOYKHOCTh MPU OJHOBPEMEHHOM IMPUMEHEHMM CEepTpajiiHa C
JPYTUMH  TIpernapaTtaMi, YCHJIMBAIOIIMMH  CEPOTOHMHEPTUYECKYI0  HEWPOTPaHCMHUCCHUIO
(cM. pazzmen 4.5.).

Heo0xonumo cobmroaaTh 0OCTOPOKHOCTD TP HA3HAUEHUU CEIEKTUBHBIX HHTMOUTOPOB 00PaTHOTO
3axBata cepotonnHa (CMO3C) B coueTanuu ¢ mpemnaparamu, 00J1aJaloIMMU TTOATBEPKICHHON
CHOCOOHOCTBIO BIMATH HA (DYHKIMIO TPOMOOIUTOB (CM. pazzen 4.4.).

Heo6xonumo coOutoiaTh OCTOPOKHOCTh TPH OJAHOBPEMEHHOM INPUMEHEHUM CepTpajuHa U
TPUIIUKIMYECKUX aHTUIETIPECCAHTOB (CM. pa3zen 4.5.).

Cnenyer coOmofaTh OCTOPOXKHOCTh MPHU MPUMEHEHUH CepTpaliiHa y MAIlMEeHTOB ¢ (akTopaMu
pucka ymumHeHus wuHTepBana QTc Ha osnextpokapauorpamme (OKI') wnmm  pasButus
KENyTOYKOBOU TaXUKAPIUH TUIIA ITHPYITH.

Oco0ble yKa3aHus

Ceprpanus He cneayeT HazHadaTh ogHoBpeMeHHO ¢ UMAO B Teuenue 14 qHeit 1o Havyana mpuema
NMAO u B Teuenue 14 nHei mociie uX OTMEHBI.

CreyeT KOHTPOJIUPOBATh KOHUEHTPAUIO TPULUKINYECKUX aHTUJICTIPECCAHTOB B IJIa3Me KPOBU
C 1IeJIbIO OIIEHKU HEOOXOAMMOCTH KOPPEKIIUU T03bI.

[Ipu ogHOBpEeMEHHOM NMPUMEHEHHH CEepTpajHa U Tol0yTamMua HE0OX0IMMO KOHTPOJIHUPOBATH

KOHIIGHTPAIMIO TJIIOKO3bI B KPOBH (CM. pazzen 4.5.).



Cepomonunoswiii CUHOpoOM

ITpu npumenennn CHO3C omnucanel cily4ad pa3BUTHS CEPOTOHMHOBOIO CHHJIpPOMA M
3JI0Ka4eCTBEHHOro Heiposentuyeckoro cunapoma (3HC). Puck pmaHHBIX  OCIIOKHEHUM
noBblaeTCsl Ipu oaHoBpeMeHHOM mnpuMeHeHnu CHUO3C ¢ apyrumMu CepOTOHHMHEPTHYECKUMU
cpeacTBaMu (BKJIFOYasi TPUNTaHbl U (EHTAHWI W MX aHAJOTH, TpaMaJoll, JAeKCTpomeTopdaH,
TareHTAI0J, MEMEPEJNH, METaJOH, IEeHTa30luH, OymnpeHopduH, am(peTaMuHBI), a TaKKe
npernapaTaMy, BIHSIOIMIMMA Ha MeTra0onu3M ceporoHMHa (B ToM ugucie KMMAO),
AQHTUIICUXOTHUYECKUMHU CpPEACTBAMH W JAPYTUMHU AHTAarOHUCTAaMHU J10(aMUHOBBIX PELETOPOB.
[TposiBneHUSIMU CEPOTOHUHOBOTO CHHJIPOMA MOTYT OBbITh M3MEHEHUSI NICUXUYECKOro craryca (B
YaCTHOCTH @XWTallUs, TaJUIIOIUHALMK, KOMa), BEreTaTuBHAs JIAOWJIBHOCTH (TaXuKapius,
KOJICOAHUsI apTEPUATBHOTO JABJICHUS, TUIIEPTEPMUs), U3MEHEHNUS HEHPOMBIIICYHON IMepesadn
(runeppedekcusi, HapylleHHe KOOPAMHALWW MABM)KCHUN) W/WIM HapyHIEHUS CO CTOPOHBI
KEJIYAOYHO-KUIIIEYHOTO TpakTa (TOIIHOTa, pBOTa U Juapes). HekoTopsle MposBIeHUS
CEpPOTOHMHOBOTO CHHJAPOMA, B TOM YHCJE THMIEPTEPMHUSI, PUTMIHOCTb MBIIIL, BEreTaTUBHAs
Ja0UJIBHOCTh C BO3MOKHBIMH OBICTPBIMU KOJIEOAHHUSMU MapaMEeTPOB JKU3HEHHO BaXKHBIX
byHKIUI, a Takke W3MEHEHMsI MCHUXUYECKOro CTaTyca, MOTYT HAlOMHUHATh CHUMITOMATHUKY,
pazBuBaromytocs npu 3HC. HeoOxonumo HabmonaTh 3a COCTOSHUEM MAIlMEHTOB Ha MpeaIMeT
Pa3BUTHSI KIMHUYECKUX MPOSBIEHUN cepoToHMHOBOrO cuHapoma u 3HC.

Yonunenue unmepsana QTc unu s#ceny0ouxosas maxukapous muna «nupyImy

Bo BpeMs mocTperucTpaiioHHOTO MPUMEHEHUS CepTPaIMHa COOOIIAIOCh O CIIydasiX Y UIMHEHHS
untepBana QTc na OKI' u o ciayyasx pa3BUTHS >KETYIOUYKOBON TaXUKAPAMM TUIA «ITUPYITH.
BonbmIMHCTBO cllydyaeB OTMeuYalioch y NAaIlMEHTOB € (DakTopaMH pHUCKAa pa3BUTHUA TaKHX
cocrosiHuil. B neransHoM uccnenoBanun QTc y 310poBbIX 10OPOBOJIBIEB OblIa YCTaHOBIIEHA
CTaTUCTHUYECKU 3HAYUMasl MOJIOKUTEIbHAsI IPUUMHHO-CIIEICTBEHHAS CBS3b MEXIY Y UIMHEHHEM
untepBana QTc u BozaeiicTBueM ceprpanuHa. [loaToMy cieayer ¢ 0CTOpOKHOCTBIO IPUMEHSTh
CepTpaJivH y MaluueHToB ¢ (pakTopamu pucka yninuHenus QTc, Takumu kak 3a00seBaHus cepua,
TUIOKAJIMeMUsl UM TUnoMarauemust, yJuinnenne QTc B cemeilHOM aHamHe3e, Opaaukapaust u
OJTHOBPEMEHHOE MTPUMEHEHHE TpenapaToB, Y/UIMHAOMMX uHTepBai QTc.

Ilepexoo c opyeux CHO3C, aumuodenpeccanmos uiu aHmuooCceccusHblx npenapamos
Heobxomumerii mHTEepBan Mexay oTmeHor omaHoro CHMO3C um HadamoMm mpuemMa JIpyroro
mo00HOTO MpernapaTa He yctaHoBieH. Heo0xoaumMo co6i1t01aTh OCTOPOIKHOCTD IIPH TIEPEXOIe Ha
ceptpanuH ¢ npyrux CUO3C, anTuaenpeccaHToB WK aHTHOOCECCUBHBIX MpenapaToB, OCOOCHHO

JUTUTETTLHOJICHCTBYIOIINX, HATIPUMED, C PIIyOKCETHHA.



[Ipu 3ameHe ojgHOTO HMHTHOWMTOpa HEHPOHAIHLHOTO 3axBaTa CEPOTOHMHA HA JPYrol HET
HEOOXOJIMMOCTH B «OTMBIBOYHOM Tiepuoje». OaHako Tpedyercsi co0Io1aTh OCTOPOKHOCTh PU
W3MEHEHUU JICUEHMUSI.

Ilpouue cepomonunepauueckue npenapamvl, Hanpumep, mpunmogan, enprypamun u 5-HT-
A2oHUCTNDL

OnHOBpeMEHHOE IPUMEHEHUE CEPTpAIIMHA C APYTUMHU IpernapaTaMy ¢ BbIPaXKEHHBIM BIIUSHUEM
Ha HEHPOTPAHCMUTTEPHYIO Mepenavy (TakuMu Kak Tpuntodas, perdaypamun, S-HT-aronuctsr
win (duronpenaparbl, mpemnapaTsl 3Bepo00s MPOABIPSIBICHHOT0) CJEIyeT MPOBOAUTH C
OCTOPOKHOCTBIO u o BO3MOKHOCTH uz0erars, YUUTHIBAs MOTEHIIUATILHOE
(dapMakoIMHAMUYECKOE B3aUMO/ICIICTBHE.

Cyuyuodanvrnoe nosedeHue

Jenpeccusi cBsi3aHa C TOBBIIIEHHBIM PHUCKOM CYHUIIMAAIBHBIX MBICIEH, CKIOHHOCTBIO K
HaHECeHHIO ceOe MOBPEeXKICHUHN U cyuuaaMu. Takoi pUCK COXpaHseTCs BILIOTH /10 YCTOMYMBOM
peMHUCCHH. YUMTBHIBas, YTO YJIYUILIEHUE COCTOSHHUS IMAlMEHTa MOXKET HE HACTYNHUTb B IEPBBIC
HECKOJIbKO HEJeNIb Tepaluu WU JAOJbIle, CIEAYEeT OCYLIECTBIATH TUIATEJIbHBIM KOHTPOJb
MAIMEHTOB /10 HACTYIJICHUS TAKOTO yIydlleHus. Takyke OObIYHBIM SIBIISIETCS MOBBIIICHUE PUCKA
CYMIIM]Ia Ha HAaYaJIbHBIX dTarnax BbI3JOPOBICHUSI.

Hpyrue 3a0o01eBanHusl, 10 MOBOLY KOTOPBIX MOKET OBITh HA3HAUEH CEPTPATINH, TAKKE MOTYT OBIThH
CBSI3aHbI C TIOBBIIIEHHBIM PUCKOM CYHIMIaIbHBIX cOObITHI. Kpome Toro, 3TH 3a0071€BaHUS MOTYT
COIIPOBOKATh OOJIBIIOE JAETIPECCUBHOE PAcCTPONCTBO. B CBA3M € 3TUM, ClleyeT OCYIECTBIISATh
Takue K€ Mepbl MPEJOCTOPOXKHOCTH, KaK M MpPU JIeUeHUH OOJIBIIOTO JAENpPEeCCUBHOIO
paccTporcTBa.

VY nanueHToB ¢ CyMIMJIAIbHBIMU HAaKJIOHHOCTSIMU B aHAMHE3€ WJIM MAallMeHTOB, CKJIOHHBIX K
CYyHUUAAIbHOMY MBIIUIEHHIO, [0 Hadajga Tepamuu oTMeyaeTcs Oosiee BBICOKHI pHUCK
CYMLIMJIAJIBHBIX MBICJIEH WJIM MOMBITOK CyuIMAa. Takue manueHThl JOJKHBI TaKKEe HaXOIUThCS
MOJ1 TIIATEIbHBIM MEAUIIMHCKUM HaOJI0IEHUEM BO BpeMs TEpaIlnu.

Bcex manueHToB, 0COOEHHO BXOASIIMX B TPYMIIBI PUCKA, MOTYYAIOIIUX TEPANHUIO CEPTPATHHOM,
clleflyeT TIIATEeIbHO HAOIIOAATh C IEJIbI0 BBISBICHUS PAa3BUTUS WIM YXYJIIEHUS CHUMIITOMOB
CYMLIMJIAIBHOTO NIOBeieH!s. [[allneHTOB, HX POJCTBEHHUKOB U ONIEKYHOB CJIEYET NPEAYIPEIUTD
0 HEOOXOJAMMOCTH KOHTPOJIMPOBATh COCTOSIHME IMAllMeHTa Ha MpeIMeT BO3HUKHOBEHHUS WU
YXYALIEHUS IENPECCUH, MOSBICHUS CYULIUJAIBbHBIX MBICIIEH WIIM TIOBEIEHHS, a TAK)KE Ha MPEMET
JT0OBIX U3MEHEHUH B MOBEACHUHU, OCOOCHHO B Hayaje TepanuH U MpH JI000M U3MEHEHUHU JI03bI
npenapata. Cienyer TakKe UMETh B BUY PHCK CYULIUAATIBHBIX TOMBITOK, 0COOEHHO Y MallMEHTOB

¢ nempeccueid. B cBsi3M ¢ 3TUM C LENbI0O YMEHbBIIEHUS PHCKA MEPEAO3UPOBKU HEOOXOIMMO



MPUHUMATh MUHUMAJBHYIO 103y MpernapaTta, 00ecneuynBarolyto J0CTaTOYHbIN TepareBTUYeCKUu
s dexr.

Y nanuMeHToB C Jenpeccued U APYIMMH IICUXMYECKMMH PpPacCTPOMCTBAMU HMEETCS PUCK
cyunuganbHoro moBeneHus. Camu 1o cebe 95T 3a0o0jeBaHUSl SBJSIOTCA  CHUIIBHBIMU
npepacroiaraloummM  GakTopaMd TaKoOro IOBEACHUS. bBBIJIO yCTaHOBIEHO, YTO y JETEeH,
NOJIPOCTKOB M MOJOABIX JoAe (B Bo3pacte 18-24 ;mer) ¢ gempeccueil WM JAPYTHMHA
NcuXuyecKuMu HapymeHussmu antuaenpeccantsl (CHO3C u gpyrue) no cpaBHEHMIO ¢ I1ane0o
MOBBIIIAIOT PHUCK BO3HUMKHOBEHHUS CYULUJAIBHBIX MBbICIEH U CYHUIHUJAIBHOTO MOBEICHUS.
[TosToMy mpH NPUMEHEHHM CEpTPAIIMHA WIM JIOOBIX JIPYrMX AaHTHUIEIPECCAHTOB y JETeH,
MOJIPOCTKOB M MOJIOABIX JItO/IeH (Miaaie 24 jeT) clieyeT OLEHUTh PUCK CYUIU/1A U MOJIb3Y OT UX
npuMmeHeHnus. Kpome Toro, He ObUIO OTMEUEHO YBEJIUYEHUS PUCKA CYMIUAAIBLHOTO IOBEICHUS Y
B3pPOCIIBIX MAIMEHTOB cTapiie 24 jer, a y MalueHTOB B BO3pacTe 65 JeT u crapiie oTMevald
CHU)KEHHE TaKOT'O PUCKa.

Cunopom «ommenvly

[Tpu oT™MeHe mpenapaTa 9acTo BO3HUKAIOT CUMIITOMBI CHHIPOMAa «OTMEHBD», OCOOCHHO B CIIy4ae
pe3koil oTMeHbl mpueMa mnpenapara. CHUMITOMBI CHHApPOMa «OTMEHBD» Habmomanmuck y 23 %
MAIMEHTOB, KOTOPbIE MPEKpPATUIU MpHeM cepTpaiivHa, U y 12 % mMmauueHToB, KOTOpHIE
IPOJODKUIIM TIpUeM Ipernapara. PUCK MpOSBIEHUS 3TUX CHUMITOMOB 3aBUCUT OT HECKOJBKHX
(bakTopoB, BKIIIOYas JJIUTEIBHOCTh TEPANIUU U JI03UPOBKY, @ TAaKK€ CKOPOCTb CHHKEHUS O3Bl
HauOonee yacteimu HP ObIBatoT rojoBoKpyXeHHE, HapyIIEHUs YyBCTBUTEIBHOCTH (BKJIIOUYAs
[apecTe3uio), HapyleHHs CHa (BKJItoyasi 0ECCOHHUILY U TTTyOOKHI COH), aKUTAlLlUs WIN TPEBOTa,
TOIIHOTA W/WJIA PBOTA, TPEMOP M TOJOBHast 00ib (cM. pazaen 4.8.). OOBIYHO ATH CHUMIITOMBI
JIETKOW M CpeHEeW CTENEHU TSHKECTH, TEM HEe MEeHee, B HEKOTOPBIX CIy4yasiX OHM MOTYT OBITh
TsoKeTbIMU. OOBIYHO 3TH CUMIITOMBI BO3HHMKAIOT B TE€UEHHE MEPBBIX HECKOJIbKUX THEW OTMEHBI
TEpanuy, HO UMEIOTCSI OUYEHb PEIKUE COOOIIEHUS O Pa3BUTUU TaKHMX CUMIITOMOB Yy MAIlEHTOB,
KOTOpBIE M0 HEOCTOPOKHOCTU MPOMYCTHIIN 103y. OOBIYHO 3TU MPOSIBICHUS HE YCYTyOISIOTCS U
MPOXOJAT B TE€UYEHHUE JBYX HEZENb, 32 HCKIIOYEHHEM HEKOTOPHIX CIydyaeB, KOTJla OHM MOTYT
JUINTBCS Aoblie (2—-3 Mecsna uinm 6osee). B ¢BA3M ¢ 3TUM peKOMeHAyeTcs OTMEHATh Ipenapar
MIOCTENIEHHO, CHMJKAasl 103y B TEYEHHWE HECKOJIBKUX HEAEIb WM MECSILEB, B 3aBUCUMOCTU OT
COCTOSTHUS TaruenTa (cm. paszaen 4.2.).

