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OBIIASI XAPAKTEPUCTHKA JTEKAPCTBEHIOPO TIPEITAPATA V7%

1. HAUMEHOBAHME JIEKAPCTBEHHOTI'O ITPEITAPATA

Kcenmmon, 25 mr/0,25 mit, cycneHsus Ui BHYTPHUMBIIIEYHOTO BBEICHHSI C TIPOJIOHTUPOBAHHBIM
BBICBOOOXKICHHEM.

Kcermon, 50 mr/0,50 mut, cycrieH3us Uisi BHYTPHUMBIIIEYHOTO BBEJCHHS C TIPOJIOHTUPOBAHHBIM
BBICBOOOKIEHUEM.

Kcennmmon, 75 mr/0,75 mut, cycneH3us Ui BHYTPHMBIIIEYHOTO BBEICHHSI C TIPOJIOHTUPOBAHHBIM
BBICBOOOXKICHHEM.

Kcerumon, 100 Mr/1 My, cycneH3ust sl BHyTPUMBIIICYHOTO BBEJCHHS C MPOJOHTHPOBAHHBIM
BBICBOOOKIEHUEM.

Kcennmmon, 150 mr/1,5 mit, cycneHsus Ui BHYTPHUMBIIIEYHOTO BBEACHHSI C TIPOJIOHTUPOBAHHBIM

BBICBOOOKIEHUEM.

2. KAUECTBEHHBIN U KOJTMYECTBEHHBIN COCTAB
JlelicTBytol1I€€ BEIIECTBO: NAJTUIIEPUIOH.

Kcemmmon, 25 MF/O,ZS MJI, CYCIICH3UA AJIs1 BHYTPUMBIIICYHOI'O BBCACHHA C ITPOJOHIMPOBAHHBIM

BBICBOOOK/ICHUEM

Kaxxnpiii npeaBapuTenbHO 3aNI0JHEHHBIN IIIPULL COAEPKUT 39 Mr manunepuoHa najJbMuTaTa B
0,25 M1 cycnieH3uu (3KBUBAJIEHTHO 25 MI AIIUIIEPUIOHA).

Kcemmmon, 50 mr/0.50 mi1, cycrieH3us Uil BHYTPUMBIIIIEYHOIO BBEIEHUS C IIPOJOHTUPOBAHHBIM

BLICBO60)KI[€HI/IGM

Kaxxnplii npeaBapuTeabHO 3alI0JHEHHBIN IIIPULL COAEPKUT 78 MI MaTUNEpUIOHA MaJbMUTaTa B
0,5 M cycrien3uu (3kBUBaJICHTHO 50 MT TATUTIEPUIOHA).

Kcemmmon, 75 mr/0,75 mi1, cycrieH3us Uil BHYTPUMBIIIEYHOIO BBEIEHUS C IIPOJOHTUPOBAHHBIM

BLICBO60)KI[€HI/IGM

Kaxpiii mpeBapuTenbHO 3a0THEHHBIN MITPHIT COACPKUT 117 Mr manunepuioHa naipMITara B
0,75 mut cycrieH3uu (9KBUBAJIGHTHO 75 MT MaJIUNIEPUIOHA).

Kcemmmon, 100 mr/1 mi, cyCIIEH3Hs JUIL BHYTPHUMBIIIEYHOI'O BBEIECHHS C IIPOJIOHTMPOBAHHBIM

BLICBO60)KI[€HI/IGM

Kaxp1ii mpe1BapuTeNbHO 3al0IHEHHBIN MITPUILL COAEPKUT 156 Mr nanunepuioHa najabMuTaTa B
1,0 mat cycniensuu (3xkBuBasieHTHO 100 Mr nanunepuioHa).

Kcemmmon, 150 mr/1.5 min, cycrieH3us Uil BHYTPUMBIIIEYHOIO BBEIEHUS C IIPOJOHTUPOBAHHBIM

BLICBO60)KI[€HI/IGM
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Kaxp1ii mpe1BapuTeNbHO 3al0IHEHHBIHN ILITPUL coaepmﬂrﬂ 4 %n&nﬁ%m&nbﬁﬁ‘rﬁm B

1,5 mit cycniensuu (3kBUBasieHTHO 150 Mr nanunepuioHa).
BcnoMorarenbHble BeleCTBa, HAJMYME KOTOPBIX HAJ0 YYMTBHIBATH B COCTABE JIEKAPCTBEHHOI'O
npemnapara: HaTpuii (cM.paszzaen 4.4).

[TonHbIii mepeyeHs BCIIOMOTaTeNbHbBIX BEIIECTB MPUBEICH B pasjene 6.1.

3. JEKAPCTBEHHAS ®OPMA
CycneH3us A1 BHYTPUMBIILIEYHOTO BBEJICHUS C MPOJIOHIMPOBAHHBIM BBICBOOOKICHUEM.

Benas uau moutu Oenas CYCIICH3MH, CBO6OI[Ha$I OT IMIOCTOPOHHHUX BKJIIOUCHMI.

4. KIMHUYECKUE JAHHBIE

4.1. Iloka3zaHusi K NPUMEHEHHUIO

Jleuenune mu3odpeHUH U NPOPUIAKTUKA PELUAMBOB HMIM30(PEHUN y B3POCIBIX NAllUEHTOB B
BO3pacte ot 18 ner.

Tepanus mm30aPEeKTUBHBIX pPACCTPOMCTB B KAayecTBE MOHOTEpAlMM WM B COCTaBe
KOMOMHHMPOBaHHOW TEparuy ¢ HOPMOTUMUKAMHU U aHTUJIENIPECCAHTAMU Y B3POCIIbIX NAI[UEHTOB B
BO3pacTte oT 18 jer.

Y mnauMeHToB, HUKOIJAa HE NPUHMMABIIMX NAJIUINEPUAOH IE€POPAIBHO WM PHUCIEPUIOH
NEPOPAJIbHO WM TMapeHTepajbHO, Iepell HadajioM JiedeHus npenaparoM KceminoH
peKkomMeHayeTcss B TeueHue 2 - 7 JHeH NPOBEpPUTHh IEPEHOCHMOCTb MATUNEPUIOHA WU
pUcCHEpUI0Ha IEPOPATIBHO.

[Tpy HeoOX0AMMOCTH JIeUeHHs] MHBEKLIMOHHBIMHU ITpenapaTaMy IPOJIOHTUPOBAHHOTO AECHCTBUS Y
HAlMEHTOB C NCUXOTUYECKMMHU COCTOSIHUSIMU JIETKOW U CpeJHEN CTENEeHH TSKECTH, Y KOTOPbIX
paHee HaOmIONAICAs OTBET Ha TepalHuio MNEpOpPATbHBIMU (OpPMaMU TAJUIEPHIOHA HITH
pucnepugona, KcemnmoH MokeT NpUMEHSTbcs 0e3 IpeaBapUTENbHON  CcTaOMiIM3anuu
HepopabHBIMU IpenapaTaMy JaHHOM IpyTIIbL.

4.2. Pe:xuM 103UPOBAHNS U CIIOCO0 NMPUMEHEHUS

Y mnauMeHToB, HUKOIJAa HE NPUHHMMABIIMX NAJIUINEPUAOH IEPOPAIBHO WM PHUCHEPUIOH
NepopaJibHO WM TapeHTepajbHO, Nepel HadajloM JeudeHus npenapatoM Kcerinon
pEKOMEHlyeTCcsl B TeYeHHe 2 -7 pAHEH NPOBEPUTh NEPEHOCHMOCTh MNAIHUMNEPUAOHA WIIU

pHCIIepUI0HA TIEPOPAIIBHO.

[uzodpenus

Pexomenayercst HaunHaTh Jieuenue npenaparoM Kcermuon ¢ 103s1 150 mr B 1-if gens u 100 mr

yepe3 1 Hemeno (00e MHBEKIIMU B IETBTOBUIHYIO MBIIIITY). PekoMeHayeTcs moanepKuBaromast
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B JuanazoHe 25— 150 Mr B 3aBHCHUMOCTH OT WHIUBUAYaJIbHOW IEPEHOCHMOCTH H/WIA
spdextuBHocTH. [locme 2-i HavambHOW J103BI TMOCICAYIOIIME MOMICPKUBAIOIINE WHBEKIIHH

MOKHO ITPOBOAUTH B ACJIBTOBUIHYIO WIIN ATOAWYHYIO MBIIIIY.

IuzoaddbekTUBHOE PACCTPOIICTBO

Pexomenayercst HaunHaTh Jieuenue npenaparom Kcermuon ¢ 103s1 150 mr B 1-if gens u 100 mr
yepe3 1 Henenmo (00e MHBEKIUH B 1€IbTOBUIHYIO MBIIIIY). PekoMeHayeTcsl moaaep kuBaromiast
no3a B auanazoHe 25— 150 Mr B 3aBHCHMOCTH OT MHIUBHUAYaJbHOW NEPEHOCUMOCTH W/WIH
spdextuBHOCTH. [IpumMeHenne 103e1 25 Mr npu mm30adPeKTUBHOM paccTPOHCTBE HE U3YUalIH.
[Tocne 2-ii HauanbHOW J03bI MOCIEAYIOUINE MOAIEP)KUBAIOIINE UHBEKIIUM MOXHO IPOBOJUTH B

JIETbTOBUAHYIO WIIA STOJAMYHYIO MBIIIIITY.

[Monnep kUBaOIIYI0 103y MOKHO KOPPEKTHPOBATH €KEMECSUHO. [Ipy 3TOM ClieyeT yYUThIBaTh
JUTUTEITFHOE BBICBOOOXKICHUE AKTHBHOTO KOMIIOHEHTA, T. K. d(M(EeKT M3MeHEeHUs J03bI MOXKET

IMMOJTHOCTBIO MPOSABUTHCA TOJIBKO Y€PE3 HECKOJIBKO MECALICB.

ITpomyck 1035l

Uzbecanue nponycka 003. 2-10 Harpy304HYIO 103y NAIUIIEPUIOHA PEKOMEHIYETCS BBOJUTH Yepe3
1 menemnto nocne 1-i 7o3b1. Ecau 3TO HEBO3MOXKHO, TO €€ MOKHO BBECTH Ha 4 JHS paHbIIE WU
N03Ke. AHAJIOTHYHO, 3-10 M MOCIIEAYIOIINE JT03bI PEKOMEHAYETCS BBOAUTH €KEMECSIHO, HO €CIIH
9TO HEBO3MOXKHO, TO MHBEKIIMIO MOYKHO C/I€JIaTh B CPOK J10 7 THEH paHbIIe HITH MO3KE.

Ecmu 2-a1 unabekmus npenapata Kcermmmon He Obia ciemana BoBpemst (1 Hemens =+ 4 mHs),
PEKOMEH/IyeTCsl BO30OHOBJICHHE JICUCHUS B 3aBUCIMOCTH OT BPEMEHH, KOTOPOE TPOIILIO CO JHSI

1-i1 UHBEKIINN.

Ilponyck 2-1i HauanvHot 003bl (Cpok meHee 4 nedensv). Ecinu co nHs |-l HHBEKIIUU MPOIIIO MEHEE
4 Henenp, NAlUEeHTY CIEYyEeT BBECTH 2-10 MHBEKIUIO B 03¢ 100 MI B IETbTOBUAHYIO MBIIIITY KaK
MOXXHO CKopee. 3-10 uHBbEKUMIO mpenapata KcemumoH B go3e 75 Mr cienyeT cienatb B
JEIbTOBUAHYIO WM SITOJIMYHYIO MBIIILY 4Yepe3 5 Hexenb nociie -l MHbeKuuu (He y4HUThIBas
BpeMs 2-i uHbEKIUHN). B nanbHeiemM A0KeH coOMoaaThes eKeMecIYHbI Kype HHBEKLIUN B
no3e or 25Mr go 150 Mr B NENbTOBUAHYIO WM SITOJWYHYIO MBIy B 3aBUCUMOCTH OT

UH/IMBUAYAIbHOM MEPEHOCUMOCTH W/UIH 3(h(hEKTUBHOCTH.

Ilponyck 2-ii HauanvHoU 003bl (cpok om 4 0o 7 Hedenv). Ecnu co nHs 1-it MHBEKIIUU MIpemnapaTa
Kcemnmon mpomnwto or 4 no 7 Henmenb, JEYeHHE BO30OHOBISIOT BBEICHHEM 2 HHBEKIUN B

no3upoBke 100 Mr 1o cieayromei cxeme: 1-10 HHBbEKIUIO B ACIBTOBUIHYIO MBIIIILY AEIAI0T KaK



COOTBETCTBYET

ot 06.08.2025 N= 19577

MOXHO CKopee; uepe3 | Hememo nenaror 2-H HHLelc'Lﬂzlll_tli::gEﬁgﬁﬁiGJpﬁﬂbﬂq\EJ_'&EgaﬁeM

3KCMEPTHOMY OTUETY

mpoaoJIKaroT eKeMeCSIHBII KypcC I/IH’I)CKHI/Iﬁ B ACJIBTOBUAHYIO UJIN ATOJUYHYIO MBIIIIY B JO3€ OT

25 mr a0 150 Mr B 3aBHCUMOCTH OT WHAMBUYyJIbHOW TTEPEHOCUMOCTH W/HiH () PEKTUBHOCTH.

Ilponyck 2-ii HauanvHou 0o3vl (bonee 7 Hedenv). Ecnu ¢ MomeHTa 1-il MHBEKIMU TpemapaTa
Kcerumon nponuto 6onee 7 Henenb, JeUeHUE HAYMHAIOT TaK JK€, KaK B Cllydyae WHHUIMAIUIH

neyeHus npenapatom Kceminmos.

Ilponyck nooodeporcusaroweti 0o3zvl (cpoxk om I mecsaya 0o 6 nedenv). Ilociie Havyama aeUCHHS
pPEKOMEHIyeTCcsT TPOBOJUTh MHBEKIMHU mpernapata Kcermon exemecsuno. Ecmu ¢ MomeHTa
MOCNeAHEH WHBEKIMU MPOIUIO MeHee 6 Helenb, TO CIIEeAyeT KaK MOXKHO CKOpee BBECTH

OUEpEeNIHYIO /103y, paBHYIO Npeapiayiei. [locie 3Toro BBOOAUTH Npenapar exXeMeCsuHO.

IIponyck noooepacusaroweti 003wl (cpox om 6 Hedenb 00 6 mecsayes). Ecnu ¢ MoOMeHTa mociaeaHei
UHBEKIMH npenapara Kcermnmon nporuio 6osee 6 Heenb, pEKOMEHIYETCs CIeIyIoIIee:
Jyist marueHToB, CTaOUIU3UPOBAHHBIX 0301 OT 25 Mr 10 100 mr:

1) nenaroT MHBEKIMIO Npenapara B ASIbTOBUIHYIO MBIIIIY KaK MOYKHO CKOpEe B TO J103€, Ha
KOTOPO#1 Mpoliuia cTabMIN3alus COCTOSHUS MalleHTa JI0 MPOITyCKa NHbEKIINH;

2) clenyroIlyo UHBEKIUIO B AETTOBUIHYIO MBIIIIY (Takas e 03a) IeNaloT Yepe3 HeJei0
Ha 8- JIeHb;

3) nanee BO30OHOBIISAIOT €KEMECSIUHBIN KYpC MUHBEKIMH B JEIbTOBUIHYIO UIH SITOAUYHYIO
MBIIIITY B J103€ OT 25 Mr 10 150 Mr B 3aBUCMMOCTH OT UHJIMBHUAYaJIbHON MEPEHOCUMOCTH
n/unu 3¢ (PEeKTUBHOCTH.

Jl1s marueHToB, CTaOUIU3UPOBAHHBIX 10301 150 Mmr:

1) kak MOXXHO ckopee BBOIAT 403y 100 Mr B A€IBTOBUIHYIO MBIIIILY;

2) wuepe3 1 menemto BBoAT eme 1 103y 100 mr (8-if 1IeHb) B JEIBTOBHIHYIO MBIIIILY;

3) nanee BO30OHOBIISIOT €KEMECSUHBIN KYpC MHBEKIHH B JENbTOBUIHYIO U SITOAUYHYIO
MBIIIILY B 103€ OT 25 Mr 10 150 Mr B 3aBUCUMOCTH OT MHAUBUIyalIbHOM MEPEHOCUMOCTH
u/unu 3PEeKTUBHOCTH.

IIponyck noooepacusaroweti 003vl (cpok > 6 mecayes). Eciiu ¢ MOMeHTa mocieaHel HHBEKITUN

npenapaTta Kcerinon npouuio 6osiee 6 MecsieB, TO JeUeHWE HAaYMHAIOT 3aHOBO, KaK OMUCAHO

BBIIIC OJIs Ha4dajia JICUCHHA.

Cooco0 nnpuMeHeHus

Kcemmmon Npe€aAHa3Ha4YCH TOJIBKO I BHYTPHUMBIIICYHOI'O BBCACHUA. Kcemnmmon 3arpeuacTcs

CMEIIMBaTh C JIIOOBIMU APYTUMHU IpernapaTaMy WIH PacTBOPUTEISIMHU; €r0 BHYTPHUMBIIIEYHOE
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MY OTUETY

[Ipemapar MeIeHHO BBOZAT TIIyOOKO B MBIMIy. VHBEKIMH TOHKEH IPOBOAUTH TOJBKO
MEIUIIMHCKUI paOoTHUK. Bcro 03y BBOmAT 3a 1 pa3; HEmb3s BBOAWUTH 103y 3a HECKOJIBKO
uHbeKkuui. Henmb3s BBOAUTH Mpenapar B COCYAbl MM NOAK0KHO. CienyeT u3berars ciry4aifHOro
NIOTIAaJaHusl B KPOBEHOCHBIM cocya. s 3Toro mepen HayaloM BBEAEHHUS Npenapara MOopIlIeHb
HINPULA OTTATUBAIOT HA3a]l JUIsl MPOBEPKH Ha PEMET MOTaJaHusI UTJIbl B KPYITHBIM KPOBEHOCHBIN
cocy. B ciydae, ecny mpu 3TOM B ILIPUILL TOCTYNAET KPOBb, CIEAYET U3BJICUb UIIIY U LIIIPUIL] U3
MBIIIIBI TAMEHTA U YyTUIN3UPOBATH HX.

PexoMenyeMblil pazmep Uribl Aas BBEACHMs npenaparta KcelmiauoH B JEIbTOBUAHYIO MBILIILY
omnpenenseTcs Maccou Tena manueHta. [ manueHToB ¢ Maccod Tena = 90 Kr peKoMeHayeTcs
JUIMHHAsE WIJa C CepbhIM KoprmycoM u3 Habopa. [lns mamueHToB ¢ Maccod Tenma < 90 kr
PEKOMEHIyeTCsI KOPOTKask UTjia ¢ ToIyObIM KopirycoM u3 Habopa. CrieayeT moodepeiHo BBOIUTH
Ipenapar B IPaBYIO U JIEBYIO J€IbTOBUAHYIO MBIIIILY.

