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OBILIAA XAPAKTEPUCTHUKA JIEKAPCTBEHHOT O ITPEITAPATA

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O IIPEITAPATA

Cepmudrt, 50 Mr, TaOIETKH, MOKPBITHIE INICHOYHOW 000JIOYKOM.

Cepmudr, 100 mr, TabaeTKH, TOKPHITHIE INIEHOYHONU 000I0YKOH.

2. KAUECTBEHHBIN 1 KOJIUYECTBEHHbBIN COCTAB

JelicTByrol€€ BEIIECTBO: CEPTPAIIMH.

Cepnudr, 50 Mr, TabJIEeTKH, MOKPBITHIE INIEHOYHON 000JIOUKOU

Kaxxnas tabnerka comepxut 50 Mr ceprpanuHa (B BUAC cepTpalrHa ruapoxaopuaa 55,96 mr).

Cepaudr, 100 mr, TabaeTKH, DOKPHITHIE IJICHOYHON 000J104YKOM

Kaxxnas tabnerka comepxut 100 mr ceprpasinHa (B BUaE cepTpainHa ruapoxiopuaa 111,92 mr).

BemecTBa, HaiMyMe KOTOPBIX HANO YYHWTHIBATH B COCTaBe JICKAPCTBEHHOI'O IIperapara:
KapOOKCHUMETHIIKpaxMaj HaTpus (cM. pasaen 4.4).

[TomHbIi IepeyeHb BCIOMOTaTeNbHBIX BEIIECTB PUBEACH B paszene 6.1.

3. JEKAPCTBEHHAS ®OPMA

TabneTku, MOKPHITHIE MIIEHOYHON 000I0UYKOM.

Cepaudr, 50 Mr, TabIETKH, MOKPHITHIE INIEHOYHON 000JIOUKON

benple win moutu Oenble OBadbHOW (OPMBI TaOJIETKH, MOKPBITHIE IJIEHOYHOW OOO0JIOUKOH, C
BBITPaBUPOBAHHOM HaAMUCKIO «50» Ha OJHOW CTOPOHE U C PUCKOM Ha IPYToM.

Ta6J'IeTKy MOKHO pa3JCJINTb Ha PaBHBIC OO3bI.

Cepaudr, 100 mr, TabaeTKH, DOKPHITHIE IJIEHOYHONW 000JI04YKOM

benble mnmu mouru Oenble OBaJbHOW (OPMBI TAaOJETKH, MOKPBITHIE IUICHOYHOH 000JI0YKOM, C
BbITpaBUpPOBaHHOMN HaanuChIO «100» Ha OIHOI CTOPOHE U C PUCKON Ha APYTOil.

Ta6J'IeTKy MOKHO pa3JACJINTb Ha PaBHBIC OO3bI.

4. KIMHUYECKHUE JAHHBIE
4.1. loka3zaHusi K NPUMeHEHHIO

[Ipenapat CepnaudT nokaszaH ajs JIeUEHUS:

® SMU3070B OOJBINOTO ACTPECCUBHOTO PACCTPOMCTBA U MPOMUIAKTUKHA PEIUAUBOB SMHU30/I0B
OOJIBIIIOTO IETIPECCUBHOTO PACCTPOUCTBA Y B3POCIBIX ¢ 18 JeT;

® [IAHMYECKOIOo paccTpoiicTBa ¢ aropadobueii umm 6e3 Hee y B3pocibIx ¢ 18 mer;

e oO0ceccuBHO-KOMIYJIbCUBHOTO paccTpoiictBa (OKP) y B3pocnbix U y gerei B Bozpacte 6 JieT u
cTapuie;
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®  COIMAILHOTO TPEBOKHOTO PACCTPOICTBA Y B3pocbIx ¢ 18 J'B’l" -NEL

e TocTTpaBMaTHueckoro crpeccoBoro paccrpoiictsa (ITTCP) y B3pocnbix ¢ 18 ner.
4.2. Pe:xuM 103UPOBAHUS M CIIOCO0 NMPUMEHEHUs

PexxuM no3upoBanus

Havanvnas mepanus

Henpeccus u OKP

JleyeHnne cepTpalIMHOM CJIeAyeT HauMHATh C 10361 50 Mr/cyT.

Ilanuueckoe paccmpoﬁcmeo, HTCP u coyuallbHoe mpeeoicHoe paccmpoﬁcmeo

Jleyenne HauMHAIOT € 103bI 25 Mr/cyT (TabneTKy A03upoBKOi 50 M MOYKHO pa3ieNuTh Ha paBHbBIC
no3b1 25 mr). [locne ogHo# HeAenu npueMa mpenapara 103y cieayeT yBeIuduTh 10 SO0 Mr oauH pas
B CYTKH. BbUIO MOKa3aHO, UTO JaHHBIN PEKUM TO3UPOBAHUS CHIKAET YACTOTY BOSHUKHOBEHHS PAHHUX
mo0oYHBIX 3((EeKTOB, pa3BUBAIOIIUXCA Ha (OHE JICUCHHUS M XapPaKTEPHBIX Ui MaHHUYECKOTO
paccTpoicTBa.

1lo060p 00301

Henpeccus, OKP, nanuueckoe paccmpoliicmeo, couuanvioe mpegoicHoe paccmpovcmeo u IlITCP

[TarmentaMm, He OTBEYAIOIIUM Ha JieueHHe B 03¢ 50 Mr, MOKeT MOHAJT00UTHCS MOBBIIMICHUE 0351
npenapata. Koppekiuto 1036l mpenapara cieyeT IpoBOUTE ¢ marom 50 Mr ¢ MHTEpBaJIOM HE MEHEe
OJTHOUM HENENH IO JOCTHIKCHUS MaKCHMAJbHOU J103bI, coctapiistomei 200 mr/cyT. YUuTsiBas, 4To
MIePHO/] MTOJIYBBIBEICHUS CEPTpaIHa COCTaBIsAeT 24 yaca, U3MEHEHHE J03bI Ipenapara yaiie OJJHOTO
pasa B HEJIE0 HE PEKOMEHTyeTCsl.

Havanpubiii TepaneBTuueckuii s¢dekr moxeT HabmogaThcs B TedeHwe 7 nHed. OpHako amns
JEMOHCTPAIIMHM TEPANeBTUUECKOTO OTBETa OOBIYHO TpeOyroTCsi 0ojiee TUTENBHBIE TEPUOJIbI,
ocobenHo npu OKP.

Tloooeporcusarowas mepanust

[Tpu anuTenbHOM Tepanuu 103y MpenapaTa clieayeT Mo AepKUBATh HAa MUHUMAIbHOM 3(h(peKTHBHOM
ypoBHe. BrmocnmeactBuum Moker TOTpeOOBaThCS  KOPPEKIUs J03bI B 3aBUCUMOCTH  OT
TEpANEBTUYECKOTO OTBETA MALUEHTA.

gengzeccuﬂ

s mpoUIakTUKKU PEIUANBOB SMU30/10B OOJBIIOTO ACTIPECCUBHOIO PACCTPOMCTBA TAK)KE MOXKET
OBITh MTOKA3aH JUTUTEIBHBIN KypC IprueMa mperapaTa. B 00IbIIMHCTBE cliydaeB 103a, peKOMEHTyeMast
Ui TPOQUIAKTUKH PEIUAUBOB OOJBIIOTO JCTPECCHBHOTO PACCTPOIMCTBA, aHANOTHYHA [03€,
Ha3HaYaeMOU IS JICUSHUS OCTPOTO 3MK30/1a. JIeueHne MarueHToB ¢ JICTIPECCHEN ClieyeT TPOBOINTH
B TEYCHHE JOCTATOYHOTO MEepro/ia BpeMeHH (He MeHee 6 MecsIeB), 4YTOObI yOeAUThCS B OTCYTCTBUU
CHUMIITOMOB 3a00JIEBAHUSL.

Hanuueckoe paccmpoticmeo u OKP

B citywae npoaomkuTenbHOro mpueMa npemnapara npu nanudeckom paccrporictse 1 OKP cnenyer
PETYISPHO OLIEHUBATH PE3YNIbTATHI JI€UEHUS, TaK Kak 23QPEKTUBHOCTH Ipernapara s NpoQuIakTUKH
pPELUIMBOB TAKOTO pOJa PACCTPOMCTB HE JIOKa3aHa.

Oco0BbIe TPYITIEI MAIMEHTOB

ﬂuua nooaHCcusI020 so3pacma
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pa3BUTH THIIOHaTpUeMuH. [IpenapaT MpUMEHSIOT B TOM XK€ JAUaIa30He 703, YTO U y 00JIee MOJIOIBIX
monei (cM. pazaen 4.4).

Hauuenmbz C NOYeYHOol HedOCMAMOYHOCMbIO

V nanueHToB ¢ HapyleHHeM (QyHKINU OYeK KOPPEKIIH 1036l IIpenapara He TpeOyeTcs (cM. pa3zaen
4.4).

Hab;ueHMbl C NEeYeHOUHOU HedOCMAMOYHOCbIO

K mpumeHeHwio cepTpajiiHa y TMAalMEHTOB C 3a00JICBaHUSIMH IIEYCHH CIEAYeT IMOAXOIUTh C
OCTOPOXKHOCTBIO. Y MAIIMEHTOB C NEYEHOYHON HEAOCTATOUHOCTRIO CIIENYET CHU3UTH JI03Y Mperapara
WIH YMEHBIIUTh 4acTOTy ero mpuema (cM. pasnen 4.4). CepTpaivH HE CIEAyeT NPUMEHSTH IS
JICYCHUS TAIICHTOB C TSHKEIION MeYSHOYHOU HEIOCTATOYHOCTRIO, TAK KaK KIMHHYECKUE TaHHBIC IS
ATOM KaTEeropuu OOJBHBIX OTCYTCTBYIOT (CM. pazaen 4.4).

eTH
Lemu u noopocmxu ¢ OKP
Bospacr 13-17 net: HayanbHast 1o3a 50 Mr oguH pa3 B CyTKH.

Bospact 6-12 ner: HauanpHas 103a 25 Mr OAMH pa3 B CYyTKH (TabJeTKy 103UpOBKOM 50 MI' MOKHO
pa3zenuTh Ha paBHbIe 10361 25 Mr). [locie oqHOM Heneny npuema npernapara 103y MOKHO YBEJIUYUTh
10 50 MT OIMH pa3 B CYTKH.

B ciyyae HeoOXxoaummocTH, €ciii OTBET Ha JICYCHHWE MEHBIIE OXHAAEMOro, J03y Ipernapara B
JalbHEWIIeM MOXKHO TOBBIIATh ¢ ImaromMm 50 Mr/cyr B TeueHHWE HECKOJbKUX HEAelb.
MakcumanbHasi cyrounast qo3a cocrapisier 200 mMr. OgHako mpu MOBBIIMICHUH JI03bI TIpenapara ¢
50 Mr crienyeTr y4uThIBaTH Maccy Tella, KOTopas y JIeTel, Kak MPaBuiIo, MEHBIIE, YeM Y B3POCIbIX
nanueHToB. [IpoMexxyTOK BpeMEHU /10 CIIEIYIONIEr0 M3MEHEHUS J03bl JOJIKEH ObITh HE MEHbIIE
OJTHOH HeOelu.

O¢ddexTuBHOCTD mIpemnapara Ajs JIeYeHHUs] OOJBIIOro JENPECCUBHOIO PACCTPOMCTBA Yy JeTell He
JIOKa3aHa.

JlaHHBIC 0 IPUMEHEHHH Y JeTei MIIaIie 6 JIeT OTCYTCTBYIOT (CM. Takxke paszen 4.4).

Cnoco0 nmpuMeHeHus

CepTpaiiH Ha3Ha4yalOT BHYTPb, OJMH pa3 B CYTKH YTPOM WM BEYEPOM, BHE 3aBUCHUMOCTU OT
IpueMa Iuiy.

Cumnmomvt ommenwi npu npekpawjeHuu mepanuu cepmpajiuHom

Cnemyer wusberatb pe3koil OTMEHBI mpemapata. Eciu Tepanmuio cepTpaTuHOM HEOOXOIMMO
MPEKPATUTh, 103y TIOCTETICHHO CHIKAIOT B TEUCHUE KaK MUHUMYM OJHOU WJIA JIBYX HEJENb, YTOOBI
CHU3UTh PUCK Pa3BUTHUS peakiuii oTMeHBI (cM. pasnensl 4.4 u 4.8). B cnyyae BO3ZHUKHOBEHHUS
HETIEPEHOCUMBIX HEXKEIATEeIIbHBIX PEAKIIU B TEUEHUE MTEPUO/Ia CHIKCHUSI 10361 UJIH TIOCIIe OTMEHBI
mpemapara, ClIeayeT pacCMOTPETh BO3MOKHOCTh BO30OHOBIICHHS TEpamuH B TMpexHer no3e. B
TaTbHEHIIIEM Bpad MOKET BO30OHOBUTH CHIDKEHHE 10361, HO ¢ 00Jiee TUTEIbHBIMA HHTEPBAJIaMHU.

4.3. IIpoTnBoONOKa3aHUs

[Ipumenenue npenapara Cepnudt npoOTUBONOKA3aHO NPH:

¢ TUINCPUYYBCTBUTCIBHOCTHU K HeﬁCTBYIOIHCMy BCIICCTBY HJIM K J'IIOGOMy N3 BCIIOMOI'aTCIIbHBIX
BCIICCTB, IICPCUUCIICHHBIX B pa3Jciic 6. 1,
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MoHoaMuHoOkcH1a3bl (MMAOQO), mpOoTHBOMOKA3aHO H3-32 PUCKA PA3BUTHS CEPOTOHHMHOBOI'O
CHUH/IpOMA C TaKHUMH CHMIITOMAaMH, KaK TPEBOXKHOE BO30YXKJICHHE, TPEMOP M THIICPTEPMHSL.
CepTpaivH clieyeT Ha3HAa4yaTh HE paHee yeM dvepe3 14 aHEH mocie MpeKpalieHus Teparmuu
HeoOpatumbeiMi UMAOQO. Tepamnuio cepTpaJmHOM HEOOXOAMMO MPEKPATUTh HE MO3XKe, YeM 3a 7
JTHEeH 10 Havyana jedeHus: Heoopatumbivu UMAO (cM. pazaen 4.5);

® OJHOBPEMEHHOE IPUMEHEHHUE C MUMO3HUIOM IIPOTUBOIIOKA3aHO (cM. pasaen 4.5).
4.4. OcoOble yka3aHHsl ¥ MepPbI PeI0CTOPOKHOCTH NPH NPUMEHeHUH

Ceporonunnossiii cuaapoM (CC) u 310KadecTBEHHBIA HelipoaenTrnyeckuil cuuaapoM (3HC)

[Tpu mpuMeHEeHNH CENEeKTUBHBIX MHIMOUTOPOB oOpaTHoro 3axBata ceporoHnHa (CO3C), Bkirouas
CepTpalMH, ObUIM 3apErUCTPUPOBAHBI CIydyal Pa3BUTUS HOTEHIMAJIbHO OINACHBIX MJS JKU3HU
CHUH/IPOMOB, TakuX Kak cepOoTOHMHOBBIA cuHApoM (CC) M 3710KaueCTBEHHBIM HEHPOJIENTUUYECKUN
cunapom (BHC). Puck Bo3HukHOBeHUs cepoToHMHOBOTO cunapomMa i 3HC mpu neuennn CUO3C
YBEJIMUMBAETCS MPU OJHOBPEMEHHOM IpUEME CEpTpPaIMHA C JPYTMMH CEPOTOHHHEPTUYECKUMU
npenaparamu  (BKJIIOYash Jpyrue CEpOTOHMHEPIMYECKHE AaHTUACTIPECCAHThl, amM@eTaMuHbl HU
IpenapaTsl TPYIIbl TPUITAHOB), C JIEKAPCTBEHHBIMU MpenaparaMu, yXyAIIAOIUMU METa00Iu3M
ceporoHnHa (B ToMm uucie MMAO, Hanpumep, METWICHOBBIH CHHUII), aHTUICUXOTUYECKHUMHU
npenapaTamMy 4 JIpyrMMHM aHTaroHucTamu nodamMuHa, a Takke ¢ onuouaamu. llanuenros cuenyer
HaO0II0AaTh HAa OPEIMET Pa3BUTUS MPU3HAKOB U CUMIITOMOB CEPOTOHMHOBOTO cuHapomMa uinu 3HC
(cm. paznen 4.3).

Ilepexon ¢ CO3C, aHTHIeOPECCaHTOB WIIH aHTHOOCECCUBHBIX nperaaparoB

NwmeeTcst nuilb OrpaHUYEHHBIA OIBIT U3 KOHTPOJUPYEMBIX MCCIEIOBAaHUN B OTHOLIEHUH BbIOOpa
ontuManpHOro BpeMeHu nepexoga ¢ mpuema CHO3C, aHTHAENpeccaHTOB M aHTHOOCECCHBHBIX
npenapaToB Ha cepTpaiuH. llosTomy cienyer co0itoaTh OCTOPOXKHOCTh U OCHOBBIBATHCS Ha
TIIATENbHOM MEIUIIMHCKOM OIIeHKEe INpPH CMEHE MpemnapaToB, B OCOOEHHOCTH JIEKapCTBEHHBIX
MIpenapaToB JUIMTEIBLHOTO JEHCTBUS, TAKMX KaK (JIyOKCETHH.