Axamu3us/ncuxomomopnoe 8030yicoenue

[IpumeHeHHe cepTpaiiHa MOXKET OBITh CBSI3aHO C PAa3BUTHEM aKaTH3MH, XapaKTepHU3YIoLIehcs
CyOBEKTUBHBIM OIIYIIEHHEM TUCKOMGpOpTa WM OECIOKOWCTBA M TMOTPEOHOCTHIO JBHUTAThCH,

COTIPOBOXIAIOIIEHCST HECTIOCOOHOCTBIO CHJETh WJIM CTOSITh HAa MECTE CIIOKOWHO. Yaie Bcero



TaKhe€ CHUMIITOMBl HAOJIOJAIOTCS B TEpBbIE HEACTU JICYCHHS. YBEIUYEHHE JO03bl y TaKuX
NAIMEHTOB MOXKET HAHECTU BpE.

Hapywenue ¢pynkyuu nevenu

[Tpu HEOOXOAMMOCTH MPUMEHEHUS CepTpaliiHa y MalUEeHTOB C HapylleHueM (YHKIUH MeUeHU
CJIelyeT pPaccCMOTPETh BO3MOKHOCTb CHIDIKEHHS 03Bl Iperapara Wid 4YacToThl mpuema. He
CJIeZlyeT IPUHUMATD CEPTPANIMH y TAIIMEHTOB C HApYLICHUEM (DYHKIMH IIEYCHHU TSKEIION CTETICHH.
Hapywenue ¢pynxyuu novex

YuuThIBas HE3HAUUTENBHYIO IMOYEUHYI0 SKCKPELHI0 CepTpajiiHa, ObLIO YCTaHOBIEHO, YTO
KOPPEKLIMA €ro J03bl B 3aBHCHUMOCTH OT BBIPQKEHHOCTH IOYEUYHOM HEIOCTAaTOYHOCTH HE
TpeOyercs.

InexmpocyoopoxcHas mepanus

BosmosxkHast 1mosib3a uin pucK moJo0HOro KOMOMHHUPOBAHHOTO JICUEHUS HE U3YUEH (KIMHUYECKUE
JaHHBIE OTCYTCTBYIOT).

Cydopoeu

OnbiTa NpUMEHEHUS CepTPAIMHA Y MALIUEHTOB C CYA0POKHBIM CUHJIPOMOM HET, I03TOMY CJIEYET
u30eratb €ro MPUMEHEHHUS Yy TMAlMEeHTOB C HECTA0WIbHON »SIHIIENICHEll, a MalueHTOB C
KOHTPOJIMPYEMOH SIuIencuell HeoOXoIuMO TIIATENbHO Ha0M0AaTh BO BpeMms jedeHus. [Ipu
MOSIBJICHUU CYJIOPOT IpenapaT cieayeT OTMEHUTb.

Axmusayus manuu/eunomanuu

Bo Bpemsi KIMHUYECKHX HCCIENOBAaHUM 10 BHEIPEHHs CepTpaliiHAa HA PBHIHOK, TMIIOMAaHUS U
MaHus HaOmoganuck mnpumepHo y 0,4 % manueHToB, monydaBmIuX ceprpanuH. Crydau
AKTHBALIMM MAaHUU/TUIIOMaHUU ONKCAHBI TAK)KE Y HEOONBIION YacTH NAllMEeHTOB ¢ MaHUAKalbHO-
JENPECCUBHBIM TICUX030M, IMOJIYYaBIIUX JPYyrHe aHTHAENPECCAHTHl WM aHTHOOCECCUBHBIE
cpeAcTBa. Y MallMEHTOB C MaHUEH WM TMIIOMaHUeH B aHaMHe3€ MPUMEHATh CEPTPaIMH CIIelyeT
C 0CTOpOXHOCTHI0. HeoOxoaumo TiaTensHoe HabI0AeHUe Bpaya, U B CiIydae, €clii y MaleHTa
MPOSBISIOTCA JIIOOBIE TPU3HAKM MAaHMAKAJIBHOTO COCTOSHUS, CIIEAyeT OTMEHHUTh IMpUeM
cepTpaJivHa.

Hluzogpenus

VY manueHTroB, CTpaJalolMX MHM30(ppeHnel, MOXKeT HabMoaaTbcs 000CTPEHHE MCUXOTHYECKUX
CUMIITOMOB.

Ilamonozuueckue kpogomeuenus/KpoBOUTUAHUSA

HmeroTcs cooOIIeHus 0 Pa3BUTUN KPOBOTEUEHHUH MITM KPOBOU3IUSHUHN (OT SKXMMO30B U ITypIyphI
70 KU3HEYTPOXKAIOMIMX KPOBOTEUCHUI/KpoBom3nusaHuil) Ha ¢one npumenenus CHUO3C.
Heobxoammo cobmoaaTs octoposkHOCTh npu HazHaueHnn CMO3C B coueTanunu ¢ mpernapaTtamMu,

00JIaaIoMMH  TTOATBEP)KICHHONW CIOCOOHOCTRIO K BIMSHUIO HAa (PYHKIUIO TPOMOOIUTOB



(HampuMep, ATUIUYHBIE AHTUIICUXOTUKU MU (EHOTHA3MHBI, OOJIBIIMHCTBO TPULMKINYECKUX
AQHTHUJICTIPECCAHTOB, ALETUJICATIMIMIOBAs KHUCIOTa M HECTEPOUIHbIE MPOTHUBOBOCHAINTEIbHBIC
npenapatsl (HIIBII)), a Takke y aliMeHTOB C reMOpparn4ecKuMM 3a00J1€BaHUSIMU B AaHAMHE3E.
Kpome TOro, mpu NIpHUMEHEHUM CEpPTPaJMHA C AHTUKOAryJIsSsHTAMH HENPSAMOIO JEHCTBUS
pEKOMeH1yeTCs KOHTPOJIMPOBAaTh NPOTPOMOMHOBOE BpEeMs B Hauayle JICUEHUs CEpTPaIMHOM U
1I0CJIE €70 OTMEHBI.

[Tpuem nexapctBeHHbIX mpenaparo rpynn CHUO3C, ceneKTUBHBIX MHTHOMTOPOB OOpaTHOTO
3axBara ceporoHnHa u HopaapeHamHa (CHMO3CH) MOXXeT NOBBIMIATH PHCK Pa3BUTHS
MOCJIEPOIOBOTO KPOBOTEUEHUS (CM. pasnensl 4.6., 4.8.).

T'unonampuemus

TpaH3uTOpHAsE TUIIOHATPUEMUS Yallle pPa3BUBAETCA y NAIMEHTOB IIOXKHWIOTO BO3pacra, y
NAalMEeHTOB ¢ 00€3BOKMBAaHUEM WM IpH nIpueme auypetukoB. JlanHyro HP cBs3biBaroT ¢
CHUHJIPOMOM HEaJIeKBAaTHON CEKpeLUu aHTUAWypeTHYeckoro ropmoHa. Coolmanocs o ciaydasx
CHIDKEHMSI COep)KaHusi HaTpusi B 1azmMe KpoBu Hmxke 110 mmons/n. Ilpu pasButin
ABTOMATUYECKOM TI'MIIOHATPUEMUU CEPTPAIMH CIEAYeT OTMEHUTh U HA3HAYUTh aJ€KBAaTHYIO
TEpaINuio, HAIIPABJICHHYI Ha KOPPEKLUIO COJIEP)KaHWs HaTpus B IazMe KposH. IIpusHaku u
CHUMIITOMBI I'MIIOHATPHUEMHUH BKJIIOYAIOT TOJIOBHYIO 00JIb, HApYIIEHNUE KOHIIEHTPALUU BHUMAaHMUS,
HapylIeHUEe MaMsTH, cI1ab0CTh U HEYCTOMYMBOCTh, YTO MOXKET MPUBOAUTD K NajeHus M. B Gosee
TSKENBIX CIy4asX MOTYT BO3HUKHYTh TaJUTIOLIMHALMU, OOMOPOK, CYAOPOrH, KOMa, OCTaHOBKa
JBIXaHUS U JIETAIBHBIN HCXOJ.

B cBs3u ¢ TeM, 4TO MMeeTcs YeTKas B3auMOCBA3b paszButusa aenpeccun U OKP, nenpeccun u
naHu4eckux paccrpoicts, aenpeccun u I[ITCP, nempeccun u coumanbHOM (obum, npu
npoBeneHnu Tepanuu nanueHtam ¢ OKP, nannueckumu paccrpoiicrtamu, IITCP u conmanbHoit
dobueii cnenyer cobIOAATE TE Ke MEpPbI MPEIOCTOPOKHOCTH, KaK U MIPU Tepanuu JAeTpecCcuu.
Ilepenomul

Ha ocHOBaHMM JaHHBIX SMUAEMHOJIOTMYECKUX HCCIEIOBAaHUM ObUIO YCTAHOBJIEHO, YTO IPHU
NPUMEHEHUH HWHTuOMTOpoB oOpaTHOro 3axBata ceporoHuHa (MO3C), Bkiouas cepTpaliuH,
MOBBILIAETCS PUCK MTEPEIOMOB. MeXaHU3M, IPUBOISAIIUHI K IIOBBIIIEHUIO PUCKA, 10 KOHIIA HE SICEH.
Iayuenmuor noxcunozo 6ospacma

[TIpoduns HP y manmeHTOB MOXKWIOrOo BO3pacTa W MOJOJOTO BO3pacTa HE OTIHYaeTcs. Y
MAlMEHTOB TMOXHWIOTO BO3pacTa IMpernapaT CleIyeT NPUMEHSATh C OCTOPOXKHOCTHIO H3-3a
MOBBILIEHHOI'O PUCKA PAa3BUTHSI THIIOHATPUEMHUH.

Caxapubiii Ouabem/napyuienue KOHMpPOIs KOHYeHMPayuu noKo3bl 8 KpoGU

[Tpu npumenennn CMO3C, B TOM uncie cepTpaliiHa, OTMEUAIHCh CIydan 000CTPEHUSI CaXapHOTO

nuabera W/WIM HapyLIeHHWs] KOHTPOJS KOHIIEHTPAlMM TJIIOKO3bl B KPOBH (THMEPIIIMKEMHUS U



TUTIOTJIMKEMHUS) y TAIMEHTOB C WM 0e3 caxapHoro auabera. B cBs3u ¢ 3tuM, ciemyer
KOHTPOJIMPOBATH KOHIICHTPALIMIO TIIIOKO03bI B KpoBU. OCOOCHHOE BHUMAHUE TPEOYETCS MalueHTaM
C caxapHbIM TUa0eTOM, TaK KaK UM MOXKET IOTPEOOBATHCS KOPPEKIIHS JJ03bI TUIIOTTTUKEMHUYECKUX
CPEICTB AJIsl IpUeMa BHYTPb U/WUJIN UHCYJIMHA.
3axkpvimoyeonvHas enaykoma
CHO3C, Britouasi cepTpaltH, BIUSAIOT HA pa3Mep 3padka, YTo MPUBOAUT K Muapuasy. [Ipu atom
OTMEYAeTCsl Cy)KEHHE yrIja TMepeaHel KaMmepbl TIJa3a, 4YTO MPHUBOAUT K MOBBIIICHUIO
BHYTPUIJIA3HOTO JIaBJICHUS U PA3BUTHUIO 3aKPHITOYTOJIbHOM IMIAyKOMbI, 0COOEHHO Yy MAllUEeHTOB C
MPEeIPacloNoKeHHOCThI0. ClenyeT ¢ OCTOPOXKHOCTHIO MPHUMEHSTHh IMpernapaT y HaIlHeHTOB C
3aKpBITOYTOJIBHOM ITIayKOMOW MU C TJIAyKOMOM B aHaMHE3e.
Cexcyanvhas oucghynrkyus
CHUO3C/MO3CH wmoryT BBI3BIBATH CHMITOMBI CeKCyanbHOM aucynkuuu. Coobmanock o
JUIMTETIbHOW  CEeKCyaJdbHOW JIUCHYHKIUU, CUMOTOMBI KOTOPOHM COXpaHSJINCh U IOCIe
npekparenus npuema CHO3C/MO3CH.
Jlabopamopmvie memoowl
Y NanueHToB, NPUHUMABIIMX CEPTPAMH, OTMEYAld JIOXKHOIOJIOXKUTEIbHBIE PE3yJIbTaThl
MMMYHOJIOTHYECKHX TECTOB MOYH Ha O€H30/{Ma3eMUHBL. JTO CBA3AHO C HU3KOH CHEU(UIHOCTHIO
CKPHHUHTOBBIX T€CTOB. TakxKe J0KHOMOJIOKHUTEIbHBIE PE3YIbTaThl MOT'YT OTMEUATHCS B TEUCHUE
HECKOJIBKUX JTHEH T0CiIe OTMEHBI TepanuH CepTPATUHOM. J[OTONHUTENBHBIE TECTHI, TAKHE KaK
ra3osas xpomarorpadus U MacCIeKTPOMETPUUYECKHH METOJl, TOMOTYT OTIMYUTh CEPTPAIUH OT
OEH30/IMa3eNNHOB.
I'pevungpymosuviii cox
He pexomenyercs 0IHOBpEMEHHOE MPUMEHEHUE CepTpaiHa U rpeipyToBOro coka.

eTu
CepTpasiuH NPOTUBOIOKA3aH ISl JICUEHUs JIeTel U MOAPOCTKOB B Bo3pacTe muaime 18 ner, 3a
uckimoueHreM nanueHtoB ¢ OKP B Bozpacte 617 ner. CynnuaanbHble HAKIOHHOCTH (MTOTBITKA
CYyWIIUa WIH CYyHWIUJAIBHBIE MBICIH) M BpPaXIeOHOCTh (IIPEUMYIECTBEHHO arpecCHBHOCTb,
OMIO3UIIMOHHOE MOBE/ICHUE U THEB) yallle HaOII0aIMCh Y MAIlMEHTOB, MOJYYaloIUX TeParuio
AHTHUJETPECCAHTaMH, YE€M Y MalUEHTOB, MONyYyaroIuX mianedo. B ciydae, ecnu Ha OCHOBaHMU
KJIMHUYECKOW OILIEHKHM IMalueHTa ObUI0 MPHUHATO pElIeHUE MPOBOJUTH TEpaNulo, CIeAyeT
THIATENIbHO KOHTPOJIMPOBATh COCTOSHUE MAalMeHTa Ha MpPeaMEeT CHUMITOMOB CYMIIMJAIbHOIO
noBeneHus. Kpome Toro, ciemyer yuuThIBaTh, 4TO JaHHBIE O BIMSHUU TIperapara Ha pocT,
MI0JIOBOE CO3PEBAaHUE W KOTHUTHBHOE M TIOBEJCHYECKOE pa3BUTHE peOeHKa orpaHuueHsl. [Ipu
JOJTOCPOYHOM Tepanuu MalMeHTOB JIETCKOro BO3pacTa Bpayd JIOJDKHBI  OCYHIECTBISATH

MOHHMTOPHHT Ha MPEAMET OTKJIIOHEHHUI OT HOPMBI B pa3BUTHH.
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4.5. B3aumopgeiicTBMe ¢ JPYrHMHM JIEKAPCTBEHHbIMH MpenapataMu W Jpyrue BHbI
B3aMMO/1eliCTBUA
OnHOBpEMEHHOE MPUMEHEHHUE CepTPAIMHA U CIASAYIONIMX MPEnapaToB MPOTUBONOKA3aHO

HMAO

Heobopamumwvie UMAO (nanpumep, cenre2unui)

CepTpanuH HeENb3sl MPUMEHITh OJHOBPEMEHHO ¢ HeoOparuMbiMu (HeceneKTuBHbIME) UMAOQO,
TakKUMH Kak ceneruaud. CepTpaJiMH NPOTHUBOIIOKA3aH B TEUEHUME MUHUMYM 14 nHell mocie
OTMeHBI HeoOpaTuMbIX (HecenekTuBHBIX) UMAQO. CrienyeT npekpaTuTh IpHEM CepTpaliiHa KaK
MUHHUMYM 3a 7 JHEH 10 Havalia Tepanuy HeoOpaTuMbiMu (HecenekTuBHbIMU) UMAO.