Jns BBenenus npenapara KcemnmoH B STOAMYHYIO MBIIIIY PEKOMEHIYETCS UIMHHAs UIJIA C
CephIM KOpITycoM M3 Habopa. MHbeKIHMu HY)XHO NMPOBOAWUTH B BEPXHUN HAPY>KHBIA KBAJpPaHT
aroauipl. CieayeT Noo4yepeHO BBOJAUTH IIPENapaT B IPaByIO U JIEBYIO STOAUYHYIO MBILIILY.
[TockonpKy MajgunepuoH SBJISETCS OCHOBHBIM aKTHBHBIM META0OJUTOM PUCIIEPHUIOHA, CIEAYET
coOI0AaTh OCTOPOXKHOCTH MIPH OJJHOBPEMEHHOM MPUMEHEHUHU B TE€UEHHUE JUIUTEIHHOTO Mepro/ia
BpeMeHHu Tmpenapara KcemnnmoH M pucnepupoHa WIM TNEpOopajbHON (OpMbI NalunepuaoHa.
JlanHpie IO ©€30MacHOCTH OJHOBPEMEHHOTO TPUMEHEHHUsl mpemapara KcermmoH W Apyrux
AHTUIICUXOTHUKOB OTPAaHUYECHHBI.

Tlayuenmsi ¢ HapyweHuem QyuKyuu nevexu

[Ipumenenne npenapata KcerimoH y maueHToB ¢ HapyLIeHHeM (pyHKIIMH IeUYeHH He N3y4anoch.
Hcxons U3 pe3ynbTaToB MCCIENOBaHUS MAJIMIEPUAOHA JUIsl IPUEMa BHYTPb, JJI MAllUEHTOB C
HapylieHueM (QYHKIMH TEYEHU JIETKOM WM CpeJHEH CTENeHU TSKECTH KOPPEKLUHU J03bl He
TpeOyetcs. [Ipumenenue npenapara Kcemnmmon y manueHTOB ¢ HapyuieHueM (yHKIUN Ne4YeHu
TSKEJIOW CTETIEHU HE U3y4alloCh.

THayuenmei ¢ HapyweHuem yHKyuu novex

[Ipumenenne mnpenapara KcemmmoH y malnuMeHTOB C HapylieHHeM (YyHKUHUH TOYeK
CHUCTEMaTHUYECKH HE M3y4alloch. Y MAllMEHTOB C HapylleHHeM (PyHKIMM MOYeK JIETKOH CTereHU
TshkecTH (KiupeHc kKpeaTwHuHa OT 50 10 80 MII/MHH.) peKOMEHIyeTCs HaYWHATh MPUMECHEHUE
npenapata Kcemnuon ¢ no3b1 100 mr B 1-if nenp u 75 mr uepe3 1 Hegento (00e MHBEKLIUU B

nenbTOBUAHYIO MbIy). [lociae storo wepe3 1 mecsiy BBOIAT MHBEKIHIO B jg03¢ 50 Mr B
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3aBHCUMOCTH OT HHIMBHUIYaJTbHON TIEPEHOCUMOCTH W/WTH 3PPEKTUBHOCTH.
Kcemnnmon He pekoMeHyeTcs MPUMEHSITh Y HAaIleHTOB ¢ HapylleHneM (yHKIUU oYeK CpeIHen

WIN TSDKEJOH cTeneHy (KINUpeHe KpeaTuHuHa < 50 Mi/MUH).

Ilayuenmul nodtcunozo eospacma

B 1ienom a1 MOKUIIBIX MAIIMEHTOB C HOPMAJIBHOW (PYHKITMEH MOYEK PEKOMEHIYETCs Ta K€ J103a
npenapara Kcemiron, 9To u 1t 00J1ee MOJIOIbIX MAIIMEHTOB ¢ HOPMaJIbHOU (DyHKITHEH TTouek. Y
MOXKUJIBIX TAIMEHTOB (YHKIHMS TOYEK MOXET OBITh CHMKEHa, M Ha TaKuX MaIeHTOB
pacIpoOCTpaHSIOTCS MPUBEICHHBIC BBIIIIE PEKOMEHIAINH JJIs TAIIUEHTOB C HapylIeHHEeM (QyHKITUN

ITOYCK.

Hemu

be3onacHocTb 1 3pPeKTUBHOCTH MpUMEHEHus npenapara Keernmon y nanueHToB Mosoxe 18 ner

HE U3y4anach.

pyaue ocodvle kamezopuu nayueHmos
Koppekuuu no3s1 npenapara KcenanoH B 3aBUCUMOCTH OT 11071, pachl MAlIMEHTOB U KypEeHUS HE

TpeOyeTcs.

IlepeBoa ¢ Ipyrux HEUPOJIEOTUKOB

JlaHHBIe O TIEpeBOJC MAMEHTOB ¢ MHM30(peHued win mu3oadGEeKTHBHBIM PacCTPOMCTBOM C
JIPYTUX HEUpOJIeNTUKOB Ha KCemmmoH WM O ero NMPUMEHEHHUU OJIHOBPEMEHHO C JAPYTHMMH
HENpOJNeNTUKAMH CUCTEMaTHUeCKU He coOupanuch. JlJis ManueHTOB, KOTOpble HHUKOTJa He
MPUHUMAIU NEPOPaATbHBIN NaTUNEPHUIOH WU MEPOPATbHBINA UM UHBEKIMOHHBIA PUCIIEPUJIOH,
JOJI’KHA OBITH UCCIIEIOBaHA IEPEHOCUMOCTD C MIEPOPATHHBIM MATUTIEPUIOHOM HIIA TIEPOPATHEHBIM
pHUCIIEpUIOHOM TIepe]] HauaaoM JieueHus npenaparom KcermmmoH.

B nauane neuyenus npenapatom KcemnmoH paHee mpUMEHSBIIKECS MEPOPATHHO HEUPOJIEHTUKH
MOXHO TMOCTENEHHO WM Cpa3y OTMEHHUTb. lepanuto mnpenapatom Kcemnmon cuenyer
WHULIMUPOBATh, KaK OMKUCAHO BhIIIE B pazzaene 4.2.

Ecnu nanueHT nmogyyaetr MHbEKIIMOHHBIE HEHPOJIENTUKH TTPOJTOHTUPOBAHHOTO JICHCTBHSI, JICUCHUE
npenaparoM KcemimoH HauMHAIOT cpa3y ¢ NOAAEPKUBAIONICH 103 B MOMEHT OYE€peaHOMN
3alUIaHUPOBAHHON MHBEKIMH. ClieyeT npoAokaTh JiedeHue npenaparoM Kcerumon 1 pa3 B
Mecal. HauanpHbI pesxuM 103UpOBaHUs JUIsl MHUIMALMK TEpanuu B TeUeHUe |- Henenu, Kak

OTHCaHO BhIIIE B pazfene 4.2, He Tpedyercs.
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mabiemKuy nPOIOHSUPOBAHHO20 OeliCMBUsL, NOKPbIMble 000N0UKOL

Tepanuto mpenaparom Kcemmmon ciienyeT MHUIIMUPOBATh ¢ HAYAJIBHOTO PEXUMa JT03UPOBAHMUS,
BKJTFOYAIOIIETO BHYTPUMBIIICUHBbIC MHBEKIIUU (1-i ¥ 8- J€Hb COOTBETCTBEHHO), KaK OIMHMCAHO
BhIIIIE B pazzeine 4.2.

PaBHOBecHBIE KOHILIEHTpAlUU NATUIEPHUIOHA MOTYT JOCTUraTh CXOXHUX 3HAUYCHHH B TEUCHHE

NoJIEpKUBAKOLIEN Tepanuu npenaparom Kcermmon 1 pa3 B Mecs1l cOriacHO CIEIYyIOIIEN CXeMeE:

Ilocnennsia mo3a Jo3a
HNuBera Kcemuon
3 Mr OAuH pa3 B JACHb 25-50 mr 1 pa3 B Mecsnl
6 MI OAMH pa3 B JCHb 75 mr 1 pa3 B Mecs1g
9 Mr OJIMH pa3 B I€Hb 100 mr 1 pa3 B mecsin
12 Mr oziuH pa3 B 1€Hb 150 mr 1 pa3 B mecs1

THayuenmoi, komopule 6biIu CMAOUTUIUPOBAHBL PA3TUYHbIMU 0o3amu npenapama Pucnonenm
Koncma, cycnensus 0na 6Hympumvluieuno2o 6e0etus npoIoH2UPOBAHHO20 OelCmMBUs.

IIpuem npenapara Kcermon cieayer npoaoiKaTh ¢ €XEMECIYHbBIMU MHTepBanaMu. HenenpHelii
HayYaJIbHBIM PEeXHUM JO3UPOBAHUS, BKIIOYAIOLINA BHYTpUMbIIICYHbIe UHbeKIUH (1-if u 8-if neHp
COOTBETCTBEHHO), KaK OMKCaHO B pa3zeie 4.2 Bbllle, He TpeOyeTcs. PaBHOBECHbBIE KOHLIEHTPALIUU
AKTUBHOTO BEILECTBA MOTYT JOCTUIAaTh CX0XKHUX 3HAYCHUH B TCUCHUE MOJACPKUBAIOLICH TEPAITAN

npenapaTtomMm Kcermmon 1 pa3 B MeCALl COTJIIaCHO CJIG,Z[YI-OH_ICﬁ CXEMC:

IMocnennsia no3a Jlo3a
Pucnoaent Koncra Kcenanon
25 MT KaXaple 2 HeaeIu 50 mr 1 pa3 B Mecs1l

37,5 Mr Kaskaele 2 HeJIenu 75 mr 1 pa3 B mecsiIg

50 Mr kaxaple 2 Heaenu 100 mr 1 pa3 B mecsig

OTMeHy npeAbIAyHIero aHTUIICUXOTHKA CIIEYET MPOBECTH B COOTBETCTBHH C MHCTPYKIHEH MO
MeauIMHCKOMY TmpuMmeHeHuto. [lpu oTmene mnpemapara KceminoHn crienyeTr y4YuTHIBaTh
JUTUTEIIBHOE BBICBOOOXKICHUE AaKTUBHOTO KOMIOHeHTa. Kak u B ciywae ¢ JApyrumu
HEHPOJICTITUKAMH, CJEAyeT TMEePUOAMYECKH OIEHWBAaTh HEOOXOJAMMOCTh  MPOJOJKEHUS

NPUMEHEHHUS CPECTB MPOPMIAKTUKN PAa3BUTUS SKCTPAIMPAMHIHBIX PACCTPOMCTB.
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4.3. IIlpoTuBONOKA3aHUS

- TUIIEPUYBCTBUTEIIBHOCTh K MAJIUNEPUAOHY, PUCIIEPUIOHY WIIH K JIF0OOOMY M3 BCIIOMOTaTEIbHBIX

BEIIIECTB, IEPEUUCIICHHBIX B paznene 6.1;

4.4. OcoOble yka3aHHMs M MepPbl IPEJOCTOPOKHOCTH NPH NPUMEHEHUH

HDI/IMGHGHI/IC npemnapara Kcemnon Opu OCTpOM INCHXOMOTOPHOM B036V)KI[€HI/II/I Win TIpHu

TAXKCIIOM IICUXOTUYCCKOM COCTOAHNHU

Kcemnuon He cnemyeT mMpuUMEHSTH Ul JIEYEHUS OCTPOrO MCUXOMOTOPHOTO BO30YXKACHUS WIH
TAKECIIOIO IICUXOTHYCCKOI'O COCTOAHHA, KOrjga HGOGXOI[I/IM HGSaMe,I[JII/ITe.HBHBII\/'I KOHTPOJIb
CUMIITOMOB.

HurtepBan QT

Crnenyet co0Ir0AaTh OCTOPOKHOCTD MPY MPUMEHEHUHU MATUTIEPUIOHA Y TAIIUEHTOB C U3BECTHBIMU
CEPIIEYHO-COCYAUCTHIMHU 3a00NIeBaHUSIMU WU C yanuHeHueMm wuHTepBana QT B cemeitHOM
AHaMHE3€C, a TAaKKC IpPU COBMCCTHOM MNPHUMCHCHUHU JICKAPCTBCHHBLIX CPCACTB, KOTOPBLIC MOIYT
MIPUBOJIUTH K yAJIMHEHHIO nHTEepBasia QT.

3110KaYeCTBEHHBIH HEHPOIENTUIYECCKUH CUHIPOM

[Ipy npumeHeHMM  NaJIUNEPUIOHA  3aPETUCTPUPOBAHO  PA3BUTHE  3JI0KAYECTBEHHOI'O
Heliponentuyeckoro cunapoma (3HC), xapakrepu3zyemMoro HOBBIIIEHHEM TEMIEpaTyphl Telna,
MBIILIEYHON PUTHAHOCTHIO, HECTAOUJIBHOCTHIO BEr€TaTUBHOM HEPBHOI CHCTEMBbI, HapylIEHUEM
CO3HAHUS U NOBBIIIEHUEM YPOBHS KpeaTuH(poc(oKnHa3bl B CIBOPOTKE KpoBH. Kpome Toro, MoryT
HaOII01aThCsl MUOTJIOOMHYpUs (pabJOMUONN3) W OCTpas MOYeyHass HeAOCTaTouyHoCTh. [lpu
HOSIBJIECHUN CHMIITOMOB, ITO3BOJISIFOIINX Ipeanonoxuts 3HC, nedyenne nanunepuaoHoM Cleayer
IPEKPATUTD.

Moz s I[I/ICKI/IHGSI/IH/ OKCTpannupaMuaHbIC CUMIITOMBI

[Ipumenenue npenapaTos, 00JIaJaOMUX CBOMCTBAMH aHTArOHUCTOB J0()aMUHOBBIX PELIENTOPOB,
aCCOLMUPOBAHO C pa3BUTHEM IMO3JHEH JUCKMHE3UU, XAPAKTEPU3YIOLICHCA PUTMUYHBIMY,
HETIPOM3BOJIBHBIMH JIBIDKCHUSIMH, TJIABHBIM 00pa3oM S3bIKa W/WIM JHUIEBBIX MbImni. [Ipu
MOSIBJICHUN NPU3HAKOB M CUMIITOMOB MO3JHEN AUCKUHE3UU CIEAYET PACCMOTPETH BO3MOXKHOCTD
OTMEHBI AHTUIICUXOTUYECKHUX IIPENAPATOB, B TOM YUCIIE NAIUIIEPUIOHA.

Crenyer cobmoaats 0co0yI0 OCTOPONKHOCTH IPU COBMECTHOM IPUMEHEHUH MICUXOCTUMYJIISITOPOB
(HampuMep, MeTWI(PEHNIaTa) ¢ NATUIEPUIOHOM, IIOCKOIBKY MPH KOPPEKTHPOBKE JT03BI OJJHOTO
Wi o0OuX NpenapaToB MOTYT BO3HHMKATh 3KCTpalHpaMHIHbIE CHUMITOMBL. PexoMenayercs

MOCTENEHHAs! OTMEHA NICUXOCTUMYJIATOpa (cM. pasnen 4.5).
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JlelikoneHus, HEUTPONEHMSL, arpaHyJIOIMTO3

JlelikoneHusi, HEUTPONEHUS W arpaHyJoOLMTO3 OTMEYaJWCh MPHU TNPUMEHEHHH Mpenapara
KcemmoH. B TeyeHne neproaa nocTperucTpallmoOHHOro HaOIIOAEHUS OYE€Hb PEAKO HAaOII01anu
pa3Butue arpanynomnurosa (y <1/10000 mamuentoB). IlanmueHTam ¢ KIMHUYECKH 3HAYUMBIM
YMEHBIIEHUEM  KOJMYECTBAa  JIEHKOLMTOB B  aHaMHE3€ WM  IpenapaT-3aBUCUMOMU
JICHKOTICHUEH/HEUTPOTICHUEH PEKOMEHIYETCS MPOBEICHUE MMOJTHOTO aHallM3a KPOBH B TCUCHHE
IEPBbIX MECSLEB Tepalnuy, MpeKpalleHue JiedeHus mpenaparoM KcemmmoH HOmKHO ObITh
pPacCMOTPEHO NPHU MEPBOM KIMHMYECKH 3HAYMMOM YMEHBIIECHUU KOJUYECTBA JIEHKOLUTOB IpU
OTCYTCTBUM JPYI'MX BO3MOKHBIX IIPUYUH 3TOT0 COCTOsAHUS. [laniieHTaM ¢ KIIMHUYECKU 3HaYMMOMN
HEUTpONeHHEH pEeKOMEHJyeTcss HaONIoAaTbcsl Ha MpeIMET MOBBIILIEHUS TEMIIEpaTypbl WU
BO3HMKHOBEHUS CUMIITOMOB MH(EKLUU U HAUYMHATh JICUCHHE HEMEUIEHHO IIPU BO3HUKHOBEHHH
Takux cUMNOTOMOB. IlanmeHTsl ¢ Tskenoil (opmoil HelfTporneHun (abCONOTHOE KOJIUYECTBO
HelTpoQuiaos MeHee 1 X 10%/11) HOIKHBI IPEKPATUThL NpUMEHEHHUE TIpenapara Kcelmon 1o Tex
0P, MOKa KOJIMYECTBO JIEHKOIIUTOB HE HOPMAIU3YETCH.

Peaknmy runep4yBCTBUTEIILHOCTH

B TeueHue mnocTperucTpallMOHHOTO MNEpUOJa y MAIMEHTOB, PaHee XOPOUIO MEePEHOCHBIIUX
nepopanbHble  (OpPMBI  PUCHEPUAOHA WIM  TMAJUINEPHIOHA, PEAKO  PErHuCTPUPOBAIH
aHapuiakTuueckue peakuumu (cm. paszenst 4.1 um 4.8). B ciywae pasButus peakuui
TUIEPYYBCTBUTEILHOCTH HEOOXOIMMO MPEKPATUTh NMPUMEHEHHE Npemnapara KcemnnoH, Havyath
o0I1yI0 MOJAECPKUBAIOLIYI0 TEPANHI0 B COOTBETCTBUHM C KIMHUYECKOM HEOOXOAMMOCTBIO U
HaOJII0/1aTh MALMEHTOB /10 pa3pelieHNs IPU3HAKOB U CUMITOMOB (cM. paszensl 4.1 u 4.8).