Jlpyrue cepoTOHHMHEPIHYECKHUE IIperaparsl, Takhe Kak tpunrodad, deHdiypaMUH W aroHUCTHI
peuentopos 5-HT

OnHOBpeMEHHOE Ha3HAUYEHHUE CepTpajMHA M JAPYTUX JIEKAPCTBEHHBIX IMPENapaToB, YCHIMBAIOIIUX
3¢ (}eKThl CepOTOHMHEPrHUECKOM HEUpPOTPAHCMHUCCUM, TaKUX Kak aMdeTraMuHbl, TpUNTO]aH,
¢benduypamus, aroHuctsl peuentopoB S5-HT wniam pacturenbHOe JIEKapCTBEHHOE CPENCTBO —
3BepoOoii 00bIKHOBeHHBIH (Hypericum perforatum), cieayer ocymiecTBIsSTh ¢ OCTOPOKHOCTHIO H IO
BO3MOYKHOCTH  M30eraTb Takoro NPUMEHEHHWs B CBA3M C  MOTEHIHAJbHBIM  PHUCKOM
(hapMakOIMHAMHYECKOTO B3aUMOICHCTBHSL.

Y aiuHeHne HHTepBaja OTC/ HOHI/IMODd)HaH KCIYAOYKOBAAd TaXUKApAMWA THUIIA «<ITMPYIT» (Torsade de

pointes, TdP)

Bo BpeMms mocTperucTpaiMoHHOrO MPUMEHEHHUs cepTpannHa Obuth 3adukcupoBanbl ciaydaun 1dP u
yuinHeHus: uHTepBaga QTC. BonbIIMHCTBO cilydaeB ObUIM 3apeTUCTPUPOBAHBI Y MAIMEHTOB C
MOBBIIICHHBIM PHCKOM yiiauHeHus: uHTepBana QTC/pasButus TdP. BnusHue Ha yIJMHEHUE
uHTepBaia QTC MoATBEpAEHO B MCUEPIBIBAIOIIEM HCClefoBaHMM HMHTepBana QTC ¢ ydactuem
3II0OPOBBIX JTOOPOBOJIBIEB, MTOKA3ABIIEM CTATUCTHYECKH 3HAYMMYIO IMOJIOKUTEIBHYIO B3aUMOCBSI3b
«BO37eiicTBUE-0TBET». TakuM 00pa3oM, y MalMeHTOB C JIOMOJHUTENBbHBIMU (DaKTOpaMH PpHCKa
yauHeHus: wHTepBaa QTC, TakuMum Kkak 3a0o0JieBaHUE CEPACYHO-COCYIUCTOW CHCTEMBI,
TUIOKANIMEMHUsT WJIM THIIOMarHueMus, yanuHeHue wuHTepBaia QTC B ceMmeilHOM aHamHese,
OpasuKkapaus W OJHOBPEMEHHOE NMpPUMEHEHHE JIGKAPCTBEHHBIX CPEJICTB, YUTMHSIONIMX HHTEPBAJ
QTc, ceprpanuH cienyet NPUMEHSITH C OCTOPOXKHOCTHIO (CM. pasnensl 4.5 u 5.1).
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AXTUBaIMI MAHUAKAJILHOIO M TUIIOMAHUAKAIIEHOTO C( CTOSIHI/DI]' 1

[losiBieHHE  CHMOTOMOB  MaHWAKalbHOIO  WJIM  THIOMAaHHUAKAJIBHOTO  COCTOSIHUSA  OBLIO
3apErHCTPUPOBAHO Yy HEOOJBIIOTO MPOICHTA MAIIMEHTOB, IMOYYaBIINX MPEICTABICHHBIC HA PHIHKE
aHTHJICTIPECCAHTHI M aHTHOOCECCUBHBIE MTPETapaThl, B UUCIIE KOTOPBIX ObLT U cepTpaiuH. B cBs3u ¢
3TUM CEPTPAIMH CIEAYET MPUMEHSTh C OCTOPOKHOCTHIO y MAIMEHTOB C HAJUYHMEM B aHAMHE3€
MaHHUaKaJIbHOTO/TUITIOMAHUAKAIBHOTO COCTOSIHUS. Bo Bpemsi JiedeHHs: HEOOXOAMMO THIATENbHOE
HaOJII0ICHNE BpPauOM 32 COCTOSIHHEM IMAIlMeHTOB. B cirydae nepexo/a 3a001eBaHNs B MAHHAKAIBHYIO
(azy Tepanuio cepTPalIMHOM CIEAYET NPEKPATUTD.

Iuzodpenns

v IMallMCHTOB C H_II/I30(bpeHI/IeI71 MOTYT YCUIIMBATBHCA IICUXOTUYCCKUEC CUMIITOMBI.

Cynoporu

Ha ¢one nedeHuss cepTpajlvHOM MOTYT BO3HUKATh CYAOPOXKHBIE IPHUCTYIIbI, IO3TOMY CJEIyeT
n30eraTh NPUMEHEHHUs IMpernapara y MalUueHTOB C HECTaOWIbHOW SIIIENCHEW M TIHIATEIBHO
HaOJII0AaTh 3a COCTOSIHMEM [allMeHTOB C KOHTpOJMpyeMoW snuiencueil. B cioywae pasButus
CYJIOPOXHBIX IIPUCTYIIOB TEPAIIUIO CEPTPAITMHOM CIEAYET IPEKPATUTh.

CVI/IHI/IH/CVI/IHI/IHaJ'IBHBIC MBICIIH/TIONBITKH cyuininaa Uik KJIMHHUYICCKOC O6OCTDCHI/IG

[Ipu nenpeccun MOBBIIACTCS BEPOATHOCTH MOSBICHUS CYUIIMAATBHBIX MBICICH M BO3PACcTaeT PUCK
YJICHOBPEIUTEIbCTBA M CyHIMAa (CyHLIUJANbHbIE JCHCTBHS M TPOSBICHHS). ODTOT PHUCK
coXpaHsieTcs J0 TeX IOp, MOKa HE HACTYNMUT 3HAYUTEIHHOE YJydllIeHHEe CUMITOMOB. [I0CKONBKY
yJIy4IIEHHE MOXET HE HACTyNUTh B TEUECHHUE NEPBBIX HECKOJbKHX HEAENb JICUYCHHUS, CIEeAyeT
THIATENILHO HAOIIOATh 32 COCTOSHHEM ITAIIMCHTOB 10 HACTYIUICHUS yiydmieHus. KimHudeckwii
OITBIT HA CETONHSAIIHMI JESHb ITOKA3bIBAET, YTO HA HAYaJIbHOM 3TaIlle JICYSHUS BO3MOKHO ITOBBIIICHHE
pHUCKa Cyulu/Ia.

[Ipy Apyrux NCUXUYECKUX PACCTPOMCTBAX, IS JICUEHUs KOTOPBIX IIPEIHA3HAYECH CEPTPAJIMH, TAKKE
MOKET OBITh MOBBIIIEH PUCK CYWLUJAIbHBIX JACUCTBUN U MPOSBICHUH. DTH paccTpONCTBA TaKKe
MOTYT codeTaThbcs ¢ Jenpeccueit (00IbIIUM JeTPECCUBHBIM PAacCTpOcTBOM). B cBsA3M ¢ 3THM nipu
JICYEHUH MALUEHTOB C IPYTMMH ICUXUYECKUMU 3a00€BaHUSIMU HEOOXOJUMO COOI0IaTh TAKUE Ke
MEpBI IPETOCTOPOKHOCTH, KaK ITPH JICYEHUH MALUEHTOB C OOJIBIINM JIEIPECCUBHBIM PACCTPOUCTBOM.

[Ipy HaNMuYMKM CyMIMAAIBHBIX JEHWCTBUM M IIPOSIBICHUM B aHAMHE3€, a TaKXKe IPU HAIUYHUH
CYLIECTBEHHBIX IMPOSBICHUNM CYMLIMUAAIBHOIO MBIIIICHUS IEPE] HA4YaJOM JIEYEHUs IOBBILIACTCA
BEPOSTHOCTh TMOSBICHUS CYMIMJAJIbHBIX MBICIEH W TOMBITOK cyunujga Ha (oHe nedyeHus. B
MOJIOOHBIX CIy4assXx HEO0OXO0JMMO OCOOEHHO TIIATEIIbHO HAOMIOAATh 32 COCTOSHUEM IallMEHTOB BO
BpeMms JieueHus. MeTtaaHanus pe3ysabTaToB IU1ale00-KOHTPOIUPYEMbIX KIMHUYECKUX UCCIIEOBaHUM
10 IPUMEHEHMIO aHTHIEIPECCAHTOB Y B3POCIIBIX MAIlMEHTOB B BO3PACTe 10 25 JIET C MCUXUUYECKUMHU
paccTporcTBaMH MPOJAEMOHCTPHUPOBAN MOBBIIMICHHE BEPOSITHOCTH CYMIMAAIBHOIO MOBEACHUS NPU
IpUeMe aHTUAETIPECCAHTOB M0 CPAaBHEHHIO € TUIaIedo.

[Ipu nmpoBeaeHNN METUKAMEHTO3HOM Tepanuu, 0COOCHHO Ha HA4aJlbHOM dTalle M T0CIIe H3MEHECHUSI
JI03BI TIPEnapaToB, HEOOXOAUMO TIIATETHHO KOHTPOIMPOBATH COCTOSHUE MAIIMEHTOB, MPEXkKIE BCETO
MalMeHTOB W3 TPYIIBI C BBICOKMM PUCKOM cyuiuaa. [lamueHToB (M WX OIMEKYHOB) CIEIyeT
MPEenynpeuTh O HEOOXOAUMOCTH OTCIICKHBATH IMOSBICHHE ITIOOBIX MPU3HAKOB KIMHHUYECKOTO
000CTpeHHs, CYWMIMJIATBLHOTO TIOBEICHUS WM MBICIEH, a TakKe HEOOBIYHBIX HW3MCHCHHHA B
noBefieHUU. [Ipu MOSBICHUHM 3TUX CHMIITOMOB HEOOXOAMMO HE3aMEMIMTENbHO oOpalarbes 3a
MEIUITMHCKOH ITOMOIIBIO.
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CHO3C moryT BbI3BIBATH CHUMIITOMBI CeKCyallbHOH auchyHKImu (cMm. pazmen 4.8). [locrymanm
COOOIIEHUS O JNTUTEIBHON CeKCYaTbHON AUC(YHKIIMH, CAMIITOMBI KOTOPOU COXPAHSIINCh, HECMOTPS
Ha npekpanienue npuema CHUO3C.

CTHU

CeprpanuH He cielyeT IPUMEHATh A1 JeueHUs JeTel U OAPOCTKOB B Bo3pacte miuaauie 18 ner, 3a
uckiroueHuem mnamnuentoB ¢ OKP B Bo3pacte 6 ner u crapiie. B KIMHUYECKUX HCCIETOBAHUAX
CyULM/IaIbHbIEe HAKJIOHHOCTH (TIONBITKM CYMIMJIA M CYULMJAIbHBIE MBICIH) U BPakAeOHOCTh
(IpeuMyIECTBEHHO arpecCUBHOCTD, ONIO3MIIMOHHOE IMOBEJEHUE M THEB) yalle HaOI0JalIuch y
JeTel U MOAPOCTKOB, MOIYYaBIINX TEPANNIO AHTUACIIPECCAHTAMU, YEM Y TeX, KTO MoJIydall mianeoo.
B ciydae ecniu Ha OCHOBaHWHM KJIMHUYECKON OLIEHKHU MAI[MEeHTa ObUIO MPUHATO PEIICHUE MTPOBOIUTH
TEpaIuio, CJeAyeT TINATEJbHO KOHTPOJIMPOBATh COCTOSIHME MAIMEeHTa Ha MpPEeJMET CUMIITOMOB
CYHIMIATIBHOTO TIOBEJICHUS, OCOOCHHO B Hauvane Tepanuu. Jloarocpounas 0e€30macHOCTb B
OTHOILLICHUH KOTHUTUBHOT'0, SMOLIMOHAJIBHOT0, (PU3NYECKOT0 U IIyOepTaTHOrO CO3PEBaHUs Y IeTel U
MOJIPOCTKOB B Bo3pacte oT 6 1o 16 JjeT omeHuWBanach B JIOJTOCPOYHOM HAOIIONATEIEHOM
HCCIIEIOBAaHUH TPOIOJKUTENBHOCTBIO 10 3 jeT (cM. pazzen 5.1). Heckonbko ciaydaeB 3ameIeHUs
pocTa U 3a/1ep>KKH IOJI0OBOI'0 CO3PEBAHMS ObLIM 3apPETUCTPUPOBAHBI BO BPEMsI [IOCTMApKETUHIOBOTO
nepuoja. Kinnunyeckas 3Ha4MMOCTb M IPUUMHHASI 00YCIIOBIIEHHOCTh BCE €I€ OCTAIOTCS HESICHBIMU
(COOTBETCTBYIOLIME JIOKJIMHUYECKUE JaHHble MO Oe3omacHOCTH cM. B pasgene 5.3). llpu
J0JTOCPOYHOM Tepanuy NalMeHTOB JIETCKOro BO3pacTa BpauM JOJDKHBI OCYIIECTBISITH MOHUTOPUHT
Ha MpeIMET OTKIOHEHUS OT HOPMBI B Pa3BUTHH.

ITaTonorunyeckoe KDOBOTC‘IGHI/IC/KDOBOI/IBHI/IHHI/IG

Ha ¢one npumenenust CO3C OblH 3aperucTprupoBaHbl CIydan MaTOJIOTHYECKIX KPOBOTEUCHUH, B
TOM 4YHCJIE KPOBOM3IUSHUM B KOXY (ITOJKOXHBIX KPOBOM3IMAHUH M MypHypbl) U JPyrux
reMOpparuuyeckux sIBJICHUH, TaKMX KaK >KEIyJOYHO-KUIIEYHbIE KPOBOTEUEHHUSI U KPOBOTEUEHUS U3
MOJIOBBIX OpraHoB (y KEHILIMH), B TOM 4YMCJIE€ KPOBOTEUEHUH C JIeTaJbHBIM HcXoaoM. [lpuem
nexapcTBeHHbIX mnpenaparoB Tpynn CUO3C/cenekTuBHblE HMHIMOUTOpPBI OOpaTHOrO 3axBaTa
ceporonnHa u HopaapeHannHa (CHMO3CH) MoxeT MOBBIIATH PHCK PAa3BUTHS MOCIEPOOBOTO
kpoBoTeueHus (cM. pasnensl 4.6 u 4.8). Ilpu npumenennn CHUO3C y nanneHToB peKOMEHIyeTcs
cO0JII0IaTh OCTOPOKHOCTh, B OCOOCHHOCTH NMPHU OJHOBPEMEHHOM MPUMEHEHHMH C JIEKAPCTBEHHBIMU
npernapaTamMy, HW3BECTHBIMH CBOMM BIUSHUEM Ha (yHKIHIO TpoMOOLMTOB (Hampumep,
AaHTUKOATyJISHTAMH, AaTUINHWYHBIMM  AHTUICUXOTHKAaMM M (eHOTHa3nHamMH, OOJBIIMHCTBOM
TPULMKIMYECKUX  aHTUJEIPECCAHTOB, AUETHWICAIUIMIOBOM KHCIOTOM M  HECTepOMIHBIMHU
npoTtuBoBocnanuTenbHbiMU cpeactBamu (HIIBC)), Tak e, Kak ¥ y MalMeHTOB C HapyLICHUSIMHU
CBEPTHIBAEMOCTH KPOBU B aHaMHe3€e (CM. pazfen 4.5).

' unonarpuemus

B pesymprare newenus CHUO3C wm CHO3CH, Bkioudas cepTpalvH, MOXET pa3BUBATHCS
TUNoOHaTpueMusa. Bo MHOrMX ciy4yasX TUIIOHaTPUEMHS, IO-BUAMMOMY, SBIIETCS CIEACTBHEM
CHUH/ApOMa HeaJeKBaTHOW cekpenuu aHtuguypernueckoro ropmona (CHCAIL). beimn
3aperUCTPUPOBAHBI CIydau CHIXKEHUS YPOBHS HaTpUs B CBIBOPOTKE KpoBH HUkE 110 MMoIb/II.

VY NoXubIX NaUeHToB puck pa3Butus runoHatpuemuun npu npueme CUO3C u CUO3CH moxer
ObITH MOBBIIIEH. [lalMeHThl, TpUHUMAIOIINE AUYPETHKU WM UMEIoIue 00e3BOKUBAHKE 110 APYTroi
MIPUYKHE, TAKKE MOTYT OBITh MOABEPKEHBI MOBBIIIEHHOMY pUCKY (cM. «IIpuMeHeHue y nalneHToB
IIO’KUJIOTO BO3pAcTa). Y MalMeHTOB C CUMIITOMATUYECKOM THITIOHATPUEMHEN CIIEAYET pacCMOTPETh
BO3MOKHOCTh MPEKPALICHUSI TEpanuu CEPTPAJIUHOM; UM CJIEAYeT OKa3aTh COOTBETCTBYIOIIYIO
MEIULIUHCKYI0 MOMOIIb. [IpU3HAKM M CHUMNTOMBI THIOHATPUEMHMH BKIIOYAIOT TOJIOBHYIO OOJb,
HapylIeHHe KOHLEHTPAllMd BHHUMaHUS, HapylleHHWEe MaMsTH, CIIyTaHHOCTb CO3HaHMs, CJaboCTh U
HapyILIEHHUE PABHOBECHS, KOTOPOE MOKET IIPUBECTH K MaJcHUIO. [I[pU3HaKU U CUMIITOMBI, CBSI3aHHBIE
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KOMY, OCTAHOBKY AbIXaHHA U CMCPTh.