Obpamumvie cerexkmusuvie UMAO-A (moxknobemud)

B cBa3u ¢ pUCKOM pa3BUTHS CEPOTOHMHOBOIO CHUHIPOMA HE PEKOMEHIYETCs IIPUHUMATh
OJIHOBpEeMEHHO oOpatumble cerekTuBHbie UMAOQO (Takue kak MokiobeMun) u ceprpanud. [Tocne
npuMmeHenus oopatuMbix UMAQO MoXHO BbIEpKUBATH Oojiee KOPOTKHiL, ueM 14 nHel, mepuon
JI0 HavaJia mpueMa ceprpanusa. [Ipuem ceprpanuna cneayeT npeKkpaTuTh KAK MUHUMYM 3a 7 THEU
JI0 HayaJla Tepanuu HeoOpaTuMbIMu (HeceseKTuBHbIMU) IMAOQO.

Obpamumvle necenexkmugnvie UMAQO (munezonud u memunieHosolil CUHULL)

AHTHOMOTHUK JIMHE30JIU/I TIPEICTaBIIsAeT coO0M cnabbiii 0OpaTuMbiii HecenekTuBHBIH UMAOQO. Ero
HE clleyeT IPUMEHATh y MalluEeHTOB, MOJIyYalOIUX TEPAIHI0 CEPTPATUHOM.

beimn otmedens! Tsokensie HP y manmieHTOB, KOTOphIe HeMaBHO npekpatuiu tepamuio UMAO u
HayaJld MpPUEM CEepTpajvHa WJIA KOTOpPbIE HEAABHO OTMEHUIIM NPHUEM CEepPTPAIMHA W Havalu
tepanuio UMAQO. DTH peakuu BKJIIOYAIU B ceOsl TpeMOp, MUOKIOHYC, Auadopes3, TOIIHOTY,
PBOTY, PUTHIHOCTH, «IPUJIUBBD) KPOBH K KOXK€ JUIA, TOJOBOKPYKEHHE M TUIEPTEPMHUIO C
cuMmrnromamu, HarmomuHaromumu 3HC, m1abmiIbHOCTh BETeTaTUBHOM HEPBHOM CUCTEMBI (OBICTpHIE
KojeOaHusi TapaMeTpoOB JbIXaTeNbHOM U  CEpJCYHO-COCYAMCTON CHCTEMbI), H3MEHEHUSs
NICUXUYECKOTO  CTaryca, BKIIOYAas MOBBIILIEHHYID  PAa3gpa’kKUTEIbHOCTh,  BBIPAKEHHOE
BO30Y’KJI€HHE, CIYTaHHOCTb CO3HAHHUS (KOTOpPOE B HEKOTOPBIX CIydyasX MOXKET HEepedTu B
JEIMPUO3HOE COCTOSTHUE U KOMY), CYyJIOPOTH U B OTJENBHBIX CIy4asX JeTaJbHbIH UCXOJ.
Tumo3uo

[Ipu onHOBpeMEHHOM NpUMEHEHuHU cepTpanuHa (B no3e 200 Mr B CyTku) ¥ nmumosuzaa (2 mr
OJTHOKPATHO) OTMEYaJIO0Ch YBEJIMUYCHHE KOHIIEHTpAIlMK muMo3naa (mpubausuTtensHo Ha 35 %),
YTO He OBUIO CBSi3aHO ¢ KakuMu-1100 m3MmeHeHusmu Ha OKI'. Tlockonbky MeXaHHU3M A3TOrO
B3aUMOJICCTBUSI HEU3BECTEH, a MUMO3U] OTJIUYAECTCS Y3KHUM TEpPANEeBTUUYECKUM HHIEKCOM,
OJIHOBPEMEHHBIN MTPUEM MTUMO3U/Ia U CEpTPaTHA MPOTUBOMOKA3aH.

OnHOBpEMEHHOS IPUMEHEHHE CepTpalHa M CICAYIONIUX MPEIapaToB HE PEKOMEHIYETCSI

Omanon
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Hecmotps Ha TO, 4TO IpU OJJHOBPEMEHHOM MPUMEHEHHUH cepTpainHa B 103€ 200 MI exeTHEBHO
¥ 3TaHOJIa HE OTMEYEHO NMOTEHIUPOBAHMS dPPEeKTa ITaHOIIA, YIOTPEOIeHHE CHUPTHBIX HAITUTKOB
U TIpEeraparoB, COAEPKAIIMX 3TAHOJ, BO BPEMs JIEUECHUS CEPTPAIMHOM HE PEKOMEHIYETCS.
Jlexapcmeennvie cpeocmea, yeHemaiowue YeHmpaibHyl0 HEPEHYIO CUCTNEMY

OnHOBpEMEHHOE TMPUMEHEHUE CepTpajiiHa M JIEKapCTBEHHBIX CPEACTB, YTHETAIOLIMX
[EHTPAJIbHYIO HEPBHYIO CUCTEMY, TpeOyeT npucTaibHoro BHuManus. [lorennupoBanus s¢dexra
IIpY OJHOBPEMEHHOM IPUMEHEHUHU cepTpaiuHa B 03¢ 200 Mr exeJHEBHO M KapOaMa3enuHa,
rajornepuoia win (pEeHUTOMHAa HAa KOTHUTHBHYIO U IICUXOMOTOPHYIO (DYHKLHIO Y 3JI0pOBBIX
HalMEHTOB HE OTMEUYEHO.

IIpenapamul, enrusiowjue Ha cepoOmMOHUHEPSULECKYIO Nepeoayy

Heo6xomuMo co0iroaTh OCTOPOXKHOCTH TNMPH OAHOBPEMEHHOM TNPUMEHEHUH CepTpaliiHa C
JPYyTUMH IIperapaTtaMy, YCHJIMBAIOUIMMHU CEPOTOHUHEPIHUECKYI0 HEHpOTPaHCMHUCCHIO, TAKMMHU
Kak Tpunrodas, gpendmaypamun, S-HT-aroHuctsl, Tpamanon win 3BepoOoi MPOAbIPSIBICHHbIH.
[Tomo6HOE OJTHOBPEMEHHOE TPUMEHEHHE TT0 BO3MOKHOCTH JIOJKHO OBITh HCKITFOYCHO, YUUTHIBAS
BEPOATHOCTH (PapMaKOJMHAMUUYECKOTO B3aUMOAEUCTBHUS.

Taxoke cneayer coOt0aTh OCTOPOKHOCTh IPU OJHOBPEMEHHOM IPHUMEHEHHH (EeHTAHWIA,
JPYTUX CEPOTOHUHEPIHYECKUX CPEIACTB (BKIIOYAs CEPOTOHMHEPTHYECKUE AHTHJIECIPECCAHTHI,
am(eTaMUHbl, TPUIITAHBbI), IPYTUX OIMHOUJOB (BKIItOUasi OynpeHOpPHH) U cepTpauHa.

OI[HOBDGMGHHOG IOPHUMCHCHHUEC CEPTpAJIMHA U CICAYIONHUX NIperapaToB CIACAYET OCYIIIECTBIATH C

OCTOPOKHOCTBIO

Jlumui

DapMaKOKMHETHKA JIUTHSI HE U3MEHSETCS MPHU OJHOBPEMEHHOM MPUMEHEHHH C CEPTPATIUHOM.
OmHako OTMEYaJIOCh  YCUJICHHE TpPEMOpa, YTO MOXKET TOBOPUTH O  BO3MOXXHOM
dbapmakoquHAMUYECKOM B3auMozeicTBuu. [lpu OIHOBpEMEHHOM MPUMEHEHHH CEpTpaliiHa C
npenapaTamMu JUTHS CIIeIyeT MOCTOSHHO HaOMI0aaTh 3a MallMeHTaMU, a TaK)Ke KOHTPOJIUPOBATh
KOHIICHTPAIIMIO JINTUSA B IJIa3ME KPOBH C IIEJIbI0 KOPPEKIIMH JI03bI TIpenapara.

Denumoun

JnutenbHoe mpuMeHeHHEe cepTpaiinHa B Ao3e 200 Mr B CYTKM HE OKa3bIBAE€T KIMHUYECKU
3HAUMMOTO BO3JCUCTBUA Ha MeTabonu3Mm (enutromHa. VMerorcs oOTIenbHBIE COOOIIEHUS O
MOBBINICHUH KOHIIEHTpAaIuu (PEHUTOWHA MPU OJHOBPEMEHHOM NPHUMEHEHUHU C CepTpaiMHOM. B
CBSI3U C 3THUM PEKOMEHIYETCS THIATEIHFHO KOHTPOJIMPOBATh KOHIICHTPAIUIO (PEHUTOMHA B TTa3Me
KpoBH (0COOEGHHO y TAIMEHTOB C COMYTCTBYIOIIMMH 3a00JIEBAaHUSMHU WM OJHOBPEMEHHO
MOJIyYaloluX JPYryl Teparuio) ¢ MOMEHTA Ha3HA4Ye€HHs] CEpPTPAJIMHA C COOTBETCTBYIOLIEH
KOoppekiuen 1036l ¢denutonHa. Kpome Toro, (EHHUTOMH MOXET CHWXATh KOHIIEHTPAIHIO

CepTpajJHHa B TUIa3Me KPOBH.
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HeB0O3MOXXHO TakXe HCKIIOYUTh CIIOCOOHOCTHh APYrux HHAYKTOpoB u3zodepmenta CYP3A4
(mampumep, ¢eHoOapOuTan, KapbamaszenuH, mpenaparbl 3BEpoOOs TPOABIPSIBICHHOTO,
puGaMIUIIMH) CHUKATh KOHIIEHTPAIIUIO CEPTPATMHA B IJIa3Me KPOBH.

Memamuszon

CoBMecTHOE MPUMEHEHUE CepTpaliiHa C METaMHU30J0M, KOTOPBIM SBISETCS HHAYKTOPOM
uzopepmentoB, Bkmodas CYP2B6 u CYP3A4, MoXeT NpHUBECTH K CHUKCHHIO KOHIICHTPAIIUU
cepTpalivHa B IUIa3M€ KPOBHU C IMOTCHIMAIBHBIM CHIDKCHHEM KIMHUYECKOH 3()eKTUBHOCTH.
[ToaTromy pexomeHayeTcsi CcOOMIOAAaTh OCTOPOKHOCTH IPU OJHOBPEMEHHOM MPUMEHEHUU
METaMH30J1a U CEPTPAIMHA; HEOOXOIUMO KOHTPOJIUPOBATH KIMHUYECKYIO 3(PPEKTUBHOCTD U/UITU
KOHIICHTPAIIWIO MperapaTa B Iia3Me KpoBH.

Tpunmanol

OtmeuaroTes pefkue ciiy4an BOSHUKHOBEHUS C1a00CTH, MOBBIICHUS CYXOKUIBHBIX pediekcos,
HApyLICHUs] KOOPAWHAIIMKM JBUKCHHM, CIHYyTaHHOCTU CO3HAHUS, TPEBOTM M BO3OYKICHHUS Y
MAlMeHTOB, OJHOBPEMEHHO MPUHUMAIONIUX CEpPTpaiuH U cyMmarpuntad. CHUMOTOMBI
CEPOTOHMHOBOTO CHHIPOMA MOTYT TaKXe MPOSBIATHCS IMPU OJHOBPEMEHHOM MPUMEHEHUU
cepTpalivHa ¢ JPYTUMH TpernapaTaMH 3TOro ke kiacca (tpuntanamu). [Ipu HeoOxommmocTu
OJIHOBPEMEHHOTO TMPUMEHEHHUS CepTpaliHa M TPHUNTAHOB PEKOMEHAyeTcs HalJojeHue 3a
MaleHTaMH.

Anmukoazynanmuol Henpsamoz2o oelicmsus (sapgapun)

[Tpu ogHOBpEMEHHOM MPUMEHEHUU aHTHKOAryJSHTOB HEMPSIMOTO JIEHCTBUS C CEPTPAIUHOM (B
no3e 200 MT B CyTKH) OTMEYaeTcs HE3HAYUTENbHOE, HO CTATUCTUYECKH JIOCTOBEPHOE YBETTUUCHUE
MPOTPOMOMHOBOTO BpeMeHH (cM. paszaen 4.4.), 4TO B HEKOTOPHIX CIIy4asX MOXET MPUBOJUTH K
nucOanaHcy 3HAYEHUN MeEeXIyHapoaHoro HopManuizoBaHHoro otHouieHuss (MHO). B cBs3u ¢
STUM CJIeyeT THIATeNbHO KOHTPOIUPOBATH MPOTPOMOMHOBOE BpeMsl B MEPHO]] Hayaia Teparuu
CEepPTPaJIMHOM U B IEPUOJ OTMEHBI ITpenapara.

Amenonon

[Ipu omHOBpEMEHHOM NMPUMEHEHHUH CEPTPATHH HE U3MEHSET -aJApeHOOIOKHpYIOolIee IeHCTBHE
aTeHoJoza.

Tnubenxnamuo u Oueoxcum

IIpn mpuMeHeHHH cepTpanvHa B CyTO4HOM a03e 200 Mr JEKapCTBEHHOI'O B3aMMOJICHCTBHS C
ATUMU TIpenapaTaMy HE BBISBIICHO.

Lumemuoun

OnHOBpEeMEHHOE MPUMEHEHHNE B 3HAYUTEIBHOM CTENIEHH CHUXKAET KIIMPEHC CepTpainHa.

IIpenapameul, enusowue Ha GyHKYUIO MpomooOYUmMos
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IIpu ognoBpeMenHom npuMenenun CHUO3C, Bkitoyasi cepTpainH, U MpenapaTon, MOBBIIIAIOIINX
PHCK KPOBOTCUCHHMH WIM BIUSIONMX Ha QyHKOMIO TpombOonuroB (Hampumep, HIIBIIL,
alEeTWICAIMIMIOBAs KUCIOTa W THUKIONMUIUH), MOXXET OTMEYarbCs IOBBIIIEHWE pHUCKa
KPOBOTCUCHUH.

Ilpenapamul, yorunsrowue unmepsan QTc

IIpy 0AHOBPEMEHHOM NPUMEHEHUHU CEpTpajMHA U Ipenaparos, yuiMHstomux uHrepBan QTc,
pucK ymiuHeHus uHTepBasa QTc M pa3BUTHUS KETyIOYKOBOM TaxMKapIuUU THUIIA «IUPYIT»
MOBBILIACTCS.

Muopenaxcanmeot

CHO3C moryT cHMXKaThb AKTUBHOCTb XOJMHICTEpas3bl B IUIa3ME€ KPOBM, UYTO HPUBOAUT K
YBEIIMYCHUIO TPOJOJDKUTEIBHOCTH OJIOKHPYIOMIETO JEHCTBUS MHBAKypUS WM JPYTUX
MHOPEIAKCAaHTOB HAa HEPBHO-MBILICUYHYIO TPOBOAUMOCTD.

IIpoune

CeptpasiuH cBsi3bIBaeTCs ¢ OenkaMu Iuta3Mbl KpoBH. [loaToMy HEOOXOAWMO YYHTHIBATH
BO3MOXXHOCTh €r0 B3aMMOJEHCTBHS C JPYTUMH IpenaparaMu, CBSI3bIBAIOIIMMHCS C OelKaMu
I1a3Mbl KpOBHW (Hampumep, auasenam, TouOyTamug U BaphapuH), XOTS B IPOBEIECHHBIX
UCCJIEIOBAHMSIX HE ObUIO OTMEUYEHO KaKOro-1u0o B3auMOICHCTBUS.