T'uneprioukeMus u caxapHblii guader

Bo BpEMs JICHCHUS MNAJIUIICPHUIOHOM Ha6J'IIO)IaJ'IOCI) Pa3BUTHUC THUICPIIIMKCMUU H CaxapHOro
nuabeta wid 00OCTpPEHHE paHee Pa3BHBIIETOCS CaxapHOro auadera, B TOM uucie B ¢Gopme
Ma0eTHYECKOW KOMBI M KeTOalu103a. PEeKOMEeHIyeTcsl HauieKaliee KIMHUIEeCKOe HaOIIeHUe
TaKuX IIaIUEHTOB B COOTBCTCTBUH C I[eﬁCTBYIOIHHM PYKOBOACTBOM 110 MPUMCHCHUIO
AHTUIICUXOTHYCCKUX HPCIapaToB. H€06XOI[I/IMO Ha6J'IIOI[aTB NManueHTOB, KOTOPBIC IMPUMCHSAIOT
npenapat KcerimoH, A CBOeBPEeMEHHOTO BBISIBJICHUS CHMIITOMOB THITEPTIIMKEMHHN (TaKUX Kak
TIOJTMTUTICHSI, TIOJTNYPHSL, ToJUdarus 1 oomas ciadocTh) U PeryJsipHO KOHTPOJIUPOBATH YPOBEHb
TJIFOKO3bI B KPOBH Y IMAIIUCHTOB C CaXapHbIM ILI/Ia6eTOM.

YBenuuenue Macchl Teaa

[Tpu neyenun npenaparom KcernnoH HaOI0an0Ch 3HAYUTENBHOE YBEIMYEHHE MAaccChl Tela.

HGO6XO,Z[I/IMO PEryIsipHO MMPOBOANUTE KOHTPOJIb MACCHI TCJIA ITAIITUCHTOB.
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ITarmeHThl ¢ IPOJAKTHH3aBUCUMBIMHU OITYXOJISIMH

HccenenoBanus KyapTyp TKAaHM YKa3bIBalOT HA TO, YTO POCT OIYXOJHM MOJIOYHOM JKEle3bl y
YeJI0BEKa MOXKET CTUMYJIUPOBATHCS MNPOJAKTUHOM. HecMoTps Ha TO, 4TO B KIMHUYECKHUX M
SMUAEMHOJOTHUYECKUX HCCICIOBAaHUSX HE Oblla MPOJEMOHCTPHpPOBaHA TMpsiMasi CBS3b C
NPUMEHEHUEM AaHTUIICUXOTUKOB, PEKOMEHIOBAHO COOIONATh OCTOPOKHOCTH y MAIMEHTOB C
NOJOOHBIM MEAMIMHCKUM aHaMHe30M. CneayeT coOiroAaTh OCTOPOKHOCTb NMPU NPUMEHEHUU
NaJUNepuioHa y MalUeHTOB C ONyXOJSIMM B aHamHe3e, KOTOpbleé MOTYT OBbIThb MPOJIAKTHH-
3aBUCHMBIMHU.

OprocTaTryecKkas TUIOTEH3UA

OO6nanast akTUBHOCTBIO anb(a-aipeHo0I0KaTopa, NATMIIEPUIOH MOKET BBI3BIBATH Y HEKOTOPHIX
MAIMEHTOB OPTOCTATUYECKYIO TUIIOTEH3HIO.

OcHoBBIBasiCb Ha OOBEOUHEHHBIX TaHHBIX TPeX IIANEO0-KOHTPOIUPYEMBIX 6-HEAEeTbHBIX
UCCIIEIOBaHNN ¢ (PUKCUPOBAHHOM N1030H mepopayiibHOM (HOpMBI MaNUIEpUIOHA B TabJEeTKax ¢
MPOJIOHTUPOBAHHBIM BBICBOOOXKACHUEM (3, 6, 9 m 12 w™r), oprocraTuyeckas THIOTCH3USA
3aperucTpupoBana y 2,5 % mauueHToB, IPUHUMABLINX MEPOPabHYIO (hOpMYy MaIUNepuaoHa, O
cpasHenuio ¢ 0,8 % manueHToB, NOTy4YaBIINX 1a1e00.

Kcemnuon crnenyer ¢ OCTOPOXKHOCTBIO NPUMEHATh Y MAlMEHTOB C CEPACHYHO-COCYIUCTBIMU
3a00JIeBaHUSMH  (HAIpUMEpP, CEPIACYHON HEIOCTaTOYHOCTHhIO, WH(MAPKTOM WM HWIICMHCH
MHUOKap/a,  HapylIEHHEM  CEpAEYHOM  MPOBOJAMMOCTH),  HApyILIEHUSIMH  MO3TOBOIO
KPOBOOOpAIIIEHUsSI WJIH COCTOSHUSMHM, MPEApPacroiaralollUMU K CHUXEHHUIO apTepuaibHOTO
naBieHusl (Hampumep, O0e3BOKMBAHHEM, yMEHbIIEHHEM O0beMa IHUPKYJIUPYIOIIEeH KpOBH,
MPUMEHEHUEM THIIOTEH3UBHBIX MIPETapaToB).

Cynoporu

Kcemnmon crenyer ¢ 0CTOpOXKHOCTHIO IPUMEHSTDH y MAIIUEHTOB, UIMEIOIINX B aHAMHE3€ CYI0pOTH
WIH JPYTHE COCTOSHUS, IPU KOTOPBIX MOXKET CHUKATHCS CYAOPOKHBIN MOPOT.

Hapyiienne dyHKIMH ITOYEK

KoHnenTpanus najurepuiona B IIa3Me TOBBINICHA Y TAIMCHTOB C HAapyMIEHUEM (QYHKIHH
noyek. Y MalMeHToB ¢ HapyleHueM (QyHKINHU TOYEK JeTKON CTENEeHU PEKOMEH Iy eTCsl KOpPEKLIUs
no3bl. Kcemnuon He pekoMeHAyeTCsl MPUMEHATh Y MAlMeHTOB ¢ HapylleHHeM (YHKIUH MOYeK
CpeIHel WK TSHKENoH cTeneHu (KiupeHe kpeatuHuHa < 50 mi/mMuH) (cM. pazaenst 4.2 u 5.2).

HapymeHHe d)VHKIII/II/I IICUYCHU

JlaHHbIC O MarMeHTax ¢ MEYCHOYHON HEIOCTAaTOYHOCTRIO TsKeIou creneHu (kinacc C mo mkane
Yaiina-I1et0) oTcyTcTBYI0T. ClemyeT co0mMoaaTh OCTOPOKHOCTD MPU MPUMEHEHUH MMaTUIIEpUI0HA

Yy TaKuXx IMaluCHTOB.
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IToxuple MAIMEHTRI C JICMEHITMEH

[Ipumenenne npemnapara KcemnmoH y TOXWIBIX TAIlMEHTOB C JIEMEHIIMEH HE H3ydalocCh.
[Tpenapat KcerinoH ciaenyeT ¢ 0CTOPOKHOCTBIO IPUMEHSTH Y MOKHIIIBIX TALMEHTOB C IeMEHIIUEN
U aKkTOpaMu pHUCKa Pa3BUTUS UHCYIIBTA.

Hpe,[ICTaBJIeHHLIe HUKC JAHHBIC MPUMCHCHUA PUCIICPUAOHA CYHHUTAKOTCA NMPUMCHUMBIMU WU JIA
HaJIUNEPUI0HA.

Obwas cmepmuocmo

Pesynbratel MeTaaHanusa 17 KOHTPOIUPYEMBIX HCCIEIOBAHUIN CBUIETENHLCTBYIOT O MOBBIIICHUN
PUCKA CMCPTH Yy IMOXKUJIBIX MALTUCHTOB C HGMGHHHeﬁ, NoJIydyaBIINX aTUITUYHBIC HeﬁpOHeHTHKH, B
TOM 4YHCIIE PUCTICPUIOH, apPHUIUAIPA30JI, OJIAH3AIMH W KBETHUAIMH, MO0 CPaBHEHHUIO C IUIAe0o.
CMepTHOCTS B TpymIie pucrnepuona cocraBuia 4 % mno cpaBHenuio ¢ 3,1 % B rpymnmne mianeoo.
LlepebposackynapHule Hedceramenvhble peakyuu

CornacHO JaHHBIM PaHIOMHU3UPOBAHHBIX IUIALEO0-KOHTPOIMPYEMBIX HMCCIEJOBAHUM, YacToTa
1epeOpOBACKYIIAPHBIX HEXENATEIbHBIX PEAKIIMI MOBBIIMIACTCS B 3 paza y MOKWIBIX MAIMEHTOB C
JNEMEHIIMeH, MOMyYyaBIIUX HEKOTOpble AaTUMUYHbIE HEHUpONEeNnTHUKH, B T. Y. PHUCIEPHUJIOH,
ApUIMUIIPA30Jl ¥ OJaH3aNmuH. MeXaHU3M JaHHOTO SIBIIEHUSI HEU3BECTEH.

bonesnp [lapkuHCcOHA U JIEMEHIINS C TeabliaMu JIeBu

Bpaq JOJDKCH OLCHUTL COOTHOIICHHWEC PHCKA W IOJB3bl IMPUMCHCHUA IIpCIiapara Kcenmmon y
nanueHToB ¢ Oone3npto [lapkuHCOHA WM neMeHnueil ¢ tenpuamu JIeBw, T. K. y 00eux 3TuX
KaTeropuil MalMeHTOB MOXXET OBbITb TMOBBIIIEH PHUCK Pa3BUTUS  3JI0OKAYECTBEHHOIO
HEHPONENTUYECKOTO CHHIPOMA M PUCK TMOBBIIMICEHHON UYyBCTBUTENBHOCTH K HEMpOJICNTHUKAM.
HpO}IBJIeHI/IH MHOBBIIICHHON YYBCTBUTCIIBHOCTU MOTYT BKJIIOYaTb CIYTAHHOCTH CO3HAHUA,
OTJTIyIIEHHOCTh, TOCTYpPaJbHYI0 HECTAOWJIBHOCTH C YacThIMU TAJCHUSMU, a TaKKe
JKCTpanupaMuIHbIe CUMITOMBI.

[Ipuanusm

Nwmerorcs JaHHBIC O CHOCOGHOCTI/I AHTUIICUXOTHYCCKUX JICKAPCTBCHHLIX MTPCIIapaTOB (B TOM 4YHUCJIC
puctiepuiona), o0Jagaonux CBOMCTBaMU anb(ha-aapeHo0I0KaTOPOB, BBI3bIBATH IPHATHU3M.

B Teuenue mepuoja MOCTPErvCTPAIMOHHOTO HAONIONEHUS TAaK)KE 3aperHCTPUPOBAHBI CIydau
pa3BUTHsl TpHAaNK3Ma BO BpeMs JIEYEHHUS NepopaiabHOi (Qopmoil mMajaumepuioHa, KOTOPBIN
ABJISIETCA AaKTHUBHBIM MeTa6OHI/ITOM pucncpuaoHa. HaLII/IeHTOB CJICayCeT MnpeaynpciauTtb o
HEOOXOIMMOCTH CPOYHO OOPATHTHCS 32 METUIIMHCKOM MOMOIIBIO B TOM CITydae, KOT[a MPHanm3M

HE pa3penwics B TeYCHUE 4 4acoB.
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Tepmoperysinusa

AHTUIICUXOTHYECKHE JIEKAPCTBEHHBIE TNpenaparbl MOTYT HApYLIATh PETYJIALUI0 TeMIIEpaTyphl
Tena.

C mpuMeHeHHEeM HEHpOJIEITUKOB CBS3BIBAIOT HAPYIIEHHE CIHOCOOHOCTH OpraHU3Ma CHHXXATb
TeMIlepaTypy Tesa. PekoMeHayercs IposBIIATH OCTOPOXKHOCTH IPM HA3HAYECHHWM IIpenapara
Kcennmon nanyueHTaM, KOTOPBIC MOIyT MOABEPIraThbCA BO3I[€I\/'ICTBI/IHM, IIOBBIIAOIITUM
TEeMIIepaTypy TeJjla, HanmpuMep WHTCHCUBHON (U3MUecKOW Harpy3Ke, BBICOKOW TeMIieparype
OKpYKAaroIIei Cpe/bl, BO3ACHCTBUIO MTPEMapaTOB C AHTUXOJIUHEPTUIECKON aKTUBHOCTHIO, a TAKIKE
00€3BOKUBAHHUIO.

Benos3nas tpoM003MO0Hs

[lpn mpuMEeHEHNHM aHTUICHXOTHYECKHX NpEenaparoB OBUIM OTMEYEHBl CIy4an BEHO3HOM
TpoMO03MO0IHH. [10CKONIBKY MAMEHThI, IPUHUMAOIINE aHTUTICUXOTHYECKUE MTPETapaThl, 4acTo
UMEIOT pUOOpeTeHHbIE (PaKTOPHI pUCKa Pa3BUTHS BEHO3HOH TpOoMOOIMOOIUH, BCE BO3ZMOKHBIE
(akTOpsl pUCKa AODKHBI OBITH BBISBJICHBI O M BO BpeMs JieueHUs mnpenaparom KcemnmoH, n
JIOJDKHBI OBITH MIPEANPHHATHI IIPEIYTPEKTAIOIINE MEPHL.

IIpoTHBOPBOTHOE AEHCTBUE

B 1oxnIMHUYECKHX HCCIENOBAHMUAX MaTUMNEpUIOHa OOHAPYXKEHO NPOTHBOPBOTHOE MACHCTBUE.
[osiBenne storo sddexra y dYeIOBeKa MOXKET MACKUPOBaTh TNPU3HAKA W CHMIITOMBI
NepeI03UPOBKH HEKOTOPBIX JIEKAPCTBEHHBIX MPENapaToB WIH, HAllPUMEpP, TAKUE COCTOSHUSA, KaK
HENPOXOAUMOCTh KHIICYHUKA, CUHAPOM Pelie nim omyxoib TOJI0BHOTO MO3Ta.

Brenenue

CrenyeT nposiBISITh OCTOPOXKHOCTh BO H30€kKaHUE ClyyailHOTO BBeAeHUs npenapaTa Kcermon B
KPOBEHOCHBIN COCY/I.

HNHuTpaonepaltnoHHbI CHHAPOM atoHnYHOH panyxku (MCAP)

NCAP nabnromancs BO BpeMs MPOBEICHUS ONEPAaTUBHOTO BMEUIATENHCTBA IO MOBOY HAJIUYUS
KaTapaKThl Y NAIUCHTOB, IMOJYyYaroluX TCpalrio MmperaparaMu, ABJIAIONUMUCA aHTArOHUCTaMU
anbda la-anpenopenentopos, TakuMu kak Kcemmmon (cm. paznen 4.8).

NCAP MokeT MOBbIIATh PUCK PA3BUTHUSI OCIIOKHEHHH CO CTOPOHBI IJla3a BO BpPEMsl U IOCIE
MPOBEJICHHUS OMEPAMOHHOTO BMEIIATeNbCTBA. Bpau, mpoBOAALINi TaKylo OMepaluio, JA0JKEH
OBITH 3207arOBpEMEHHO POMH(DOPMUPOBAH O TOM, YTO MAIMEHT MPUHUMAJ WM NPUHUMAET B
HACTOSIIIIEE BpeMs TMpemaparbl, o00Jajarolue aKTUBHOCTBIO aHTaroOHMCTOB  aib(da la-
aapeHopenenTopoB. lloTeHuuanbHas MoJib3a OTMEHBI TEpanuM aHTaroHucTamu anbda la-

aIPCHOPCHCTOPOB MEPC OINCPATUBHBIM BMCEIIATCIILCTBOM I1I0 TOBOAY YAAJICHUSA KaTapaKThbl HE
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AHTUIICUXOTHYCCKUMMU IIpCriapaTaMu.

BcnoMorarenbHEIC BEIISCTBA

B on1HOI 103€ JaHHOTO JIGKAPCTBEHHOTO IMpernapara coAepKuTcs Menee 1 Mmmoub (23 Mr) HaTpus,
T.€. €r0 KOJMYECTBO HE3HAYUTEIHHO.

4.5. B3ammopeiicTBMe ¢ JIPYrHMH JIeKAPCTBEHHBIMH mNpenapaTaMu M JApyrue BHJbI
B3aMMOJAeHCTBHA

Kak u npyrue aHTHIICUXOTHKH, TAJUIICPUIOH MOXKET yBenn4yuBath uHTEepBas QT, moatomy ero
CIelyeT C OCTOPOKHOCTBIO COYEeTaTh C JAPYTMMH JICKQPCTBEHHBIMH  CPEICTBAMH,
yBenmmuuBaomuMu uHTepBal QT, TAKUMHU KaKk aHTHAPUTMHUYECKHE JICKAPCTBCHHBIE CpE/CTBa (B
T.4. XWHHUIWH, JW30THPAMHI, TPOKAWHAMHI, aMHOJAPOH, COTAJION), AHTHTHCTAMUHHBIC
JICKApCTBCHHBIC CPEJICTBA, AHTUIICMXOTUYECKHE JICKAPCTBCHHBIC CPEICTBA (XJIOPIIPOMA3HH,
THOpUIA3WH); AHTHOMOTUKH (B T.d. TaTU(IOKCAIMH, MOKCH(]DIOKCAIINH), HEKOTOPHIC
JICKapPCTBCHHBIE CPEJICTBA MPOTHB MAJISIPHH (B T. 4. MC(IIOXHH).

[TockonbKy TNaNWNEpUaOHa IMATbMHUTAT THUAPOIU3YETCS A0 TATUICPUIOHA, TO TPH OICHKE
BO3MOXXHOCTH JICKAPCTBEHHOTO B3aMMOICUCTBUS CJICIyEeT YUYUTHIBATh PE3YJIbTAThI UCCIICTOBAHHIA
NaJUIEePUI0HA TSl IpUeMa BHYTPb.

CoocobHocts npemnapara KcermoH BIugTh Ha IPYIUE IIPEHApaThI

He oxwmmaercs, 4ro  manunepuoH  OyAeT  MPOSBIATh  KIMHUYECKH  3HAYMMOE
(bapMakOKMHETUYECKOE B3aMO/JICICTBHE C MTpenapaTaMu, MeTaboIH3upyeMbIMU H30(epMEHTAMU
cuctembl 1utoxpoma P450. VccnenoBanus ¢ HCHOIB30BaHUEM MHUKPOCOM TEYEHH YelOBEKa
in vitro TIOKa3alW, YTO TMAaJUNEPUIOH CYIIECTBEHHO HE OCIa0IsieT MeTa0OIu3M BEIIECTB
uzopepmerramu CYP1A2, CYP2A6, CYP2C8/9/10, CYP2D6, CYP2E1L, CYP3A4 u CYP3AS.
[ToaTomMy He OKUIAETCs, YTO MAIUNEPUAOH OyJeT KIMHUYECKH 3HAYUMO YMEHbIIATh KIUPEHC
IpemnapaToB, METa0ONU3UPYEeMbIX O3TUMU u3odepmeHTamu. Takke HE OXUAACTCA, UTO
NAIUNEPUIOH OYJeT MPOSBIATH CBOMCTBA MHAYKTOpa H30()EPMEHTOB, T. K. B HCCIICJOBAHMSIX
in vitro TaTUNEpUAOH HE HHIyIupoBasl akTuBHOCTH u3odepmentoB CYPA2, CYPCI19 unu
CYP3AA4.