CHMIITOMBI OTMEHEI Py NIPEKPAIICHUN TCpaIliy CEPTPAJIMHOM

[Tocne oTmMeHbI MpenapaTta, 0COOCHHO B cllydyae pe3Koro MpeKparieHus npruemMa, 4acTo pa3BUBaeTCs
CUHIPOM OTMEHBbI (cM. pazzen 4.8). B KIMHMYECKUX HCCIEIOBAHUSIX YacCTOTa BO3HUKHOBEHUS
CUMITOMOB OTMEHBI cocTaBwia 23 % Yy HalMeHTOB, MPEKPAaTUBIIMX IpPHEM I[penapara, Mo
cpaBHEHHUIO ¢ 12 % manueHToB, IPOAOIKUBIINX TEPATHIO CEPTPATIHOM.

BeposiTHOCTh pa3BUTHSI CHMIITOMOB OTMEHBI MOXET 3aBHCETh OT psiia ()aKTOPOB, B TOM YHCJE OT
JI03BI U MPOJIOJDKUTEIILHOCTH JICYCHHUSI, 2 TAKIKE OT CKOPOCTH CHIDKEHUs 103bl. K Hambosee gacTeiM
peaKIMsIiM OTHOCSATCS TOJIOBOKPY)KEHHE, CEHCOpDHBbIC HapylleHUs (B TOM YHUCIIE IapecTe3us),
HapylIeHUs CHa (B TOM 4HMcie OCCCOHHMIIA M SPKUE CHOBHJICHUS), TPEBOKHOE BO3OYKICHUE WIIH
TpPEeBOTra, TOIHOTA U (MJIM) PBOTA, TPEMOP U rojoBHas 00ib. Kak mpaBmiio, 3TO CHMIITOMBI JIETKOH
WM YMEPCHHON CTEIICHH, OJJHAKO B HEKOTOPBIX CIIYYasX OHU MOTYT OBITh TsDKEeIbIMUA. OOBIYHO 3TH
CHMIITOMBI Pa3BHBAIOTCS B TIEPBBIC HECKOJILKO JIHEH TOCIIe PEeKpaIeHHs JICYSHUs, HO COO0IIaioch
00 OYEHb PEIKHX CIIydasx TMOSBJICHUS ITHX CHUMITOMOB TpPU CIYYaiiHOM MPOITyCKE NpHeMa
npernapata. CHUMIOTOMBI OTMEHBI OOBIYHO MPOXOASAT O€3 JieueHUs B TEUEHHE 2 HeNelb, HO Y
HEKOTOPBIX ITAlIMEHTOB OHHM MOTYT COXPAHATBbCS B TEUYCHHE OOJee JUIUTEIBHOTO BPEMEHU
(2—3 mecsita unm 1ogbiie). B ¢B3M ¢ 3THM MpH MPEKpaIeHUH TePATMi PEKOMEHIYETCS TOCTEIIEHHO
CHIDKATB JT03Y CepTpaIHa B TCUYCHUE HECKOIBKUX HEJIETh WIH MECSIICB B 3aBUCUMOCTH OT COCTOSHUS
nanueHTta (cM. pazzaen 4.2).

AKaTu3Usa/IICUHXOMOTOPHOE BO30YKICHUE

HpI/IMeHeHI/Ie CEpTpaJIMHA B HCKOTOPBIX CIIYUasdX COMMPOBOKAAIOCH PA3BUTUEM AKATU3UH, COCTOSIHUA,
XapPaKTCPUIYIOMICTOCA HETPHUATHBIM UJIW MYYUTCIIbHBIM OLIYIICHUCM OecrnokoMucTBa U CTPEMIICHHUEM
K ABMXCHHUIO, COUYCTAIOIIHMMCA C HECIOCOOHOCTBIO CITOKOMHO CHUACTb HIJIN CTOATH. BCPOHTHOCTB
Pa3BUTHA OTUX M3MEHEHHI 00Jiee BHICOKA B MEPBLIC HCCKOJIBKO HCACIb JICHCHHA. IloBbrmeHue J03bI
npenapara npu HAJIMYUHU JaHHBIX CUMIITOMOB MOKCT IIPUBCCTH K YXYAIICHUIO COCTOAHHUSA IMAIUCHTA.

HaDVIHGHI/Ie d)VHKHI/II/I IICYCHU

CeprpanuH noasepraeTcs 5KCTEHCHBHOMY METa00JIMYeCKOMY TPEBPAILCHHIO B Te4eHu. [10 TaHHbIM
@apMaKOKHHeTI/I‘ICCKOFO HCCIICAOBaHUA 110 IMPUMCHCHHUIO MHOT'OKPATHBIX 103 Yy HAaUCHTOB C
KOMITEHCHPOBAaHHBIM IIHPPO30M TII€YEHHU JIETKOW CTENeHH TSDKECTH HaONI0anoch yBETHUCHHE
neprojia MONYBBIBEACHHS Tpernapara W MNPUOIM3UTEIBHO TPEXKPATHOE yBEIWYeHHE 3HAYCHHM
Iomaan moj GpapMakOKHHETHYECKONH KPHBOH «koHIeHTpauus-Bpems» (AUC) n MakcuManbHOU
koHueHTpanuu (Cmax) MO CPaBHEHHUIO C MalUeHTaMu Oe3 HapyumleHHH QyHKuuM nedeHd. Mexmy
STHMU JBYMS TPYIIIaMH HE OTMEYAJIOCh 3HAYMMBIX Pa3IMYMi 110 CTETIEHU CBS3BIBAHUS TIperapaTa ¢
OeJIKaM{ I1J1a3MBI KpOBH. K MNPUMECHCHUIO CCPTpainHa y MNaUCHTOB C 3a00JIEBAaHUSIMH TI€YEHHU
HEOOXOJMMO TIOJXOAUTh C OCTOPOKHOCTBIO. Y MAIlMEHTOB C TIEYCHOYHOH HEIOCTaTOYHOCTHIO
ClieNyeT CHHM3WTh JI03y IMpernapara WM YMEHBIIUTh dYacToTy ero mnpuema. CepTpaiuH He
PEKOMEH/yeTCsl NMPHHUMATh MAIMEHTaM C TSOKEIBIMH HapyIIeHHSIMH (YHKIUU TeYeHH (CM.
paznen 4.2).

Hapyiienue d)VHKUI/II/I TIOYCK

CeprpamuH mojaBepraeTcsi SKCTEHCHBHOMY METAa0OJHMUYECKOMY TPEBPALCHUIO, W BBIBEACHUE
mpernapara ¢ MO4Oil B HEM3MEHEHHON (opMe SIBIISI€TCS JIOTOJHUTENBHBIM IyTeM BbIBEACHUSA. B
WCCIIE/IOBAHMSIX C yJacTHEM TAlHMEHTOB C JIETKUM M YMEpPEHHBIM HapymieHHeM (DYHKIHH ITOYeK
(xnmupenc kpeatruHuHa 30—60 MJI/MUH) WIIM YMEPEHHBIM M TSDKEJIBIM HapylleHHeM (YHKLIUHU MOYeK
(xmupeHc kpeatuHuHa 10-29 wMI/MHH) OCHOBHbBIE (DapMAKOKMHETHUECKHUE TIapaMeTphl MpU
MHOTOKPaTHOM IpueMe mpernapata (Iiomaip moj GapMakoKUHETHUECKONH KPUBOW «KOHIIEHTPALIUSI-
BpeMsD» OT Ha4aJIbHOT0 MOMeHTa BpeMeHH 110 24 1 (AUC0-24)) u Cmax) 10CTOBEPHO HE OTINYAIINCH
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1y OTYETY

HapymeHust QyHKIUH TOYeK He TpeOyeTcs.

IIpruMeHEHHE Y TAIMEHTOB IOKMIOT0 BO3pacTa

B kIMHMYECKMX HCCIENOBAHUAX MPHUHSIO ydactue Oonee 700 MAIMEHTOB IMOXKMIIOTO BO3pacTta
(> 65 7ner). XapakTep ¥ 4aCcTOTa BO3HUKHOBEHHUS HEXKEJIATSIbHBIX PEAKIIUI y MAIUCHTOB MOYKUIOTO
BO3pacTa ObLIM aHAIOTUYHBIMH TAaKOBBIM Y 00JIe€ MOJIO/IBIX NAIlMEHTOB.

Onnaxo npu npumenennu CMO3C u CMO3CH, B ToM 4ucIe cepTpainHa, y NallUeHTOB MOKHUIIOTO
BO3pacTa, KOTOPbIE MOT'YT OBITh MTOJIBEPKCHBI PUCKY PA3BUTHS TUIIOHATPUEMHUH, OTMEUAIHUCH CITydan
KJIIMHUYECKH 3HAYUMOTO CHUKEHHsI YPOBHS HaTpusi B KpoBU (cM. mojapasnen «[ unoHarpuemus» B
paszzaenc 4.4).

CaxapHblii nuader

VY mammenTtoB ¢ caxapaeiM amaberom CHO3C moryT HapymaTh KOHTPOJIb TJIIMKEMHHU. Takum
NaleHTaM MOJKeT NOTpPeOOBaThCS KOPPEKLUs J03bl HHCYIMHA M (MIM) M[EepOopabHOIo
TUIONIMKEMUYECKOTO CPECTBA.

Dnexrpocynopoxuas repanust (OCT)

Knuanuecknx wmccinenoBaHui JJis OLICHKHM PUCKA U BO3MOXKHOW TOJIB3bI OT KOMOMHUPOBAHHOTO
npumenenus DCT u npuema ceprpannHa He TPOBOINUIIOCE.

I'peitndpyTOBEII COK

Ynotpebnsats rpeindpyToBblii COK BO BpeMs JICUCHUS CEPTPAIIMHOM HE PEKOMEHTyeTCs (CM. pa3en
4.5).

BiausHue Ha moka3aTean CKPUHUHIOBBIX aHAIM30B MOYM

Y DanueHToB, NPUHHMMABLIMX CEPTPAIMH, OBLIM 3a(UKCHPOBAHBI JIOKHOIIOJIOKHUTEIbHBIE
pe3yabTaThl CKPUHUHTOBBIX HMMMYHOJIOTHYECKMX aHAJIM30B Ha O€H30/AMazenuHbl. IJTo OBLIO
00yCIIOBJIEHO HEAOCTAaTOYHON CIEeNU(UIHOCTHI0O UMMYHO(EPMEHTHBIX CKPUHUHIOBBIX aHAJIHU30B.
JIOHOMONOKUTENBHBIX PE3YJIFTATOB aHATM30B MOKHO 0XKHMIAaTh B TEYEHHE HECKOJIBKHX JTHEH 110CIIe
IIpeKpanieHusl Tepanuu ceprpaMHOM. [lonreepxkparonue aHamu3bl, Takue Kak ras3oBas
Xxpomarorpadusi/Macc-ClIeKTPOMETPHS, IIOMOT'YT T pepeHIpoBaTh cepTpaliuH oT
OEH301Ma3€eNHOB.

3aKphITOYTOJIbHAS TIIAYKOMa

CHUO3C, Bkmroyass cepTpalMH, MOTYT BIMSTH Ha pa3Mep 3payka, BbI3bIBAS MHJApPHA3. OTOT
MUIpHaTHYeckuii 3(PeKT crocoOeH BbI3BIBATh CY)KEHHE YIJia IJ1a3a, o0yciaBliMBasi MOBBILICHHUE
BHYTPUIJIA3HOTO JIaBJIEHUS M 3aKPBITOYrOJbHYIO TJ1ayKOMy, B OCOOEHHOCTH Yy MAallMEHTOB C
COOTBETCTBYIOLIEH IMPENPACIOIOKEHHOCTBIO. B CBSI3M € 3TUM cepTpasiuH ClENyeT NMPUMEHSATH C
OCTOPOKHOCTBIO Y MAaI[MEHTOB C 3aKPBITOYIOJbHOM TJIAYKOMOW MM C TJIAYKOMOM B aHamHe3se.
CeprpanuH cniocoOeH BBI3BIBATh CY)KEHHE YIila MepeHeld Kamepsl I7la3a, 4TO MOXKET MPHUBECTH K
MOBBIILIEHUIO BHYTPUTJIA3HOTO AaBJIEHUS U K Pa3BUTHIO 3aKPBITOYTOJIbHON TTIAyKOMBI.

BcnoMorarenpHbIe BEIIECTBA

JlaHHBIN JIeKapCTBEHHBIN IMpenapar coAepXuT MeHee 1 Mmonb (23 Mmr) Harpus Ha 1 TabneTky, a
umenHo 0,2597 mr Hatpust s go3upoBku 50 mr m 0,5194 mr matpus s go3upoBku 100 mr.
[TanenTam, MpHUIEPKUBAOIUMCS TUIIOHATPUEBON JHEThI, MOKHO COOOLIUTH, YTO 3TOT IMpernapar
MIPaKTUYECKH HE COJIEPKUT HATPUSL.
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1y OTYETY

B3alMOJAEHCTBUSA

IIpoTuBonoka3anus

HHeubumopvl MOHOAMUHOKCUOA3bL

Heobpamumvie UMAQO (nanpumep, cenecunuit)

CepTpayiiH HEJb3s MPUMEHSATHh OJTHOBPEeMEHHO ¢ HeoOpatuMbiMu UMAQO, TaKUMHU KaK CEJICTHUIINH.

CepTpanuH cieayeT Ha3HAYaTh HE paHee ueM dyepe3 14 mHel mocie oTMeHbl HeoOpatuMbix UMAO.
Cnenyer mpekpaTuTh MpUEM cepTpajMHa Kak MHUHHMYM 3a 7 JHEW [0 Hayajla Tepanuu
neobparumbiMu UMAO (cM. pasznen 4.3).

Obpamumsle cenexkmushvie UMAQO (moxnobemud)

B cBA3M Cc pHUCKOM pa3BUTHS CEPOTOHMHOBOIO CHHIpPOMA HE PEKOMEHJIyeTCs HpPUHUMATh
OJHOBpeMeHHO oOpatumble cenektuBHble UMAO, Takue kak Mokiobemun, u ceprpainud. Ilocne
npuMmeHeHust oopatuMbix UMAO MOXHO BbIIEpKUBaTh 0oJjiee KOPOTKU, yeM 14 nHel, nepuon a0
Hayasa npuema ceprpanusa. [Ipuem ceprpaiinHa cieqyeT NpeKpaTUTh KaKk MUHUMYM 3a 7 JHeH 10
Havana tepanuu ooparumeiMu UMAO (cMm. pazaen 4.3).

Obpamumble Hecenexmustvie UMAO (nunezonud)

AHTHOMOTHUK JIMHE30JIU IPECTABISET co00M ciadblii oOpaTuMblil HecenekTuBHBIN IMAO. Ero He
CllelyeT MPUMEHSATh Y MallMEHTOB, MOJIYYaIOIUX TEPANUIO CEPTPATUHOM (CM. pa3zaen 4.3).

bbuin oTMeueHBl TSKelble HeXellaTeNlbHble PEAaKIMK Y MallMeHTOB, KOTOPblE HEAABHO IPEKPATUIH
tepanuio UMAO u Hauanu npueMm cepTpajivHa (Hampumep, METUICHOBBIM CUHUM) MM KOTOpbIE
HEJaBHO OTMEHWJIM IIpUEM cepTpasinHa U Hadaiau tepanuto MMAO. DT peakuuu BKItOYaiu B ce0s
TpEMOp, MHOKJIIOHYC, Juadopes3, TOLIHOTY, PBOTY, «IIPWIUBBD KPOBH K KOXE JIMIa,
TOJIOBOKPY)KE€HUE, THUIEPTEPMUIO C  CHMITOMaMH{, HAllOMUHAIOIIMMM  3JI0KA4e€CTBEHHBIN
HEHPOJIENTUYECKUI CUHIPOM, CYyJJOPOTH U JIETAIBHBIN UCXO.

Humosuo

CornacHo MpOBEIEHHOMY HCCIEIOBAHHIO, MPU OJHOKPATHOM IpHEME MUMO3MJa B HU3KOWU 1103€
(2 M) COBMECTHO € CEepTPaIMHOM KOHIIEHTpAIUs MHUMO3Ua yBEIHYHUBAIACH MPHOIM3UTEIHHO Ha
35%. D10 He OBLIO CBA3aHO C KaKUMH-THOO M3MEHEHUsAMH Ha siekTpokapauorpamme (DKI).
[TockombKy MEXaHHW3M JTOTO B3aWMOJICHCTBHS HEW3BECTCH, a MHUMO3UJ OTJIMYACTCS Y3KUM
TepaneBTHUYECKUM HHAEKCOM, OJHOBPEMEHHBIA MpHUEM MHUMO3HJa M CepTpalMHa MPOTHBOMOKA3aH
(cm. paznen 4.3).

OmHOBpEMEHHOE IPHMEHCHHE CEepTpaJMHA W CICAYIOIIMX IpenapaToB HE PEKOMEHIYETCS

Cpeocmesa, yenemarowue L[HC, u ankoeons

VY 3M0pOBBIX JIOJIEH OJHOBPEMEHHOE MpUMEHEeHHe cepTpannHa B o3¢ 200 Mr exeIHeBHO He
MoTeHIMpoBaIO d(dexT ankoromsi, KapOamaszenmwHa, Tajlomepuaoida WM (QEeHUTOWMHA Ha
KOTHUTHBHYIO U TICHXOMOTOPHYIO J€STeIbHOCTh. TeM He MeHee, YIOoTpeOIeHHe aTKoToIsl BO BpeMst
JICUSHUSI CEPTPATMHOM HE PEKOMEHTYETCH.

pyaue cepomonunepauyeckue npenapamul
Cwm. paznen 4.4.