Jlexapcmeennvle cpeocmea, memabdoauzupyemvie uzogpepmenmom CYP2D6

CepTpanH MOKET AeMcTBOBATh Kak c1a0blil Ml yMepeHHbII nuHruoutop nzopepmenra CYP2D6.
JlnuTenbHOE JICUCHNUE CEPTPATIMHOM B 103 50 MI B CyTKH HOBBIIAeT (B cpeaneM Ha 23-37 %)
PaBHOBECHYIO KOHIIEHTPALMIO B TJIa3Me KPOBU JIe3UIIpaMuHa (MapKep akTUBHOCTH H30(pepMEeHTa
CYP2D6). Knuauvecku 3HaAYMMOE B3aUMOJICHCTBUE OTMEUAETCSl TaKXKe MPH OJHOBPEMEHHOM
INPUMEHEHUN C JIEKApCTBEHHBIMU CpEICTBAMH C Y3KUM TEpPareBTUYECKUM HHAEKCOM, B
MeTaboaM3Me KOTOpBIX MpuHMMaeT ywactue wuzopepment CYP2D6 (tpunmximdeckue
AQHTUJETIPECCAHTBI, TUITMYHBIE AaHTUIICUXOTUKH, aHTUAPUTMUYECKHE JIEKapCTBeHHBbIE cpeacTBa [C
Kkiacca — nponadeHoH, ¢haexkanaum) (cMm. pazaen 4.4.).

Jlexapcmeennvie cpeocmea, memaboausupyemvie OpyeUMU — U30pepMeHmamy  Cucmembl
yumoxpoma P450 (usogpepmenmor CYP3A3/4, CYP2CY9, CYP2C19, CYPIA2)

CepTpasiuH KJIMHUYECKH 3HAUUMO He uHruoupyer nzopepmentsl CYP3A4, CYP2C9, CYP2C19
u CYP1A2.

Hzogpepmenm CYP3A3/4

B ycioBusx in vitro 6pu10 nokazaHo, 4TO MPH JUTUTETBHOM OJTHOBPEMEHHOM NPUMEHEHHH B J103€
200 Mr B CYyTKM CepTpalMH HE YrHETaeT MeTaboiM3M KapOamaszenuHa, Tep(eHaanHa, a Takxke
OeTaruIpOKCUINPOBAHKE YHAOTEHHOTO KOPTH30J1a, ocyiecTBisieMoe nzopepmentom CYP3A3/4.

Kpowme Toro, ceprpanina B 103¢ 50 Mr B CyTKH HE YTHETaeT METa0O0IM3M ajmpa3ojiama.
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BbI10 yCTaHOBIIEHO, YTO IPUEM TPEX CTAKaHOB I'PEHN(pPyTOBOro COKa €XKEJHEBHO IMOBBILIAET
KOHLIEHTPALMIO CepTpajiMHa B IUIa3Me KpoBu npuOausutenbHo Ha 100 %. Takum oOpasom,
ciemyeT u3beratb 0OJHOBPEMEHHOTO IIpUeMa cepTpalivHa U Ipein@pyToBOro coka.

OCHOBBIBasICh Ha UCCIIEIOBAHUAX B3aUMOJCHCTBUS CEPTPAIMHA U TPeHndpyTOBOro Coka, Hellb3s
UCKJIIOYUTb, YTO OJHOBPEMEHHOE NPHUMEHEHHE CepTpajJiHa M MOIIHBIX HHIHOMTOPOB
uzopepmenta CYP3A4 (mampumep, HMHTHOUTOPHI MPOTEas3bl, KETOKOHA30J], HWTPAKOHA30I,
M103aKOHA30J1, BOPUKOHA30J1, KIIAPUTPOMHULINH, TETUTPOMHUIIMH U He(Pa30/10H) MOXKET IPUBOJUTH K
00J1b1IEMY [TOBBIIIEHUIO YKCIIO3ULIMHU CEPTPATIMHA. JTO TaK)Ke KacaeTcsi yMEPEHHbIX HHTMOUTOPOB
nzopepmenra CYP3A4 (mampumep, anpenuTaHT, SPUTPOMHINH, (IYKOHA30J, BeparmaMuil U
muntaasem). Crnemyer u3deratb MPUMEHEHUsST MOITHBIX MHruouTopoB m3odepmenta CYP3A4 Bo
BpEMsI TEpAIK CEPTPATUHOM.

Hzopepmenm CYP2C9

[Ipy ogHOBpEeMEHHOM TPUMEHEHHH CEpPTPajMH CHIDKAeT KIUpeHc Tondyramuaa. OnHako
CEpTpaJIVH HE BIUSCT HA CTCTICHb CBSI3BIBAHUS TOJOYTaMUa ¢ OeITKaMH IJIa3Mbl KPOBH B 00BEM
pactpenenenusi. llpeamonaraercsi, 4YTO HW3MEHEHHE KIMpEHCA TOJNOyTaMUaa CBS3aHO C
M3MEHEHHEM MeTa0onu3Ma mpenapara. TakuM o0pa3oM, MOXHO cIenaTh 3aKIIOYEHUE, 4TO
cepTpayivH He yraeraet uzopepment CYP2CI.

Wzopepmenm CYP2CI19

CepTpanuH He BIMsIET Ha KOHLIEHTPALMIO JHa3eramMa B ChIBOPOTKE KPOBH, YTO TOBOPUT 00
0TCyTCTBUU UHTHOUpoBanus nzopepmenta CYP2C19.

VY nanueHToB, MesIeHHO MeTabonu3upyonmx nzopepment CYP2C19, ormedaercs yBenuueHue
KOHIIGHTpalluu cepTpajiiHa B Iu1azMe KpoBU Ha 50 % IO CpaBHEHUIO C MAaIMEHTaMH, OBICTPO
MeTabONMU3UPYIOIMMH  3TOT u30(pepMeHT. Henp3s MCKIIOUNTh B3aUMOJEHCTBUS  MEXAY
MolHbIME uHrHOMTOpamu uzodepmerta CYP2C19 (manpumep, omemnpasos, JIaHCOIPA30d,
HaHTONpa3ol, pabenpaso, (GIyoKceTHuH, (pIyBOKCAaMHH) U CEPTPATUHOM.

Hzodhepmenm CYPIA2

[To maHHBIM HCCIieOBaHUE IN VIr0 cepTpaluH MPAaKTUYECKH HE BIMSCT WJIM MHHUMAIBHO
yruetaet uzodpepment CYP1A2.

Hnoykyus MUKpocomanbHulx ghepmeHmos nevenu

CepTpasiuH BBI3BIBACT MHHHMAIBHYIO HMHIYKIHIO (GepMeHToB TiedeHH. OmHOBpeMEHHOE
npuMeHeHne cepTpaiivHa B go3e 200 Mr ¥ aHTUTIMPUHA TPUBOAUT K HeOosbmomy (5 %), HO
JIOCTOBEPHOMY yMeHblIeHu o T, aHTunpuHa.

4.6. ®epTHIBHOCTb, 0€PEMEHHOCTD W JAKTALMS

bepemeHHOCTD
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KoHTponupyeMbIX HcCCIeJOBaHUN TNPUMEHEHHUs CEepTpaJMHAa y OEpPEeMEHHBIX JKEHIIMH He
IIPOBOAMIIOCH, TO3TOMY IIPUMEHSTH IIpenapaT y AJAHHON KaTeropuy NAlMEHTOB CTOUT TOJBKO B
TOM CJIy4ae, €CIM OXKHUAaeMas 110JIb3a JUIsl MAaTEPH MPEBBILIAET MOTEHIIUAIBHBIN PUCK JUIS IJI0A.
OpHako B 3HAYUTEIBHOM O0BEME JaHHBIX HE ObLJIO OOHAPYKEHO [0KA3aTeNbCTB HMHIYKLUHU
BPOKICHHBIX IIOPOKOB Pa3BUTHA y IUIOAA CEpTpaIMHOM. MccaenoBanus Ha )KUBOTHBIX ITOKA3aIU
BO3MOXKHOE BJIMSIHHE CEPTPaJMHA Ha PENpOAYKTUBHYIO (YHKIHIO. BeposTHO, 3TO BIHsIHHE
CBSI3aHO C TOKCHYECKUM JICHCTBHEM Ha OPraHNW3M MaTepH, BRI3BAaHHBIM (DapMaKOIMHAMUYECKUMU
s dexramu cepTpaiMHa Ha IO,

Y  HEKOTOpBIX HOBOPOXKIEHHBIX, MaTepud KOTOPBIX IPUHUMAIN CEPTPAIUMH BO BpeMs
OepeMEeHHOCTH, HAOIIOAAINCh CHUMIITOMBI, CXO/IHBIE C CHMIITOMaMHU CHHAPOMAa «OTMEHBD). JTOT
(dbeHomeH HabIIoaalCs U U pueMe apyrux antuaenpeccantos rpymnmsr CUO3C.

JlaHHble HaOJIIO/ICHUH YKa3bIBalOT Ha MOBBIIICHHBIN (MEHee 4yeM B 2 pa3a) pUCK MOCIEpOI0BOrO
KpoBoTeueHus: mocie npumenenusi npemnapatoB rpynn CHMO3C/CHUO3CH B TeueHuu OAHOTO
Mecsa J10 poJioB.

HeoOxomuMo HaOmogaTh 3a COCTOSHHEM HOBOPOXKACHHBIX, MaTepH KOTOPBIX IPOIOIDKAIH
IPUHUMATh CEPTPAIMH Ha MO3HUX CPOKax OepeMEeHHOCTH (OCOOEHHO B TPEThEM TpuMecTpe). Y
HOBOPOXKJICHHBIX, MaTEPU KOTOPBIX MPUHUMAIN CEPTPAIIMH HA MO3JHUX CPOKAX OCPEeMEHHOCTH,
HAOJI0IAIMCh CIIEAYIOIME CUMITOMBI: PECIMPATOPHBIA JTUCTPECC-CUHAPOM, LMAHO3, aIlHOd,
CyJIOpOTH, HECTaOWJIBHOCTh TEMIepaTypbl Tejla, 3aTpyJHEHHs TpU KOPMJIEHHM, pPBOTa,
TUIOTJIMKEMHUSI, THIIOTOHYC, THUIIEPTOHYC, runeppediaekcusi, Tpemop, MOJepruBaHHE MBbIIILI,
HOBBIIIIEHHAsI BO30YAUMOCTb, JIETAprus, ATUTEIbHbIH IU1a4, COHIIMBOCTb U TPYJHOCTH 3aChITaHMSL.
OTH CUMNOTOMBI MOTYT OBITh CBSI3aHBl C HEMOCPEICTBEHHBIMU CEPOTOHUHEPTUYECKUMU
s¢deKTamMy WM MOTYT SBJISTHCS CUMIITOMaMH CHUHIPOMa «OTMEHbI» Iipenapara. B 6oiabmmHcTBE
CllydaeB TIO0J00HBIE OCJIOKHEHHUS] HAuMHAIOTCS HEMOCPEACTBEHHO WJIM BCKOpe (B TedyeHue
24 4acoB) MOCIIe POKACHHUS.

ONUIEeMHOJOTHYECKUE HCCIEA0BAHUS CBUAETENIBCTBYIOT, 4TO IpuMeHeHne CHMO3C mnpum
OepeMeHHOCTH (OCOOEHHO Ha MO3JHMX CPOKaX) MOXKET yBEJIWYMBATh PHUCK MEPCUCTUPYIOIIEH
nerouHoi runepteH3uu HoBopoxkaeHHBIX ([IJII'H). HaGmiomaemas wactora ITJI'H cocraBuia
npubimsutensHo 5 cnyyaeB Ha 1000 HoBopoxkaeHHBIX. [Ipu 3TOM B 00miel momynsuuu [1IJII'H
BCTpeuaeTcs ¢ yactotoi 1-2 cirydas Ha 1000 6epeMeHHOCTEH.

Jlakranus

B rpyaHoMm Monoke B HEOOJBIIIOM KOJTUYECTBE OOHAPYKHUBAETCS CEPTPAIMH U €ro MeTadonut N-
JeCMETHIICEPTpaaH. B OCHOBHOM B TIa3Meé KPOBH HOBOPOXKICHHBIX OOHApYKUBAJIHCh
HE3HAYUTEIIbHBIE KOJIMYECTBA CEPTPANIMHA, 3a MCKIIOYEHHWEM OJHOIO Ciaydyas, KOrJa B IIasMme

KPOBH HOBOPOKJIEHHOT0 ObL10 00HapyxkeHo 50 % oT KOHIIEHTpaIiK B IJIa3Me KpoBH MaTepu (0e3
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3aMETHOT'0 BIMSHUS Ha COCTOSTHHE 3710POBbSl HOBOPOXKIEHHOT'0). JIeueHue cepTpaiHOM BO BpeMs
IPYAHOIO BCKapMIIMBaHUSA HE peKkoMeHuyercs. Eciu nedeHne HEoO0XOAMMO, TO KOpPMIIEHHE
IPYAbIO CIIETYET IPEKPATUTD.

DepTUILHOCTE

JlaHHbIe, MOJIy4YeHHbIE B MCCIEJOBAHUAX Ha >KMBOTHBIX, CBUJETEIbCTBYIOT, UTO CEPTPAIIUH HE
BIIUSIET HA TTOKa3arenu GpepTuiibHOCTH (CM. pasaen 5.3.).

CornacHO ONMCaHHBIM KIMHUYECKUM citydasim, npueM HeKoTopblx CMO3C oka3bIBaeT BIUsSHUE
Ha KauyecTBO CIEPMbI, HO 3TOT 3pdekT obpaTuM. J[o HacToAllero BpeMEHH He HabJ0Janoch
HUKAKOI'0 BIUSHUS CEPTPAIMHA HA (PEPTUILHOCTh YelIOBEKa.

4.7. Bausinue Ha CIOCOOHOCTH YNPABJIATH TPAHCHOPTHBIMHU CPeJICTBAMHU H pPadoTaTh €
MeXaHH3MaMH

[IpumeHeHue cepTpajiuHa, Kak MpPaBUIIO, HE CONPOBOXKIAETCS HAPYLIEHHEM ICUXOMOTOPHBIX
¢yskuuit. OqHaKO ero NpUMEHEHUE OJHOBPEMEHHO C JPYTUMHU MpernapaTaMyu MOXKET IPUBECTH K
HapyLICHUIO BHUMAHUS U KOOpAMHALMU JIBMKEHUH. [103TOMYy BO BpeMs JieueHus: cepTpaiiHOM
YIOPaBIATh TPAHCHOPTHBIMU CPEJCTBAMHM, MEXaHM3MaMU WM 3aHUMAThCs JIE€ATEIbHOCTHIO,
CBSI3aHHOM C MOBBILIEHHBIM PUCKOM, HE PEKOMEHYeTCsl.

4.8. HexkennaTeibHbIe peakunu

Pesrome nnpoduiast 0e30macHoOCTH

HaubGonee wactoit HP sBasercs Ttomnota. I[lpu nedenun couwmansHoi ¢obOun oTMevanu
HapylleHHe CeKCyallbHOM (yHKIMHU (HapylleHHe 3SIKYJISAIUM) y MyKuuH B 14 % cinyuyaeB npu
NpUMEHEHUH cepTpaiuHa 1o cpaBHeHuto ¢ 0% Ha ¢QoHe npumeHeHus mianebo. OTu
HEXEJaTeNIbHbIE SIBJICHUS 3aBUCAT OT J103bI M YaCTO IPOXOMAT MPHU ITPOIOJKEHUH TEPAIUU.
HexenarenbHble siBienus, HaOmoaasmumecs y nanueHToB ¢ OKP, maHnnyeckum paccTpoilcTBoM,
I[ITCP u conuanbHOM (poOuelt He OTIMYAIOTCS OT TAKOBBIX NPHU OOJBIIOM JEMPECCUBHOM
pacCTpOMCTBE.

Tabanuynoe pezrome HP

B Ta6aune 1 npeacrasnena uadopmanus o HP, HaGmrogaBmmxcst mpu NpUMEHEHUH CepTPAIMHA,
Ha OCHOBaHMHU JIAaHHBIX, ITOJIyYEHHBIX BO BPEMs IMOCTPETUCTPALIMOHHBIX (YaCTOTa HEU3BECTHA) U
1a1e00-KOHTPOJIIMPYEMBIX  KIMHUYECKUX HCCIeIOBaHUN (MCCIEOBaHUS TPOBOAMIINCH C
ydactueM 2542 nanueHToB, MOTy4YaBIIuX CepTpainH, U 2145 nanueHToB, MoIy4aBInx miamnedo).
JlaHHBIE WCCIEOBaHUS MPOBOAMJIMCH Yy TanueHToB c¢ gaenpeccuert, OKP, nanndeckum
paccrpoiictBom, [ITCP win cormansHoi GpoOueii.