[TanunepuoH B BBHICOKMX KOHILIEHTPALMAX SABISETCS cIabbIM MHTHOUTOpOM P-rmukomporenHa.
OnHako MaHHBIX in ViVO B 3TOM OTHOUIEHUHU HET, U KIMHUYECKAash 3HAYUMOCTh 3TOTO SIBJICHUS
HEU3BECTHA.

VYuursiBas aerictue nanunepugona Ha [IHC, ciegyet ¢ ocTOpoKHOCThIO MpUMeEHATh Kcermon
B KOMOMHAIINH C IPYTUMH JIEGKAPCTBEHHBIMU CPEICTBAMHU LIEHTPAIBLHOTO IEUCTBUS U AJTKOTOJIEM.

[ManunepuaoH MoxeT ocaalbsATh 3PPEKT JIEBOIONBI U aTOHUCTOB JO()aMUHOBBIX PELIENTOPOB.
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MY OTUETY

HaOJIOaThCS aITUTUBHOE YCHJICHHE ATOro 3(QeKTa NMpu NMpUMEeHeHUH mnpernapara Kcermon
COBMECTHO C IPYTUMHU TIpernapaTaMu, 00J1aJalONIMMH TaKOW CIIOCOOHOCTBIO.

CnexyeT ¢ OCTOPOKHOCTBIO COYETaTh NAIHUIEPUAOH C JIEKaPCTBEHHBIMU CPEACTBAMH,
CHIDKAIOIIMMHU  CYAOPOXKHBIM ~ TOpPOT, TakuMH Kak  (eHoTHasuHbl, OyTUPO(EHOHHI,
TPULMKIMYECKUE MPOU3BOJIHBIC, CEJICKTHBHBIE WHTHOMTOpPHI OOPAaTHOTO 3axBaTa CEPOTOHWHA,
TpamaaoJi, Me(IOXHH H T. 1.

OnHOBpeMEHHBI TpUEM NEePOpPaTbHOrO MAIUIEepUAOHA B 103upoBke 12 Mr 1 pa3 B AeHb U
TaOJIETOK HATpHs JUBAIIPOCKCA MPOJIOHTUPOBAHHOTO AeiicTBus (B mo3upoBke 500 — 2000 mr 1
pa3 B JIeHb) HE BIUSACT Ha (PapMaKOKMHETHUKY BaJILIIPOATA.

DapMaKOKMHETHYECKOE  B3aWMMOJCHCTBUE MExXay TmpenapatoM KcemmmoH ©  JuUTHEM
MaJIOBEPOSITHO.

CriocoOHOCTh APYTUX IpenapaToB BAUATH Ha Kcenanon

[Nanunepunon He sBnsgercs cyoctparom nzopepmentoB CYP1A2, CYP2A6, CYP2C9, CYP2C19

nu CYP3AS5. D10 mo03BONSET NPEANOJIOXKUTH CIa0yH0 BEPOSTHOCTH B3aUMOJICHCTBUSA C
MHTHUOUTOpPAMU U UHAYKTOPAMHU 3TUX M30(pepMeHTOB. XOTs UCCIEIOBAHUS in Vitro TOKA3bIBAIOT
BO3MOXHOCTh MHUHUManbHOTO ydactusi CYP2D6 u CYP3A4 B merabonu3me MaaunepuioHa, B
HACTOSAIIEE BPEMS HET JJaHHBIX O TOM, 4YTO 3TH (pepMEHTHI MOTYT UTPaTh CYLIECTBEHHYIO POJb B
MeTabosiu3Me Malunepuiona in vitro unu in vivo. ViccaenoBanus in vitro CBUACTEIBCTBYIOT O
TOM, YTO MAJUIEPUIOH SBJIseTCs cyocTpaToM P-rmukonpoTtenHa.

[ManunepunoH B orpaHMyeHHOil cremeHn Metabonusupyercss uzopepmentom CYP2D6. B
UCCIIEIOBAaHUH B3aUMOJICHCTBUS MaJIUIIEPHIOHA JUIsl IpUeMa BHYTPh C aKTUBHBIM MHTHOUTOPOM
CYP2D6 nmapokceTHHOM Yy 370pPOBBIX JOOPOBOJIBIIEB HE OOHAPYKEHO KIMHUYECKH 3HAUMMOIO
M3MEHEeHUs (hapMaKOKMHETHKY MallUIepHUIOHA.

[Ipuem nanumnepuoHa ¢ ATUTENBHBIM BEICBOOOKIEHUEM aKTUBHOTO KoMmoHeHTa (1 pa3 B JeHb)
nepopasbHO OJTHOBPEMEHHO ¢ kapOamazenuHoM (200 Mr 2 pasza B JIeHb) MPUBOIWI K CHIDKEHUIO
cpeneit Cmax 1 AUC manunepumona npumepHo Ha 37 %. DTO CHIKEHHE B 3HAYUTEIILHOU
cTereHu 00yCJIOBICHO YBETUUEHUEM MTOYEHYHOT 0 KIIMpeHca najaunepuaona Ha 35 %, BeposTHO, 3a
CYeT aKTHBAllMM TMOYeYyHOro P-rimkomporenHa kapOamazenuHoM. OueHb HeOOIbIIOE
YMEHBILIEHNE KOJIMYECTBA IIpenapara, BBIBOAMMOIO YEpe3 IOYKM B HEU3MEHEHHOM BUIE,
MO3BOJISIET MPEIOIOKUTh, YTO KapOaMa3ernuH JIUIIb C1a00 BIUSIET Ha META0O0IM3M B MIEYEHU HIIH
O0noocTynHOCTh manunepunoHa. [Ipu Havane nmpuMeHeHus kapOaMasenuHa J03y IMpenapara

Kcemnmmon cienyer nepecMOTpeTh U, P HEOOXOAMMOCTH, yBeIUYUTh. Hao6opoT, mpu oTmeHe
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YMGHI)IHI/ITI).

[Tamunepumon npu Qusnonorundeckom pH sBISETCS KATHOHOM W B OCHOBHOM BBIBOJUTCS B
HEU3MEHEHHOM BHUJIE Yepe3 MOYKHU: MOJIOBHHA MMyTeM (PHIbTpAINU, a TOJIOBHHA — ITyTEM aKTHBHOU
cekpeunu. OIHOBpEMEHHOE NPUMEHEHHE TPUMETONPHUMA, KOTOPBI HHTHOUPYET CHCTEMY
AKTHUBHOT'O TpchnopTa KaTHOHOB B IIOYKaX, HC BJIUAJIO HA Q)apMaKOKI/IHGTI/IKy HaJ'II/IHGpI/I)IOHa.
[Ipu omHOBpEMEHHOM Ha3HAYCHHH TIEPOPATBHOTO MAUIIEPUIOHA TIPOJIOHTUPOBAHHOTO ACHCTBUS
B 03¢ 12 mMr 1 pa3 B AeHb U TaOJIETOK MPOJIOHTUPOBAHHOTO JAEHCTBHS HATPUS AUBAIIpoeKca (2
tabnetku 1o 500 mr 1 pa3 B aeHp) HaOmonanock yBenmueHue Cmax 1 AUC manunepunona Ha 50
%, BEpOSATHO, B pe3yjbTaTe yBEIWYCHHUS aOCOpOIMH Ipermaparta MPU MEpOPaTHbHOM TpHEME.
[TockonbKy HE HaOMIOAANIOCHh 3HAYMUTEIBHOTO BJIMSHHUS HAa OOIIMUNA KIUPEHC, HE OXKUIACTCS
KIMHUYECKH 3HAYMMOTO B3aMMOJCHCTBUS MEXIy [AUBAIMPOEKCOM HATpus, TaOleTKu
JUTUTEIILHOTO BBICBOA000KAeHUS, U ipemapaToM Kcerumon. ChenyeT paccMOTpeTh BO3MOXKHOCTh
YMGHI)IHGHI/U[ J1O3bI npenapaTa KCGHJ’II/IOH HpI/I OI[HOBpeMGHHOM HA3HAYCHUHU C BEU'II:HpOaTOM Ha
OCHOBAaHMM KJIMHHUYECKON OIIEHKM mnanueHrta. MccienoBaHuid B3aUMOJICHCTBUSI C TMpEMapaToMm
Kcemnuon He mpoBOAMIOCH.

q)apMaKOKI/IHeTI/I‘-IeCKOG BSaHMOﬂCﬁCTBHe JIMTUA N HaJII/IHGPI/I,Z[OHa MaJIOBepO}ITHO.

IIpumenenne npenapata KcemInoH COBMECTHO C PHUCHSPHAOHOM HIIM C NEPOPaATLHOM d)ODMOﬁ

DajauncpuaoHa

[TockonbKy maNUIEPUIOH SBJISIETCS aKTUBHBIM METAa00IUTOM PUCTIEPUIOHA, CIEAYET COOII0IaTh
OCTOPOKHOCTh IIPU OJHOBPEMEHHOM MPUMEHEHUH B TEUEHUE JUIMTEJIBHOIO MEpPUO0/ia BPEMEHHU
npernapata Kcemmon u pucnepuaoHa Wi mepopanbHOi (OpMbI manunepuaona. JlanHeie 1O
0€30MacHOCTH OJJHOBPEMEHHOTO MPUMEHEHHS mpernapata KcermmmoH u Ipyrux aHTUIICUXOTHKOB
OTPaHUYECHHBI.

OonoepemeHnnoe npumeHenue nalunepudona ¢ ncuxocmumyismopamu (Hampumep,
METWI()EHUTATOM) MOKET MPUBECTHU K MOSIBICHUIO SKCTPATUPAMUIHBIX CHMIITOMOB IIPU
KOPPEKTUPOBKE JI03bI OJJHOTO MJIM 00OWX MPEnaparToB.

4.6. DepTUIBLHOCTDH, 0€PEMEHHOCTH U JIAKTALMS

bepemenHocTb

be3zonacHocts mnpuMenenus: mnpenapata KceminoH BHYTPUMBILIEYHO WM MaJUIIEPUIOHA
nepopajbHO TpH  OEpPeMEHHOCTH y JIIOJed HE YCTaHOBIEHa. B peTpocneKTHBHOM
Ha0JII0IaTEIBHOM KOTOPTHOM HCCJIEIOBAaHUH, MPOBEIECHHOM C HCIOJb30BaHHUEM 0a3bl JaHHBIX
oOpatenuii 3a MmenunuHcKoil momoirsio CIIA, cpaBHUBaNCS pUCK BPOXKACHHBIX aHOMAIUHN Y

z[eTeﬁ, KOTOPBIC POAUIIUCH Y KCHIIWH, NOJYYABIIUX W HC MNOJYYaBIIUX AHTUIICUXOTHUYCCKUC
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OTJICIbHOM OLIEHKM MaJMIEPUA0HA, aKTUBHOIO MeTabonuTa pucrnepuaoHa. PUCK BpOKIEHHBIX
AQHOMAJIUH JJIsl pUCTIEPUIOHA TIOCTIE KOPPEKIIUU 0 BIUSAIOLIUM IIEPEMEHHBIM, TOCTYITHBIM B 0aze
JMaHHBIX, OBbLT TOBBIIIEH MO CPABHEHHIO C OTCYTCTBMEM MPUMEHEHHS] AHTUIICUXOTUYECKUX
npenaparoB (oTHocuTenbHBIM puck = 1,26, 95% AU or 1,02 mo 1,56). He BoisiBiieH
OHMOJIOTUYECKHUI MEXaHN3M, OOBSICHSIONINI 3TH U3MEHEHHS, a B JJOKIIMHHYECKUX HCCIICJOBAHUSIX
TepaToreHHbIX d(pdekroB He Habmoganmock. Ha ocHOBaHMM  pe3yJNbTaTOB  OJHOTO
HAOIOIATEILHOTO HCCIIEJIOBAHUS HE YCTAHOBJEHA NPUYMHHO-CIEIACTBEHHAS] CBS3b MEXIY
BHYTPUYTPOOHBIM BO3/ICHCTBUEM PHUCIICPUIOHA W BPOKICHHBIMUA aHOMATTUSIMHU.

[Ipn npuMeHeHHH BBICOKMX J103 MaJUIEpPUIOHA IEpOpalbHO Ha0II0AaI0Ch HEOOJbIIOE
YBEJIMYEHUE CMEPTHOCTH IUIOJOB Y )KMBOTHBIX. KCEmInoH npu BHYTPUMBIIIIEUHOM BBEJIEHUU HE
BJIMSUT HA Te€YEHHE OEPEMEHHOCTH KPBIC, HO BHICOKHE JIO3bI €r0 OB TOKCHYHBI IS OepeMEHHBIX
caMok. J[03bl manunepuioHa pu npueMe BHyTph U penapara KcermmmoH npu BHyTPUMBIIIIEYHOM
BBEJICHUH, KOTOPBIE CO3/1al0T KOHIIEHTPAIMH, IPEBIIIAIOIINE MaKCUMAJIbHbBIE TEPANEBTUUECKNE
JI03bl 'y YeJoBeKa COOTBETCTBEHHO B 20 -22 pa3a u B 6 pa3, HE BIUJIM HAa MOTOMCTBO
71a060paTOPHBIX )KUBOTHBIX. KCEMIMOH MOKHO MPUMEHSATH MPH OEPEMEHHOCTH TOJBKO B ClydYae,
€CIM MpeJroyiaraeMasi Mmojb3a JUisi MaTepHd MPEBbIIACT MOTCHLIMUATbHBIA PHUCK MJIS ILUI0AA.
Bimstnue npenapara Kcemmmon Ha CXBaTKU U POJBI Y JTHOJAEH HEU3BECTHO.

B ciiydae ecnu KeHIIMHA MPUHUMAJIA aHTUIICUXOTHYECKHE Mpenapathl (BKI0YAs HaJIUIIEPHUIOH )
B 3-M TpuMmecTpe OEpeMEHHOCTH, Yy HOBOPOXKICHHBIX CYHIECTBYET PHCK BO3HHKHOBEHUS
AKCTpANUPAMUIHBIX PACCTPONCTB W/WIKM CHHAPOMA OTMEHBI Pa3IMYHON CTENEHU TSKECTH. DTU
CUMITOMBI MOTYT BKJIIOYaTh QXKUTALUIO, TUIEPTOHHIO, T'MIIOTOHHMIO, TPEMOP, COHJIMBOCTb,
pecnupaTopHble HapYILIEHUS U HapyllIeHUE BCKapMJIMBAHUS.

Jlakranms

B wuccrnenoBaHusX NpuUMEHEHUS MAIMIEPUAOHA Y KUBOTHBIX M PHUCIEPUAOHA Yy JIOACH
OOHapy’>KEHO BBIBEJICHHE MAJUINEPUIOHA C TPyIHBIM MOJOKOM. [lo3TOMy >KEHIIMHBI,
nosyyatonue Kcemnmon, He JOHKHBI KOPMUTB A€TEH TPy IbIO.

4.7. BausiHue HAa CIHOCOOHOCTH YNPABJATHL TPAHCIOPTHBIMH CPeACTBAMH M PadoTaTh €
MeXaHU3MaMH

Kcemmnon MoXeT HapyliaTh BBIIOJIHEHUE NEHCTBHUH, TPEOYIOMUX KOHIICHTPAIIUN BHUMAHUS U
OBICTPOTHI ICUXOMOTOPHBIX pPEAKLU, 1 MOXKET BIUATH Ha 3peHue. [loaToMy manueHTam cienyer
PEKOMEH/I0BaTh HE YNPaBJIATh TPAHCIOPTHBIMU CPEACTBAMU U JIBIKYIIUMUCS MEXaHHU3MaMH,

IIOKa HE 6y,[[eT YCTAHOBJICHA UX WHAUWBHUAYaJIbHAA YYBCTBUTCIIbBHOCTD.
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4.8. HexxennaTesibHbIE peaKkIUuu

Pesrome npodung 0e3omacHoCTH

Haubonee wacTbIMu HeXeNaTeNbHBIMH PEaKUUsSMHU, 3aPETUCTPUPOBAHHBIMU B KIMHHYECKHX
UCCIIEIOBaHMIX, ObUTM OECCOHHHUIIA, TOJIOBHAs OOJb, TPEBOKHOCTb, WH(MEKIMH BEPXHHUX
JbIXaTeIbHbIX MYyTEW, pEeakiMd B MECTE BBEICHUS, MAPKUHCOHMU3M, YBEJIUYCHHE MAaCChl TeJa,
aKaTu3us, BO30YKJICHUE, CeMalNs, COHIIMBOCTh, TONTHOTA, 3aI0p, TOJIOBOKPYKCHHE, CKEIIETHO-
MBbIILIEYHAsT 0O0Jb, TaxWKapiaus, Tpemop, O0Jib B JKUBOTE, PBOTA, AMApEs, YTOMISEMOCTb W
TUCTOHUS. M3 HUX 10303aBUCUMBIMU OKa3aJHCh aKaTH3US M CEeAIUsl/COHITUBOCTD.

TabauyHOE PE3IOME HEXKENATEIbHBIX DEAKIIUI

Hwxe yka3zaHbl Bce HEXKENIATENbHBIE PEAKLIMH, 3aPETMCTPUPOBAHHBIE BO BpEMs JICUYCHHS
NATUICPUIOHOM, [0 KAaTE€rOpPHSIM YaCTOThI, OIECHCHHbIE B KIMHUYECKHX HCCIICOBAHUAX
HaJUIepruIoHa majgbMuTaTa. YacTOThl BOSHUKHOBCHHUS HEKEATEIbHBIX PEAKIHIA OMPEICIISIOTCS
crenyrommM oopasom: odeHb 9acto (>1/10), gwacto (>1/100, vHo <1/10), Hewacro (>1/1000, HO

<1/100), peaxo (>1/10000, HO <1/1000), ouenr peako (<1/10000), wacToTra HemsBecTHA (HA

OCHOBAaHHMHU UMCHOIIUXCS JaHHBIX OUCHUTH HGBOSMO}KHO).