Onuounsl (HarpuMmep, GpeHTaHu [IPUMEHSETCs BO BpeMsl HapK03a WM JUIsl JISYSHUS XPOHHUUECKON
06o011]) u JApyrue CepOTOHMHEpPrMYecKHWe Tmpemnaparbl  (BKJIKOYAas CEPOTOHHHEPTUYECKHE
aHTUJIETIPECCAHTHI, aM(heTaMUHbI, TPUIITAHbl) PEKOMEH1yeTCsl Ha3HAa4YaTh C OCTOPOKHOCTBHIO.
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Oco0bie MEPHI MPEAOCTOPOKKHOCTH

1y OTYETY

IIpenapamul, ysenuuusarowue unmepsan QT

Puck ymmnenus uatepBasnia QTC u (MnM) pa3BUTHS KETYAOYKOBBIX apUTMHK (HArpUMep, THIA
«IHAPYIT») MOKET TMOBBIMATECA MPU OJHOBPEMEHHOM MPUMEHEHHM CepTpajiiHa M APYTUx
JIEKapCTBCHHBIX  IpPEmapaToB, yBelIWuyuBamommx wuHTepBan QTC (mampumep, HEKOTOPBIX
AQHTUTICUXOTHKOB M aHTHOMOTUKOB) (cM. pa3aensl 4.4 u 5.1).

Jlumui

[lo manHBIM M1a1I€00-KOHTPOJIUPYEMOIO HCCIEAOBAHUSA C Y4YacTHEM 3J0POBBIX J0OPOBOJIBLIEB,
(apMaKOKMHETHKA JIUTUS CYIIECTBEHHO HE M3MEHSUIACh NPU OJHOBPEMEHHOM IPHUMEHEHUH C
ceprpasiuHoM. OJHAKO OTMEYaJoCh yCHIIEHHE TpeMopa (M0 CpaBHEHMIO ¢ IJanedo), YTO MOKET
TOBOPUTH O BO3MOKHOM (hapMakOAMHAMUYECKOM B3auMojeicTBuu. IIpu ogHOBpeMEHHOM
MIPUMEHEHUHU CepTpalinHa ¢ MpernapaTaMu JIMTUS CIIeAyeT MOCTOSHHO Ha0II01aTh 3a MalieHTaMH.

Denumoun

Pesynbpratel  m1ane0o-KOHTPOTUPYEMOTO  HMCCIEAOBAHHUS Yy  3IO0POBBIX  JOOpPOBOJIBLIEB
CBUJICTEIBCTBYIOT O TOM, YTO JUIMTEIIbHOE MpUMEHEHue cepTpaiivHa B go3e 200 Mr B CyTKHU HE
OKa3bIBaeT KJIMHUYECKH 3HAYMMOIO WHTHOMpOBaHUsA MeTabonu3ma ¢eHuTomHa. TeM He MeHee,
HMMEIOTCSl OT/ICJIbHBIE COOOIIEHUSI O TOBBIIMICHUH KOHIIEHTpAMK ()EHUTOMHA MIPH OJTHOBPEMEHHOM
MPUMEHEHUH C cepTpaiuHoM. [loaToMy pekoMeHIyeTcs KOHTPOJIMPOBATh KOHIEHTPALUIO
(eHuTOMHA B TUTa3ME KPOBHM C MOMCHTA Ha3HAYCHUS CEPTPAIMHA C COOTBETCTBYIOIICH KOPPEKITUEH
no3el. Kpome Toro, Ha ¢oHe Tepanuu (EHUTOMHOM M HU3BECTHBIX HMHIYKTOPOB H30(epMeHTa
utoxpoma P450 (CYP) CYP3A4 ypoBeHb cepTpainHa B I1a3Me KPOBH MOYKET CHUYKATHCS.

Memamuzon

OnHOBpEeMEHHOE MMPUMECHEHHE CEepPTPAIMHA C  METaMHU30JI0M, SBISIONIUMCS  WHIYKTOPOM
MeTtabonmmsupytonmx ¢epmentoB, Bkmouas CYP2B6 u CYP3A4, Moxer cmocoOCTBOBAThH
CHIDKCHHIO KOHIIGHTPAllUd CepTpaiiHAa B IUIA3ME KPOBH C IMOTCHIMAIBHBIM CHW)KCHHEM
KIuHUYecko d(ddekTuBHOCTH TpemapaTta. B CBA3M C 3TUM pEKOMEHAyeTcs COONI0AaTh
OCTOPOKHOCTH TIPY OJTHOBPEMEHHOM MPUMEHEHUH METaMHU30J1a U CEPTPaAIINHA; TIPU HEOOXOTUMOCTH
clieIyeT KOHTPOJIMPOBATh KIMHUYECKUI OTBET U/WIIM KOHLIEHTPALIUIO IEKAPCTBEHHOTO TIpernapara.

Tpunmanwt

B xo71e mocTperucTpaiioHHOr0 IPUMEHEHUs CePTPATIMHA ObUIM 3apETUCTPUPOBAHBI PEAKHE CIydan
BO3HUKHOBEHHUS CIAa00CTH, TUNeppedIekcuy, HapylIeHusl KOOPAUHALIUY JIBUKEHUH, CIIyTaHHOCTHU
CO3HaHUS, TPEBOI'M U BO30YKJEHHs Yy MAllMEHTOB, OJHOBPEMEHHO NMPUHUMAIOLUINX CEPTPaIMH U
cymarpuntad. CHMIOTOMBI CEPOTOHMHOBOI'O CHHJIPOMa MOTYT TaKXe [MOSBIATHCS IPU
OJTHOBPEMEHHOM IPUMEHEHMHM C JIpYIMMM IIpernapatamMM 3Toro e kiacca. Ilpu Hamuuum
KIIMHUYECKUX TOKa3aHWM JUI1 OJHOBPEMEHHOIO IIPUMEHEHHs CepTpajMHa W TPUIITAaHOB
PEKOMEHIyeTCs COOTBETCTBYIOIIEE HAOIIOJCHHE 32 COCTOSIHUEM TMalueHTa (cM. paszaen 4.4).

Bapgpapun

IIpu onHOBpEMEHHOM NpPUMEHEHUH cepTpairHa B 03¢ 200 Mr B CyTKH ¢ Bap(papHHOM 0TMEYaIoCh
HeOOJbII0e, HO CTAaTHCTUYECKH JIOCTOBEPHOE YBEIMYEHUE MPOTPOMOMHOBOTO BpPEMEHH, YTO B
HEKOTOPBIX CIIydasiX MOXXET TPUBOAUTH K JAucOalaHCy 3HaueHUH MexayHapoJHOTO
HopmanuzoBannoro OtHomenuss (MHO). B c¢Bs3u ¢ 3TuM cienyer TIIATEIbHO KOHTPOJIUPOBATH
MoKa3aTesb MPOTPOMOMHOBOIO BPEMEHM B IEPHOJ Hayaja TepanmuM CepTPaIMHOM U B IEPUOJ]
OTMEHBI IIpernapara.
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. OCNENQBATE
Jpyeue nexapcmeernnvie 83aumooeicmsusi (OUSOKCUH, ameHOJzéJg,l uz:m;leﬂ;rduﬁ? —

OpHOBpeMEHHOE NPUMEHEHHE CepTpaiMHAa M IIMMETHJIMHA B 3HAYUTENLHOM CTENEeHH CHHXKAeT
KJIMpeHC cepTpasinHa. KmmHnyeckas 3Ha4MMOCTh 3TUX U3MEHEHUN Hen3BecTHA. CepTpalivH He BIUSLI
Ha [-agpeHoOyokHpyroliee AeicTBHe aTeHoJoNa. JIekapCTBEHHOrO B3aMMOICHCTBHUS MEXKIY
ceprpaauHoM (200 Mr B CyTKH) U IUTOKCUHOM TaK>K€ HE BBISIBIICHO.

IIpenapamul, enusiowue Ha GyHKYUIO MpomMoOYUMO8

IIpu onnoBpemenHoMm npumeHennn CHO3C (Bkitouas cepTpajivH) M IpernaparoB, BIUSIOLIUX Ha
¢dbynkuuo TpoMmoOoruToB (Hanmpumep, HITBC, arneTuncanuunioBoil KUCIOTH M THKJIOMHMIWHA), WIH
IIpenapaToB, KOTOPbIE MOTYT ITOBBIIIATH PUCK KPOBOTEUEHU M, MOKET OTMEUATHCS IOBBIILIEHNE PUCKA
KpOBOTeUYCHHH (CM. pasnen 4.4).

Mpvuueunvle penaxcanmol (HMAK)

CHO3C MOryT cHMKaTh aKTUBHOCTb XOJIMHACTEPA3BI B IIJ1a3M€ KPOBH, YTO IPUBOAMT K YBEIMUEHUIO
IIPOJIOJKUTEIIBHOCTH JCUCTBUS MBIIICYHBIX PEJIAKCAHTOB, HAIPUMEp, MHUBAKYpPUsS WU JPYTHX
HEPBHO-MBIILIEYHBIX 0JI0KaTOPOB, HA HEPBHO-MBIIICUHYIO IIepeiady.

Ipenapamol, memabonuzupyemvie yumoxpomom P450

CepTpanuH MOXET OT JIerKoill J0 YMEpeHHOH creneHu uHrHOuUpoBath uzodpepment CYP2D6.
Y CTaHOBIIEHO, YTO JJIUTENBHOE JICUEHUE CEPTPATIMHOM B J103€ 50 MI' B CyTKHU MOBBILIAET (B CPEIHEM
Ha 23-37 %) paBHOBECHYIO KOHIICHTpAIMIO B IUIa3Me KPOBU JAE3UNpaMuHAa (MapKep aKTUBHOCTU
m3opepmenra CYP2D6). Knmamueckn 3HAYMMOE B3aMMOJICHCTBHE OTMEYACTCS TakkKe IIpH
OJTHOBPEMEHHOM TPUMEHEHUH C JIEKApCTBEHHBIMH CPEACTBAMH C Y3KUM TEParneBTUYECKUM
WHJICKCOM, B MeTa0oJM3Me KOTOphIX NpuHMMaeT ydactue wuzopepment CYP2D6 (mampumep,
TPULMKIMYECKUE  AHTHJCNPECCAHThl, THUIHYHbIE AHTUICHUXOTHKH U  aHTHAPUTMHUYECKHE
nexkapcTBeHHbIe cpeactBa 1C kiacca, Takue Kak npomnadeHoH u (iexanmHun). B Takux cimydasx
KJIMHUYECKH 3HAUYMMOE JIEKapCTBEHHOE B3aMMOJECHCTBHE OCOOEHHO YacTo HalOJIoJaeTcs IMpH
MpHreMe BBICOKHX JI03 CepTpasInHa.

CepTpanuH KIMHUYECKH 3HaUYMMO He uHruoupyet nzopepmentsl CYP3A4, CYP2C9, CYP2C19 u
CYP1A2. DTO TOATBEPXkICHO HCCICAOBAHUAME (N VIVO MO W3YYECHUIO B3aMMOJCHCTBHS C
cyoctparamu  CYP3A4  (3HIOreHHBIM  KOPTHU30JI0M, KapOama3zenmuHoOM, Tep(eHaauHOM,
ammpazonamoMm), CYP2C19 (mmazenamom) m CYP2C9 (tonOyramumoMm, TIHOCHKIAMUIOM H
¢denutronHoMm). PesynbTaTel HccnenoBaHuit iN VItrO CBHIOETENBCTBYIOT O TOM, YTO CEPTPAIUH
OKa3bIBaeT HE3HAUMTENIbHOE NHTHONpYyomee aericTBre Ha akTHBHOCTh CYP1A2 nnm He okasbIBaeT
€ro BOBCE.

[Tpuem Tpex cTakaHOB TPeHIIPpPyTOBOTO COKA €KETHEBHO MOBBIIMIAECT KOHIIEHTPAIMIO CEPTPAIMHA B
1a3Me KpoBu npubiamuzurensHo Ha 100 % (M0 TaHHBIM MEPEKPECTHOTO UCCIET0BaHMS C yUaCTHEM
BOCBMH 3JIOPOBBIX SMOHIEB). TakuM o00pazoMm, ciieayeT u30eraTh OJHOBPEMEHHOTO IpHeMa
cepTpajlMHa U rpednpyToBOro coka (cM. paszaein 4.4).

OcCHOBBIBasICh Ha MCCJICAOBAHUSAX B3aWMOJICHCTBUS CEPTPAIMHA W TPEUr(PpyTOBOro COKa, HEIb3s
UCKJIIOYUTh, YTO OJIHOBPEMEHHOE NMPUMEHEHNE CEPTPAIMHA U MOUIHBIX HHTHOUTOPOB U30(epMeHTa
CYP3A4 (mampumep, WHTHOMTOpPBI TPOTEa3bl, KETOKOHA30J, WTPAKOHA30J, IT03aKOHA30I,
BOPUKOHA30J1, KIAPUTPOMULIUH, TETUTPOMUIIUH U He(a30/10H) MOXKET MPUBOAMTH K Jaxke OOJbIIEMY
TTOBBITIICHUIO YKCTIO3HUIINH CEPTPAITMHA. JTO TAKXKE KAcaeTCsl YMEPEHHBIX HHTHOUTOPOB N30 epMeHTa
CYP3A4 (Takux Kak ampenuTaHT, SpUTPOMHUIIUH, (PIyKOHA30JI, BEpanaMuil U AUATHA3eM). Takum
o0pasom, creayet u30eratb MPUMEHEHHUS] MOITHBIX HHTHOUTOPOB n3opepmenta CYP3A4 Bo Bpems
Tepanuy cepTpaluHOM. HEBO3MOXXHO Takke MCKIIOYaTh CIIOCOOHOCTh JIPYTMX HWHAYKTOPOB
nzopepmenra CYP3A4 (manpumep, ¢eHobapOuTan, KapOamas3enuH, TMpernaparsl 3Bepo0ost
MPOABIPSABICHHOTO, pU(AMIMINH) CHIKATh KOHILIEHTPALMIO CEpTpajMHAa B IUIa3Me€ KpOBH. Y
MalMeHTOB, MeMIeHHO Metabommsupyomux uzopepment CYP2C19, ormewaeTcs yBenuyeHUE
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KOHIIEHTPAIIWK CepTpajvHa B IUiasMe KpoBu Ha |50 % atiide; 154 5 Halidirde! Sotidpb

METa0OIU3UPYIOIIUX TOT hepMeHT (cM. pasnen 5.2). Henb3st HCKITFOUNTh B3aUMOJICHCTBUE MEXTY
MouHbIMH uHrHOUTOpamu u3odepmenta CYP2C19 (Takumu Kak OMEIpas3oj, JaHCOIpPa3od,
MaHTOIPa30JI, padenpa3on, GIyoKCeTHH U (DITYBOKCAMUH) U CEPTPATTUHOM.

4.6. ®epTUIBLHOCTD, 0EPEMEHHOCTD H JIAKTAIUS

bepemeHnHocTh

KoHTponupyeMbIX HCCIICIOBaHMI C ydacTHEM OepeMEHHBIX >KEHIIMH He MpoBOAMIOCh. OmHAKO
OO0JIBIIIOE KOJMYECTBO JAHHBIX CBUJCTEILCTBYET O TOM, YTO MPHUEM CEPTPAIMHA HE MPHUBOAMUT K
BPOKJCHHBIM IMMOPOKaM pa3BHUTHA. VcciaemnoBaHUs Ha XKUBOTHBIX TOKA3aM BO3MOXKHOE BIIHSIHHE
CepTpaliHa Ha PEMpPONYKTHBHYIO (YHKIIHIO, BEPOSTHO, 3TO BIHUSHHE CBA3aHO C MaTCPUHCKOU
TOKCUYHOCTBIO, BBI3BAaHHOW (hapMakoauHaMU4YecKuMu 3(pdexTamu IeHCTBYIOMIEro BEMIeCTBA U
(wm) mpsAMBIM (papMaKoAMHAMUYECKUM JCHCTBHEM Ipenapara Ha 1o (cM. pazaen 5.3).

Y HEKOTOPBIX HOBOPOXAECHHBIX, MaTEpU KOTOPBIX IPUHUMAJIHN CEPTPAJIUH BO BpeMsi OEpEMEHHOCTH,
HaOJIOAATNCh CUMIITOMBI, CXOJHBIE C pEaKLMsIMU OTMEHbI. DTOT ()EeHOMEH HaOJIIoAalCs U IpU
npueme Ipyrux antugenpeccantoB rpynnsl CUO3C. He pexkomenayeTcst IpUMEHATh CepTPaiuH BO
BpeMs OEepeMEHHOCTH, 3a HCKJIIYEHHEM CllyyaeB, KOrJa IpeAroyaraeMas Iojib3a JICUeHUs s
MaTepHU MPEBBILIAET BOZMOXKHBINA PUCK JUIS IJI0/1A.

JlanHble HaONIOJCHUI yKa3bIBAIOT HA TOBBIIICHHBIH (MEHEe 4eM B 2 pasa) PUCK IOCIEPOIOBOTO
KpoBoTeueHwus rocie npumeHenus npenaparos rpynmn CUO3C/CUO3CH B TeueHue 0THOTO MecsIa
110 poioB (cM. pazzaensl 4.4 u 4.8).