Hexotopsie HP, nepeuncnennsie B Tabnuue 1, npu npogomkeHUH Teparuid MOTYT YMEHbIIAThCS

10 UHTCHCUBHOCTH X YaCTOTC U B LCJIOM HE MMPUBOIAT K IMIPECKPAICHUIO TCpAIIhu.

17



Yactora BCTpeuaeMOCTH OIpeaesieHa CIeAYIIMM obpa3oM: odeHb dYacto (= 1/10), wacto
(= 1/100, nO < 1/10), Hewacto (= 1/1000, no < 1/100), penko (= 1/10000, Ho < 1/1000), oueHn
penko (< 1/10000), wacroTa Heu3BecTHa (Ha OCHOBAaHUM HMEIONIUXCS JAHHBIX OIICHHUTH
HEBO3MOJKHO).

HP CTpyHIIMPOBaHbI B COOTBETCTBUHU C IIOPAAKOM Ha OCHOBAHHMHU CHUCTEMHO-OPIaHHBIX KJIACCOB

(COK).
Tabmuna 1
HexenarenbHast peakuus Yacrora

\Unghexyuu u unsazuu
DapuHTrUT, THPEKITUN BEPXHUX JBIXATENbHBIX IyTeH, PUHUT Yacto
['acTposHTEPUT, CPETHUN OTUT Heuacto

*%k
/IMBEpTUKYIIUT Penko

ﬂO6p0KCZV€CWl6€HHbl€, 3NI0KA4YeCmMeEEeHHble U HEYMOYHEHHble H06005pd306&Hu}l (SKYZIOLICZ}Z Kucmoul

1 noiunvl)
HoBooOpazoBanus Heuacto
Hapywenus co cmoponsl Kpogu u aum@amuyeckoi cucmembol

o * kK * Kk
JlumbanenonaTus, 1eHKONEHUs * , TPOMOOLIUTONIEHUS Penko
\Hapywenus co cmopoHvl UMMYHHOU CUCHeMbl
[ MnepuyBCTBUTENBHOCTD , AJNIEPTUs Heuacro
AHa(pUIaKTOUTHBIE PEaKIIH Penko
DHOOKpUHHbBLE HAPYULeHUS

*

['unotupeos HeuacTo

* kk
[ 'MnepnponakTUHEMHUs © , HEaJeKBaTHas CEKpelus aHTHUAWypeTudeckoroPenko
ropMoHa”"

HapymeHuﬂ MemabonruzmMa u nUmaHusl

*
CHIDKEHYE WITH TIOBBIIIIEHHUE aIlleTHUTa

Yacto

o * *
CaxapHI)II/I 211/136 €T , TUIIOTIJINKEMUS TUIIECPXOJICCTCPUHEMUA,

*k

* k% *
TUIIOHATPUCMUSA ' , TUIICPITIMKCMUSA

Penko

[lcuxuueckue HapyuieHus
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becconnuna

O4eHp 4acTo

* *
I[CHp€CCI/IBHBI€ CHUMIITOMBI , CHHUKCHHUC J'II/I6I/I,Z[O , ACHCpCOHAIM3alus,

* * *
TPEBOra , HOYHBIC KOIIMAphbl, aXuTanus , CKPEKET 3Y6aMI/I BO CHE ,

IIOBBIIICHHAA BO36YI[I/IMOCTB

YacTo

o * * *
:‘)I/I(l)OpI/IH , TaJUIIOIUMHAIMK , aIrp€CCUBHOC IMOBCACHUC , allaTHs, HAPYIICHUC
MBIIIJICHUS, IICUXOTHUYCCKUC HAPYUICHUA , ITAPAHOUAAIILHOC IIOBCACHUC,

CyUugaJIbHbIC MLICJII/I/HOBeI[eHI/Ie

Heuacto

o * Kk
KoHBEpCHOHHOE PacCTPONCTBO ' , JIEKAPCTBEHHAsI 3aBUCUMOCTh, XOKICHHE

*%

*
BO CHC, IIPCIKACBPCMCHHAA IAKYJIIAINA, 0o0JIe3HEHHBIE CHOBUJICHUA *

Penxo

Hapywenus co cmopoHbl HepeHOti cucmembl

*
["onoBHas 60J1b y TOJIOBOKPYKCHUC, COHIIMBOCTb

OyeHp 4acTo

*
[lapecTe3nust , Tpemop, THUIEPTOHYC, IUCTE€B3Ms, HAPYIICHHWE BHUMAaHUSA,
HapylIeHUE JABUraTelbHOM (QYHKIMM (B TOM 4YHCIE SKCTpalMpaMHIHbIE
paccTpoMCTBA, TaKME KaK TMIEPKUHE3Us, TUIIEPTOHYC, ITUCTOHHUS, CKPEXKET

3y0aMu UM HApYyIIEHUE MOXOIKH)

Yacto

* *
CYZ[OpOFI/I ,  HCIIPOU3BOJIbHBIC  MBIIMICYHBIC COKpPAIICHHA , HAPYHICHUC

KOOpAWHalnu, FI/IHepKI/IHCBI/IH*, aMHE3u, FI/IHGCTGSI/ISI*, HapylmCcHue pceyu,

[MOCTYPAJIbHOC I'OJIOBOKPYKCHUC, MUTPCHD , O6MOpOK

Heuacto

Koma , XOpeoaTreTo3 , TUCKUHE3USA, THIICPECCTC3UA, CCHCOPHBIC HAPYIICHUS,

* k%
aKaTH3usg MW TICUXOMOTOPHOE  BO30YXKICHHE ' (cm.  pasmen  4.4.),

11epeOpOBACKYIAPHBIA CrazM *  (BKIIOYAs 0OpaTHMYIO Ba30KOHCTPUKITUIO
COCYOB rOJIOBHOTO Mo3ra 1 cuHipoM Komna-®dnemunra). Takke coolrianoch
0 Pa3BUTHH CUMIITOMOB CEPOTOHMHOBOTO cuuapoma umu 3HC, B HEKOTOPBIX|
CITy4asix CBSI3aHHBIX C OJJHOBPEMEHHBIM TPUMEHEHUEM CEPOTOHUHEPTUUECKHUX
[pernapaTos,

KOTOPBIC BKIOYaIW CICAYIOIMHUEC CHUMIITOMBI: aQXHUTalusd,

HApYHICHUC  CO3HAHUA, I[I/Ia(bOpCB, Auapes, JIMxXopaZka, IIOBBIIICHHC

*k
APTCPHUAIIBHOI'O OABJICHUA, PpUTHAHOCTb MBIIIL, TAXUKAPpAUA

Penko

Hapywenus co cmoponsl opeana 3penus

(v} *
PaccTpoiicTBO 3peHus

Yacto

MI/I,Z[pI/IaS*

Heuacto

['maykoma, HapymeHue (QyHKIIMM CIIE3HOTO amnmapara, CKOTOMa, JHUILIONUS,

(oTodobus, KpoBOU3NUAHHE B MEPENHION Kamepy Iiasa ' , HapylleHHe

*k

*k o *
3peHusl , pa3HbI pa3Mep 3pavKoB

Penxo
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YacToTa

MaxkynonaTus
HEU3BECTHA
\Hapywenus co cmoponul opeana ciyxa u aabupunma
3BOH B ymax’ Yacto
boib B ymax Heuacto
\Hapywenus co cmoponwl cepoya
OmurymieHne cepareOneHus Uacro
Taxukapaus, 3a0oaeBaHne cepana Heuacto
* kK% w
Nudapkr Muokappa ' , Opagukapausi, pa3BUTHE  KEIyJIOYKOBOU
o . Penxo
TaXMKapJIuu TUIA «IUPYIT» ', yauinHeHue uHrepBana QTc na OKI
Hapywenus co cmopoHbl coOcy008
«IIpUIHBBDY KPOBH K KOYXKE JIMLA " Yacro
KpoBoTeueHus (HanmpuMep, KpPOBOTEUYEHHE M3 KETyJI0YHO-KHIIEYHOTO
Heuacrto
* *
TpaKTa), MOBBILICHHE apTEPUATBHOIO JaBJICHUS , TUIIEPEMHUS], TeMaTypHsl
[lepudepuueckas uiemus Penko

Hapywenusi co cmopoHbl ObIXamenbHOU CUCEMbL, OP2AHO8 2PYOHOU KIeMKU U CPed0CmeHUs]

*
3eBoTa

Yacto

BpOHXOCHEBM*, OJbIIIKa, HOCOBOC KpOBOTC‘{eHI/Ie*

Heuacto

JlapuHroCHa3M, TUIePBEHTHIIAINS, THIIOBEHTUIIALMSA, CTPUIOP ', AUCHOHH,
* k%
UKOTa, HWHTEPCTULHAIBLHOE 3a00J€BaHME JIETKUX ' , D03MHO(DUIbHAA

ITHCBMOHMHA

Penko

VKenyoouno-KuuieuHvle HapyuleHus

I[I/Iape}l, TOHIHOTA, CYXOCTb CIIU3HMCTOM 000JI0YKHU MOJIOCTH pTa

OyYeHp 4acTo

* * *
PBoTta , 60716 B KUBOTE , 3aI0p , IUCTICTICHS, METEOPU3M

Yacto

330(I)al“I/IT, I[I/IC(I)aFI/ISI, FCMOppOﬁ, MOBBINICHHOC CIIFOHOOTACIICHUC, ITIOPAKCHUC

A3bIKA, OTPBIXKKA, MCJICHA, ITIOPAKCHHUC 3y6OB, rI10CCUT

Heuacto

KpOBB B KaJIC, CTOMATHUT, A3BCHHOC MMOPAKCHUC A3bIKad, A3BCHHOC IMOPAKCHUC

o Penxo
CIIM3UCTON 000JI0YKH IOJIOCTH PTA, TAHKPEATHT
. Yacrora
MPIKpOCKOHI/I‘-IeCKI/II/I KOJIUT
HEU3BECTHA

Hapywenus co cmopoHbl neuenu u H#enuedbleo0auux nymeti
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Hapymienne ¢GyHKIMM TEYEHHU, Cepbe3Hble HapyLICHHs (DYHKIUH TeUeHH

* o *
CYXOCTb KOXKHU, KpallMBHUIIA , KOXXHBIX 3yd , ACPMATUT

Penxo
(BKJTFOUAs TENATHUT, JKEITYXY, ICYCHOYHYIO HEJOCTATOYHOCTD)
\HapyweHnus co cmopoHbvl KOXCU U NOOKONHCHBIX MKAHEU
*
Ko>kHas CBIIb , HOBBIIIEHHOE ITOTOOTAEJICHIE Yacto
o * * * * o
[TepuopOuTaIBHBIN OTEK , OTEK JIUIIA , TypITypa , aJOTEIUs , XOJIOIHBII TOT, Hewacto

byiie3Hsiit 1epMaTuT, (GoIIMKYJISpHAs Chlllb, HAPYIIEHUE TEKCTYphl BOJIOC,
M3MEHEHHUE 3araxa KOXKH, PEIKHE CIIydan TSKENbIX KOXKHBIX PEAKLMM, TAKUX
KaK TOKCHYECKMH OIHAepMabHBIA HEKpOmHu3 ', CcuHApoM CTHBEHCA-
JI5KOHCOHa AHI'MOHEBPOTUYECKUAN OTEK, KOJXHast peaxius

**
q)OTO‘IYBCTBI/ITeJILHOCTB

Penko

HapymeHuﬂ CO CNMOPOHbI szmetmod, CKeNemHOU U COOUHUMENIbHOU MKAHU

*
Muanrus, apTpajirus , 00jb B CIIMHE

Yacto

OCTGO&prI/IT, MBIIIICYHAasA CJ'Ia6OCTL, MBIIICYHBIC CIIa3Mbl, MBIIICYHBIC

Heuacto
Cy0poru
Pa6,[[0MI/IOJ'II/I3*'**, HApYLIEHUs CO CTOPOHBI KOCTHOM TKaHU Penko

YacTtoTa
T *

pusm HEeU3BECTHA
Hapywenus co cmoponbl nouex u Mo4egbl800auux nymeti
Huxtypus, 3amepkka MOYM, IIOJUYPHUsS, YYAILIEHHOE MOYEHUCIIyCKAHUE,
* Heuacto

HapylLIEHUE MOYEHCITY CKaHUs, HEAEP)KaHUE MOYHU
Onurypusi, 3aJiep>KKa MOUEHCITY CKaHUs Penko

Hapywenus co cmoponbl penpoO0yKmueHOU CUcmembvl U MOJTOYHBIX JHcelle3

Hapy1enue 35Kyisuun

OyYeHp 4acTo

DpekTuIbHAs AUCHYHKIMS, HAPYIIEHHE MEHCTPYaIbHOTO KA

Yacto

BarunaiasHOe KpPOBOTCYCHUEC, HAPYLICHUC MOJIOBOM d)YHKI_II/II/I, HapyHICHUC

Heuacto
M0JIOBOM (PYHKIIMHU y JKEHIIUH, MEHOPPArus
ATpoduueckuii ByJIbBOBaruHUT, OaIaHOTIOCTHT * , BBIACICHHUS U3 MOJOBbIX Pe o
OpraHoB, anaHmM*, ranaKTopeﬁ*, THHEKOMACTUA
o YacToTa
[locneponoBoe KpOBOTEUEHHE
HEU3BECTHA

Obwue napyuienus u peakyuu 8 mecme 68e0eHuUs
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IloBbIIIeHHAS YTOMJISIeMOCTB* OueHb YacTo
* * * *
boitb B rpyit , HEJOMOTaHKE , IUXOPaJKa , aCTCHUS Yacto
* *
O3H00, xkax/a, mepudepruieckue OTeKH , HAPYIIICHHE MOXOAKU Heuacto
['pbIXkH, CHIDKEHHE IEPEHOCUMOCTH Iperapara Penxo

VlabopamopHvlie u uHcmpymeHmanvHovle OaHHble

[TOBBIIIIEHHE MACCHI TEIA YacTo

*
CHIDKEHME MacCchl Tella, T[IOBBIICHHE AaKTHBHOCTH  «II€YCHOYHBIX)
*
TpaHCAMUHA3 (amannHaMuUHOTpaHChEPa3bI (AJIT))" [Hedacro

acmapraramuaoTpancdepassl (ACT))” B cbIBOPOTKE KPOBU

Hapymienne CBOWCTB CEMEHHOW >KUAKOCTH, MOBBIIIEHUE KOHLIEHTPAIUU

*
XOlecTepHHA B IUIa3Me KPOBH, OTKIOHEHHS OT HOPMbl pe3yibTaros|l CAKO

* k%
1ab0paTOPHBIX aHAIHU30B, HApYIIeHHE (PYHKIIUN TPOMOOIIUTOB

Tpa@Mbl, UHMOKCUKayuu u OC10HCHEeHUA npouec)yp

TpaBMbI Yacto

Xupypeuueckue u meOuyurckue npoyeoypbvl

[Ipouenypa Bazoauiiatanuu Penko

[Tpu perucrpanyy HEXENIaTENbHOIO SBICHUS Yy NAuueHToB ¢ aenpeccuei, OKP, nmanndyeckum
pacctpoiictBoM, IITCP n conuanbHBIM TPEBOXXHBIM PACCTPONCTBOM HEXKEIATEIBHOE SIBICHUE
OTHOCAT K KJacCy OpraHoB, KOTOPBIH HCHONB30BalCAd JUIs KJIACCU(PUKALMM JTAaHHOTO
HE)KeIaTeJIbHOTO SIBJICHHSI B paMKax MCCIIeI0BaHUH y MAalMEeHTOB C AETPECCHEM.

* Jlannsie HP HaGmoamuch TakKe B HOCTPETHCTPAIIMOHHBIX HCCIEI0BAHUSIX.

™ Yacrora HP pacripenenena mo Bepxseil rpanuie 95 %-ro JOBEpUTENBHOIO HHTEpBala C
npuMmeHeHneM «lIpasumna 3».