Kaacc cucrem Hesxenare/jbHble peakuuu
OPraHoB Yacrora
OueHpb Yacrble Heuactbie Penkue Yacrora
yacrTble Heu3BecTHa?
HHpexuun u Mudexkuus Bepxuux | [THeBMOHUS, Wubexiun riasa,
MHBA3UM NbIXaTeNbHBIX MyTel, | OPOHXUT, UH(EKIHH | aKapoAepMaTHT
MH(eKIus JIBIXaTEJIbHBIX
MOUEBBIICIUTEIBHON | IyTeH, CHUHYCHUT,
CUCTEMBI, TPUIIIT IUCTUT, HWH(EKIUU
yxa, TOH3WJIIUT,
OHUXOMHKO3,
BOCTIAJICHHE
MOIKOKHOU
SKUPOBOM
KJIETYATKH,
MOIKOHBIH abcrece
Hapymenus co YmMensblieHue Heitrponenus, ATrpaHyJIoIUTO3
CTOPOHBbI KPOBH U KOJIM4ECTBA TPOMOOIIHTOTIE
JauM¢paTuyecKon JICUKOIIUTOB, HUS,
CHCTEMBI aHeMus 903MHOUITHSI
Hapymenus co I'unepuyBscTBUTENDL IAHaHIIaKTHYECKHE
CTOPOHBI HOCTh peaxuu
HMMYHHOH
CHCTEMBI
OHIOKPUHHBIE l'unepnponaxTune Hapymenue
HApyLIEeHUs Mus® CeKpeLun
AHTUINYPETUYEC
KOro  TOpPMOHa,
NIPUCYTCTBUE
TJIFOKO3bl B MOYE
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Hapymenus I'uneprinukemus,
MeTa0o0Iu3Ma 1 YBCJIMYCHUC MACChI | TUIICPHUHCYJIMHEMUS, KE€Toannuaos, HWHTOKCUKaLUsA
NHUTAHAS Tena, CHIDKEHHUE | MOBBIIICHUE TUIOTTINKEMHS,
Macchl TeNna, | amnmeTwra, TIOJIUAUIICUS
CHIDKEHHE alleTuTa | aHOPEKCHs,
YBEJIMYEHUE YPOBHS
TPUINIMLEPUAOB B
KpOBH, YBEJINYCHUE
YPOBHS
XOJecTepUHa B
KpOBHU
Ilcuxnyeckue Beccon | Bo3Oyxnenue, Hapymenue cHa, | Kararonus, PaccrpoiicTBo
HApYyLIEeHus HuIa® JleTnpeccus, MaHHMH, CHI)KEHHE | CIyTaHHOCTh MHUILEBOTO
TPEBOXKHOCTH JMOH IO, CO3HaHUs, [IOBEICHUS,
HEPBO3HOCTS, COMHaMOYJIU3M, CBSI3aHHOE CO CHOM
HOYHBIE KOLIMAapBI SMOLIMOHANBHAS
YIUIOLEHHOCTb,
aHoprasMus
Hapymenus co [TapkuHCOHU3MS, Ioznuss 3mokadecTBeHHBIN | JInabeTmueckas
CTOPOHbI HEPBHOM AKaTU3UA, JUCKUHE3HUS, HEHWpOJENTUYECKUMN| KoMa
CHCTEMBI CeIaIvst/COHINBOCTh, | OOMOpOK, CHUHIIPOM,
MACTOHUSS, TICUXOMOTOPHAs LepeOpagbHas
rOJIOBOKPYKEHHE, TUNEPaKTUBHOCTb, HIIEMUH,
MACKUHE3UAS, TPEMOD, | MOCTYpallbHOE OTCYTCTBUE
royioBHast 00JIb TOJIOBOKPY>KEHHE, peaxiuu Ha|
PaccesHHOCTh pasapaxurent,
BHUMAaHWUs, [oTePsA  CO3HAHU,
JU3apTpus, yTHETEHUE
JICTeB3US, CO3HAHUS,
TUIeCTe3us, KOHBYJIbCHH®,
napecre3ust HapyllIeHUE
paBHOBecHS,
HapyllIeHUE
KOOpAWHAIUH,
TPEMOP TOJIOBBI
Hapywmenus co Heuerkocts 3penus, | I'maykoma, Cunrznpom
CTOPOHBI OPraHa KOHBIOHKTUBUT, HapyleHue ATOHUYHOM
3peHust CYXOCTh I'71a3 JOBIDKGHUSL  TJ1a3, [pamyKKH
3aKaTbIBaHHUE (MHTpaonepaon
rnas, HBIIT)
CBETO0O0S3Hb,
ClIe30TeUeHUE,

TUIICPEMUA TJ1a3

Hapymenus co
CTOPOHBI OPraHa
cayxa u
Ja0UpUHTA

T'onoBokpy:xenue,
3BOH B ymax, 00Jb B
ymax
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Hapymenus co Taxukapaus
CTOPOHBI cepAla Hast Onokana, | mpeacepauy,
HapylleHUe CHUHYCOBas
MIPOBOJUMOCTH, apuUTMUs
yBEJIMYEHUE
natepBata QT Ha
JIEKTPOKAPIUOTPaM
Me, CHHAPOM
MOCTYpaJIbHON
OpPTOCTATUYECKOU
TaXHUKapauy,
Opaaukapaus,
OTKJIOHEHHE oT
HOpMBI TIOKa3arenei
3IEKTPOKAPAUOTPaM
MBI, cep/iieoneHne
Hapymenus co AptepuanbHas ApTepuanbHast OmoOonust neroynoi| Mimemus
CTOPOHBI COCY10B THIIEPTEH3HS THITOTEH3HS, apTepHuH, BEHO3HbIH
OpTOCTaTHYeCcKast TPOMOO3, IPHUIUBEI
THIIOTEH3HS
Hapyuenus co Kamens, Opprka, ©Ooms B | CuHOpoM amHO3 | ['MmepBeHTHISINA,
CTOPOHBI 3aJI0)KEHHOCTh HOCA | TJIOTOYHO- BO CHE, 3aCTOH B | acnMpanuOHHAas
IbIXaTeJbHOM TOPTaHHOW 00JacTH, | JIETKHX, ITHEBMOHHS,
CHCTEMBI, HOCOBOE 3aJI0)KEHHOCTh JuchoHus
TPYAHON KJIEeTKH KPOBOTEUYECHHE JIBIXaTEeIbHBIX
H CPeNOCTeHNS Iy TeH, XPHIIBL,
CBUCTSIIEE
JIbIXaHHe
Keaynouno- Bome B xuBore, | uckomdopr B | ITankpeatur, Kumeunas
KHIICYHbIE pBOTA, TOLIHOTA, | 00JIACTH  JKMBOTA, | OOCTPYKIHA HEMPOXOJUMOCTb
HapylLIeHus 3amnop, auapes, | raCTpOIHTEPHUT, KHIIEYHUKA, OTEK
JcIienicusi, 3yOHas | aucdarus, CyxocTh | s3bIKa,
60116 BO PTYy, METEOPHU3M HeslepKaHue Kaja,
KaJOBBIE KAMHH,
XEIWINT
Hapywmenus co IloBbiieHue yposHs | IloBblieHne ypoBHS Kentyxa
CTOPOHBI NIeYeHH TpaHCAMHUHA3 raMma-
H nryTaMmuiTpancepa
JKeJTYeBbIBOSILIH 3B, MIOBBIIIICHHE
X myTei YPOBHSl (hepMEHTOB
Ne4YeHU
Hapymenus co Kpanusuuna, 3yn, | JlekapcrBeHHas Cungpom
CTOPOHBI KOKH H CBIIIb, ajionenus, | ChIlb, CruseHca-
MOJKOKHBIX JK3eMa, CYXOCTh | TUIEPKEPATO3, J>xoHCOHa/TOKCH
TKaHel KOXW, DpUTEMa, aKHE | ceOOpEHHBIN YeCKun
JepMaTuT, SMHUAEPMATbHBINA
TIePXOTh HEKPOJIH3,
AHTHOHEBPOTHYEC
KHH OTEK,
MU3MEHEHHE IIBETa
KOXH
Hapymenus co CkeneTHo- [oBbimenue ypoBHsi | Pabnomuonus, Hapymenue ocanku
CTOPOHBI MBIIIeYHAs 0011b, | KpeaTHHPOCHOKHHA | OTEK CYCTaBOB
MBILICYHOM, G6onp B cmumHe, | 3B B KpOBH,
CKEJIETHOH U apTpanrus MBIILIEYHbIE CHAa3MBI,
COCeAMHHUTEIbHOM TYTONOJABUXHOCTb
TKaHHU CYCTaBOB,

MBIIIEYHAs C1a00CTh
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Hapymenus co

He uepmaﬂne'- 'Mciiﬂ;_l%ﬁhfcﬁ EITErY

CTOPOHBI MOYEK H MOJUTIAKAYPHS, MOUYCBBIBEJICHUS
MOY€EBBIBOISIIIHX U3y pUs
nyTei
BepemenHocTs, CuHApOM OTMEHBI
TOCJIEPOIOBBII mpernapara y
MepHoI H HOBOPOXKICHHBIX
nepuHATAJIbHbIE (cm. pazmen 4.6)
COCTOSTHHS
Hapymenus co AmeHopest OpeKTHIbHAS [Ipuanusm,
CTOPOHBI nuchyHKIuS, auckomdopt B
pPenpoayKTHBHOM HapyIIeHue MOJIOYHBIX
CHCTEMBI 1 IAKY AU, Keesax,
MOJIOYHBIX JKeJie3 HapyIICHHE Harpyobanue
MEHCTPYaJIbHOTO MOJIOYHBIX JKEJe3,
UKIIac, YBEIIMYCHUC
THHEKOMACTHS, MOJIOYHBIX XKeJIe3,
rajakropes, BarvMHaJIbHEIC
CEeKCyanbHas BEIJICITICHUS
mucyHKIHs, 6076 B
MOJIOYHBIX XKeJle3axX
Oouue Tumeprepmus, Otex mmma, otex®, | ['umoTepmus, CHmKeHne
HApYyLWeHUs 1 acTeHus, TTOBBIIIIEHUE 03HOO,  JXKaXma, | TEeMIepaTyphl Tela,
peakuuu B MecTe YTOMJISIEMOCTb, TEeMIepaTypbl Tena, | CHHAPOM OTMEHBI | HEKpO3 B  MeCTe
BBe/leHUS peakmust B MECTe | HapyIIeHHUe mpernapara, WHBEKIINHU, $53Ba B
HHBEKIUN MMOXOJKH, ©001ah B | abciecc B MeCTe | MECTE MHBEKIUU
IpyaH, JAUCKOMQOPT | MHBEKLUH,
B 00jacTH TPy, | BOCHAJICHHE
HEJIOMOTaHue, ITOTKOYKHOM
VIUTOTHECHHE KIICTYATKU B
MeCTe WHBEKIINH,
KHCTa B MeECTe
WHBEKIINH,
reMaToMa B MecTe
HWHBEKINN
TpaBMbl, ITanenue
HHTOKCHKAIIUU U
OCJIOKHEHHS
npoueayp
a

YacroTa HexenaTeIbHbIX peakluil KiaccupuuupoBaHa KaKk «HEM3BECTHAsD 110 MPUYHMHE TOTO, YTO OHU HE
3aperuCTPUPOBAHbI B KIIMHMUECKUX UCCIIEOBAHUAX MaNUIepuIoHa nanbMuTaTa. OHM OMUCAHbI B CIOHTaHHBIX
MOCTPETUCTPALIOHHBIX COOOIIEHHSX, IOATOMY UX YaCTOTYy HEBO3MOXHO OIPECIINTh, WIIN 3apETUCTPUPOBAHBI B
KJIMHUYECKHUX HCCIIeIOBaHUAX pHCIepHIoHa (J1I000ii JekapcTBeHHON (GOpMBI) MIIM MANUIIEPHIOHA JUIs TpHeMa BHYTPh
W/WITHM OTIMCAHBI B COOOLIEHUSIX 00 OIBITE MX MOCTPErHCTPAIMOHHOTO TPUMEHEHHS.

CM. HIKe «[ UmepIpoakTHHEMHUS.

¢ CM. HIKE «DKCTpaHpaMHUIHBIE CHMIITOMBDY.

B nmane60-KoHTposmpyeMBbIX UCCIIEI0BaHMAX CaxapHbIid anaber 3apernctpuposat y 0,32 % nanueHToB, MOIyYaBIINX

npenapat Kcernmos, o cpasHenuto ¢ 0,39 % B rpymne miane6o. O61as 3a601eBaeéMOCTh BO BCEX KIMHUYECKHX
uccienoBanusax cocrasmia 0,65 % y Bcex MalMEeHTOB, MOMyYaBIIKX npenapat Kcerimon.
¢ K 0eccoHHMIIE OTHOCATCSI: TPYAHOCTB 3achIIaHUs U IPOOy K IeHUs Bo BpeMs cHa. K cynoporam oTHocsiTes:
reHepaJIN30BaHHbIE CYA0POXKHbIE TpUnaaku. K oTeky oTHOCATCS: reHepaIn30BaHHbIE OTEKH, NepudeprudecKue
oTekH, MArkuil orek. K HapyneHusiM MEHCTPYaJIbHOTO IIMKJIA OTHOCATCSI: 33]Iep)KKa MEHCTpYyaluii, HeperyJsipHbIe
MEHCTpYaIliH, OJIMTOMEHOpEsI.
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(100 OB LA HOCTL 0004
HexenarenpHble peakiiuy, 3aperUCTPUPOBAHHBIE IIPU HDI'lld_ILIEHG—lEIH ‘DECHE%MEI -Tb 0004)

[MamumepuaoH  SBISICTCS AKTUBHBIM —~ METAa0OJUTOM  PUCIIEPHIIOHA, TIOITOMY  MPOQIH
HE)KENaTeNIbHBIX peakUuil JaHHBIX [permapaToB (BKJIIOuUas Kak TepopajbHble, TaK U
UHDBEKIIUOHHBIE JIEKAPCTBEHHBIC ()OPMBI) B3aMOCBSI3aHbI.

Onucanue OTJICIbHBIX HEXKEJIAaTSAbHbIX PEeaKIIUi

Anagpunaxmuueckue peaxyuu

Penxue ciyuyam aHaQuiIakTUUECKMX peakUMi Npu BBeJeHMM npenapata KcermimoH Obuin
3a(puKCUPOBaHBI B IOCTPErUCTPALMOHHOM MEPUO/IE Y AllUEHTOB, paHEE XOPOIIO MEPEHOCUBILUX
TEpaIUIo MepopaTbHBIMU (OPMAMU PUCTICPUAOHA WM MANUIIEpUIOHA (CM. pa3zaen 4.4).

Peakuuu 6 Mecme 68e0eHus

Haunbonee dwacto cooOmiaBmieiicss peakmueii B MecTe BBeAeHHs Oblia 00yib, KOTOpas B
OOJBIIMHCTBE Cy4yaeB ObUIa JIETKOW WM cpeaHedl mHTeHCMBHOCTH. OleHka OOl B MecTe
WHBCKIMKY IMallUMCHTaMH, HpI/IHI/IMaBI_HI/IMI/I y‘-IaCTI/Ie B HCCICOOBAaHHUAX, C HCIIOJIb30BaHHCM
BI/I3yaJ'II)HOI71 aHaJ'IOl"OBOI\/JI IIKaJIbI UMEJIa TCHACHIOINUIO CHMXXCHUA YaCTOTBI U MHTCHCHUBHOCTU C
TEYCHHEM BPEMEHHU BO BCEX HcCienoBaHUsAX 2 U 3 (a3el. UHBEKIIMU B JCIBTOBUIAHYIO MBIIIITY
BOCIIPHHUMAJIMCH KaK HEMHOTO 0oJiee OOJIC3HCHHBIC 10 CPABHEHUIO C MHBEKIIMSAMU B SITOJINYHYIO
mbiniy. [lpyrue peakmuu B MecTe€ BBEACHUS B OCHOBHOM OBUIM JIETKOW HHTEHCHBHOCTH U
BKJIFOYAJIA YIUIOTHEHHE (YacTo), 3y (HEUACTO) U Y3EIKH (PEIKO).

Ixempanupamuonvle cumnmomul (IC)

OC BKIIOYAIOT CIEAYIONME TEPMHUHBI: MAPKUHCOHW3M (BKIIFOYACT THUIIEPCEKPEINIO CIIOHBI,
CKEJICTHO-MBIIICYHYI0 CKOBAaHHOCTh, MApPKUHCOHU3M, CIIOHOTEYEHHE, PUTHIHOCTb IO THITY
«3y0b4aTtoro Koieca», OpaJWKHHE3WIO, THIIOKMHE3WI0, MAaCKOMOJO0HOE JIMIIO, MBIIICYHOE
HANPSDKEHUE, AaKWHE3WI0, PHUTUAHOCTh 3aTHUIOYHBIX MBI, MBIIICYHYI0 PHTHIHOCTS,
MapKUHCOHWYECKYIO TOXOJIKY, HapylleHHue rinabeisipHoro pediekca u MapKUHCOHUYECKUN
TPEeMOp TOKOA); aKaTU3UIO (BKIIOYAET aKaTU3UI0, BO30YKJIEHHOE COCTOSIHHE, TUTIEPKHUHE3UIO U
CUHAPOM OECIOKONHBIX HOT); AUCKUHE3WI0 (BKJIIOYAET TUCKUHE3WIO, TOJCPTUBAHUE MBIIIIII,
XOpe0aTeTo3, aTeTO3 ¥ MUOKIIOHHIO); JUCTOHUIO (BKJIFOUAST JUCTOHUIO, TUTICPTOHHIO, KPHUBOIIICIO,
HEMPOM3BOJILHBIC  MBIIIICYHBIC COKpAICHUS, MHOTCHHYIO KOHTPaKTypy, Ojedapocmnasm,
JIBUKCHHE TJIa3HOTO 50JI0KA, Mapaiuy s3bIKa, CMa3M JWIa, JApUHTOCMa3M, MHUOTOHHUIO,
OMHCTOTOHYC, OpO(apUHTEANBHBIN CHa3M, IUIEBPOTOTOHYC, CHa3M S3blKa W CYJIOPOKHOE
CTUCKHMBAaHUE YEIOCTCH) M Tpemop. B JTaHHBIN CIUCOK BKJIIOYEH OO0Jiee MIMPOKUI CIEKTP

CUMIITOMOB, KOTOPBIC MOT'YT UMETh HC OKCTpAITUPaAMUIHOC IIPOUCXOKICHHUC.
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Veenuuenue eeca

B 13-HenenpHOM KIMHUYECKOM HCCIIEOBAaHUM C MCIOJIb30BAaHMEM HadaibHOU 103bl 150 Mr y
NAIMEeHTOB ¢ MK30(peHneil ObUIO MOKa3aHo, YTO aHOMAJILHOE YBEIUYEHHUE Macchl Tena > 7 %
ABJIIETCS 1O303aBUCUMBIM. YBEJIMYEHHE MAcChl Te€Jla OTMEYAIOCh C 4acToTod 5 % B rpymnme
iane6o u ¢ yacroroit 6, 8 u 13 % npu npumenennu npenaparta Kcermmon B go3e 25 mr, 100 mr

u 150 MT COOTBETCTBEHHO.