HeoOxomuMo HaOmIOAaTh 3a COCTOSHHEM HOBOPOXKACHHBIX, MaTepu KOTOPBIX IMPOIOIDKAIN
IIPUHUMATh CEpTPAIMH HA MO3JHUX CPOKax OEpeMEHHOCTH (OCOOEHHO B TpeThbeM TpuMecTpe). Y
HOBOPOKJCHHBIX, MaTepu KOTOPBIX NMPUHUMAIIM CEPTPAJIMH Ha MO3JHUX CpPOKaxX OEpeMEHHOCTH,
MOTYT HaOJII0/1aThCsl CIENYIOINE CUMIITOMBL: PECIUPATOPHBIN AUCTPECC, LINAHO3, AITHOD, CYJOPOTH,
HECTaOWUJILHOCTh TEMIIEpaTypbl Teja, 3aTPYAHEHHs] HpU KOPMJICHUHM, PBOTA, TUIOTTIMKEMHS,
TMIIEPTOHYC, THIIOTOHYC, TUIeppeduiekcusi, TPeMop, NOJEpruBaHUE MBI, TOBBIIICHHAS
BO30yJIMMOCTb, JIETApPTUs, JJIUTEIbHBIH 171a4, COHIIMBOCTh U TPYAHOCTH 3aChIaHus. DTH CUMITOMBI
MOTYT OBITh CBSI3aHBl C HEMOCPEJICTBEHHBIMH CEPOTOHHMHEPrMuecKUMH 3(deKkTaMu WM Moryt
SBJIATBCA CUMITOMaMHU OTMEHBI Ipenapara. B OOJbIIMHCTBE CllydaeB JaHHbIE CHMITOMBI
HAYMHAIOTCS HEMOCPEICTBEHHO UIIM BCKOpE (B TeUeHHe 24 4yacoB) Mociie POKICHHUS.

ONUIEMHUOJIOTHYECKHE HUCCIEOBaHMUsI CBUIETENBCTBYIOT, uTo npumenenne CHO3C npu
O6epeMeHHOCTH (0COOEHHO Ha MO3JHHUX CPOKAax) MOXET YBEIUYMBAaTh PHUCK MNEPCUCTUPYIOIIEH
neroyHol runepteH3uu HoBopoxaeHHbIX (IIJII'H). Tak, naGmarogaemas yactora IIJII'H cocraBuna
npubnusutensHo 5 ciydaeB Ha 1000 HoBopoxnaeHHBIX. IIpu sToM B oOmed momymsuuu I[IJIIH
BcTpevaeTcs ¢ gactoToit 1-2 cimydast Ha 1000 6epeMeHHOCTEH.

JlakTanms

CormacHO OMyOJIMKOBaHHBIM JaHHBIM, CEPTpPAIMH U ero Meradomut N-ne3meTwncepTpaivH B
HEOOJIBIINX KOJTHMYECTBAX MPOHUKAIOT B TPYAHOE MOJIOKO. [Ipr 3TOM B CHIBOPOTKE KpOBHU peOeHKa 3TH
BEIIIECTBA HE OMPENEISUTUCH WM UX KOHIICHTPAIMU OBUTM HUYTOXKHO MaJjbl. JIMITb B OHOM cilydae
KOHIIGHTpallUsi B CBIBOPOTKE KpOBM MIiaJeHna cocraBmia okoiao 50 % OT ChIBOPOTOUYHOM
KOHIICHTpAllUd y MaTepu (MpU STOM BUIMMOTO HETATHBHOTO BIIUSHHS Ha 37I0pOBbE peOEHKA HE
HaOmonanock). B Hacrosimee BpeMsi HET JaHHBIX O TOM, YTO TPYJHOE BCKapMiMBaHHE Ha (OHE
npreMa cepTpajiiHa OTPULIATEIbHO BIMSET HA 370poBbe peOeHka. TeM He MeHee PHUCK HEeJb3s
HCKJIIOYHUTh MOJHOCThIO. B CBSI3M ¢ 3TUM NpUMEHEHHE IMpernapara y KOPMSIIMX MaTepeil He
peKoMeHayeTcs (3a MCKIIOYEHHEM TeX CydyaeB, KOrja IoJib3a, IO MHEHHUIO Bpaya, MPEBBIIIACT
PHCK).
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JlaHHBIC, TIOJYYEHHBIC B HCCJICIOBAHUSAX HA YKMBOTHBIX, CBHUJICTEILCTBYIOT, YTO CEPTPAIMH HE
BIIUSIET HA MTOKa3aTeau (pepTIIIbHOCTH (CM. pasen 5.3).

CornacHo ONMMCaHHBIM KIMHUYECKUM ciydasM, nmprueM HeKoTopbix CHMO3C oka3blBaeT BIMSHUE HA
Ka4eCTBO CIIEPMBI, HO ATOT ekt ooparuM. [lo HacTOsIIEero BpeMeH! He HA0JII01a710Ch HUKAKOTO
BIIMSIHHS CepTpaiHa Ha PepTUIILHOCTH YeJIOBEKa.

4.7. BiusiHHe Ha CHOCOOHOCTH YINPAaBJATH TPAHCNOPTHBIMHM CpPeACTBAMHM M padorarh ¢
MeXaHM3MaMH

Knunnueckue q)apMaKOJIOI‘I/I‘-IeCKI/Ie HCCIICAOBAaHUA TIIOKasajik, 4YTO CCpTpajiuH HE BJIIHACT Ha
NCUXOMOTOpHBIE (hyHKIMH. OTHAKO MAIIMEHTOB CIIEAYET MPEJOCTepedb O TOM, YTO IICUXOTPOITHBIC
npenaparbl MOI'YT HCTaTUBHO BJIMATH HA ICUXUYCCKUC UTTU (1)I/I3I/I‘-ICCKI/IG pcaKkuuu, HGO6XOI[I/IMBIG JJISL
BBINOJIHEHUS TOTEHIMAJILHO OMACHBIX 3a/1a4, TAKKX KaK YIPaBJICHUE TPAHCIOPTHBIMH CPEICTBAMHU
uu paboTa ¢ MEXaHU3MaMHU.

4.8. HexenaTesibHbIE peaKIuu

Pesrome mpodung 6e30macHocT

Haubonee wactoil HexenarenbHOW peakuuen sBisierca TourHoTa. [Ipu nedeHuu couuanbHOro
TPEBOKHOT'O PacCTPONMCTBAa OTMEYAIN HAPYIIEHUE CEKCYaabHOU (QYHKIMH (OTCYTCTBUE IAKYIISALUN)
y MyxuuH B 14 % cnyyaeB mpu NpUMEHEHUHM cepTpainHa, mo cpaBHeHuio ¢ 0 % Ha ¢one
npuMeHeHus 1iane6o. J[aHHple HexXenaTeIbHbIE PEaKIIMK 3aBUCST OT JI03bI K OOBIYHO MPOXOAT IPU
MIPOJOJIKEHUH TEPAITHU.

[Ipu npuMeHeHnu npenapara BO3MOKHO IOBBIILIEHNE apTEPUATILHOTO JaBJICHUSL.

[Ipodune HexenaTenpHBIX peakiMii, Hambonee dYacTo HAOMIOJABIIMICS B JBOWHBIX CJEMbIX
M1a11e00-KOHTPOJIMPYEMBIX HUccienoBanusax y mnarueHToB ¢ OKP, manuueckum paccTpoilcTBOM,
I[ITCP u couunanbHbIM TPEBOKHBIM PACCTPOMCTBOM, HE OTJIMYAETCS OT TAKOBBIX B KIMHUYECKUX
HCCIEA0BAHUAX Y ALUEHTOB C ACTIPECCHEN.

B Tabmuue 1 mpeacraBieHa MHPOpPMALUsS O HEKEJIATENBHBIX pEaKIUsIX, HAOIIOJaBIIUXCS MpPU
MIPUMEHEHUN CepTpajrHa, Ha OCHOBAaHUM JAHHBIX, MOJIYYEHHBIX BO BpPEMSI MOCTMAPKETUHIOBBIX
(yacToTa HEM3BECTHA) U IJIAIE00-KOHTPOJIMPYEMBIX KIMHUYECKUX HCCIIEAOBAaHUM (McciaeloBaHus
MPOBOAWIN C YydyacTHeM 2542 TmalWeHTOB, MOJIyYalolUX cepTpaiuH, U 2145 nanueHTos,
nojyyaromux miamebo). JlaHHble MccaenoBaHNs NMPOBOAWINCH Yy ManueHToB ¢ aenpeccueii, OKP,
nannyeckum paccrpoitictBom, [ITCP u cormanbHbIM TPEBOKHBIM PACCTPOUCTBOM.

HGKOTOpBIe HCIKCJIATCIIbHBIC PCAKIIUU, IICPCUNCIICHHBIC B Ta6n1/1ue 1 IIpu TpoAOJIKCHUHN TCpPAIIUU,
MOTYT YMCHBIIATBCA IO MHTCHCHBHOCTH W YaCTOTC W B LCJIIOM HE IPUBOJAAT K MPEKPAIICHUIO
TCpaIuru.

TabauaHoe PE3I0OME HEXKEIATCIIHbHBIX PEaKITHM

B Tabnune 1 npencraBieHbl HeXeNaTeNbHBIE PEaKIUU MO CUCTeMHO-opranHbIM kinaccam (COK) u
gacToTe. BHYTpH Ka)X710¥ 9aCTOTHOM T'PYIIIBI HEeXKEIaTeIbHBIC PEaKI[UU PACIIONIaraloTCs B MOPSIKE
yObIBaHUSI BBIPAKEHHOCTH. YacToTa pa3BUTHs Ompeiensercs Kak: oueHb 4dacto (> 1/10), gacto
(> 1/100, Ho < 1/10), HEewyacto (> 1/1000, Ho < 1/100), peaxo (> 1/10000, o < 1/1000), oueHb peako
(< 1/10000) n yacToTa Hen3BecTHA (HA OCHOBAHUM MMEIOIIUXCS JAHHBIX OLIECHUTHh HEBO3MOKHO).
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Tao6auna 1. YacToTa HEeKelaTedbHBIX pea&ﬂi;}ﬁE%‘Qﬁ%ﬁ%‘h‘i‘%uﬁﬁ%ﬁﬁk

KJIMHUYECKHUX UcciaeaoBanusx npu aenpeccun, OKP, nannyeckom paccrpoiicrse, IITCP
U COLMAJIBLHOM TPEBO:KHOM paccTpoiicTBe. CBOJHBIN aHAJM3 U ONBIT
NMOCTMAPKETHHIOBOI'0 NPUMEHEHUsI

Cucremuo- | OueHb Yacro Heuacto Penxo YacroTa
OpraHHbIi 4acTo (= 1/100, no (= 1/1000, Ho (=1/10 000, no HEM3BeCTHA
KJ1ace (= 1/10) < 1/10) < 1/100) < 1/1 000) (na
OCHOBAHHMU
UMeIoIMnXCs
JAAHHBIX
OlIeHUThH
HEBO3MO’KHO)
Nudexnun u Nudexunn I"acTposnteput, | AUBEpTUKYIUTS
WHBa3HH BEPXHHX CpPEeIHUHN OTHUT
JIBIXaTeNbHBIX
IyTeH,
(hapuHrurT,
PUHUT
Hobpoxka- HoBooGpazoBa-
YECTBCHHEIE, HUS
37I0KA4YeCTBE
HHBIC "
HEYTOYHEH-
HBIC
HOBOOOpa3o-
BaHUS
(BKITIOYAst
KHCTBI u
TIOJIMITBI)
Hapymenus Jlumpanenonarus,
CO CTOPOHBI TPOMOOIIUTONICHHS
KPOBH u *§, IeUKomeHus *§
aumdartuyec-
KOM CUCTEMBI
Hapymenus ['unepuyBcTBU- | AHadUIaKTOUI-
CO  CTOPOHBI TEABHOCTL ™, HBIE peakiuu™®
UMMYHHOH CE30HHas
CHUCTEMBI ameprus®
DHJIOKPHH- ['unotupeo3*  |['unepnponakTuH-
HbIE  Hapy- emus*g§,
HICHUS HeaJIeKBaTHAas
CEKpeIus
aHTHINYpeTHIEC-
KOro ropmMoHa*§
Hapymenus CHmxeHue ['unepxonecrepun-
MeTabonu3ma anmneTura, eMHs, caXapHbIi
Y MUTaHUS MOBBIIICHHE nuaber™,
armmreTuTa* TUTIOTITUKEMUST*
THTEePTIIUKeMUsT*§,
TUTIOHATPUCMHST * §
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[lcuxuyec- |beccon- |TpeBora*, CyununaibHbIe Iomsdpenormoe— [ - 1o UL
KA€  Hapy-|HUNA nenpeccus®, MBICIIH/TIOBEIE- | PacCTPOMCTBO*§,
HICHUS aKUTAIHS ™, HUE, TICHUXOTH-|apOHUPHUI*§
CHIDKCHHE yeckue  Hapy-|(OoJe3HEeHHBIE
uouno*, meHusA*, Hapy-|CHOBUJICHUS),
MOBBIIIEHHAs.  |[IEHWE  MBIII- |JICKapCTBEHHAS
BO30YAIMMOCTb, |JICHHS, AamaTwsi,|3aBUCHMOCTb,
JITIEPCOHANI-  |TAJUTIOLIMHAIIMM | XOXKICHUE BO CHE,
3anusi, HOYHBIE|*,  arpeccus’™,|NnpexiaeBpeMeHHAs
KOLIMaphl, sidopus™, ISKYJIALNS
CKpexeT 3y0a- |mapaHouis
MU BO CHe™
Hapymenust |[I'onoBo- |Tpemop, AmHesus, Koma*, akatusms
CO CTOpOHBI|KPYXEHHE |HApYyLIECHHE runecte3us®, |(cMm. paszmen 4.4),
HEPBHOM , TOJIOBHASI | [BUTATEJILHOM | HEMIPOU3BOJIb- | IUCKUHE3US,
CHCTEMBI 601p*, GbyHKIAN HBIC MBIIICYHBIE | THIIEPECTE3NS,
COHJIH- (BKITFOUAS COKpalleHus*, |1epedpoBacKysp-
BOCTb SKCTpanupamus | 00OMOpok*, HBIN crasm
aJbHBIC TUIEPKUHE3Us*, | (BKITFOYas
paccTpoiicTBa, |MUIpPEHB™, o0paTumyto
TaKue KakK | cyoporu*, Ba30KOHCTPHKIIHIO
THIIEPKUHE3, MOCTYpalbHOE | COCY/IOB
THIIEPTOHYC, TOJIOBOKpPYKE- |TOJIOBHOTO MO3ra U
TUCTOHUS, HUe, HapymeHue | cuaapom Komma —
CKpEeXET koopauHanuu, |DaemuHra)*§,
3ybamu WY | HApyIICHHUS MICUXOMOTOPHOE
HapyLEeHUs peun BO30YXaeHHe™§
MTOXOJIKH), (cM. pazmen 4.4),
napecTe3us’™, CEHCOpHBIE
TUIEPTOHYC™, HapyLIEHNUs,
HapylLIeHHE X0peoareToss,
BHUMAaHUS, TaKXe CO00IIaIoCh
JIMCTEeB3US 0 pa3BUTUU
MIPU3HAKOB "
CHUMIITOMOB,
CBSI3aHHBIX c
CEepOTOHMHOBBIM
cuHapoMoM™®  wmnu
37I0KaYeCTBEHHBIM
HeponenTuyecKu
M CHHJIPOMOM:
KUTAIINS,
HapyIIeHHe
CO3HaHUS,
nuadopes, auapes,
TUXOpAaIKa,
apTepuaNbHas
TUIIEPTEH3HUS,
PUTHIIHOCTH
MBIIIIII,
TaxuKapauss.
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CIIydasx
CUMIITOMBI
CBSI3aHBI c
OJIHOBPEMEHHBIM
MIPUMEHEHUEM
CEpPOTOHUHEPTHU-
YECKUX npemna-
paToB.