“* JlaHHOE HeXkenaTelnbHOE SABJIEHHE 3apEeriMCTPHPOBAHO KaK Kiacc-d3PQEKT JUIS NpernapaToB
rpynn CUO3C/CUO3CH (cM. pazaen 4.6.).

Onucanue oraenbHbix HP

Knacc-agpgpexmoi

Cormacuo SMUACMHOJIOTHYCCKUM HCCICAOBAHUAM, IPOBOJAUBIINMCA MPECUMYIICCTBEHHO C

y4acTHEM MalueHToB B Bo3pacTe 50 JeT u crapiue, OTMEYascsl NOBBIILICHHBIA PUCK MEPEIOMOB
KocTell y naunenTo, npuHuMaBmnx CHUO3C u Tpunukinyeckue aHTHIEeIpeccaHThl. MexaHu3m
nagHou HP HensBecTeH.

Cunopom «ommeHbvl»

[Ipekparenue nedeHus: cepTpaauHOM (B OCOOCHHOCTH PE3KOE) YacTO MPHUBOJHUT K Pa3BUTHIO

CHUHApOMAa «OTMCHBD», MPOABIAIOMICTOCA CICAYIOIIUMH CHUMIITOMAMU: TOJIOBOKPYIKCHHC,
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HapyIICHWE YyBCTBUTEIBHOCTH (BKJIIOUAs MAPECTE3HUI0), HAPYIIICHUE CHA (BKJIIOYask OCCCOHHMILY
U SIPKUE CHBI), XUTALUS UM ICUXOMOTOPHOE BO30YXKAEHUE, TOUTHOTA W/WIIA PBOTA, TPEMODP U
rojoBHas 00i1b (cMm. paszznen 4.4.). B menom 3TM CUMOTOMBI HOCAT JIETKUH, YMEpPEHHBIH U
OTpaHUYCHHBIN XapaKTep, TEM HE MEHEE, Y HEKOTOPBIX IMAIMEHTOB OHU MOTYT OBITh TSDKEJIBIMH U
JUTUTEIIEHO COXPaHATHCS. B CBSI3U € 3THM, €CITM MAIUEHT HEe HYKIAETCs B MIPOJIOKCHUH JICUCHHS
CepTPaIMHOM, CJIEAYET MPOBOAUTH MOCTEIIEHHYIO OTMEHY Mpernapara IyTeM IJIaBHOTO CHUKECHUS
10361 (cM. pasnen 4.2.).

[Ipoune 0CO0BIe NOoNyJIANNHN

Tayuenmsi noscunozo eospacma
[TIpumenenne CHUO3C unu CeneKTUBHBIX HMHTHOUTOPOB OOpAaTHOIO 3axBaTa HOpaJpeHaInHa
(CHO3H), B TOM uncie cepTpainia, B HEKOTOPHIX CIydasx ObLIO CBSA3aHO C PA3BUTHEM TSHKEIION
TUIIOHATPUEMHUH Y TAIMEHTOB MOXKUJIIOTO BO3pacTa, JUIsl KOTOPBIX MOXET OBbITh XapaKTepeH
MOBBILICHHBIA PUCK PA3BUTHSI TAKOTO OCIIOKHEHUSI.

eTu
[Ipodpune HP npu npumenenuum ceprpaivHa y pAeTteid OblI B LIEJIOM CXOXKUM C IpoduiieMm
0€30MacHOCTH Yy B3pOCIBIX MAIMEHTOB. B KIMHMYECKHX HCCIEIOBAHUAX Yy JETe OoTMedanu
canenyromue HP:
ouenv yacmo (=>1/10) — ronosHas OGonb (22 %), Oecconnmna (21 %), muapes (11 %),
touraoTa (15 %);
yacmo (>1/100, Ho < 1/10) — Gonb B TPYAHON KIIETKE, MaHUSs, MUPEKCUsS, PBOTA, aHOPEKCHS,
addexTuBHas TaOUIBHOCTh, arPECCUBHOE MOBEICHUE, aXXUTALUs, MOBBIIIEHHAs BO30YAMMOCTb,
HapylIeHHEe BHHUMAaHUS, TOJOBOKPYXXCHHE, TUIEPKHHE3WS, MUTPEHb, COHJIMBOCTH, TPEMOD,
HapyIIeHWE 3PEHHUs, CYXOCTh CIU3UCTOH OOOJIOYKHM TOJOCTH pPTa, TUCIICTICHS, KOIIMapHBIC
CHOBHUJICHHUS, TIOBBIIIEHHAs YTOMJIIEMOCTb, HeJep>KaHHEe MOYM, KOXKHas ChbIllb, akKHE, HOCOBOE
KPOBOTEUCHHE, METEOPH3M;
Heuacmo (>1/1000, o < 1/100) — yanunenue untepBasia QT nHa DKI', mombiTku cywuiuia,
CYIOPOTH, OKCTpamMpaMHIHBIE pPACCTPOWCTBA, IApPECTE3Us, JEMPECCHBHBIE CHUMIITOMBI,
TAUTIONWHAIIMN, TypHypa, TUIEPBEHTIIALNSA, aHEeMHUs, HapylieHHe QYHKIUH TEYCHH,
nosbleHne akTuBHocTd AJIT B 1uiazmMe KpoBH, IIUCTUT, MPOCTON repriec, OTUT, O0Jb B yIIax,
00 B TJa3HBIX SOJIOKaX, MHUJAPHA3, HEJOMOTaHWE, TeMaTypHsl, IyCTyJie3Hasi CHIIb, PUHHT,
TPaBMbI, CHH)XKCHHWE MAacChl Tella, HEMPOU3BOIBHBIC COKPANICHUS MBI, HETUITHYHbIC
CHOBHJICHUS, amaTHs, albOyYMUHYpUS, TMOJJIAKUypHs, MONUypus, OOIb B TPYAH, HapyIICHUS
MEHCTPYAJIIbHOTO LUKJIa, AJONEUus, JEePMaTHT, MOPaKEHHs KOXH, U3MEHEHHE 3amaxa KOXH,
KpanmuBHUIIA, CKPEXKET 3y0aMu BO CHE, «IIPHJIMBBD) KPOBH K KOXKE JIUIIA;

yacmoma HeuseecniHa (Ha OCHOBAaHUWH UMCHOIIUXCA AJaHHBIX OOUCHHUTDH HCBOSMO)KHO) — OHYPE3.
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COO6H_ICHI/IG 0 ITOA03PEBACMBIX HEXKCIIATCIbHBIX PCAKIINAX

BaxxHo coo0mare O MOAO03pEBACMBbIX HEXKENATeNbHBIX PEAKIHAX IOCIE PETUCTpAIH
JICKApCTBEHHOTO Iperapara ¢ Helibl0 00eCIeYeHNs] HePEPhIBHOIO MOHUTOPUHTAa COOTHOIICHUS
«10Jb3a — PHUCK» JIEKAPCTBEHHOTO Mpemnapara. MeauiMHCKUM pabOTHUKAM pPEeKOMEHAYEeTCs
coo0IaTh O JIIOOBIX MOJI03PEBACMbIX HEXKENATEIbHBIX PEeaKIUsAX JEKapCTBEHHOTO Ipemnapara
Yyepe3 HallMOHAJIbHBIE CUCTEMBI COOOIIEHUS O HEKEIATEIbHBIX PEAKIMIX IOCYIapCTB — YICHOB
EBpa3uiickoro 3K0HOMHYECKOTr0 COI03a.

Poccuiickaa ®@eoepayus

109012, r. MockBa, CiiaBsiHcKkast 1l., A. 4, cTp. 1

®DenepanbHas ciryx0a 1o Haa30py B cepe 3ApaBOOXpaHCHHUS

Ten.: +7 (800) 550 99 03

Anpec 2. moutsl: pharm@roszdravnadzor.gov.ru

Be6-caiir: https://roszdravnadzor.gov.ru

Pecnybnuxa benapyco

220037, r. Munck, ToBapurieckuii riep., 1. 2a

VII «llenTp 3kCriepTU3 U UCIIBITAHUN B 3IPABOOXPAHECHUN

Temn.: +375 (17) 242 00 29

®daxkc: +375 (17) 242 00 29

Anpec 351. moutsl: repl@rceth.by

Be6-caiit: www.rceth.by

Pecnybnuxa Kazaxcman

010000, r. Acrana, paiton baitkonsip, yi. A. Umanosa, a. 13, BL{ «Hypcayner 2»

PI'TI Ha IIXB «HanuoHanbHBIA LEHTP 3KCIEPTU3bI JIEKAPCTBEHHBIX CPEACTB U MEIUIMHCKHUX
u3nenuity Komwurera MeauumHcKoro u  ¢apMaleBTHUYECKOro KOHTpoist MuHHcTepcTBa
3npaBooxpanenus Pecniyonuku Kazaxcran

Ten.: +7 7172 235 135

Anpec 1. moutsl: farm@dari.kz

Be06-caiit: www.ndda.kz

Pecnybnruxa Apmenus

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

«lleHTp AKCHEPTU3BI JTEKAPCTB U MEIUIIMHCKUX TexHosorui» ['HKO

Ten.: +374 60 83 00 73

Anpec a1. moutsl: info@ampra.am, vigilance@pharm.am, letters@pharm.am

Be06-caiit: http://www.pharm.am

4.9. Ilepeno3upoBka
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B03MOXHO pa3BUTHE TSDKEIOTO OTPaBJICHMs, BIUIOTH 1O KOMBI M JIETAJIBHOTO MCXOJA IIPU
OJTHOBPEMEHHOM BBEJICHUU C JIPYTMMH TperapaTaMu W/ ajKOTOJIEM WM IPU MPUMEHEHUH B
MOHOTEpanuu. B cBs3M ¢ 3TUM HEOOXOIUMO NMPOBOJUTH WHTCHCHUBHYIO TEpANUI0 MpH 000
NIEPEO3UPOBKE CEPTPATMHOM.

CumMnromsl

Ilepeno3upoBKa MOXKET BBI3bIBaTh CEPOTOHMHOBBIM CHUHAPOM ¢ y/uIMHEHMEM uHTepBana QT,
Pa3BUTHEM JKEIYJIOYKOBOM TaxXUKAPAUU THUIIA «IIUPYIT», TOLIHOTOM, PBOTOM, COHJIMBOCTHIO,
TaXWKapAueH, akuTalued, IOJIOBOKPYKEHHEM, TPEMOPOM, ICHXOMOTOPHBIM BO30YXKAEHUEM,
Japeeil, MOBBIIIEHHBIM OTOOTAEICHUEM, MUOKIOHYCOM U rumneppediexcueil. B HekoTopbIx
CIIy4asix OTMEYaju Pa3BUTHE KOMBI.

be3onacHOCTh NPUMEHEHHUs Ipenapara 3aBUCUT OT IOMYJIALMM ITAlMEHTOB U COIyTCTBYIOLIEH
TEPAIHNH.

Jleyenue

Crienuduueckux aHTHIOTOB HET. TpeOyeTcsi WHTEHCHBHAS TOAJICP)KUBAIOINAS Tepamus |
MOCTOSIHHOE HAOJIIOJICHWE 33 JKU3HEHHO BAXKHBIMH (yHKIMSAMH oOpraHu3ma (B TOM YHCIIE
MoHuTopupoBanue DKI', B cBA3M ¢ BO3MOXKHOCTBIO y/uInHeHHs uHTepBana QT Ha ¢oHe mpuema
cepTpajinHa). BbI3bIBaTh pBOTY HE PEKOMEHIyeTCsl. BBeieHne akTHBUPOBAHHOTO YIJIsl BMECTE CO
CIIa0UTENbHBIM MOXET ObITh Ooisiee 3 (EeKTUBHBIM, YeM NpPOMbIBaHUE Xenyaka. Heobxoanumo
NONJEPKUBATh MPOXOAUMOCTh JIBIXaTENbHBIX NyTed. Y cepTpajivHa OonblIoil 00beM
pacripesiesieHusi, B CBA3M C 3THUM (DOpCHUPOBaHHBIN aAWype3, Auanu3, remonepdys3us WM

MEepeINBaHNUC KPOBU MOT'YT OKAa3aTbCA 663p63y.]'IBTaTHHMI/I.

5. ®APMAKOJIOTHYECKHUE CBOMCTBA
5.1. ®apmakoaMHAMHYECKHE CBOMCTBA
dapmakoTepaneBTHUECKasi IPyMNa: aHTUACTPECCAHThI, CECKTUBHBIE MHTHOMTOPHI 0OpaTHOTrO
3axBaTa CEpOTOHMHA
Kox ATX: NO6AB06

Mexanu3M JelCTBUS U d)aDMaKOHI/IHaMI/I‘-ICCKI/IC Bd)d)eKTLI

Ceptpanun — antuaenpeccant, MomHbii CUO3C (5-HT). Oka3biBaeT oueHb ciiaboe BIUSHUE HA
o0paTHBIN 3axBaT HOpaapeHaTnHa W aodamuHa. [Ipy mpuMeHEHNN B TEPANEBTHYECKUX J103aX
cepTpaiuH OyiokHpyeT oOpaTHBIM 3axBaT CEpOTOHMHA B TpoMmOonuTax denoBeka. B
KOHTPOJIMPYEMBIX KJIMHHYECKUX HCCICIOBAaHUSAX HE OBUI0O OTMEYEHO CTUMYIUPYIOIIETO,
CEIATUBHOTO WM aHTUXOJMHEPTHYECKOTro JIEHCTBUS, a TaKKe HE ObLI0O OTMEUYCHO HAPYIICHUS
NCUXOMOTOPHBIX (YHKIUH y Jo0poBonblieB. CepTpaldvH HE BBI3BIBAET JIEKAPCTBEHHOMN

3aBUCUMOCTH, HE BBI3BIBACT YBCIUUCHHUEC MACCHI TCJIAa ITPU JJIUTCIBHOM IIPUEME.
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Ha >KMBOTHBIX MOJEISX TOKa3aHo, YTO OJjarojapsi CeJIeKTHBHOMY yrHeTeHHIo 3axBaTa 5-HT,
CepTpaJIiH HE YCWIMBACT KaTEeXOJaMHHOBYIO aKTHBHOCTh, HE 00JalaeT CpOJCTBOM K
MYCKapUHOBBIM (XOIMHEPTUYECKUM), CEPOTOHUHEPTHUUECKUM, no(aMHHEPTHUECKUM,
aZpeHeprudeckuM, rucramuHeprudeckum, I'AMK- nnm OeH3onua3zenuHOBBIM perentopaM. Ha
JKUBOTHBIX MOJIEJIAX OBLJIO MOKa3aHO, YTO CEPTPAIMH TaKKe HE 00JIaZaeT KapJIuOTOKCHYECKUM
neiictBueM. JITMTENbHOE MPUMEHEHHE y KUBOTHBIX OBUIO CBSI3aHO C PETYJISIUEH PerlenTopoB
HOpAaJIpEHAIMHA B TOJIOBHOM MO3T€ I10 TUITY OTPHUIATEIbHOW 0OpaTHOM CBS3H, XapaKTEPHOU st
JIPYTUX aHTHIETIPECCAHTOB U aHTUOOCECCUBHBIX MIPENapaToB.

Kinuanueckas 3¢ dekTUBHOCTE U 0€301aCHOCTh

CepTpanuH He NPUBOAMT K 3JI0YNOTpeOsieHHIo IpenapaTtoM. B 1uianeb6o-KOHTpoIupyeMoM
JBOWHOM CIICTIOM CPaBHHUTEIBHOM HCCIEJIOBAaHUM, H3YYaBIIEM CIIOCOOHOCTh CEpTpaIMHAa,
anmnpasoyiaMa u JeKcTpoam(peTaMHHa K Pa3BUTHUIO 3JI0YNOTPeOIeHUs, A cepTpaliiHa He ObLIO
OTMEUYEHO TaKOW CHOCOOHOCTH. B MPOTHBOMONOXKHOCTH 3TOMY HAOIIOJEHUIO MAlUEHTHI,
MOJTYYaBILKE aJIpa3oyiaM U JeKCTpoaMdeTaMiH, MoKa3alu O0JBIIYI0 CKIOHHOCTh K Pa3BUTHIO
370ynoTpeOeHus] TpenapaTaMd 10 CpaBHEHHIO ¢ Iwurane6o. CTemeHb CKIOHHOCTH K
37I0YMOTPEOJICHUI0 OCHOBBIBAJIACH HA H3MEPEHUM TaKUX IIoKa3aTelled, Kak CIOCOOHOCTh
mpernapaTa BbI3bIBATH MOJOXKUTENbHbBIE 3MOLUH, 3Hopuio U 3noynorpedienue. CepTpaauH He
OKa3bIBaJl HHM CTUMYJMPYIOIIETO, HHU TPEBOKHOTO JCHCTBHS, XapakTEpHOIo [uisd Ipuema
nekcTpoaMperaMuHa, WK CEJaTUBHOTO IEHCTBUS U ICHXOMOTOPHOT'O HAPYILIEHUS, XapaKTEPHOTO
JUIs TpUeMa ajimpasojiama. Y pe3yc-Makak, MPUYYEHHBIX K CaMOCTOSTEIbHOMY BBEICHUIO
KOKauHa, NMpHEM CepTpajiiHa He JAEHCTBOBAl KakK IOJIOKUTENIBHBIA CTUMYJ, B OTJIMYHE OT
¢denobapOuTana u gekcTpoampeTaMuHa.