B Teuenue 33-HenenbHOr0 OTKPBITOTO MEpHOJIa MEpexoa Ha Tepanuio npenaparoM Kceminon
WIH TIOAJIep>KUBaroIiel Tepanuu KcemmmoHoM ToAroCpOYHOro KIMHUYECKOTO MCCIEAOBAHUS Y
nanueHToB ¢ mu3odppenuerd 12 % manumeHToB, TONydYaBIIUX JiedeHHe KcermmnoHowm,
COOTBETCTBOBAJIM JAHHOMY KpUTEPHUIO (yBEIUYCHHE MACChl Tela Ha > 7 % OT JBOMHON clienoin
¢da3pl 10 KOHEYHOW TOYKH); cpemHee (ctanmaptHoe oTkiaoHeHUe; CO) M3MEHEHHE MacChl Teja
MOCIie MCXOIHOM TOUYKHU B OTKPBITOM HccliefoBaHuu coctaBuiio + 0,7 (4,79) kr.

T'unepnponraxmunemus

B xnuHMYECKUX MCCIIeIOBAHUAX Y TAIMEHTOB 000€ro Iosa, moxy4yaBmux npemnapat Kcerauos,
HAOMIOlaTM  TOBBIIIEHWE MEIUaHbl KOHIEHTPAlMd MPOJaKTUHAa B CBIBOPOTKE KpPOBHU.
HexenarenpHble peakiyu, KOTOPbIE MOTYT CBUAETEIHCTBOBATH O MOBBIIICHUH KOHIIEHTPALIUU
NpoJlakKTHHA (HampuMep, aMeHOpes, TallaKTopes, HAPYIICHUS MEHCTPYaJbHOIO IMKIA U
TUHEKOMACTHUS ), B LIETIOM 3apETUCTPUPOBaHbl Y <1 % ManueHToB.

Knacc-agppexmoi

[Ipy nmpUMeHEeHMM aHTMIICUXOTHKOB BO3MOXKHBI yanuHeHue uHTepBana QT, BO3HHMKHOBEHHE
KENyJTOUYKOBBIX apUTMHUH  (KemyJqoukoBass (UOPWILIALMS, SKEIyAOUYKOBas TaxXUKapIus),

BHE3aIHasl HEOObICHUMAS CMCPTh, OCTAHOBKA CCpALAd U TaXUKAPAUA THIIA KITUPYIT».

[Ipn npuMeHeHNN aHTUIICUXOTUKOB COOOIAETCs O Cay4yasX pa3BUTHA (C HEM3BECTHOW YacTOTOM)
BEHO3HOU TPOMOOAIMOOIINHU, BKIIFOYAS CIIydaH JISTOYHON AMOOJIUU U TpoMO03a TITyOOKHX BEH.

COOGH_IGHI/IC O IMOJ03PEBACMBIX HCKECIATCIIHbHBIX PCAKIIMAX

BaxxHo cooOmarh 0 TOA03pEeBAEMBIX HEXKENATENbHBIX PEAKIUSAX IOCJIe PETUCTPALUU
JICKapCTBCHHOTO TIperapara ¢ meiblo 00eCIeYeHHsT HEMPEPhIBHOIO MOHUTOPHUHTA COOTHOIIICHUS
«10Jb3a — PHUCK» JIEKApCTBEHHOTO Mpemnapara. MeIuuuHCKUM pPAaOOTHUKAM PEKOMEHIYeTCs
co00IIaTh O JIIOOBIX TMOJ03PEBACMBIX HEKENATENbHBIX PEAKIMSIX JIEKapCTBEHHOTO IMpernapara
4yepe3 HAIMOHABHBIE CHCTEMbI COOOIICHHS O HEXENATEIbHBIX PEaKIUsIX rOCyAapCTB — YJICHOB

EBpa3uiickoro 3KOHOMHUYECKOTO COHO3a.
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Poccuiickas @enepanus

DenepanbHas ciryx0a 1Mo Haa3o0py B cdepe 3apaBooxpanenus (PoczapasHamzop)
Anpec: 109012, r. MockBa, CnaBstHcKast 1iomanis, a. 4, ctp. 1

Ten.: +7 (800) 550-99-03

1. mouta: pharm@roszdravnadzor.gov.ru

Caiit: www.roszdravnadzor.gov.ru

PecnyOsnmka Kasaxcran

PI'TI Ha IIXB «HauuoHanbHelil LleHTp dKCIIEpTH3BI JEKAPCTBEHHBIX CPEACTB U MEAULIMHCKHUX
u3nenuity Komurera MemumuHCKOro #  (apMaieBTUYECKOro KOHTpois MUHHCTEpCTBa

3apaBooxpanenus Pecnyonuku Kazaxcran
Anpec: 010000, r. Actana, yiu. A. Umanosa, 1.13
Ten.: +7(7172) 23-51-35

On.noura: pdlc@dari.kz

CaiiT: www.ndda.kz

4.9. [lepeno3upoBka

[Tockonbky KcemnmoHn mpenHasHaueH A BBEACHHUS MeIpabOTHUKAMHU, TO BEPOSTHOCTH €ro
nepe03UPOBKHU NallUEHTaMU MaJa.

CuMIITOMBI

B memom oxumgaemble TPU3HAKM M CHUMITOMBI COOTBETCTBYIOT YCWJICHHIO HW3BECTHOTO
(dapMaKoIOTHYecKoro JAEMCTBHUS NaJIUNEPUAOHA, T.€. COHJIMBOCTh, 3aTOPMOXKEHHOCTH,
Taxukapausi, CHWXXEHUE  apTepUajbHOTrO  JaBieHus, yaiauHeHue  uHTepBana  QT,
IKCTpanupaMuAHble CUMITOMBL. [lomumMopdHas xenymaodkoBas TaXUKapAHs TUIA «IIAPYIT» U
GUOPMILIALNS KETyT0YKOB ObUTH OTMEUYEHBI MPHU MEPE03UPOBKE MEPOPATHLHOTO MATUTIEPHUIOHA.
B ciaydae ocTpoll mepeno3upOBKH CIEAYET YUUTBIBATH BO3MOXKHOCTH ITOJIyYEHUS] NAlUEHTaMHU
HECKOJIbKHX ITPEnaparTos.

JleueHnne

[Ipu omeHke MOTpPeOHOCTH B JICUEHHMH M BOCCTAHOBJICHWU TMALUEHTOB CJEAYET YYHUTHIBATH
JUINTEIHbHOE BBICBOOOXJACHHE AaKTUBHOTO BeUIeCTBA U OOJBIION TEpPUOJ TOJYBbIBEACHUS
nanunepuaoHa. Crenuduyeckoro aHTHAOTa A MaTUNepuoHa He cyulecTByeT. Cremyer
OCYIIECTBIISATh OOIIME MOJACPKUBAIOIINE MEPhI, 00ECTICYNTh U MOIACPKUBATH MPOXOTUMOCTD
JBIXaTeIbHBIX MYTEH, JOCTATOYHYIO BEHTWISALMIO JIETKUX W HACBIIIEHWE KPOBH KHCIOPOIOM.

CnenyeT HEMEUIGHHO HAdaTh KOHTPOJb (PYHKIMHM CEpAEYHO-COCYAUCTOM CUCTEMBbI, BKIIOUas
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nocTosiHHBIA MOHUTOpUHT OKI' 1 BbISIBIEHUS BO3MH;LICPI:C-):I‘/'I-| %%%IEEBEHII;‘EBLJC%&CIHHH

apTepI/IaJ'II)HOFO JOaBJICHUSA KpOBI/I 158 HI/IpKy.]UITOpHOFO KoJuiarica cnez[yeT HpeI[HpI/IHI/IMaTI)
COOTBETCTBYIOIIIE  MEphI, HANpHUMEpP, BHYTPUBEHHOE BBEJECHHWE pPaCTBOPOB  W/HWIHU
CUMIATOMUMETUKOB. [Ipu pa3BUTHM TSKENbIX SKCTPANUPAMHUIHBIX CHMITOMOB MPUMEHSIOT
aHTI/IXOJII/IHepFI/I‘IGCKI/Ie HpGHapaTLI. CJIGI[yCT THIATCIIBHO KOHTpO.HI/IpOBaTB COCTOAHHEC IMalCHTAa
JIO €r0 BOCCTAHOBJICHHS.

5. PAPMAKOJIOTMYECKHUE CBOMCTBA

5.1. ®apmakoanHaAMHYeCKHe CBOMCTBA

q)apMaKOTepaHGBTI/I‘-IeCKaSI rpynna: INCUXOJICTITUKH, AHTHUIICUXOTHYCCKHEC CpGI[CTBa; npyrne
AHTUIICUXOTHUYCCKHC CpG}ICTBa.

Koxg ATX: NO5SAX13

Mexanusm gelicTBus

[Tanunepuaona mnajibMUTAaT TUAPOJAU3YETCS N0 nanunepugoHa. llocnennuit  sBusercs
HEHTPAIBHO-EHCTBYIONIMM AaKTHBHBIM AHTArOHHUCTOM TMPEUMYIIECTBEHHO CEPOTOHHMHOBBIX S-
HT2a-penentopoB, a Takxke aopaMHHOBBIX Do-penentopoB, aipeHepruyeckux ol- u o2-
peuentopoB u  Hi-ructamuHOBbIX  penentopoB. [lamumepunoHn HE  CBsA3BIBAeTCS  C
XOJMMHEPTUYEeCKUMH M-pelenTopaMu W ¢ ajapeHeprudeckumu Pl- u [2- penentopamu.
®dapmakoioruyeckass akKTUBHOCTh (+) W (-) SHAaHTHOMEPOB TAJHMIEPUIOHA KOJIMYECTBEHHO W
KauyeCTBEHHO OJIMHAKOBA.

dapmakoauHamuyeckue d3PHeKTol

[Ipennonaraercs, 4ro TepaneBTHdeckass >(QQEKTHBHOCTh TMpemapara MpH MMU30QpPEeHUH H
mn30aPEeKTUBHOM paccTpoicTBe 0OyCiIOBIIeHa KOMOMHHMpOBaHHOW Onokamon D2- m 5-HT2a-
PELEenTOpOB.

Kimmanueckas 3¢ heKTUBHOCTD M 0€30I1aCHOCTD

Hluzogpenus

D¢ dextuBHOCTH Tpemapara KcemmmoH mpu ocTpoM JieUeHUH IHM30(PpPEHUHN OIEHUBAJIACH B
YETHIPEX KPATKOCPOUHBIX (OAHO 9-HedenbHOe W TpH 13-HEACNBbHBIX) IBOWHBIX CIICTIBIX
PaHIOMU3HUPOBAHHBIX TIA1Ie00-KOHTPOIUPYEMBIX UCCIAEAOBAHUAX ¢ (PUKCUPOBAHHBIMU J103aMU Y
B3pPOCIIBIX TMAIMEHTOB B CTAIlHOHAPE C OCTPHIM PELUUIUBOM, COOTBETCTBYIOIINX TPEOOBaHUSIM
DSM-IV  kpurepuss mm3oppenun. DuxcupoBaHHbIe 10361 mpenapata Kcemmmon B 3THX
MCCIIEIOBAHUSX MPUHUMATUCH B 1, 8 1 36 1HU B 9-HEeAEIbHOM HCCIIEIOBAaHUU U JOTOJIHUTEIBLHO
B JIcHb 64 B 13-HeAeIbHOM UCCIEA0BAHNM, T. €. C HEACIbHBIM HHTEPBAJIOM VISl IEPBBIX JIBYX /103,
a 3aTeM KaxJble 4 HeIeu B Ka4eCcTBE MPO(QUIaKTHKH.

3(1)(1)€KTI/IBHOCTI) OLICHHBAJIaCh C HCIIOJb30BAHHECM IIKaJbl ITIO3UTHUBHBIX HW HEIraTUBHBIX
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cungpomoB (PANSS), nmpoBepeHHOTO MHOIOI] VHKTOB('SFB‘I OMET %@Hﬁ%&h&a I'I/:I'BI'IELI‘}SITI/I

(bakTOpOB JJIs1 OLIEHKH TTO3UTHUBHBIX CUMIITOMOB, HETaTUBHBIX CHMIITOMOB, JI€30PTaHU30BAHHBIX
MBICJIEH,  HEKOHTPOJUPYEMOW  BPaKICOHOCTH/BO3OYKIEHHMsI W TPEBOTH/ACTIPECCHH.
@OYHKIMOHUPOBAHUE OLIEHUBAJIOCH C MOMOILBIO HIKAJIbl JIMYHBIX M COLMAIBHBIX IOKa3aTeien
(PSP). PSP mnpexacraBisier coOoi YTBEP)KACHHYIO KIMHUIIMCTUYECKYIO OLEHOYHYIO INIKAaly,
KOTOpasi U3MEpsIeT JTMYHOE U COUMAIbHOE (PYHKIIMOHUpPOBaHHE B c(epax COIHUAIBHO MOJE3HOU
NEeSTEeIbHOCTH: paboTa M yueba, JUYHBIE U COLMATIbHBIE OTHOLIEHMS, YXOX 3a COOOM, a Takxke
TPEBOXKHOE M arpecCUBHOE IMOBejleHUe. TsKecTh HapylIEHUH B COLMAIBHOM IUIAaHE, JIUYHOM
yX0JIe ¥ yX0/I€ 3a COOOH U3MEPSAETCS] YPOBHEM CIIOXKHOCTH (OTCYTCTBYET, JIETKast, ONpeIeIeHHas,
BBIpa)KEHHAs, TSDKETas) IPY BBITOJHEHUN TaKUX JCHCTBHHA C TIOMOIIBIO M 0€3 MOMOIIH APYTUX
mozaed. TouHO Tak ke TSHKECTh TUCPYHKLUU arpecCUBHOIO MOBEIEHUS MU3MEPSAETCs HaIu4ueM
WIA OTCYTCTBHEM arpecCHBHOIO MOBEJIEHHs (Hampumep, rpyoocTb, MyOIMUHOE OCKOpOJIeHHE
JpYyTUX JIO/ICH, pa3pylIeHUe MPEIMETOB, CIIOBECHbIE YTPO3bl, (hU3UYECKOe HACUIIHNE) B YacTOTOM,
C KOTOPOH TaKoe NMOBEJCHNUE TIPOUCXOIHT.

B 13-HenensHOoM uccienoBanuu (n=636), B KOTOPOM CpPaBHUBAIUCH TPU (PUKCHPOBAHHBIE 03B
npenapata Kcernianon (HauaiabHas HHbEKLUSA B 1€IbTOBUAHYIO MBIy 150 Mr ¢ mocneayoummu
3 103aMH B STOAWYHYIO WJIM JEIbTOBUIHYIO MbIIIy 10 25 mr/4 nexenu, 100 mr/4 nepenu wiu
150 mr/4 Henmenu) Mo CpaBHEHUIO ¢ IIaredo, BCce TpH J03bI penapaTta Kcemmon npeBocxoawmim
iane6o B yiydmennn oomiero 6amia mo mkaine PANSS. B aTom rccienoBanuy rpyminbl JIeYeHHS
kak 100 mr/4 menenu, tak u 150 mr/4 vegenu, HO He 25 Mr/4 Hemenw, MPOJEMOHCTPUPOBAIIN
CTaTUCTHYECKOE MPEBOCXOJICTBO HaJ muanedo no mxane PSP. Oty pe3ynbTaThl MOATBEPKAAIOT
3 PEKTUBHOCTh HA MPOTSHKEHUM BCETO MEPHOAA JICUCHHS W yiydlieHue nokaszarenst PANSS,
KOTOpO€ HaOJII0J1al0Cch yKe Ha 4-i JeHb CO 3HAUYMUTEIbHBIM OTPBHIBOM OT IUIale0o B Irpymmax
Kcennuon B 03¢ 25 Mr u 150 Mr k 8-My gH10.

B npyrom 13-megenbHom uccnenoBanuu (n=349), cpaBHUBaBIIEM TpU (PUKCHUPOBAHHBIC O3B
npenapata Kcerumon (50 mr/4 nenenn, 100 mr/4 nenenu u 150 mr/4 venenn) ¢ miane6o, TOIBKO
nosupoBka 100 mr/4 mepenu npemnapara Kcerummon Obuta ¢ dexTuBHEE TU1anedo B yIydIIeHHH
obmiero 6amia mo mkaine PANSS. B stoM mccaemoBannu 1036l kak 50 mMr/4 meaenu, tak u 100
MI/4 Henenu MpeBOCXOAMIM Manedo B yiaydieHun nokasarens PSP. XoTs B 310 uccnenoBanue
Obuta BriIOYeHa ngo3a 150 Mr, KOJIMYECTBO MAIMEHTOB, IOJYYaBIIUX 3Ty 03y, OBLIO
HEIOCTaTOYHBIM, YTOOBI MOXHO OBUIO CIENaTh OKOHYATENbHBIE BBIBOABI OTHOCHUTEIHHO
3 PEeKTUBHOCTH TOH TO3BI.

B Tperbem 13-HenenpHOM wHccaenoBaHuun (n=513), B KOTOpPOM CpaBHUBAJIUCH TpH

¢ukcupoBanHbie 1036l npenapara Kcerumon (25 mr/4 menenu, 50 mr/4 wemenmu u 100 mr/4
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HeJenn) ¢ Tanedo, Bce TPH J03bI Mpenapara B'cennnoﬁ%&g%ﬁﬁﬁgﬁﬁﬁggg:gﬁﬂaﬁféhnn

obmiero Oamia nmo mkaie PANSS. B stom uccnenoBanuu HM OfHA W3 TPy, NPUHUMABIIMX
NaJIUNEPUI0H, HE TOCTHUIJIa CTATUCTUYECKON 3HAYMMOCTH 10 CPAaBHEHHUIO C IIANEe00 Uil OLEHKU
PSP.

B 9-nenenvHoM mccnenoBanuu (n=197), cpaBHUBaBIIEM JBe (PMKCHPOBAHHBIE J0O3BI IperapaTa
Kcemmmon (50 mr/4 wenenmu u 100 mr/4 menmenw) ¢ miane6o, oo6e no3sl npemnapara Kceermmox
MPEBOCXOIWIIH T1a11e00 B yiydiieHnn oomero 6amra mo mkaie PANSS.