JaHHBIC

Hapymenus
CO  CTOPOHBI
oprasa
3peHMS

Hapyenue
3peHus™*

Munpuas*

CkoToMa,
riiaykoma,
JUTUTOTHS,
dboTodobusi,
KPOBOM3JIUSIHAE B
MEPETHIOI KaMepy
rmasza*§,  pasHbIi
pa3Mep 3padkoB*§,
HapyIICHHUE
3peHuss, paccrt-
poMcTBa CJIE3HOTO
anmnapara

Makynonarus

Hapymenns

CO CTOPOHBI
oprasa ciyxa
1 1abupuHTA

3BOH B ymax*

Bbosb B ymrax

Hapymenns Omymenue Taxukapmus*, |Wudapkr
CO CTOpOHBI cepauebueHus™ |3abonaeBaHus MHOKapaa*§,
cepaua cepaua pa3BUTHE
HOJIMMOP(PHOI
KEITYJOUYKOBOU
TaXMKapAUW THUIIA
«rupydT» (torsade
de pointes)*§ (cm.
paznensl 4.4, 4.5 n
5.1), 6paaukapaus,
YITHHEHNE
uHtepBana  QTc*
(cm. paspmensr 4.4,
4.5u5.1)
Hapymenns «[Ipunusein*  |Ilatonornuecko |[lepudepruueckas
CO CTOpOHBI € KpOBOTEUEHHE | UIIeMUs
COCYJIOB (Harpumep,
KEIyI0UYHO-
KATIIEYHOE
KpPOBOTEUECHHE)*
, apTepuaigbHas
TUIEPTEeH3U ™,
THIIEPEMUS,
remMarypus*
Hapymenus 3eBoTa* Onpiika, ['unepBenTHIALINS,
CO CTOPOHBI HOCOBOE MHTEPCTULIMAIBHOE
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JIBIXATEIBHOM kpoBoTdueHue*, |Jadonkpatme | = P TE MUUE
CHCTEMBI, Oponxo-crazm* |merkux*§,
OpraHoB 703UHOGUITBHAS
rpyAHO’ THEeBMOHUS*§,
KIICTKH u JIAPUHTOCIIA3M,
CPEIOCTEHHUS mucqoHus,
crpuaop*s,
TUIIOBCHTHIISINSA,
HKOTa
Kenynouno- |TomHora, |[ducnencus, MeneHa, SI3BeHHOC Muxkpockonu-
KHIIIEYHbIE  |Auapes, |3amop™, Ooyb B|MOpakKeHHE MOPAKCHHE YeCKUI KOJIUT*
HApYIICHUS |CYXOCTh  |KUBOTE™, 3y0o0B, CIM3UCTON
ciau3uc-  |pBora*, a30(arur, 000JIOYKH TTOJIOCTH
TOH METEOPU3M IJIOCCHUT, pra,
0007109k TeMOPPOH, MaHKpeaTuT*§,
MOJIOCTH MOBBINICHHOE  |KPOBb B CTYIIE,
pTa CIIOHOOTJIENIC- |SI3BEHHOE
HUE, aucQarus, MOopakeHHUEe S3bIKa,
OTPBIKKA, CTOMATHUT
MOPAKEHUE
sI3BIKA
Hapymenns Hapymenne
CO CTOPOHBI GYHKIIMM  TI€YeHH,
MICYCHU u CepbEe3HbIC
JKEITYEBBIBO/I HapYIICHUS
SMUX TyTen GYHKIIUM  TICUCHU
(BKJTIOUAs TETaTHT,
KENTYXy u
MEYCHOYHYIO
HEJIOCTATOYHOCTH )
Hapymenus [TosbiienHoe  |Ilepuopburans- |Penkue
CO CTOPOHBI MOTOOT/IEICHUE | HBII otex™, | cooOmeHus 0
KOXH u , CBITIB™ KpanmuBHUIA®, |TSDKETBIX KOMXKHBIX
MOKOKHBIX aJIonenus*, HEeXKenaTeIbHBIX
TKaHEH koxHbIH  3yn*,|peakuusx (TKHP):
nypnypa*, Harpumep,
JEPMATHT, cunapom CTuBeHca
CYyXOCTb KOXH,|— J>KOHCOHa* u
OTEK JIUIIA, | STTHIepMaTbHBIN
XOJIOTHEIN MOT HEKPOIH3*§,
KOJKHAas
peakuusa*§,
peaxius
dboToceHcnOUIN-

3allUU§, aHTMOHEB-
POTHYECKUN OTEK,
HapylIeHHe

TEKCTYpbl ~ BOJIOC,
U3MEHEHHE 3amaxa
KOXH, Oysuie3HbIi
JIEPMATHuT,

17
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CBINb
Hapymenus bons B cnune,|Ocreoaptput, |Pabmommonus*§, |Tpusm*
CO CTOpPOHBI apTpanrus*, MBIIIICYHBIC HapyumcHuA CcO
MBIIICYHOM, MHUAJITHUSA CYJIOpOTH, CTOPOHBI KOCTHOM
KOCTHOM U MBIIIICYHbIE TKaHU
COEIMHUTEIb CIIa3MBbl*,
HOW TKaHU MBILIEYHAas
c1a00CTh
Hapymenus VYuyamennoe 3agepxka
CO CTOpOHBI MOYEHCITYCKa- |MOYEHCITYCKaHUs™,
MOYEK u HUE, HAPYLICHUE | OJIUTYPHSI
MOYEBBIBOJIS MOYEHCIyCKa-
HIUX IMyTeil HUA, 3aJepiKKa
MOYH,  HeIep-
J)KaHpe  moum®,
MOJINYPHS,
HOKTYpHSI
Hapymenus |Hapyme- |Hapymenue [Tonoas l"amakTopes™, ITocneponosoe
CO CTOPOHBI|HHE ISKY- |MEHCTPYAIbHO- | AHCHYHKIIHS aTpoduueckuit KpOBOTEUECHHE™
PENPOAYKTHUB |JISALUN ro nukiax, | (cMm. pazzaen 4.4), | ByJIbBOBaruHUT, T
HON CHCTEMBI OpEKTHIbHAs  |MEHOpparus, BBIJICJICHHS u3
U MOJIOYHBIX JAUCYHKLUS BaruHaJbHOE MOJIOBBIX OpPTaHOB,
Kenes KPOBOTEYCHHE, |0aJaHOIMOCTUT*Y,
HapymeHue THHEKOMACTHSI*,
TI0JIOBO# npuanusm*
yHKIHHT y
JKeHIIMH  (CM.
paznen 4.4)
O6mue [ToBeI- Henomoranue®, |[lepudepuuec- |['ppika, cHUXEeHHE
HapyIICHUS U |IIeHHas |0onb B rpyau’™,|Kuit OTeK*, | IepEHOCUMOCTH
peaKkuuu  B|YTOMJIA- |aCTCHUSI*, 03HO0, JIEKapCTBEHHOTO
MeCTe eMOCTb™ | mupexcusi* HapylIeHue npenapara
BBEJICHUS TTOXOJIKH*,
KaxKIQ
Jlaboparop- [ToBbiIeHHE IToBbIlIeHHE [ToBbIlIEeHHOE
HBIC u MAacCCBHhI TeJjia* AKTUBHOCTH COACPpIKaHNE
WHCTPYMEH- aJaHUHAMUHO- |XOJIECTepUHA B
TaJbHbIE TpaHcdepasbl*, |kpoBu*,
JTAHHBIE MOBBIILICHHUE OTKJIOHEHUS oT
AKTHBHOCTH HOPMBI
acmapraTaMHu- | 1a0opaTOpPHBIX
HOTpaHc(hepassl | mokasaTenei,
*,  CHI)KEHHUE|HapyIleHUE
Macchl Tena* CBOWCTB CEMEHHOM
JKUJIKOCTH,
HapyIeHue
byHKIIUN
TPOMOOIIUTOB*§
TpaBmsl, TpaBmsl
MHTOKCHUKAIU
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Xupypruyec- Bazonunaramus

KHUe u

MCIOUIIUH-

CKHE TIpoIie-

JypBbl

[Tpumeuanue: * — He)KeTaTeIbHBIC PEaKLUH, BEISIBICHHBIC B IOCTMAaPKETHHIOBOM [IEPHOJIE

§ — YacToTa BO3HUKHOBEHHUS HEXKEJNATEIbHBIX PEAKLUi Npe/ICTaBIeHa BEPXHUM ITOPOTOBBIM 3HAUEHHEM, PACCUUTAHHBIM
npu 95%-HOM MOBEPHUTEIFHOM HHTEPBAJE C HCIIOJIB30BAaHHEM «IpaBWiIa 3-X» (MpaBmiIa HAXOXKAECHHUS HEH3BECTHOTO
YIIeHa MTPOTIOPIINN).

+ — Ot1o sBNEHME OBLTO 3apEerUCTPHPOBAHO B paMKkax TepaneBrrdeckoro kiaacca CMO3C/CUO3CH (cwm. pasgemnst 4.4 u
4.6).

CHUMITOMBI OTMEHBI IIPH IPEKpallCHUH TEPAIIMU CEPTPATMHOM

[Ipekpamienue jedeHHUs CEPTPATUHOM (B OCOOEHHOCTH PE3KOE) 4YacTO MPHUBOAUT K PA3BUTHUIO
cuHIpoma oTMeHbl. Haubosee 4yacto cooOmiaercss O TOJOBOKPY)KEHHHM, HapYLIEHUU
YyBCTBUTEIBHOCTHU (BKJIIOYAs IAPECTE3UN), HAPYLICHUSX CHA (BKJIIOYasi OECCOHHUILY U SPKUE CHBI),
QKUTALMS WM ICUXOMOTOPHOE BO30YKI€HHE, TOLIIHOTA W/WIM PBOTA, TPEMOP U rojoBHas 60jb. B
LIEJIOM 9TU PEaKIUU HOCAT JIETKWW, YMEPEHHBIM M OTrpaHUYECHHBIM Xapakrep. Tem He MeHee, y
HEKOTOPBIX MAllUEHTOB OHU MOT'YT OBITh TSKEJIBIMU U JUIUTEIIBHO COXpaHAThcA. B cBsA3M ¢ 3TUM B
cllydyae, €ClIi MAlUEeHT He HYKJIAeTCs B IPOAOJIKEHUH JICYEHUsI CEPTPAIMHOM, CJIELYET IPOBOAUTh
IIOCTEIIEHHYIO OTMEHY Ipernapara IIyTeM IJIaBHOI'0 CHUKEHHUs 1036l (CM. pazfeinsl 4.2. u 4.4).

TlanueHThs! IOKWJIOT0 BO3pacTa

ITpumenenne CUO3C u CMO3CH, B TOM 4ncie cepTpajiiHa, B HEKOTOPBIX ClIydyasix ObUIO CBA3aHO C
pa3BUTHEM CEpbE3HON TMIOHATPUEMUH Y TMOXKWIbIX MalMEHTOB, Ui KOTOPBIX MOXET OBITh
XapaKTepeH MOBBIIICHHBIH PUCK Pa3BUTHUS TAKOTO OCIOXKHEHHUs (cM. pasaen 4.4).

CTHU

bonee yem y 600 mamueHTOB JETCKOIO BO3pacTa, MOJYyYaBLUIMX TEPANHIO CEPTPATMHOM, OO
npousns MOOOUYHBIX peakUHil ObLT B IIEJIOM CXO0XHMM € IpoduiaeM 0e30macHOCTH y B3pPOCIbIX
NalMeHToB. B KoHTponupyeMbIx uccienoBaHusX (¢ ywyactheM 281 mnaunueHTa, IMOJIy4aBIIEro
CepTPaIMH) OTMEUYAIUCH CIEAYIOIINE T0O0YHbIE PEAKIIHH.

Ouenb vacto (> 1/10): TonmoBHast 6omb (22 %), Gecconnnna (21 %), mumapes (11 %) u
tomrHoTa (15 %).

Yacro (> 1/100, Ho < 1/10): bonb B rpyAaHON KJI€TKE, MaHUs, NMHUPEKCUS, PBOTA, aHOPEKCHI,
addexTrBHAS TaOMILHOCTH, aTPECCHBHOE MOBEICHNUE, AXKUTAITHS,
MOBBIIICHHAS BO30YAMMOCTb, HapyleHue BHUMAaHMUA,

TOJIOBOKPYXKXCHUEC, TUIICPKUHE3HA, MUT'PEHLb, COHJIIMBOCTDH, TPEMODP,
HApyImCHUEC 3pCHUs, CYXOCTh CIU3UCTON 000JOYKHU MOJIOCTH pTa,
JUCIICTICHA, KOIIIMapHBIC CHOBUJICHHA, ITOBBIIICHHAA
YTOMIICMOCTB, HCACPIKAHUC MOYH, CbIllb, AaKHC, HOCOBOC
KPOBOTCYCHUC, METCOPHU3M.
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Heuacrto (Z 1/1000, HO YI[JII/IHeHI/Ie HHTCPBAJT& QT HaIKE (\A\’l. PasACHbI 44, 4511 511),

< 1/100); HOIBITKY CYHLUAA, CYJOPOrH, IKCTpAaIUpaMHUIHbIE PACCTPOMCTBA,
HapecTe3usl, IeNPECCUBHBIE CUMITTOMBI, FAJITIOLUHALUY, TypIypa,
TMIIEPBEHTUWISILINSA, AaHEMUs, HapylleHue (YHKUMU IIEYCHH,
MOBBIIIEHUE AaKTHUBHOCTH anaHuHaMuHoTpaHcgepassl (AJIT),
LUCTUT, NPOCTON Teprec, OTUT, O0ib B ymiax, O0Jb B INIA3HBIX
a0110Kax, MUIpHa3, HEIOMOTaHUE, TEMATypHUsl, IyCTYyJIE3HAs ChIllb,
PUHUT, TpaBMbl, CHUXEHHE MAaCChl Tella, HENPOU3BOJIbHBIE
COKpPAILLEHUSI  MBIIIL, HETUIUYHbIE CHOBMJIEHUS, amnaTus,
aIbOYMUHYpHsI, MOJUIAKMYpPUS, NOJIUYypuUs, O0lIb B TPYAH,
HapylIeHHWEe MEHCTPYaJIbHOI'O IMKJA, aJoleuus, JAepMaTuT,
HOpa)keHUE KOXKH, U3MEHEHHE 3araxa KOK1, KPalMBHUIIA, CKPEXKET
3y0amMu Bo cHE (OpYKCH3M), «IIPUIIMBBD) KPOBH K KOXKeE JIMIIA.

YacToTa HEeu3BeCTHA BHYPCS .

(Ha OCHOBaHUM HMEIOIIUXCS
JTAHHBIX OLICHUTH
HEBO3MOJKHO):

Kitacc-apdekrnl

CornacHo 3MHUIEMUOJIOTHYECKUM HCCIIE0BAaHUSAM, IPOBOIMBIIUMCS IPEUMYILIECTBEHHO C Y4aCTUEM
NalueHToB B Bo3pacTe 50 jer M craplie, OTMEYascsl MOBBIILEHHBIH PUCK MEPEIOMOB KOCTEH y
nanueHToB, npuHuMaBmux CHUO3C u TpUIMKIMYECKHWE aHTUICHPECCaHThl. MeXaHU3M JIaHHOTO
1mo604YHOTO 3 (HEeKTa HEU3BECTEH.

Coo011eHune 0 M003pEBAEMBIX HEXKEIATENBHBIX PEAKIIHIX

BaxHo coo0mare 0 MOJ03peBacMbIX  HEXeNaTeIbHBIX  PEaKLUUsAX TOCIe  PerucTpaiuu
JIEKapCTBEHHOI'O Iperapara C ILeJabl0 00ecredyeHUs HENpPepbIBHOIO MOHUTOPUHIA COOTHOILEHUS
«T0JIb3a — PHUCK» JIEKApCTBEHHOTO INpenapaTa. MeAMIMHCKUM pPaOOTHUKAM pPEKOMEH]yeTCs
coo0IaTh O JOOBIX M003PEBAEMBIX HEKENATENBHBIX PEAKIMAX JEKApCTBEHHOIO IpenapaTa 4epes
HallMOHAJIbHBIE CHUCTEMBl COOOILEHHS O HEeXKeNaTeNbHbIX pPEaKIUAX TOCYylIapcTB — YIEHOB
EBpa3niickoro 5KOHOMHUYECKOTO COKO3a.

Poccuiickas ®enepanus

®denepanpHas ciy0a Mo Haa30py B chepe 3ApaBOOXPAHCHHS

109012, r. MockBa, CnaBsiHcKast ruioniaib, 1. 4, ctp. 1

Tenmedon: +7 800 550 99 03

DnektpoHHas moura: pharm@roszdravnadzor.gov.ru

Caiit B MH(GOPMaIMOHHO-TEIIEKOMMYHUKAITMOHHOM CeTH «HTEpHETY:!
https://www.roszdravnadzor.gov.ru/

4.9. llepeno3upoBka

TOKCHYHOCTE

Crenenp 0€30MACHOCTH CEPTpPaIMHA 3aBUCUT OT MOIMYJSIMU MAalUEHTOB U (WJIM) OJHOBPEMEHHO
IIPUHUMAEMOT'O JIEKApCTBEHHOI'O CPEJCTBA. bblIu 3aperncTpupoBaHbl CIydad JETAIBHOTO UCXOAA,
CBSI3aHHBIE C MEPEI0O3UPOBKON cepTpalnHa, IpU MpHEMe IpernapaTa OTAEIbHO UM B COYETaHUU C
JPYTUMH JIEKapCTBEHHBIMU CPEACTBAMU U (MJIN) aJIKoroJieM. B cBsi3u ¢ 3TUM He00X0AMMO POBOUTH
MHTEHCUBHYIO TEPAIUIO MIPH JIF000H Mepe103UPOBKE CEPTPATTUHOM.
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CuUMIITOMBI TIEPEI03UPOBKHU BKIHOYAIOT OO0UHBIE 3P (PEKThI, OIOCPETOBAHHBIE CEPOTOHUHOM, TaKHe
KaK COHJIMBOCTb, HAPYIIEHUS CO CTOPOHBI KEIyI0YHO-KUILIEYHOIO TpaKTa (HapuUMep, TOIIHOTa U
pBOTa), TaXUKapIUsi, TPEMOP, TPEBOKHOE BO30YKJECHHE U TOJIOBOKPYKEeHHE. B HEKOTOPBIX ciyyasx
OTMEYaJll Pa3BUTUE KOMBI.

[lepeno3upoBka MOXET BBI3BaTh CEPOTOHMHOBBIM CHHAPOM C yuiMHeHHeM wuHTepBaia QTC,
pasButuem TdP, mostoMy B ciiydae MepeIo3UPOBKH CEpTpaiiHa PEKOMEHIYeTCsl HaOJIronaTh 3a
nokazatessivu DK (em. pazaensi 4.4, 4.5 u 5.1).

Jleuenue

Crneunduyeckuil aHTUIOT MJiA CepTpajiiHA OTCYTCTBYeT. PekoMeHayeTcss yCTaHOBUTh H
MOJJIEPKUBATh MPOXOJUMOCTh JIBIXAaTENbHBIX IMYyTeH H, MPU HEOOXOAMMOCTH, O0OECIeYnBaTh
COOTBETCTBYIOIIMH YpPOBEHb OKCHUICHAlUM W (YHKIMHM BHEUIHEro JbIXaHus. BBeneHue
aKTUBUPOBAHHOTO YIJII BMECTE CO CIa0UTEIbHBIM MOXET ObITh Ooiiee IPPEKTHBHBIM, YeM
[IPOMBIBAHUE KEITYJKA, IO3TOMY CJIEIYeT YUYUThIBATh BO3MOKHOCTh €r0 MPUMEHEHHUS IIPU JICUCHUH
1epe103upoBKU. BhI3pIBaTh pBOTY HE peKoMeHayeTcsl. PekoMeHayeTcsi KOHTPOIMPOBaTh OCHOBHBIE
nokasareiu padotsl cepaua (Hanpumep, IKI') u gpyrue ocHOBHBIE OKA3aTENN KU3HEIEATEIBHOCTH,
a TaK)Ke MPOBOJAUTH OOIIYI0 CUMITOMAaTHYECKYIO U MOJAECPKUBAIOIIYIO0 Tepanuio. Y cepTpajlvHa
00JIbII0N 00BEM pacHpeesieHus, B CBA3M C 3TUM (OPCHUPOBAHHBIN JUype3, MPOBEICHUE AUATN3A,
reMonepdy3uH WK NepeTnBaHNue KPOBH MOXKET OKa3aThCsl 0€3pe3yIIbTaTHBIM.