Bonvwoe denpeccusnoe paccmpoiicmeo

B uccnenoBanuy npuHAIM ydacTHe aMOyIaTOpHbIE MAllUEHTHI C JIeNpeccuel, KOTOpble OTBETHIIN
Ha jedenue ceprpairHoM (50—200 Mr B CyTKH) K KOHILy IepBOil §-HelenbHONU OTKPBITON (ha3bl
nedeHus. 3areM 3Tux mnauueHToB (N=295) panpomusupoBaiu B TPYIIYy MPOJOJIKUBIINX
nonry4dath ceprpaiud (50-200 mr B cyTkm) U B rpyIny miare6o. McciaenoBanue mpoonKanochk B
TeueHue 44 Helendb B JIBOMHOM CIENOM pexume. Y MalMeHTOB, MPUHUMABIIUX CEPTPAJIHH,
Ha0JII01a710Ch CTATUCTHYECKH O0JIee 3HAYMMOE CHUYKEHHE YaCTOThI PELUANBOB, YEM y MAllUEHTOB,
npuHUMaBIIKX mane6o. CpenHss 103a cepTpaliiHa y NallMeHTOB, 3aBEPUIMBIINX KypC JICUEHHUS,
coctaBmsuia 70 Mr B cyTku. J{oysl MaliMeHTOB, OTBETUBIINX Ha JieueHHE (OTBETOM Ha JICUEHUE
CUMTAJIOCh OTCYTCTBHE peluanBa), coctaBuina 83,4 % B rpynmne ceptpanuna u 60,8 % B rpymnmne

wianebo.

1ITCP

26



OObeauHeHHBIE MaHHbIe 3 uccnenoBanuii mo uzydeHuto [ITCP B oOmielt momymsiuy mokasaiu,
YTO y MY>KYHH 4aCTOTa OTBETA Ha JICUCHHE HIDKE, YeM Yy )KeHIIMH. B ByX nccnenoBanusx oOmen
HOIYJISAUN, B KOTOPBIX OBUIM TOJYYEHBI IMOJIOKUTEIbHBIC PE3yJIbTaThl, YaCTOTa OTBETAa Ha
JeYeHHEe y MYKYMH W JKEHIIMH B Tpylnax cepTpajivHa U Iulane0o Oblga COMOCTaBUMOM
(xeHumHbL: 57,2 % B cpaBHeHuu ¢ 34,5 %; myxuunsbl: 53,9 % B cpaBHeHuu ¢ 38,2 %). B oburyto
HOMYJISILMIO UccienoBaHus BXoauau 184 myxxuuH u 430 xeHIuH. B ¢BsA3U ¢ 3TUM, pe3yabTaThl
JICYCHHSI y KECHIIMH SIBISIFOTCS 0OJiee TOCTOBEPHBIMU. Y MYXKUYMH HAOII0/1anach 3aBUCHMOCTD
MEXIY pe3yJIbTaTaMU JIEYEHUs M UCXOAHBIMU XapaKTepUCTUKaMu (OoJbllIas 4yacToTa CllydaeB
3710ynoTpedIeHHs IpenapaToM, 0oJbIlas JUIMTEIbHOCTh 3a00JIeBaHMs, TPaBMbl U JIp.), KOTOpbIE
KOPPEIUpPOBAIIU CO CHIKEHHEM 3(p(PEKTUBHOCTH Tepanuu.

Kapouoanexkmpoghuzuonoeus

B cnennanbHOM JieTaabHOM HCCIIE0OBAaHUM (B YCIOBUSAX CTallMOHApa) BIMAHUS Ha uHTepBai QTc
Opy Ipueme 1103, NMpeBblmaomux TepaneBTuueckue (400 Mr B CyTKH, 4TO B JIBa pa3a BbIIE
MaKCHUMAaJIbHOH CYyTOYHOH JI03bI), 3I0POBBIMH JOOPOBOJIBLIAMU CPEHEE M COTJIACOBAHHOE BO
BpEMEHHU (BEpXHsis IpaHULIA IBYCTOPOHHETO JoBepuTesbHOro uurepana (A1) 90 %) paznuuue B
3naueHusx uHTepBana QTcF ceprpanuna u mnanedo (11,666 Mc) mpeBbIIAIO yCTAHOBICHHYIO
oporoByto BeanuuHy B 10 Mc uepes 4 yaca rociie npuMeHeHus npenapara. AHaIu3 3aBUCUMOCTH
«3KCTO3UIMS-OTBET» IOKa3ajd ClIadyl0 MOJOKUTENIbHYIO CBA3b Mexay HHTepBaioM QTcF u
KOHIIEHTpanuen ceprpammHa B miazme kposu (0,036 mc/(ur/mmn); p < 0,0001). Ha ocHoBanuu
MOJIEJIM 3aBUCUMOCTH «IKCIO3UIMA-OTBET» II0POroBas BEIWYMHA KIMHUYECKH 3HAYMMOIO
yanunenuss QTcF (AU 90 % mnpesbimaer 10 Mc), mo kpaiineir mepe, B 2,6 paza Oosblie, yeM
CpelHsis MaKCUMallbHasl KOHIIEHTpalus (86 HIr/mi1) mociie npuemMa MakCUMajlbHOM CyTOYHOM 71036l
ceprpaynnHa (200 Mr B cyTKH).

Iayuenmuor 0emckozo 6o3pacma ¢ OKP

bezonacHocTs u 3 pexTuBHOCTH cepTpanuHa (B 103e 50—200 Mr B cyTKH) U3ydaiH MpH JEUYSCHUN
aMOyJIaTOpHBIX MALIMEHTOB JETCKOro Bo3pacTa (0T 6 10 12 neT) u moaApocTKoB (B Bo3pacTe oT 13
1o 17 ner) ¢ OKP 6e3 mposiBinenuit genpeccuu. [locie 3aBepiieHnst OJHOHENETLHOTO TTPOCTOTO
CJIETIOT0 BBOJHOTO IMEpHOja MpHeMa Iulanedo ManueHThl ObUTM PaHJAOMH3UPOBAHBI B TPYIIIBI
cepTpajMHa B BapralenbHOM J103¢ 1M 1uianedo B TeueHue 12 Hexens. st neteit B Bo3pacte oT
6 o 12 ner HavanpHas 1032 CEPTPAJIMHA COCTABIISUIA 25 MT. Y MallMeHTOB, PaHAOMHU3UPOBaHHBIX
B IPYIIY CepTpajiiHa, OTMEUYAIOCh 3HAUUTENBHO 00Jiee BBIPAKEHHOE YIIyUIlIEHUE COCTOSHUS 110
CpPaBHEHMIO C TMAallMEHTAMH, IMOJyYaBIIMMHU IJ1anedo, O YeM CBUAETENIbCTBOBAIU IOKA3aTeNn
omenkn no OOGCeCCHBHO-KOMIYNbCHBHON mKane Mens-bpayna (Children’s Yale-Brown
Obsessive Compulsive Scale CY-BOCS) (p = 0,005), O6rieii 006cecCHBHO-KOMITYJIbCHBHOM

mkane HannonaasHOTO MHCTUTYTA Ticuxuueckoro 310poBbs (National Institute of Mental Health
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NIMH) (p = 0,019) u nmomgmkane mis oneHkH ymyurneHus: [lIkambr o0mero KIMHUYECKOTO
BrieuaiieHus (Clinical Global Impression CGI) (p = 0,002). Kpome Toro, B rpyrie cepTpajinHa
OTMEUaJIach TEHJIEHIUS K 0ojiee BBIPAKCHHOMY YIYUYIICHHIO TIO TIOJIIKANIe OIEHKU CTENEHU
msokectd CGI (p = 0,089), wem B rpynme miane6o. B rpynme mianebo cpeaHee 3HaueHUE
noka3zareins no mkaie CY-BOCS Ha ucxonHoMm ypoBHe cocTtaBiisuio 22,25 + 6,15, a usmeHenue
3TOro MoKas3aTelss OT MCXOJHOro 3HadeHus cocraBuio -3,4 + 0,82. B rpymnmne ceprpanusa 31tu
nmokasareau cocraBisian 23,36 £ 4,56 u -6,8 + 0,87 coorBercrBeHHO. Ilo jgaHHBIM
PETPOCIIEKTUBHOTO aHaiu3a, JOJisl MallMeHTOB, OTBETHBIIMX Ha JedeHue, coctaBuwia 53 % B
rpynne ceptpanuHa u 37 % B rpymnme rwianedo (p = 0,03). OTBeTOM Ha JIeYEHHE CUUTANIOCh
CHIDKeHHeE 3HaueHus rnokazatens no mkaine CY-BOCS, ocHoBHOTro moka3zatens 3pQeKTHBHOCTH,
KaK MHHUMYM, Ha 25 % B KOHEYHON TOYKE 110 CPABHCHHIO C UCXOHBIM 3HAYCHHUEM.
Jonrocpouynble KIMHUYECKHE HCCIEeNOBaHUS 10 oOleHKe A(PGEeKTUBHOCTH Yy JeTel He
MIPOBOIUITUCK.

Tlocmpecucmpayuonnoe ucciedosanue 6ezonacnocmu SPRITES

B HaOmromaTtenbHOM TOCTPETUCTPAIMOHHOM HCCIEAOBAaHWM O€30MAacCHOCTH C  y4acTHEM
941 nmanmenTa B Bo3pacte oT 6 10 16 jieT oleHUBaANACh JOJITOCpOUYHas 0e30MacHOCTh Tepanuu
CepTpalIMHOM (B COUYETAHUU C ICUXOTepanueil winu 0e3 Hee) B CpaBHEHHUH C MICUXOTEpanuent s
KOTHUTHBHOTO, HYMOIMOHAIILHOTO, (U3HYECKOTO " myOepTaTHOTO CO3pEBaHUS
NPOJIOJDKUTEIBHOCTRIO 10 3 JIeT. DTO HCCIIEOBaHUE TakKKe MPOBOJMIOCH B  YCIOBHUSX
KIIMHUYECKON MPAKTUKU Y JIeTel U MOJPOCTKOB ¢ nepBuyHbIM nuaraoszoM OKP, nenpeccuu nnm
JIPYTHX TPEBOXKHBIX PaCCTPOIMCTB. B HeM orieHMBanch KOTHUTHBHAS (QYHKITHUS (OIEHKA MO TECTY
coenuHeHUsT IUPp U OyKB (4acTh B) 1 MeTakOTHUTUBHOMY MHJEKCY 13 ONpOoCHUKA ISl OIICHKU
¢byHKIMI mporpaMMupoBanus U KoHTpousia y nereil (Behaviour Rating Inventory of Executive
Function BRIEF)), kOHTpoJb TOBEICHHS/IMOITHIA (OIICHKA M0 HHAEKCY KOHTPOJIS TIOBEICHUS U3
onpocurka BRIEF) u ¢usnueckoe/mybepraTHoe co3peBaHue (OIEHKA MO CTaHAAPTH30BAHHOMY
WHJIEKCY pocTa/Macchl Tena/unaekcy maccel Tena (MMT) u mkane Tannepa). CepTpanuH moka3ax
JUTSL TIPUMEHEHHS Y TIAIIMeHTOB JIETCKOTO BO3pacTa TOJIBKO JUIS JETeH B BO3pacTe OT 6 JIeT U
ctapuie ¢ OKP (cMm. paznen 4.1.).

Crangaptuzanus TO KaXJIOMY OCHOBHOMY KpuTeputo dJ(PQPEKTHUBHOCTM Ha OCHOBAaHUU
HOPMAJTBHBIX 3HAYCHUH TS 110J1a ¥ BO3pacTa Mmokasaja, 9To 00IIie pe3yIbTaThl COOTBETCTBOBAIN
HOpPMaJIbHOMY pPa3BUTHIO. CTaTHCTUYCCKU 3HAYUMBIX PA3JIMYUN 110 OCHOBHBIM KPHUTECPHIM
3¢ (HEeKTUBHOCTH, 32 UCKIIOYEHUEM Macchl Tena, He Obu1o. CTaTUCTHUECKH 3HAYMMOE U3MEHEHHUE
JUTSL CTAaHIAPTH30BAaHHOW MAacChl Tena HaOII0OJANIOCh 10 PE3yIbTaTaM CPAaBHUTEIBHBIX aHAIN30B,

OJIHAKO BBIPAXKEHHOCTh M3MEHEHHS MacChl Teja Oblia Hebombimon [cpeanee n3meHnenue (CO)
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CTaHIapTU30BaHHBIX z-mokazareneit < 0,5 CO]. Macca tena yBenu4uBagach B 3aBUCUMOCTH OT
JI03BI CepTpalinHa.

eTH
JlanHble 0 MPUMEHEHUHU CepTpaliiHa y JeTei B Bo3pacTe oT 0 10 6 JIeT OTCYTCTBYIOT.
5.2. DapmakoKMHeTHYECKHE CBOMCTBA
AOGcopouus
MaxkcumanbHas KoHIeHTpaus (Cmax) B IJ1a3Me KPOBH U IUIOIIA/b 110JI KPUBOM «KOHLIEHTPALIUs-
BpeMs» (AUC) mponopiimoHaiibHbI 103€ B nipeaenax 50—200 Mr, mpu 3TOM BBISBIISCTCS JIMHCHHBIN
xapakrep dapMaKOKHHETHUECKOH 3aBUCUMOCTU. Cmax B IJIa3M€ KPOBHU ObLIa JOCTUTHYTA depes
4,5-8,4 yacoB nocie npuema ceprpasiiuia B 103¢ oT 50 mr g0 200 mr 1 pa3 B CyTKU B T€UEHUE
14 nueii. AOcopOrusi BBICOKas, C MEIICHHOW CKOpoCcThIO. Bo Bpems mnpuemMa UM
OMOJOCTYTHOCTh U3MEHSETCS] HE3HAUUTEIBHO.

Pacupenenenue

[Tpubnu3uTensHo 98 % cepTpanuHa CBSA3bIBAETCS ¢ OEJIKaMU I1J1a3Mbl KPOBHU.

Buorpancdhopmariusa

CepTtpasiuH noaBepraeTcsi akTHBHOMY IPECUCTEMHOMY METa00IM3My B IICUEHHU.

KinHuveckue qaHHbIC U JaHHBIC UCCIICIOBaHUIT IN VItr0 CBUICTENBCTBYIO O TOM, YTO CEPTPAIUH
MeTaboNIU3UPYETCs] HECKOJIBKUMH MyTSIMH, B TOM 4Hciie ¢ yyactueM uzopepmentoB CYP3A4,
CYP2C19 u CYP2B6. B ycnoBusix in Vitro cepTpaJuH H €ro OCHOBHOW MeTabOJIUT —
JIe3METUIICEPTPANIMH — TaKXKe SABJSIOTCS cyOcTpaTamMu P-riukonpoTrenHa.