OddextuBHocTh mnpemnapata KcemmmoH B ToAAepKaHUM KOHTPOJS HaA CHUMITOMAMH U
3aMeJUICHUH PeLUANBa INU30(ppPEHUN ObUIa YCTaHOBJEHA B JIOJITOCPOYHOM JIBOMHOM CIIETIOM
11a11€00-KOHTPOIMPYEMOM HCCIEA0BaHUN C THOKON NO3MpPOBKOM ¢ ydacTueM 849 B3pocibix
MAIMEeHTOB HE MOXHUJIOTO BO3pPacTa, KOTOPhIE COOTBETCTBOBAIN KpUTepusiM mu3odppennn DSM-
IV. Dto wuccnemoBanue BKIOUYAIo 33-HENENBbHYIO OTKPBITYIO (ha3y OCTpOro JIeUeHUs u
cTabunu3anuu, pPaHIOMHU3UPOBAHHYIO Ianebo-KoHTponupyeMyro (asy ans HaOmroaeHus 3a
peuuauBOM M S52-HENENbHBIM MEpPHOJ OTKPHITOIO JIOMOJHUTEIBHOrO JeueHus. B a3tom
uccienoBannuu 1o3bl npenapata Kcermmon Bxmrouanu 25, 50, 75 u 100 mMr, npuHUMaemble
eXKeMecsiuHO; M03a 75 Mr Oblia pas3pelieHa TOIbKO B 52-HENEeNbHOM TEpPUOJIE OTKPBITOTO
JIOTIOJTHUTENBHOTO JieueHus. [lepBoHAaYanbHO MalMeHTHl MoMy4ainu rudkue mo3bl (25-100 wmr)
npenapata KcennmoH B TeueHHe 9-HENENbHOrO InepexoAHoro mnepuona. UtoOwl Boiitu B 24-
HEJIEIBbHBIN MEPHUOJT TIO/ICPKUBAIOIIETO JICUYCHHS, TTAIUEHTHI JTOJDKHBI ObUTH MMETh TTOKa3aTellb
PANSS < 75. KoppekTrpoBKka A03UPOBKH JOMYCKAJIACh TOJIBKO B MEpBbIE 12 Hemenb nepuoaa
MOJIICPKUBAIOIIETO JieueHus. B xoae ABoliHOI ciemnoil (a3bl mepeMeHHON MPOJOIKUTETFHOCTH
NalMeHThl ObUIM PaHJOMHU3MPOBaHBI JHOO B TPyNIy C OJHOM M TOH ke J030i mpemaparta
Kcemnmon (Mmeauana nponomkutenbHocty 171 nens [nuanazon ot 1 qus g0 407 queit]), KOTOpyro
OHHM TIOJy4alu Bo BpeMms (a3bl cTaOMIN3alNY, Ha3HAYAaeMYI0 KaXKble 4 HeJenu, Tu00 B TpymILy
wianebo (Meanana mpogopkutenbHocTH 105 nHell [nuamason 8 nmuelt - 441 news]).B obmieit
cinoxHOCTH 410 cTaOWIM3UPOBAHHBIX NAIMEHTOB OBUTM PaHJAOMHU3UPOBAHBI JTHOO B TPYIITY
npenapata Kcermmon, mu6o B rpymnmy miane6o, moka y HUX He BO3HUKAI PELUANB CUMIITOMOB
mm3odpennu. Pennans npeaBapuTenbHO ONpeesuics Kak BpeMsi 10 TIePBOro MOsBIECHUS OAHOTO
WM HECKOJIBKUX U3 CIIEAYIOIIUX CUMITOMOB: ICUXHATPUUECKasi TOCTUTAIN3AlINS, YBEIHUCHUE Ha
>25% (ecnu ucxoaubIi 6ain 0su1 >40) wiu yBenudenue Ha 10 6amioB (eciau ucXoaHbINH 0at ObuT
<40) obmero 6amia no mkaire PANSS mo IByM moOCieIOBAaTEIBHBIM OIEHKAM, YMBIIIICHHOE
YICHOBPEIUTENbCTBO, arPECCUBHOE MOBEACHHE, CYHIIMIaTbHbIE MBICTU/MBICTH 00 yOUNHCTBE MIIH
O6amt >5 (ecny MaKCUMAJIbHBIM MCXOMHBIA Ol cocTaBisl <3) WM >6 (eclii MaKCHUMaJIbHBIN

UCXOIHBIN Oai cocTaBiisil 4) B IBYX MOCTIEIOBATEIBHBIX OLIEHKAX OTIEIbHBIX MYHKTOB PANSS
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P1 (bpen), P2 (KonuenrtyanbHas Ae30praHU3QLML), Pﬂ&%ﬂ%ﬁ&%ﬂgyigﬂéﬁ% ' P6

(ITomo3purensHOCTRH/TIpecenoBanne), P7 (Bpaxneonocts) mim G8 (OTKa3 OT COTPYIHUYIECTBA).
[TepBuuHOi TepeMeHHOMN 3P HEKTHBHOCTH OBLIO BpeMsl 10 PEIUANBA. 3apaHee 3arIaHUPOBAHHBIN
MIPOMEXKYTOUHBIN aHanu3 (Tocie BOSHUKHOBEHHs 68 cilydaeB pelyrBa) Moka3aja 3HAa4UTeIbHO
60.]'[66 AJIUTCIIBHOC BPEMA N0 pCOHIMBA Yy MALOMUCHTOB, MOJIYYaBHIUX IpCIiapar KCGHHI/IOH, 10
CpaBHEHHIO ¢ ImIaredo (puc. 1), u ucciieqoBanue ObIIO MPEKPAIIECHO TOCPOUHO, TOCKOIBKY OBLIO
MIPOJIEMOHCTPUPOBAHO coXpaHeHne 3 (PEKTUBHOCTH.

Pucynok 1: KpuBasa Kannana-Meiiepa BpeMeHH 10 pelHIMBa— MPOMEKYTOYHbIH aHAJIN3

(Bb10OpKa COIVIACHO aHAJIM3Y «II0 HAMEYEHHOMY JIeYCHHI0»)

40 1
20 A cecees =
Mnaue6o (N=156) Kputepuin Kokca-MaHTensi, P-3HaueHne<0.0001
KcennuoH (N=156)
O T T T T T T T T T T T T T T 1

OueHeHHbIV NpoLUEeHT naumeHToB 6e3 peungmnea

20 40 60 80 100 120 140 160 180 200 220 240 260 280 300

OHen c MomMmeHTa paHgoMusauumn

Pe3y.]'IBTaT aHaJIn3a, OCHOBAHHOI'O Ha OKOHYATCJIbHBIX AAaHHBIX, BKJIOYAas BCC AAHHBIC OO JaThl
NpEKpalleHus]  UCCIEJOBAaHMS,  COOTBETCTBOBAI  pE3yJIbTaTy  IEPBHYHOTO  aHAJIN3a
3¢ (EKTUBHOCTH, OCHOBAaHHOTO Ha IPOMEKYTOUHBIX JTAHHBIX.

O6CH€I[OBaHI/Ie MNOATPYIII NOMMYJIALIUA HC BBISIBUIIO KaKI/IX-J'II/IGO KIIMHUYCCKH 3HAYUMBbIX pa3HI/I‘{I/Iﬁ
B PEaKIMH B 3aBUCUMOCTH OT TI0J1a, BO3PACTa WIIH PACHI.

DddexkTuBHOCT Tpenapara Kcenmmod B 0TCpoyke HACTYIIeHUsT Hed(PHEKTUBHOCTH JICUCHUS TI0
CPaBHEHHIO C OTACIbHBIMU MEPOPATbHBIMH AHTHIICUXOTHUYECKUMH Mperapartamu Oblia
YCTaHOBJICHA B JOJTOCPOYHOM PaHIOMU3HPOBAHHOM HCCIEIOBAHUU C TUOKOW JTO3UPOBKOU Y
MAIMEHTOB C MU30(QPEHUEH U TIOPEMHBIM 3aKITI0YeHIEM B aHaMHe3e. [larnreHToB o0cnenoBany B
TedeHue 14 gHel, mocie uero cienopaia 15-mMecsanas (asa nedeHus:, B TeUeHUE KOTOPOH 32 HUMH

HaOMrogaM Ha TIpeAMeT Hed(pdekTuBHOCTH JedeHus . [IepBUYHON KOHEYHOW TOYKOM OBLIO BpeMs
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110 TIepBOi HEAPHEKTUBHOCTH JICUCHHSI. Hea(b(l)aKTI/IBHOCQB_Jl:quﬂ%IH %HJ&I@EJI_JII;IC;, KAK 89&1}'{ u3

HOMY OTUETY

CJICIYIOUINX ITYHKTOB: apeCT W/WIIH TIOPEMHOE 3aKIIFOUCHHE; ICUXUATPUIECKast TOCTIHTATH3AIINS;
NpeKpalieHue JICYeHUs AaHTUIICUXOTHKAMHM U3-3a O€30MaCHOCTH WM MEPEeHOCUMOCTH;
JOTIONIHEHHUE JIEYeHHs] JPYrMM aHTHIICUXOTHKOM U3-32 HEIOCTaTOYHON 3()QeKTUBHOCTH;
HEOOXOJUMOCTh TIOBBIIIICHHUSI YPOBHS TICHXHUATPUUYECKON TIMOMOIIM JJsi TMPEAOTBPAICHUS
HEMUHYEMOH IICUXUATPUICCKON TOCITUTATH3AINH; TPSKPAIICHUE JICICHUS aHTUTICHXOTHKAMH H3-
3a HemocTaToyHoW dddexkTuBHOCTH; UM camoyOuiicTBo. HesapdekTuBHOCTE JeueHuUs
onpezensnach CoBeToM 1Mo MOHUTOpUHTY coObITUI (EMB), KOTOpBIN HE MMeN MpeICTaBICHHS O
Ha3Ha4YeHWH JiedeHus. B oOmieil crmoxxHoctn 444 mnanueHTa ObUIM CoydallHBIM 00pazom
pactipenenensl 0o B rpymmy npenapata Kcermuon (N=226; cpennsisi no3a 100 mr), mubo B
Ipynmy OJHOTO M3 CEMH 3apaHee OIpeAeNeHHBIX, YacTO Ha3Ha4aeMbIX IEepPOPaIbHBIX
AHTUIICUXOTUYECKUX MpernapaToB ¢ ruOkoil mozuposkoit (N=218; apunumpazon, rajonepuuo,
OJIaH3aIWH, MATUNEPUIOH, IeppeHa3nH, KBETHANMH WIH PHUCIEPUAOH). BrIOOp mepopanbHOTO
AQHTHUIICUXOTHYECKOTO TpenapaTta ObUI MPHU3HAH HCCIENOBATEIeM IMOIXOMSIIAM IS MaIHeHTa.
Jlna npenapata Kcennmmon Habm01anock CTaTUCTUUECKH 3HAYUMO OoJiee JUIUTEIbHOE BpeMsl 110
nepBoi HEA(P(HEKTUBHOCTH JICUCHUS IO CPABHEHUIO C MEPOPaTbHBIMU aHTHIICUXOTUYECKUMU
npemnapatamu. Cpennee BpeMs 10 HedDPeKTUBHOCTHU JiedeHHs cocTaBmiio 416 nHeit u 226 nuei
Juts riperiapata Kcerummon 1 aHTHIICHXOTHYECKHX TIpenapaToB cooTBeTcTBeHHO. KpuBas Karurana-
Meiiepa BpeMeHH 10 TiepBOi HEI((EKTUBHOCTH JICUSHHs TOKa3aHa Ha pucyHke 2. YactoTa
ciiy4aeB nepBoi Hed(pPEeKTUBHOCTH JIeUeHHs MO THIaM IoKa3aHa B TalOiuie Huxe. Bpems no
MEPBOrO apecTa W/WIW TIOPEMHOTO 3aKIIOYCHHS] WM TOCHUTANIM3AINH B TCHUXUATPUUECKYIO
OOJBHUITY TaKke ObLIO CTATUCTHYECKH 3HAYMMO JOJbIIE JJIs TPYNIbl npenapara Kcernon no

CPaBHEHUIO C TPYIIION MEPOPATBHBIX AHTUIICUXOTUKOB.

28



COOTEBETCTEBYET 3KCNEPTHOMY OTUETY

ot 06.08.2025 N= 19577

Pucynok 2: Kpusasa Kannana-Meiiepa BpemMeHn né%ﬁ%@(ﬁ&%ﬁ&]—rﬂ '91%;'{%:'11“;[

OueHeHHBIﬁ TIPOLICHT ITallu€HTOB 6e3 He3(l)(l)eKTI/IBHOCTI/I JICUCHUS

= = OpancHble aHTHNCHXOTHEK [N=218)

Kcennmou (N=226)

0 3 420 450
Jlnyu ¢ MOMEHTA PaHIOMM3aLUH

* CpenHee BpeMs 10 TiepBoi HedPPEKTUBHOCTH JedeHus: 416 mHEH mpu mpueme rnpemnapara

Kcennumon; 226 nHeit npu npremMe nepopaibHbIX HEHPOJIETITHKOB.

Taoauna: KoMnoHeHTHI COCTABHOW KOHEYHOH TOYKHU
Ilepopanbubie | OTHOLIEHUE
Kceniuon
HeHPOJIeNTHKH | PUCKOB?
Tun coobITHS N=226
N=218 [95% AU]
yacrora (%)
yactoTta (%)
IlepBasi He3QPeKTUBHOCTD JIeUeHUS 90 (39,8%) 117 (53,7%) 0,70
CoObiTHUSI NnepBoro KOMIIOHEHTA [0,53, 0,92]
He3((PeKTUBHOCTH JIeYEHH S
= Apect W/unu TiopemHoe | 48 (21,2%) 64 (29,4%)
3aKIJIIOUCHUE.
» [lcuxmarpudaeckas rocrmramu3amus. | 18 (8,0%) 26 (11,9%)
= [Ipekpaienue JICYEHHUS
AHTUTICUXOTHKAMU u3-3a | 15 (6,6%) 8 (3,7%)
0€30MacCHOCTH WJIH MEPEHOCUMOCTH.
= JloGaBnenue K JiedyeHWro apyroro | S5 (2,2%) 6 (2,8%)
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(MOCHEQOBATENEHQCTE 0004)

AHTUIICUXOTHUKA n3-3a

HeoCcTaTouHOH 3(pPeKTUBHOCTH.

* HeoOxoaumMocTh TTOBBIIICHUS
YPOBHSI TICUXHATPHUYECKOW MOMOIIN
U1 ipeaoTBpauieHuss nemunyemou | 3 (1,3%) 4 (1,8%)
TOCITUTATA3AIAH B
MICUXHATPUYCCKYIO OOJHHUILY.

» [IpekpareHue JICUCHUS
AHTUTICUXOTHKAMH uz-3a | 1 (0,4%) 9 (4,1%)
He/oCcTaTouHOH 3(pPeKTUBHOCTH.

=  CamMoyOHuICTBO. 0 0

ApecT 1/1JIM TIOPEeMHOE 3aK/JII04YeHHe HIH
rOCIMTAIM3ANUA B MNCUXHATPHYECKYIO | 76 (33,6%) 98 (45,0%) 0,70
00JIbHMILY, HE3AaBMCHUMO OT TOT0, OBLIU JIN [0,52, 0,94]

OHH NEPBBLIMH COOBITHAME®

OtHomenne puckoB npenapara KcemmoHn k nepopaibHbIM aHTUIICUXOTHKAM Ha OCHOBE
perpeccuonnoit mozenu Kokca /i aHanmusza BpeMeHH 10 coObiTua. OOpaTuTe BHUMAHUE, YTO
OTHOIIIEHHUE PUCKOB HE OBLJIO MOCTOSSHHBIM Ha MPOTSHKEHUU BCETO UCCIIEI0OBAHUS.

b PesynbraThl aHann3a, BKJIIOYAIOIIME COOTBETCTBYIOIIME COOBITHS, COOpaHHbBIE MOCIE
IpeKpalleHus JIeYeHNs y MallMeHTOB, MPEKPAaTHBILUX JIEYEHUE, COOTBETCTBOBAIM pPe3yJibTaTaM

3apaHee ONPENEIEHHOI0 aHAIN3a TAHHOW BTOPUYHOM KOHEYHOM TOYKH.

H1uzoagppexmuenoe paccmpoiicmeo

OddexkTuBHOCT, Tpemnapara KcemamoH B JICUEHHH TAaIlMEeHTOB C  IM30ad()EKTHBHBIM
paccTpoiicTBOM OblJla YCTAaHOBIIEHA B XOJl¢ JJIUTENBHOTO JBOWHOIO CJENoro Iiamnedo-
KOHTPOJIHMPYEMOTO HCCIIEIOBAHMUS O MPEIOTBPAIICHUIO PELUINBOB ¢ THOKO 10301 ¢ ydacTHeM
B3POCJIBIX AIIMEHTOB, KOTOPBIE COOTBETCTBOBAIH KPUTEPHUSAM IN30aPPEKTHBHOTO PacCcTpOCTBA
DSM-1V, uto noareepxaeHo CTpyKTypUPOBAHHBIM KJIMHUYECKUM UHTEPBbIO M0 PACCTPOMCTBAM
DSM-IV. B nonynsiuuio BOLUTH NAllMEHTHI ¢ MU30a(QPEKTUBHBIM pacCTPONCTBOM OUIOISPHOTO
u jenpeccuBHoro tumna. [lamuentsl mosyuanu mpemnapar Kcerumon nubo B KayecTBe
MOHOTEpanuu, JM00 B KAa4eCTBE IOIMOJHEHHS K CTAOMJIBHBIM J103aM AHTHICTIPECCAHTOB WIIH
CTaOMIIM3aTOPOB HACTPOCHMUS.

DT0 WuCcleoBaHWE BKIOYANO 13-HeneabHBI OTKPBITHIA MEPHOJ C THOKOW TO3UPOBKOU

(Kcermon 50 mr, 75 mr, 100 mr nium 150 mMr), B KOTOPOM NPUHSIIN y4acTHe B OOIIEH CII0KHOCTH
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667 manueHToB, Y KOTOPBIX Habmoaanock 1) octpoe 060@{;&&1}@&6;&5&%%;%%&3% 2)

6amn >4 mo >3 mnynkram 1mkaiasl PANSS: Open, koHuenTyambHas —Ae30praHH3aIvs,
TaJTIOHUHATOPHOE MOBEJICHHE, BO30YKIEHHE, M0JI03PUTENILHOCTh/TIpEciieI0BaHue,
BpPaXJeOHOCTh, OTKa3 OT COTPYAHUYECTBA, HANPSHKEHUE U IUIOXOM KOHTPOJb HMIIYJILCOB; 3)
BBIPAKCHHBIE CUMIITOMBI HaCTPOEHUs =16 1O 1IKaje OLEHKH BBIPAKEHHOCTU MaHUM Yy AECTEH U
noapoctkoB Sara (YMRS) w/mnm mikane ouenku aenpeccun ['amunbrona, Bepeus 3 21 myHKTa
(HAM D-21). IMauuentam 6buto ot 19 go 66 ner (B cpennem 39,5 ner), 53,5% cocraBnsnu
My>kuuHbl. CpeaHue Gajuibl MIPU OTKPHITOM HccienoBaHuu mno mkane PANSS coctaBunu 85,8
(mmnamazoHn ot 42 5o 128), HAM-D-21 — 20,4 (nuama3os ot 3 10 43), YMRS — 18,6 (auana3on
or 0 no 50) m mo mkane Ob6mero KinHHYECKOro BIEYATICHUA-TSHKECTh MM30a(()EKTUBHOTO
paccrpoiictBa (CGI-S-SCA) - 4,4 (amanazon ot 2 10 6).