5. PAPMAKOJIOTHTYECKHWE CBOMCTBA

5.1. ®apmakoaMHaAMHYeCKHe CBOiicTBA

dapMakoTepanieBTUYECKass  IpyNna:  I[ICUXOAHAJIENTUKN;  aHTUACIPECCAHTHI;  CEJIEKTHBHBIC
MHTHOUTOPBI 0OpaTHOTO 3aXBaTa CEPOTOHUHA.

Kox ATX: NO6ABOG.

MexaHu3M IeNCcTBUSA

CepTpanuH sBISETCSA MOIIHBIM CEJIEKTUBHBIM HHTMOUTOPOM 00paTHOTO 3axBata ceporoHuHa (5-HT)
B HEHpOHax IN VItro, 4To NpUBOINUT K YCWJICHUIO ncuxoiorudeckux 3ddexros S5-HT y KHUBOTHBIX.
OH oka3bIBaeT JUIIb OYEHb Cllaboe BIUSHHE Ha OOpaTHBIA 3aXBaT HOpaJpeHaluHa U Jo(paMuHa
HelpoHaMu. B KIMHMYECKHMX J03aX CepTpajiuH OJIOKMpYET 3aXxBaT CEPOTOHMHA TPOMOOIUTAMHU
yenoBeka. [Ipemapar He OKa3bIBa€T CTUMYJIHPYIOIIErO, CENATUBHOIO U aHTHXOJIMHEPTUYECKOTO
JeNCTBUS, a TAaK)KE HE MPOSIBIISIET KApAUOTOKCUYECKOTO JIEHCTBUS B HCCIEA0BAaHUAX Y )KUBOTHBIX. B
KOHTPOJUPYEMBIX UCCIIEIOBAHUSIX Y 3/I0POBBIX JOOPOBOJIBIIEB CEPTPAIMH HE OKA3bIBAJI CEATUBHOTO
JNEHCTBUSL M HE BIHAJI Ha ICUXOMOTOPHYIO AaKTHUBHOCTb. B COOTBETCTBMM C CEIEKTHUBHBIM
uHrHOMpoBaHueM oOparHoro 3axBata S-HT cepTpasmH He BiIMSET Ha KaTeXOJIAMUHEPIHUYECKYIO
akTuBHOCTb. CepTpanuH He o00nanaer aQpPUHHOCTBIO K MYCKAPUHOBBIM (XOJUHEPTUUYECKHM),
CEepOTOHMHEPTUYECKUM, T0(haMUHEPTUYECKUM, aIpeHepruuecKuM, rucramueprudeckum, 'AMK-
epru4eckuM M OEH30/IMa3eNUHOBBIM pelentopaM. J[auTenbHOe MpPUMEHEHHE CcepTpajiiHa Y
KUBOTHBIX COIPOBOXKAAIOCH CHUKEHHEM aKTUBHOCTH HOPAJAPEHAIMHOBBIX PELENTOPOB FOJIOBHOIO
MO3ra, 4YTO TaKXke HaOJMIJaeTcss M NpHU HCIOIb30BAaHUM JAPYTUX KIMHUYECKH 3(PQEeKTUBHBIX
AHTUJICTIPECCUBHBIX M aHTHOOCECCUBHBIX MTPENapaToB.

CepTpayiiH HE BBI3BIBACT PA3BUTHSI JICKAPCTBEHHOW 3aBUCHMOCTH. B miarne6o-kKoHTpoimpyeMom

JBOWHOM  CJIENIOM PaHJAOMHU3UPOBAHHOM HCCIIEIOBAHUU CPABHUTEIIBHOTO  aJJUKTOTNE€HHOIO

MOTEHIIMANIA CepTpainHa, ainmnpasojama u O-amdpeTamuHa y YeloBeKa CepTPAIMH HE OKa3bIBal

MOJIOKUTETTBHOTO ~ CYOBEKTMBHOTO  JIEHCTBHS,  CBHJETENBCTBYIONIETO 00  aJIMKTHBHOM

noteHnuane. HampoTus, marMeHTsl ONCHWIN, KaK ajumnpa3oiaM, Tak u d-amderaMuH 3HAYUTEIBHO
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U aUIMKTUBHBIN moTeHnuan. CepTpaJiiH HE OKa3blBajl HU CTUMYJIHMPYIOIIErO, HU TPEBOXKHOTO
JCUCTBUS, XapakTepHoro s mnpueMa O-amperamuHa, WIM CEIATHBHOTO JICHCTBHS |
MICUXOMOTOPHOTO HAPYIICHHUS, XapaKTEPHOIO /Ui ipuema aimnpaszonama. CepTpaiiH He BBICTYIACT
B KAYeCTBE IMOJOXHTEIBHOIO MMOJKPEIUIAIONICr0 CTUMYJa y MaKaK-pe3ycoB, HayueHHbBIX
CaMOCTOSATEIILHO TPUHAMATh KOKAaWH, a TaK)Ke HE 3aMeliaeT B KavecTBe AuddepeHImanbHoro
crumyiia Hu d-amdeTaMuH, HA ICHTO0apOUTal Y MaKaK-pe3ycoB.

Kimmanueckast 7¢dekTUBHOCTE U O€30I1aCHOCTD

bonvwoe oenpeccusrnoe paccmpoiicmso

Be10 mpoBeneHo uccien0BaHue NP y4acTHH aMOyJaTOPHBIX MAalMEHTOB C JIEMPECCUel, KOTOPhIE
OTBETWJIM Ha JIe4eHHe cepTrpasmHoM B n03e 50-200 mr/cyT K KOHIly HadalbHOH §-HeoenbHOU
OTKPBITOM (as3el jeueHus. DTH maueHTsl (N = 295) ObUIM paHIOMH3HPOBAHBI /IS IPOJIOJDKCHHUS
JedeHust cepTpaduHoM B 03e S0-200 Mr/cyT nim ruiane6o B TeueHue 44 Helennb B IBOHOM CIIETIOM
pexuMe. Y ManueHToB, MPUHUMABIIMX CEPTPAIMH, HaOMI0qanachk CTaTHCTHUECKH OoJiee 3HaYnMast
HU3Kasl 4aCTOTa PEIMIUBOB, Y€M Yy IMAlMEHTOB, MPHHUMAaBIIHX 1uiane6o. CpeqHsis 1o3a npemnapara y
MalKEHTOB, 3aBEPUIMBLIMX KYpC JIe4eHHsI, cocTaBisuia 70 mr/cyt. Jlois marueHToB, OTBETUBIINX HA
nedeHre (OTBETOM Ha JICYCHHWE CUMTAIIOCh OTCYTCTBHE penuauBa), coctaBmia 83,4 % B rpymme
ceprpanuna u 60,8 % B rpynne miuaie6o.

1ITCP

O6benuneHHble qanHble U3 3 uccneaoBanuii mo uydenuto [ITCP B o01ieii monmyssiuy noka3aim, 4To
y MY)KYMH 4acTOTa OTBETa Ha JICUCHHWE HWKE, YeM Yy KCHIMUH. B JBYX HCclenoBaHHSX B OOIIEH
MOMYJISIIIK, B KOTOPBIX OBbUTH MOJTYYEHBI MOJIOKUTEIbHBIE PE3YIbTaThl, YaCTOTa Pa3BUTHUS ) (deKTa
Ha JICYCHHE y MYKYMH W JKCHIIMH B TPYIIAX CEepTpajuHa M TUIanedo Obula COMOCTaBHUMOU
(kenmmubl: 57,2% B cpaBuenun ¢ 34,5%; myxkuunsl: 53,9 % B cpaBHenuu c¢ 38,2%). B
00BETMHEHHYIO OOIIYFO MTOMYJISIUIO HCCIeI0BaHni ObuH BKITFOYeHBI 184 MyxuuHbl 11 430 sKeHIIHH.
[ToaTomy pe3ynbTaThl JeUeHUs y KEHIIUH SBISIOTCSA 00Jiee Hae)KHBIMU, a Y MYKYHUH Ha0It01a1ach
3aBUCHMOCTh MEXTy Pe3yIbTaTaMH JICUCHHS U XapaKTePUCTHKAMH Ha UCXOJIHOM ypoBHE (OobIas
4acToTa CIy4aeB 3JI0YMOTpeONieHusl mpenaparoM, Oonbiias JIUTENbHOCTh 3a00JIeBaHus, TpUINHA
TpaBMBI U Jp.), KOTOPbIE KOPPEIUPOBAIN CO CHHKEHUEM 3(PPEKTUBHOCTH TEPATIUH.

Onexmpogusuonocus cepoya

B cnenmanpbHOM XOpOMIO CIUTAHMPOBAHHOM HCCIIENOBaHMM WHTepBasa QTC, BBITOJHEHHOM C
UCIOJIb30BAHUEM CBEPXTEPANEBTUYECKUX /103 B YCIOBHMSX PAaBHOBECHOTO COCTOSIHHS Yy 3/I0POBBIX
no6poBoibieB (momyyaBmux 400 Mr/cyTkd, WTro B JBa pasza MPEBBIMIAET PEKOMEHIYEMYIO
CYTOYHYIO 103Yy), BepxHsis rpanuna 2-croponsero 90 % /I myis cooTBETCTBYIOIIEro MO BPEMEHH,
pPacCYMTAHHOTO TI0 METOJy HAaMMEHBIINX KBAJPATOB CpenHEro pasnuums 3HaueHuid QTCF mexmy
cepTpanuHoM u manebo (11,666 mc) okazanock O6osblie, yeM MpeaycTaHoBiIeHHbIN mopor 10 ¢, Bo
BPEMEHHOM TO4YKe 4 yaca mociie mpuemMa J103bl. AHaIN3 ypOBHSI BO3JEHCTBHS M OTBETA yKaszall Ha
HAJIMYME HE3HAUYUTENbHOW TOJIOKUTENBHOW B3aMMOCBA3M MeXAy anuTensHocThio QTCF
KOHIIeHTpanueil ceprpanmua B miazme kposu (0,036 mc/(ar/mi); p < 0,0001). Mcxoast u3 mMoaesu
BO3ICHUCTBUS, TOPOT JJIS KIIMHUYECKU 3HauuMoro yumnHeHust QTCF (To ecTh A1 MporHo3upyemMoro
90 % U, mpessimaromiero 10 Mc), mo MeHblneir Mepe, B 2,6 pasa mpesbimaer CPEIHIO0 Cmax
(86 Hr/mm) mocne camolf BEICOKOH peKoMeHIyeMoil 103kl cepTpanuHa (200 mr/cyt.) (cMm. pasaens
4.4,45,48u4.9).

Iayuenmuvr 0emckoeo sozpacma ¢ OKP

besomacHocth U 3 dekTuBHOCTh cepTpanvHa (B go3e 50-200 Mr/cyt) u3ydanu TpH JICYCHHH
aMOyJIaTOPHBIX MAIMEHTOB JETCKOTO Bo3pacTa (ot 6 10 12 yet) u moapocTKoB (B Bo3pacte oT 13 10
17 net) ¢ OKP 6e3 nposiBnenuit nenpeccun. [loce 3aBepiieHNs: OAHOHEAESIEHOTO MPOCTOTO CIETIOr0

BBOJIHOTO TIepHOJa TpHeMa Iutareb0 MarueHThl ObUTHM PaHJOMH3WPOBAHBI IS TIOJYUCHHS
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12 yieT HavanmpHas J103a Mperapara CocTaBisia 25 Mr. Y MalMeHTOB PaHJIOMH3UPOBAHHBIX B TPYIIITY
cepTpaliiHa, OTMEYAJIOCh 3HAYUTEIBHO 00JIee BEIPAKCHHOE YIYUYIICHHE COCTOSHUS TI0 CPABHEHHUIO C
MAIlMeHTaMH, TIOJYYaBIIUMH IUTaNe00, O 4YeM CBUJICTCIIbCTBOBAIM IIOKA3aTeNd OICHKH I10
O6ceccHBHO-KOMITY IbCHBHOI 1ikane Meis — bpayna (Children’s Yale-Brown Obsessive Compulsive
Scale, CY-BOCS) (p = 0,005), OO6meit 06cecCHBHO-KOMITYJILCHBHOM IKajae HarpoHaibHOro
uHCcTHTyTa mcuxudeckoro 3m0poBbs (National Institute of Mental Health, NIMH) (p = 0,019) u
MoJIIIKase st oneHku ynyumnenus Ilkanesr obmero kaunauyeckoro Breuatienus (Clinical Global
Impression, CGI) (p = 0,002). Kpome Toro, B rpyriie cepTpajuHa oTMedanach TCHACHIUSA K Oosee
BBIPQ)KCHHOMY YJTyUIIIEHUIO, YeM B IPYIIIE IU1ae0o, Py OIEHKE 10 MOJIIIKAJIE IS OICHKU CTCTICHH
Tsokect mwkansl CGl (p = 0,089). B rpynne munane6o cpeanee 3naueHue mnokasarens no mkane CY-
BOCS Ha ucxoaHom ypoBHE cocTaBisuio 22,25 + 6,15, a u3BMeHeHue 3TOro MoKa3aTes OT HCXOIHOTO
3Havyenus —3,4 + 0,82, a B rpymme cepTpairHa 3HaUeHUs ITHX MoKazateseit cocrapisum 23,36 + 4,56
n —6,8+0,87 coorBercTBeHHO. Il0 JaHHBIM PETPOCHEKTUBHOTO aHANIM3a, JOJsA TMAIUCHTOB,
OTBETHBIIIUX HA JieueHUe, cocTarisuia 53 % B rpynme ceptpanuHa B cpaBHeHuu ¢ 37 % B rpyrmie
wiane6o (p = 0,03). OTBeTOM Ha JIeUeHUE CUUTATIOCh CHIKEHUE 3HaUeHUS Mokazaress no mkaine CY-
BOCS, ocnoBHoro mokasarenst 3(p(GeKTHBHOCTH, KaKk MUHUMYM Ha 25 % B KOHEYHOH TOYKE IIO
CPaBHEHHIO CO 3HAYCHHEM Ha UCXOJIHOM YPOBHE.

JlonrocpovHble KIMHUYECKUE HMCCIETOBAHUS MO OICHKE 3()()EKTUBHOCTH y MAIMEHTOB JIETCKOTO
BO3pacTa HE IIPOBOJUINCE.

eTH
JlaHHBIC O TIPUMEHECHUY TIperapara y JeTeil Miamie 6 JeT OTCyTCTBYIOT.
THocmpezucmpayuonnoe ucciedosanue dezonachocmu SPRITES

bbu10 npoBeieHo HabI0AATENbHOE OCTPErUCTPALMOHHOE UCCIIEJ0BaHUE 0€30IIaCHOCTHU € yYaCTHEM
941 mammenTta B Bo3pacTe OT 6 1o 16 JeT uisl OIEHKH JOJTOCPOYHOM O€30MaCHOCTH JIeUeHUs
CepTPaIMHOM (B COYETaHMM C INCUXOTepanuell Uiau 0e3 Hee) MO0 CPaBHEHUIO C ICHXOoTepanueil B
OTHOIICHWHA KOTHUTHUBHOTO, AMOIMOHAIBHOTO, (PHU3MYECKOT0 | IIyOepTaTHOTO CO3PEBAHUS
MPOAOIKUTEIBHOCTBIO 10 3 JIET. DTO UCCIEI0BaHUE TaKXKe MIPOBOIMIIOCH B YCIOBHSIX KIMHUYECKOM
MPAKTHUKH Y A€TEH U MOJIPOCTKOB ¢ nepBUUHBIM quarno3oM OKP, nenpeccrun wimu Apyrux TPEeBOKHBIX
paccTpoiCTB, U B HEM OLICHUBAJIMCHh KOTHUTUBHAs (PYHKLUS [OLIEHKA 110 TECTY COCIUHEHUs LU(p U
OykB (4actb B) M MeTakOrHUTUBHOMY WUHAEKCY U3 OnpocHUKa s OLEHKH (YyHKIUN
nporpaMMHUpoBaHusl U KoHTpons y jaeteil (Behaviour Rating Inventory of Executive Function,
BRIEF), koHTpoJb MOBEACHUS/SMOLIUIT (OIICHKA 10 MHICKCY KOHTPOJIS TIOBEICHUS U3 OMPOCHUKA
BRIEF) u ¢usnueckoe/mybepraTHOe co3peBaHHE (OLEHKAa MO CTAaHAAPTH30BAHHOMY HHJIEKCY
pocta/Maccel Tena/unaekcy Maccel Tena (UMT) m mkane Tanuepa)]. CepTpasiuH oqoOpeH amis
IPUMEHEHHMs Y TTAlMeHTOB JIETCKOT0 BO3pacTa TOJIbKO JUIsd JeTel B Bo3pacte 6 set u crapie ¢ OKP
(cm. pazmen 4.1).