DJIMMUHALNS

Cpennuii T'. cepTpaiiHa y MOJIOABIX MAIIMEHTOB W MAIMEHTOB MOXKUJIOTO BO3PACTa COCTABIISAET
22-36 gacoB. CoOTBETCTBEHHO KOHEUHOMY T2 HaOIrOaeTCs MPUMEPHO IBYKpATHAS KyMYJISIIUS
npemnapara 710 HaCTYIIJICHUs PaBHOBECHBIX KOHIIEHTpaluii uepe3 | HeJento iedeHus (IpueM 1036l
1 pa3 B cytkn). T2 N-necmetmiiceprpanuna Bappupyert B npenenax 62—104 gacos. CeprpaiuH u
N-mecMeTunacepTpaauH  aKTUBHO  OMOTpaHCHOPMHUPYIOTCS, OOpa3yromiuecss MeTabOIUThI
BBIBOJSITCS B PAaBHBIX KOJIMYECTBAX MOYKaMH M 4depe3 KumieyHuK. CepTpainH B HEM3MEHEHHOM
BUJIC BHIBOJMTCS IIOYKaMH B He3HaYHTENIbHOM KomdecTse (< 0,2 %).

JIMHENHOCTh/HEIUHENHOCTD

B nuanazone 103 ot 50 g0 200 Mr ¢apMaKOKMHETHKA CEpTPAIMHA TIPOITOPIIMOHATIbHA PUHATON
J103€ Mpenapara.

Oco0bIe I'pynnbl DaMCHTOB

Hemu u noopocmxu
®apMaKOKMHETUKY CepTpaliiHa U3y4ad B rpymnme u3 29 maiueHToB B Bo3pacte oT 6 10 12 net u

32 nmoapocTtkoB B Bo3pacte oT 13 mo 17 net. HawanbHyto 103y cepTpainHa, KOTOpas COCTaBIIsLIa
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25Mmr wimm 50 Mr B CyTKH, B TedeHHe 32 mHed mocTteneHHO (¢ marom 25 mr wim 50 mr
COOTBETCTBEHHO) MOBbILANU 10 200 MI B CyTKH. DTH PEKUMBI IIpUe€Ma CcepTpajvHa (C 1IaroM
25 mr u 50 Mr) mepeHocunuch ofuHaKoBO xopoino. [Ipu mpueme ceprpanuua B go3e 200 mr
KOHIIEHTpAlUsl CepTpaHa B IJIa3Me KPOBU B PAaBHOBECHOM COCTOSIHUU B TPYIIIE MALIUEHTOB 6—
12 net Obuia npubnusutensHo Ha 35 % BbilIe, yeM B rpynne nauueHToB 13-17 ner, u Ha 21 %
BBIIIIE, Y€M Y B3pOCHBIX B rpymnme cpaBHEHUs. CTaTHCTUYSCKU 3HAYMMBIX Pa3IUIUi MEXITy
MaJIbUMKAMH U JCBOYKAMH T10 BEJIMYMHE KIIMPEHCA CEPTPAIIMHA HE OTMEYANIOCh. TakuM 00pasom,
IpU NPUMEHEHUH CepTpalvHa y JeTed PEeKOMEHIYeTCs HAaYMHATh JICYEHHWE C HU3KOH J03blI U
MOBBILIATH €€ C MaroM 25 Mr, ocoOeHHO y AeTel ¢ HU3KOM Maccoil Tena. Y moJpOoCTKOB MOXKHO
WCIIOJIb30BATh T€ JKE JIO3bI, YTO U JIJIsI B3POCIIBIX.

Iloopocmku u nayuenmul nOXCUL020 803pacma

DapMaKOKHHETUYECKUH TPODUITH y TOJPOCTKOB U MAIMEHTOB MOXKHMIJIOT0 BO3pAcTa HE OTIMYAETCS
0T (hpapMaKOKHHETHYECKOTro MPo(duiisl y maueHToB B Bo3pacte oT 18 1o 65 mer.

Hapywenue ¢ynxyuu nevenu

[Tpr MHOTOKpaTHOM TIpHUEME CepTpajrHa y MAIUCHTOB C IUPPO30OM IEYCHU JIETKOTO TCUCHUS
HabmoaeTcs yBenuuenue T'. mpenaparta u nmoutu tpoekpatHoe yBenudeHrne AUC u Cmax Mo
CPaBHEHHMIO C TAKOBBIMU Y 310pPOBBIX Jito/1ed. CyIIECTBEHHBIX PA3IMYUil B CBA3BIBAHUU C OETTKaMu
TUTa3Mbl KPOBU B JIBYX Ipymnmax He oTMmedaeTcs. [Ipyu mMprUMEHEHWH cepTpajiiHA y TAIMEHTOB C
HapylieHueM (QYyHKIMH TTeYeHH HEOOX0UMO 0OCYIUTh 11eJIeCO00pa3HOCTh CHUKEHUS 1036l HIIN
yBEJIMUYEHUS MHTEpBaja MEeXAy IpUeMaMu Ipernapara.

Hapywenue ¢ynkyuu novex

CepTpanuH moBepraeTcsi akTUBHON OMOTpaHc(opManum, Mo3TOMy MOYKaMU B HEH3MEHEHHOM
BUJE OH BBIBOJUTCS B HE3HAYUTCIILHOM KOJWYEeCTBE. Y TMAIMEHTOB C TIOYCYHOH
HEJOCTAaTOYHOCThIO JIETKOM M cpemHeil cremeHu TsokecTd (knupeHc kpearnHuHa (KK) 30—
60 MII/MHH) ¥ Y TIAIUEHTOB C TOUYEYHON HEAOCTATOYHOCTHIO cpenHen nin Tsokenoi crenenu (KK
10-29 mn/mun) dapmakokuHernyeckne mapameTpbl (AUCo24 1 Cmax) cepTpaimHa TIpu
MHOTOKPATHOM €ro MpHeMe CYIMECTBEHHO HE OTIWYAIMCh OT TAaKOBBIX B IpyIie KOHTpois. Bo
Bcex rpymmax T': cepTpanuHa ObLT OMMHAKOB, PABHO KaK HE OBLIO pa3NU4Mil B CBS3BIBAHUU C
OenkaMH TIa3Mbl KPOBH. Y YUTHIBAsE HE3HAYUTENBHYIO MTOUYEYHYIO SKCKPEIHUIO CepTpaanHa, ObLIo
YCTaHOBJICHO, YTO KOPPEKIMH €ro JO3bl B 3aBHCHMOCTH OT BBIPAKECHHOCTH ITOYCYHOM
HEJ0CTAaTOYHOCTH He TpedyeTcs.

dapMaKOreHOMHUKA

Y mauueHToB C HU3KOH Mertabonmsupyromieid akTUBHOCThIO u3o¢pepmenta CYP2C19
KOHIIEHTpaLUs CepTpavHa B IJ1a3Me KpoBU Obl1a mpuMepHO Ha 50 % BblIlIe, 4eM Y NAllMEHTOB €

BBICOKOH MeTa6OHH3HPYIOH_[eI>'I aKTHMBHOCTRIO. KIiIMHMYeckoe 3HaueHHE JTHX JaHHBIX HE
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onpeneneHo. Jlody mpenapara HeoOXOAMMO MOAOUPATH C y4E€TOM KIMHMYECKOIO OTBETa Ha
JIeYEHUE.

5.3. lanHbIe TOKJIUHUYECKOH 0e30IacHOCTH

JlaHHBIE NOKIMHUYECKHUX HCCIEeN0BaHUN 1Mo (hapmMakonoruyeckoi 6€30macHOCTH, TOKCUYHOCTH
[IPY MHOTOKPAaTHOM BBE/IEHUH, TEHOTOKCUYHOCTH U KaHLIEPOI'€HHOMY IOTEHIMAY, HE BBIIBUIM
ocoboii onacHocTH i Jroaeil. McenenoBanus penpoayKTUBHON TOKCUYHOCTH Ha )KMBOTHBIX HE
BBISIBUJIM TEPATOT€HHBIX CBOMCTB CEpPTpPAIMHA; HEXKENATENbHBIX A(P(PEKTOB B OTHOUICHUU
(epTHIIBHOCTU CaMIIOB B 3THX UCCIIEIOBaHUAX TaKkKe He BbIABICHO. Habmonaemble posiBIICHUS
(ETOTOKCUYHOCTH, BO3MOXKHO, OOYCIIOBJIEHBl TOKCHYECKMM BO3JEHCTBMEM Ha MAaTEpUHCKUMN
opranu3M. CHM)KEHUE BBDKMBAEMOCTH IMMOTOMCTBA B IIOCTHATaJIbHOM IEPUOJIE€ M Macchl Teja
JETECHBIIICH OTMEYaJOCh TOJBKO B TIEPBBIE CYTKH TIOCIE POXKICHHS. bBBUTH IMOIydeHbI
JI0Ka3aTeiabCcTBa TOTO, 4TO I'MOeNb MOTOMCTBA B PAaHHEM IIOCTHATaJbHOM IepHoje Oblia
oOycloBiieHa BO3ICHCTBHEM cepTpaiuHa IN Utero B mepuox pa3Butus mocie 15-ro qus
OepeMeHHOCTU. 3ajiep’Ka MOCTHATAIbHOI'O PA3BUTHUS Y IMOTOMCTBA CaMOK, KOTOPBIM BBOJMIIU
cepTpaJiiH, BO3MOKHO, 00YyCJIOBJIEeHA BO3ACHCTBUEM CEpTpajlHa Ha MAaTEPUHCKUI OpraHusM, a
CJIeZIOBATENIbHO, 3TH U3MEHEHHUS HE MPEJICTABIIAIOT PUCKA [T JIIOJEH.

HccnenoBanusi Ha TPbI3yHAX M JPYTUX JKUBOTHBIX HE BBIBUJIM CYIIECTBEHHOIO BO3J€HCTBUSA
cepTpalinHa Ha PepTUIbHOCTD.

Hccneoosanus na Moa00bix JHCUBOMHbIX

Bb110 MpoBe1IeHO TOKCUKOJIOTHUECKOE UCCIEJOBAHNE HAa MOJIOJIBIX KPBICaX, B KOTOPOM CepTpaIUH
BBOJIMJICS MEPOPATBHO CaMIlaM U caMKaM KpbIC B MOCTHaTajJbHbIN mepuoxa ¢ 21-ro mo 56 neHb
BKJTFOUUTENBHO (B 103ax 10, 40 unu 80 Mr/Kr/cyT.) ¢ BOCCTAaHOBUTEIHHOU (Da30il uccieqoBaHus
0e3 mMpUMEHEHHs cepTpairHa 10 196 IHA MOCTHATAaIBLHOTO TMEpuoaa. 3aACPXKKH IOJIOBOTO
CO3pEBaHMsI PETUCTPUPOBAINCH Y CAMIIOB M CaMOK MPHU Pa3IMUHBIX J103aX (y CaMIlOB MpH J103€
80 mMr/kr, a y camok mpu no3e > 10 MI/kr), HO, HECMOTpsI Ha 3TO, BIIUSHHUE, CBA3aHHOE C
IPUMEHEHHEM CepTpajiHa, Ha Kakue-Iu0o TMOJJalIuecs OIEHKE KOHEYHbIE TOYKHU
pPEeNpOAYKTUBHON (PYHKIIMU Y CaMIIOB HJIM caMOK oTcyTcTBoBajio. Kpome Toro, ¢ 21 no 56 nenp
MOCTHATAJBHOIO TEepHOJa TaKXKe HaOJII0JaMCh 00€3BOKMBAHUE, XPOMOPUHOPES] M CHUKEHUE
CpeIHEero mpupocTa Macchl Tena. Bee BoimeynoMsHyThie 3¢ peKThl, 00bsCHIEMbIE TPUMEHEHHEM
cepTpaiuHa, OBUIM OOpPaTUMBIMH B  OIpPENEICHHBIA MOMEHT BpEMEHH B TEUYCHHE
BOCCTAHOBUTENIBHON (pa3pl uccieqoBaHus 0e3 npuMeHeHus ceprpainuHa. KinmHundeckas
3HAYMMOCTb ATHUX 3(P(PEKTOB, HAOIIOIABIINXCS Yy KPBIC, KOTOPHIM BBOAMIIN CEPTPasIUH, HE ObLIa

YCTaHOBJICHA.

6. ®APMAIIEBTUYECKHUE CBOMCTBA
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6.1. [lepeuenb BcnoMorareJibHbIX BellleCTB
Kanerus rugpodocdar nuruapar
Lemtron03a MUKPOKPUCTAIIIAYECKAS
Kapbokcumeruiakpaxman HaTpust

['uniposiosa

Tanpk

Maruus creapar

O06on0YKa MIIEHOYHAS:

Omnanpait 03H28758 Genplid:

I'mnpomennosa

Turana quokcun (E171)

Tanpk

[TponuneHrMMKoIb

6.2. HecoBMecTUMOCTH

Henpumenumo.

6.3. Cpok rogHocTu (CpOK XpaHeHUs1)

2 roza.

6.4. OcoOble Mepbl NPEAOCTOPOKHOCTH NIPH XPAHEHUHU

XpaHuTh 1pu Temreparype He Bolie 25 °C, B OpUriHaIbHOM OJIUCTEpE.

6.5. Xapakrep u coaepxaHue NEPBHYHOH YIAKOBKH

ITo 7 Tabnerok B 6muctepe u3 [I1BX/antomunueBoi ¢pobru.

4 GnucTepa BMECTE C JTMCTKOM-BKIIAIBIIIEM TOMEIIAIOT B TTAYKY KApTOHHYIO.

6.6. OcoOble Mepbl MPEIOCTOPOKHOCTH TNPH YHUYTOKEHHM  MCIOJb30BAHHOIO
JIeKAPCTBEHHOr0  mpenapara WJIH  OTX0A0B, MOJYYeHHBbIX IOCJie TPUMEHeHHUs
JIEKAPCTBEHHOI0 Npenapara, i Ipyrue MaHUNyJIS1UH ¢ penapaToM

OcoOble TpeOoBaHUsI OTCYTCTBYIOT.

7. JEPKATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHUS
CrnoBeHus
AO «KPKA, n.1., HoBo mectoy, [lImapeemnika necra 6, 8501 HoBo mecto
Ten.: +386 7331 21 11
@axc: +386 7 332 15 37
Anpec 31, moutsl: info@krka.biz
7.1. IlpencraBuTe b Aep:KaTesisd PerucTPAIMOHHOT0 YA0CTOBEPEeHUA

[Iperen3un noTpeOUTEEN HAIPABIATE 10 aAPECY:
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Poccuiickasa ®@eoepayus

000 «KPKA-PYC»

143500, MockoBckast 0011., r. Mictpa, yin. MockoBckasi, 1. S0

Ten.: +7 (495) 994 70 70

®axc: +7 (495) 994 70 78

Anpec 351. moutsl: Krka-rus@krka.biz

Pecnybnuxa Benapyco

[IpencraButenscTBO AknmonepHoro odmectBa «KRKA, tovarna zdravil, d.d., Novo mesto»
(Pecniy6sinka CinoBenust) B Pecriyonuke benmapych

220114, r. Munck, yn. @unumonoBa, 1. 2507, oduc 315

Ten.: 8 740 740 9230

®axkc: 8 740 740 9230

Anpec a11. moutsl: info.by@krka.biz

Pecnybnuxa Kazaxcman

TOO «KPKA Kazaxcrtan»

050040, r. Anmater, Mukpopaiton KOKTEM-1, nom 15A, oduc 601
Ten.: +7(727) 311 08 09

Anpec 1. moutsl: info.kz@krka.biz

Pecnyonuxa Apmenus

[TpencraButenbctBo «Kpka, 1.1., HoBo mecto» B PecryOnnke ApmeHus
0001, r. Epesan, yn. Han6aunsn, a. 106/1 («CAAT-HOBA» BUSHEC-HEHTP), oduc 103
Ten.: +374 11 560011

Anpec 1. moutsl: info.am@krka.biz

8. HOMEP PETMCTPAIIMOHHOTI'O YJJOCTOBEPEHMSI
JITT-Ne(001967)-(PT-RU)

9. JIATA IEPBUYHOM PETUCTPAIIMU (IOATBEPXKJIEHUSA PETUCTPAIIUN,
INEPEPETUCTPAIIN)

[ara nepoii peructpamnuu: 15 mapta 2023 1.

10. JATA HEPECMOTPA TEKCTA
25 urons 2025 r.
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OO61mas xapakTepuCTHKa JIEKapCTBEHHOTO Mperapara ACeHTpa JO0CTyIHa Ha MH(GOPMAIMOHHOM
noptaie EBpazniickoro 3KOHOMHYECKOTO COI03a B MH()OPMAIIMOHHO-KOMMYHHUKAIIHOHHON CETH

«MuTepueT» https://eec.eaeunion.org
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