CranpmapTuzanus Mo KaxJoMy OCHOBHOMY KpUTepHUIo 3()(HEeKTHBHOCTH HA OCHOBAHUH HOPMAJIbHBIX
3HAYEHWH JUIS TI0J1a M BO3pacTa MOoKa3ana, 9To 00IIne pe3yabTaThl COOTBETCTBOBAIM HOPMAIbHOMY
pa3BuTHIO. CTaTUCTHYECKH 3HAYMMBIX Pa3IM4YMil 10 OCHOBHBIM KpPUTEPHUSIM >(PPEKTHUBHOCTH, 3a
MCKJTFOYEHUEM MAacCHhI TeNa, He 0bu10. CTaTUCTHYECKU 3HAYNMOE H3MEHEHUE JIJTsl CTaHAapTH30BAHHON
Macchl Teja HaOJMI0AaIoch MO pe3yibTaTaM CpPaBHUTEIBHBIX AHAJIU30B, OJHAKO BBIPAKEHHOCTb
M3MEHEHUs Macchl Tena Obuia HeOombiiol [cpenHee (CO) m3MeHeHUE CTaHIAPTH30BaHHBIX Z-
nokazareneit < 0,5 CO]. Macca Tena yBeIMuuBanach B 3aBUCUMOCTH OT J03bI ITpernapara.

5.2. dapmakoKUHETHYECKHUE CBOHCTBA

AbGcopbuus
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MaKCHMaJIbHasi KOHIICHTPALKS CEPTPAJIMHA B TIa3Me KPOBH YEJIOBEKA JOCTUTAIACh IPUOIM3UTEIBLHO
yepes 4,5-8,4 yaca nociie npuema.

HpI/IeM IMUIIY HECYIIECTBEHHO BJIMACT HA 6I/IOI[OCTy1'IHOCTB CEpTpajinHa B Ta0JIeTKaxX.

Pacnopenenenne

[Tpubnuzurensuo 98 % mpemnapara cBA3bIBaETCS ¢ OETKaMU IJ1a3Mbl KPOBH.

Buorpancdhopmarus

CepTpaiut noasepraercs akTUBHOMY IIPECUCTEMHOMY METa0OJIU3MY B ITEUYEHHU.

KinHu4eckue qaHHbIC U TaHHBIC MCCIIEAOBAaHUM IN VIr0 CBHICTENBCTBYIOT O TOM, YTO CEpTPAIUH
METa0O0JIM3UPYETCS HECKOJBKUMHU IyTSAMH, B TOM 4Hcie ¢ ydactuem uzopepmentoB CYP3A4,
CYP2C19 (cm. paznen 4.5) u CYP2B6. B ycnoBusx in Vitro cepTpainH ¥ €ro OCHOBHON MeTa0O T
— JIE3METHIICEPTPATIMH — TAKXKe SBIISIOTCS CyOCTpaTaMu p-TJIMKOIPOTEHHA.

OnMMUHALNS

CpenHuii epuo]| MoJyBBIBEICHUSI CEPTPAIMHA COCTABJICT OKOJIO 26 4acoB (quara3oH oT 22 10
36 qacoB). B COOTBeTCTBMM C TOKa3aTelIMA TEPMHHAILHOTO TIEPUOJA TOJIYBBIBEICHUS
HaOJr0AaeTcsl MPUOIM3UTEIBHO YABOCHHAS KyMYJISIMsS Iperapara 10 JOCTH)KEHUS PaBHOBECHOU
KOHIICHTPALIMHU, KOTOpasi JOCTUTAETCS Yepe3 OJHY HeNeNI0 MpHeMa IpenapaTa B peKuMe OJIMH pa3 B
cyrku. [lepuon monyBbiBenenusi N-nesmeruicepTpannHa KojieOjeTcs B Juamna3oHe oT 62 1o
104 gacoB. Ceprpamua u N-Ae3METHIICEPTPAIMH AKTUBHO META0OJU3HPYIOTCS B OpPTraHH3ME
YeJI0BEeKa, a KOHEYHbIC METAa0O0JIUThI BBIBOSTCS C KAJIOM M MOYOW B PAaBHOM KOJHYECTBE. TOJIBKO
He3HauuTelbHas 9acTh ceprpamHa (< 0,2 %) BEIBOAUTCS C MOYOM B HEM3MEHEHHOM BH/IC.

JIMHEHHOCTE/HEINHENHOCTE

B nnanazone 103 ot 50 10 200 Mr dhapmMakOKHHETHKA CEpTPaTMHA TPOTIOPIIMOHATBHA IPUHATOM 103€
mpernapara.

Oco0BbIe TPVIIIBI MAIMEHTOB

Jlemu

Hayuenmor demckozo sozpacma ¢ OKP

dapMakOKMHETHKY CepTpalMHa M3y4aiu B rpymne u3 29 mamueHtoB B Bo3pacte oT 6 1o 12 yet u
32 moapocTkoB B Bo3pacte oT 13 no 17 met. HauanpHyro 103y npenapara, KOTopasi COCTaBIsuIa 25 Win
50 mr B cyTKH, B TeyeHue 32 Hel nocteneHHo (¢ marom 25 uin 50 Mr cooTBETCTBEHHO) TOBBIIIAIN
no 200 mr/cyr. OTu pexumsl npuema mpemapara (¢ marom 25 Mr u 50 Mr) nepeHOCHIHCH
oauHakoBo xopomo. ITpu npueme npenapara B go3e 200 Mr KOHIEHTpalUs cepTpaJIiHA B IIa3Me
KPOBH B PaBHOBECHOM COCTOSIHUHM B TpYIIIE MaIeHToB 6-12 ner Obiia mpuOmmsurenbHO Ha 35 %
BBIIIIE, YEM B Ipymrne nanueHToB 13-17 net, u Ha 21 % BeIle, 4eM y B3pOCIIBIX B TPYIIIE CPaBHEHUS.
CraTHCTHYECKH 3HAYMMBIX PAa3IMYMid MEXIy MalbuHUKaMH M JCBOYKAMH IO BETHYUHE KIHPEHCA
mpernapara He OTMevanoch. Takum o0pa3oMm, IpH MPUMEHEHHH Tpenapara y JeTeid peKOMEeH1yeTcs
HaYMHATh JICYCHUE C HU3KOH JI03bI ¥ TIOBBIIIATH €€ C IIIaroM 25 MT, 0COOEHHO Y IETeH ¢ HU3KOM Maccoi
Tena. Y MoAPOCTKOB MOYKHO UCIOIb30BATH TE 5K€ J03bI, YTO U Il B3POCIbIX.

Hodpocmku u auya noaswcunoco eospacma

dapMakOKMHETUYECKU MPOoUib Kak y MOJPOCTKOB, TAaK M Y MAIMEHTOB IMOXKUIIOTO BO3pacTa
CYIIECTBEHHO HE OTJIMYAETCS] OT TAKOBOTO Y B3pPOCIBIX MAIMEHTOB B Bo3pacte oT 18 mo 65 rer.

Ileuenounas neoocmamounocms

VY manueHToB ¢ MOpaKCHUEM NEYCHH YBEITMYMBACTCS IIEPHO/] TTOJTYBBIBEJICHHUS CEpTpaIMHA U B 3 pasa
Bospactaet 3HaueHne AUC (cum. pazaenst 4.2 u 4.4).
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Toueunas neoocmamounocms

1y OTYETY

v MMalMEHTOB C YMCPCHHBIM M TSXKEJIBIM HApYIICHUEM (bYHKI_[I/II/I IMO4YE€K CYIECCTBEHHOI'O
HaAKOIIJICHUA CCPTpaInMHa HE Ha6JIIOI[aJIOCB.

CpapMaKOZ€HOMuKa

VY manmMeHToB ¢ HU3KOW Merabonm3upyomeil aktuBHOCThIO (hepmenTtoB CYP2C19 konueHTpamms
cepTpalMHa B IUIa3Me KpoBU Obuia mpumepHo Ha 50 % BbIle, YeM Yy MALUEHTOB C BBICOKOH
MeTaboJIN3UPYOLEeH aKTUBHOCTBIO. KimHMUeckoe 3HaueHHe 3THX JaHHBIX HE ompezeneHo. [[o3y
npenapara Heo0X0AUMO ITOA0MPATh C YYETOM KIMHUYECKOTO OTBETA Ha JICUCHHUE.

5.3. JlaHHbBIe TOKJIHHUYECKOH 0e30IaCHOCTH

JlaHHBIE TOKJIIMHUYECKUX MCCIIEOBaHUH 1O (papMaKkoIoruyeckoi 6€30MacHOCTH, TOKCHYHOCTHU IIPU
MHOT'OKPaTHOM BBEJIEHUHU, TECHOTOKCUYHOCTH M KaHLEPOI€HHOMY IOTEHIMaIly, HE BBIIBHIIN O0CO0OM
onacHocTH Juisl mofeil. MccnenoBanus penpogyKTUBHOW TOKCUYHOCTH HA >KMBOTHBIX HE BBISBHIIN
TEpaTOTEeHHBIX CBOMCTB Mpernapara; He)KeIaTenbHbIX () ()EeKTOB B OTHOLICHUN (DEPTUIIHBHOCTH CaMIIOB
B 3THX MCCJIEIOBAaHUAX Takke He BbIABICHO. Habmiogaemble MposiBIeHUS (HETOTOKCHUYHOCTH,
BO3MOYKHO, OOYCJIOBJICHBI TOKCHYECKHM BO3JECHCTBHEM Ha MaTEpUHCKUH opraHu3M. CHIKEHHE
BBDKMBAEMOCTH IIOTOMCTBA B IIOCTHATaJIbHOM IIEPUOJE M MacChl Teja JETEHBIEH OTMEYaaoch
TOJIBKO B IIE€PBBIE CYTKU IIOCJIE POXKJIEHUS. bbuin mosaydyeHsl J10Ka3aTeiabCTBa TOTO, YTO T'HOeNb
MOTOMCTBA B PaHHEM IIOCTHATAILHOM IIepHoie OblIa 00yCIOBICHA BO3ICHCTBHEM Mpenapara in utero
B IEpHOJ pa3BUTHs mocie 15-ro nHs OepeMeHHOCTH. 3ajiepKKa TOCTHATAIBHOTO PAa3BUTHS Y
IIOTOMCTBA CaMOK, KOTOPbIM BBOJIMJIM IIpenapaT, BO3MOXKHO, 00yCIOBIEHa BO3/ICHCTBUEM Ipenapara
Ha MaT€PUHCKHI OPTaHM3M, a CJIEIOBATEIbHO, OTH U3MEHEHUS HE IIPEACTABIIIOT PUCKA IS JIFOIEH.

HccnenoBanusi Ha TPBI3YHAX M JIPYTUX JKMBOTHBIX HE BBIBHJIM CYIIECTBEHHOTO BO3JCHCTBHS
npemnapaTa Ha (PepTHILHOCTb.

HccnegoBaHus Ha MOJIOABIX dKMBOTHBIX

Br1710 MpoBeIeHO TOKCHKOJIOTHYECKOE MCCIIEIOBAHNE HAa MOJIOJBIX KpPhICaX, B KOTOPOM CEpPTpaIMH
BBOJWIICS TIEPOpaiIbHO CaMIlaM M CaMKaM KpbIC B MEPUOJ C MOCTHATAIBbHOTO JHS 21 mo JaeHb 56
BKJIIOUNTENBHO (B 103ax 10, 40 umu 80 mr/kr/cyT) ¢ BoccTaHOBUTENBbHON (ha3oil ncciaenoBaHus 0e3
MpPUMEHEHHs] TpermapaTa [0 T[OCTHaTampHOro JHsA 196. 3amepXKu TMOJOBOTO CO3PEBaHUA
PErUCTPUPOBAIUCH Y CAMIIOB M CAMOK IIPH PA3IMYHBIX 103aX (Y camIloB IpH o3¢ 80 MI/KT, a y caMoK
npu 03¢ > 10 Mr/kr), HO HECMOTpSI Ha 3TO, BIHSIHHE, CBA3aHHOE C MPUMEHEHUEM CepTpajnHa, Ha
Kakue-Iu00 TMOJIArONIUECs] OIEHKE KOHEYHBIC TOYKU PENPOAYKTUBHOM (YHKIIMU Y CaMIIOB HIIH
caMOK OTCyTcTBOBaslo. Kpome Toro, B mepuoja ¢ mocTHaTaiabHOro AHs 21 mo geHs 56 Takxke
Ha0II0JATNCh 00€3BOKUBAHUE, XPOMOPHUHOPES] M CHIDKEHHE CPEHEro MPpUpPOCTa Macchl Tena. Bee
BBHIICYTIOMSAHYTBIE 3(PPEKThI, OOBICHSIEMbIE MPUMEHEHUEM CEepTpPaIMHA, ObUTH OOpaTUMBIMH B
OTIpe/ICJICHHBII MOMEHT BpPEMEHH B TEUYCHHE BOCCTAHOBUTEIHHON (a3bl ucciemoBaHus 0e3
MpUMeHeHHs TpenapaTta. KiuHudeckas 3HAUUMOCTHh 3TUX A((PEeKTOB, HAOMIOMABIINXCA y KPBIC,
KOTOPBIM BBOJIUJTM CEPTPAJINH, HE OblIa YCTaHOBJICHA.

6. PAPMAIIEBTUYECKHE CBOMCTBA
6.1. [lepeueHsb BCOMOraTeJbHbIX BElIECTB

S npo TabiueTku

e Kanbuusa runpodocdar

e [lemtono3a mukpokpuctaminaeckas (Asurens PH 101)
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e [lemmono3a mukpokpucraminueckas (Asuiens PH

e [munpono3a-L

e KapOokcumerunkpaxmaina HaTPHs

e Bopa ounienHas (pacxojyercs B mpoliecce IpOU3BOICTBA)
e Maruus creapar

O060s10uKka TabJIETKH

e Omanpaii 6enprii OY-S-58910 (runpomeriosa, Turana auokcuy, makporon 400, Tanbk)

e Bopa ounnieHHas (pacxoayeTcsi B POIECCe MPOU3BOJICTBA)

6.2. HecoBMecTUMOCTH

He npumenumo.

6.3. Cpok roaHocTu (CpoK XpaHeHHs)

3 rona.

6.4. OcoOble Mepbl NPEIOCTOPOKHOCTH P XPAHEHUH

XpaHuTh MpH Temreparype He Boie 25 °C.

6.5. XapakTep u cojep:KaHue YIAKOBKHU

ITo 10 wtyk B 6iucrepe u3 amomuHueBoil ¢onbru u IIBX/IIBaX mnenku; 1 wnn 3 Omucrepa c
JMCTKOM-BKJIJIbIIIIEM B KAPTOHHOM Mayke.

ITo 14 wtyk B 6nucrepe u3 amomunueBoil ¢onbru u IIBX/IIBaX mnenxu; 1 nmm 2 Gnucrepa

JIJUCTKOM-BKJIAAbIIICM B KapTOHHOﬁ mayke.

6.6. OcoOble Mepbl MPEIOCTOPOKHOCTH NMPH YTHIU3ANMH UCMOJIb30BAHHOIO JIEKAPCTBEHHOIO
npenapara MJId OTXOJ0B, IOJYYCHHBIX IOCJ€¢ NMPUMEHECHHS JEKAPCTBEHHOr0 mpenapara, u
Apyrue MAHMIYJISILMU € IPenapaTom

Oco06ble TpeOOBaHUS OTCYTCTBYIOT.

Becw ocrapmmiics J'IeKapCTBeHHblf/'I npenapatr U OTXOAbl CICAYCT YHHUUYTOXUTH B COOTBCTCTBUH C
YCTAHOBJICHHBIMH HAlTHOHAJIbHBIM 3aKOHOAATCILCTBOM Tpe60BaHI/I$IMI/I.

7. AEPKATEJIb PETUCTPAIIMOHHOTI' O YIOCTOBEPEHU S

Nunus
Can @apmacerotukan Munactpus JlTa.

Can Xays, ITnor Ne 201 B/1, Becrepr Dkcnpecc Xaiiait, ['operaon (Mct), Mymban — 400063,
Maxapaiurpa

India
Sun Pharmaceutical Industries Ltd.

Sun House, Plot No. 201 B/1, Western Express Highway, Goregaon (East), Mumbai — 400063,
Maharashtra
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7.1. IlpencraBuTe/ib AepKaTesl PErUCTPAIUOHHOID VAOCTég!cB:;};IIEﬂ]':: BATENBHOCTE 0004)

IIperen3un HOTDC6PITCJ'ICI>1 HaIIpaBJIATh 1O aAPECY.

Poccuiickas ®enepanus

[IpencraButensctBo KoMnanuu Can @apmacbrotukain Munacrpus JiTa.

Anpec: 107023, r. Mocksa, yi1. DnekTpo3aBojckas, 1. 27, ctp. 8, oducer 29, 30.
Tenedon: +7 (495) 771-74-27.

DrekTpoHHas mo4ra: pv.eaeu@sunpharma.com

8. HOMEP (HOMEPA) PETUCTPALHUOHHOI'O YAOCTOBEPEHUA

9. KATEI'OPUSA OTITYCKA JIEKAPCTBEHHOT O ITPEITAPATA

JlexapcTBEHHBIN TTpenapaT OTHOCUTCS K KATETOPHUH OTITYCKa IO PELETITY.

OOmiass xapakTepucTHKa JeKapcTBeHHOro mnpemnapata CepnudT AOCTyIIHa B €IUHOM peecTpe
3apETUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CpeACTB EBpa3zuiicKOro »KOHOMHYECKOTO CO3a M Ha

opuIIMaILHOM caiirte YIIOTHOMOYEHHOT'O opraHa (3KCTIepTHOM OpraHU3AIIHH )
https://eec.eaeunion.org/ (https://Ik.regmed.ru/Register/EAEU_SmPC).
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