[Tocne 13-HeaenbHOTO OTKPHITOTO JIeueHus mpenaparom Kcemnuon ¢ rubkoit 1030 432 narenra
COOTBETCTBOBAIIM KpUTepUsM cradmim3anuu (00mmii 6amt mo mkane PANSS <70, YMRS <12 u
HAM-D-21 <12) u npoAoKuiu JiedeHHe B TeUeHHE |2-HeAeNbHOro0 OTKPBITOrO MNEepHoaa
cTabmnmm3anuy (GUKCUPOBAHHOM JTO3HI.

B o6me#i cnoxxnoctu 334 manueHTa, KOTOPhIE COOTBETCTBOBAIM KPUTEPUSM CTAOMIM3ALUU B
TedeHue 12 Henenb monpsia, ObTM pannomMusupoBansl (1:1) i npomomKeHus npuemMa To xe
no3bl mpernapara Kcermwon wnu st mpuema 1utarnie6o B TeUeHHe 15-MecsYHOro JBOMHOTO
cienoro mepuona MpouiIakTHKH peruauBoB. s 164 mammeHToB, paHIOMU3UPOBAHHBIX B
rpynny npemnapara Kcerinon, pacnpenenenue 103 coctaBuio 50 mr (4,9%), 75 mr (9,8%), 100
mr (47,0%) u 150 mr (38,4%). IlepBuuHoii mepeMeHHON 3(@eKTUBHOCTH OBUIO BpeMs 0
peuuauBa. PeuuauB ompenensics Kak IEpBOE BO3HUKHOBEHHE OJHOTO WM HECKOJIBKMX W3
CIIEIyIOIMX COOBITUM: 1) rocnuTanu3anus B ICUXUATPUUECKYIO OOJBbHMUILY; 2) BMEIIATEIbCTBO,
HalpaBJIECHHOE HAa  MpeAOoTBpallleHWe TOCMNUTaIM3aluy; 3) KIMHUYECKH  3HAa4yuMoe
YJICHOBPEIUTENbCTBO, CYHMIIMIATbHBIE MBICIM WU MBICIH 00 YOMICTBE WM arpeccHUBHOE
noseieHne; 4) oreHKa >6 (ecnu oueHka Oblia <4 mpu paHIOMH3ALKN) 110 JTF0O0MY U3 OTAEIBHBIX
nyHKTOB 1ikanbl PANSS: Open, KoHuenTyalbHass Ae€30praHU3alus, TaUTIOIMHATOPHOE
MOBEJICHUE, BO30YXKIEHHUE, TMOJ03PUTEIBHOCTL/IPECIeOBaHNE, BpaXACOHOCTh, OTKa3 OT
COTPYJIHUYECTBA WJIM IUIOXOW KOHTPOIb HAJl MMITyJIbCaMH; 5) MPU ABYX IOCIEIOBATEIBHBIX
OIICHKaX B Te€YEeHHE 7 AHEW: yBenumdeHue >25% (ecnu Oamn mpu paHaoMu3anuu Obu1 >45) unn
yBenmueHue Ha >10 GaytoB (ecnw Oaut mpH paHIOMHU3AIMU COCTABIUT <45) olbmiero 6amwia 1o
mkane PANSS; orienka >5 (ecym orieHka 0buta <3 pu paHA0MH3AIMHN ) 110 JTI00OMY U3 OTIETbHBIX
nyHkToB mmikaiasl PANSS: Open, KoHuenTyalbHas A€30praHMU3alMs], TaJUTIOIUHATOPHOE

IIOBCACHUC, B036y)KI[eHI/IC, HOI[O?)pI/ITe.HBHOCTB/HpGCHGI{OBaHI/IC, Bpa)K,Z[GGHOCTB, OTKa3 oOT

31
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COTPYIHUYECTBA WIH IJIOXOW KOHTPOJIb HAJT UMI] ancaMﬁmgﬁM ﬁlégl %51'3—15_‘ (Tei'fpﬂ:gﬁéHKa

COOTEBETCTEBYET 3KCNEPTHOMY OTUETY

coctasisiia ot 1 [He 6oneH] 1o 3 [nerkast 001€3Hb | NpU paHAOMU3ALIMN) WIHM YBEIUYEHUE Ha >1
Oayia (eciu OIeHKa COCTaBIsUIa >4 [yMEpEeHHO OOJICH WM XY XKe| MPpU paHIOMH3alliK) B 001men
mkazue oueHku CGI- S-SCA.

[onnep:xanue 3(p(HEeKTUBHOCTH TaKkKe OLEHUBAJIOCH C HCIOJb30BAHUEM Kbl JIMYHBIX H
counanbHbix nokaszarenedt (PSP). PSP — »To mpoBepeHHast mikana, olleHHBaeMas Bpadyamu,
KOTOpasi U3MEPSIET JINYHOE U COITMaIbHOE (PYHKITMOHUPOBAaHKE B c(pepax OOIIECTBEHHO MOJIE3HON
NeSITENIbHOCTH (Harpumep, padboTa 1 yueda), TMYHBIX U COIIMAIbHBIX OTHOILLIEHUH, yXxo0/1a 3a co00ii,
a TaKk)Ke TPEBOXKHOTO M arpECCHUBHOTO ITOBE/ICHUSI.

Mexnay rpynmaMu JiedeHusl HaOnronanach 3HaYUTENIbHAs pa3HUIA BO BPEMEHH JIO PEUUIAMBA
(3nauenue p <0,001) B monw3y rpynnsl npenapara Kcermmnon. Kpusas Kannana-Meiiepa Bpemenu
0 peuuaMBa MO TpymdmaMm JieYeHUs TokazaHa Ha pucyHke 3. IIponeHT manueHTos,
COOTBETCTBYIOIIUX KPUTEPHSIM PEIUINBA, ObUI CTATUCTUYECKU 3HAYMMO HUXKE y TMAlMEHTOB B
rpynne npenapara Kcemmmon (15,2%), wem B rpymme twrane6o (33,5%). Puck (omacHOCTB)
peunauBa mm30a¢HEKTUBHBIX CAMIITOMOB y TAITMEHTA, TPUHUMAaBIIEro 1uiaiedo, 01 B 2,49 pasa
BBIIIIE, YeM Yy MallMeHTa, MPUHUMAaBIIEro npenapat KcermmoH.

Pucynok 3: Kpusasa Kannana-Meiiepa BpeMeHn 10 penuauBa

60
40
20 1
- - Nnaue6o (N=170) Kpwurepwii Kokca-Mautens, P-3navenne <0.001
OtHoweHue puckos (HR): 2.49
— Keensmon (N=164) 95% M (HR): 1.55, 3.99
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B Ta6JII/II_Ie HUKC CYMMUPOBAHBI 9aCTOTA PCLHUIANBOB U PUCK PCHUAUBOB CpCAU IMOITYJISIIHUU B
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LIEJIOM, aHaJu3 NOArpynn (rpynmnsl MOHOTEpPAIMU U ﬁ%ﬁ%ﬁﬁg EIJQII;A;JI'I;H'/;)T '_[')erlujpl;lni'phz Cc

MNCUXOTHYCCKUMHU CHMIITOMaMH W pCOUAWB C CHMIITOMaMHW HACTPOCHUA. Ananns MMOATPYIIIbI
MaIMEeHTOB MOKa3aJl, YTO PUCK penuanBa Obut B 3,38 nu 2,03 pasa BeIlIe B rpyIIe mianedo npu
MOHOTEPANUU WU TPHU JONOTHUTEIHLHON Tepanuu aHTHACTPECCAHTaAMU WU CTaOMIu3aTopaMu
HAaCTPOCHUA COOTBETCTBCHHO. KpOMC TOro, JOMOJHUTCIILHO OICHUBAJIN PCIIUAUB IICUXOTUYCCKUX
CUMIITOMOB U CUMIITOMBI HACTPOCHHA (MaHI/IaKaJ'IBHI)IG, ACIIPECCUBHBIC WA CMGHIaHHBIe). Puck
peuuanBa M3-3a MCUXOTUYECKUX CHMIITOMOB, CUMITOMOB MaHHAaKajlbHOIO U JENPECCHUBHOTO
HACTPOCHHsI ObUT 3HAYMUTEIHHO BBINIE Yy MAIMEHTOB B TpyMmie Mianedo, 4eM y MalUueHTOB,
MPOJIOJDKAIOIIMX JIeueHue npenapaTtom Kceranos.

Tabauna:

CBO}]HaH I/IH(l)OpMaIII/Iﬂ 0 4YaCToTe peuuJIMBOB MU PHUCKE peauaIuBOB

(oTHOIIEHUA pHUCKA).

KoauuectBo (mpoueHT) Puck
NAalHEHTOB, Yy KOTOPBIX penuIuBa
CJHYYHJICS pelrIuB (mu1anedo 95% A
ITnanedo Kcenuimon  nporus pucka p-
N=170 N=164 Kcenauon)®  penuauBa® 3HaveHue’
Bce manmneHTBI 57 (33,5%) 25(15,2%) 2,49 (1,55,3,99) <0,001
IMoarpynmna N=73 N=78 3,38 (1,57,7,28) 0,002
MOHOTEpPANNHU 24 (32,9%) 9 (11,5%)
JlomotHUTEILHAS N=97 N=86 2,03 (1,11,3,68) 0,021
Tepanus Kk 33(34,0%) 16(18,6%)
aHTH/IeNPeCCAHTaM
WIN
cTaduam3aTopam
HACTPOEHHA
IIcuxoTuyeckue
S 53(31,2%) 21(12,8%) 2,82 (1,70,4,67) <0,001
CumMnToMbl
HACTpPoeHusn®
JIroobie cumnrombl 48 (28,2%) 18 (11,0%) 2,93 (1,70,5,04) <0,001
HACTPOEHHS
ManuakanabHoe 16 (9,4%) 5 (3,0%) 3,62 (1,32,9,89) 0,012
JenpeccuBHOE 23 (13,5%) 8(4,9%) 3,12 (1,39,6,98) 0,006
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CmemanHoe 9(53%)  5(3.0% | GROCNENOBATERLHRCTH f104)

a MrHoBeHHBIH pUCK (OMACHOCTH) PELUAUBA [ MALMEHTOB, MOJy4YaBUINX Ianedo, 1o

CPaBHEGHHIO C TANMEHTaMH, NodydaBmmMmu mpenapaT Kcemmon. Puck pernmausa,
COOTBETCTByIOIIME 3HaueHuss p ¥ 95% JIM B34Thl M3 OTHENBHBIX MOJENEeHl perpeccuu
IIPONOPLMOHAIBHBIX puckoB Kokca.

b V 8 marueHToB Mpou3oIIen peuuuB 0e3 MCUXOTUHIECKUX CUMIITOMOB.

¢ VY 16 manueHToB CIydnsIcs PeUanB 0€3 KaKuX-TH00 CUMIITOMOB HaCTPOCHHUS.

[Ipenapar Kcermon npeBocxoau miane6o B HoAAepKaH|H (PYHKIHOHUPOBAHUS 10 mikane PSP.

5.2. apmakoknHeTHYECKHUE CBOWCTBA

AOcopOr1us U pacupeecHue

N3-3a UCKIIOYUTENHHO HU3KOM pPAcTBOPHUMOCTH B BOJE MaJUMNEpUIOHA MaTbMUTAT IOCIHE
BHYTPHUMBILLIEYHOTO BBEJICHUS MEJJICHHO PACTBOPSETCS U BCACHIBAETCS B CUCTEMHBIH KPOBOTOK.
[Tocne oAHOKPATHOTO BHYTPUMBIIIEYHOTO BBEACHUS KOHIICHTpPALMS TMAJUNEPHIOHA B ILJIa3Me
KpOBU MEJUICHHO YBEJIMYMBACTCS, MOCTHUTass MakcuMymMma 4depe3 13 - 14 gHeit (Menuana) mocie
BBEJICHUS B JETBTOBHIHYIO MbIIIy U 13 - 17 nHel mocie BBEACHHS B ATOJUYHYIO MBIIIILY.
BricBoOOX/1€HUE BeliecTBa OOHApYKUBAETCA yke B 1-i IeHb U coXpaHseTcs, 10 MEHbIIEH Mepe,
126 nueit. XapaKTepUCTUKU BBICBOOOXKIICHMSI aKTMBHOTO KOMIIOHEHTa M CXeMa J03WPOBAHUS
npernapata  Kcernon — oOecrneyuBalOT — UIMTEIbHOE — MOJJEpKAHHE  TepaneBTHUECKON
koHIeHTpanuu. [locne omHOKpaTHOrO BBeACHHS A03bI 25 — 150 M B ACNBTOBUAHYIO MBIIIILY
MakcuManbHas KOHIEHTparus (Cmax) B cpemHeM Ha 28 % Oonbllie, 4eM IOCJIE€ BBEICHUS B
ATOJMYHYIO MBIIIITY. B Hauane Tepanuu BBeIeHUE TTpenapara B ACIbTOBU/IHYIO MBIIIIIY IIOMOTaeT
OBICTpee TOCTHYD TEPANEeBTHUECKON KOHIeHTpauu nanunepuaona (150 mr B 1-it newp u 100 mr
Ha §-ii IeHb), UeM BBEJICHUE B STOAMYHYIO MBIIIIY. [locie MHOTOKpaTHBIX HHBEKIUN pa3HUIA B
BO3JCHCTBMM MeHee oueBuAHa. CpenHee OTHOIIEHHE MAaKCHUMAaJIbHOW M pPaBHOBECHOMU
KOHIIEHTpalMil NMaJunepuIoHa rnocie BeeeHus 4 uabekuii npenapara Keerinon B go3e 100 mr
B SITOJIMYHYIO MBIIIIY paBHsUIOCH 1,8, a mocie BBeACHUS B JEIbTOBUAHYIO Mbly — 2,2. [Ipu
no3ax mamunepugona 25— 150 Mr momans moa KpuUBOM «KoOHIEHTparws - Bpems» (AUC)
NaJunepuoHa HM3MEHsJIach MPONOPUUOHANBHO 03¢, a Cmax Tpu go3ax Oomee 50 mr
yYBEIUYMBAJIacCh B MEHbIIEH CTENEHHU, YeM MPOMOPLHUOHATIBHO J103€.

Menunana nepuoia NOJYBBIBEJCHHUS MaJUIEpUOHA MOcie BBeAeHUs npenapara Kceminon B
no3ax 25 - 150 mr xonebanace B npeaenax 25 - 49 nueil.

[locne BBeneHus mnpenapata (-)-PHaHTHOMED MATUIEPHIOHA YAaCTUYHO HpeBpamaercs B (+)-
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sHaHTHOMED, U oTHOMmIEeHUuE AUC (+)- u (-)-2HaH

B nomynstmonHOM aHaNM3€ KOKYUIUHCS 00beM pacrpeesieHus nanunepuioHa pasusics 391 i;
MAJUINEPUIOH CBS3bIBAETCS C OeKaMU I1a3Mbl KpoBU Ha 74 %.

BI/IOTDaHCd)ODMaHI/IH W 3JIMMHHAIUA

3a HeJeNo Ioce OJHOKPATHOTO IEpopanbHoro npuema | Mr mpenapara '“C-nanunepuiona c
HEMEJIEHHbIM BBICBOOOKJICHMEM AKTHBHOI'O KOMIIOHEHTa C MOYOW B HEHW3MEHEHHOM BHJIE
BBEIBOAUTCS 59 % BBEIEHHOM J03BI; 3TO YKa3bIBAET HA OTCYTCTBHE CYIIECTBEHHOT'O METabOIM3Ma
npenapata B neyeHu. [Ipumepno 80 % BBeneHHON paanoaKTUBHOCTH OOHAPYKUBAJIOCh B MOYE U
11 % - B kane. U3BectHsl 4 myTn Merabonu3Ma mpemnapara in vivo, HO HU OJUH U3 HUX HE
oOyciaBnuBaeT MmeTabonu3ma Oosee uveM 6,5 % BBeOEHHOW J03bl: JAC3ANKWIMPOBAHUE,
THJIPOKCUIIMPOBAHUE, NETWAPOreHu3alus, OTUICNICHHEe OEH3M30KCa30JIbHOM Ipynmbl. XOTs
UCCIIEIOBAHMS in Vitro TIO3BOJIAIOT MPEANOIOKUTh ONpeieNeHHyo poiib u3opepmentos CYP2D6
u CYP3A4 B merabonu3Me maaunepuoHa, JaHHBIX O CYIIECTBEHHON POJH 3TUX W30(EePMEHTOB
B MeTa0ONM3Me MaTUNepuIoHa in vivo Het. [lomynsaiuonHsii (hapMaKOKHHETHYECKUI aHAIN3 HE
BBISIBUJI 3aMETHOTO Pa3Inyys KIMPEHCA NAIMIIEPUIOHA MTOCIIE IEPOPAIBHOIO IIpHeMa Mpenapara
JIOBMHU C aKTUBHBIM U ciabbiM MeTabosnmzmMom CYP2D6. MccnenoBanusi ¢ MCIOIb30BaHUEM
MHUKPOCOM TI€UYEHH YeJIOBEKa in Vitro MoKa3aju, 4TO MAJUIEPHIOH CYIIECTBEHHO HE HHITHOUpYeT
MeTabosn3M JiekapcTBeHHBIX cpeacTB uzopepmentamu CYP1A2, CYP2A6, CYP2D6, CYP2EI,
CYP3A4 u CYP3AS.

B uccnenoBanusx in vitro maaunepuioH MposBIsUT CBOWCTBA cyOcTpara P-rimukonporenHa, a B
BBICOKMX  KOHLIEHTpalusiX -  CBoWcTBa  cimaboro  mHruburopa  P-rimkomnporenHa.
Coo0TBETCTBYIOUIMX JaHHBIX i1 ViVO HET, U KIIMHUYECKasl 3HAUMMOCTh 3THUX CBEJICHUN HEsICHA.

B uenoM, koHIEHTpanusi NalunepuoHa B IUIa3M€ KPOBU B NEPHUOJ Harpy3KH IOCIE
BHYTPUMBIIIEYHOI'O BBEJEHUS Npenapara Kcemmmon nexana B TOM K€ IHala3oHe, YTO U MOCIIe
IIpUeMa NaJUIEpPUIOHa ITPOJIOHITMPOBAHHOIO ACUCTBHS NEPOPAIBHO B 103ax OT 6 no 12 wmr.
Hcnonp3oBaHHas cxeMa Harpy3Ku MajuIepyuoHa o0ecieyrBaeT Mo Aep >kaHue KOHIEHTPAIMH B
9TOM JMana3oHe Jake B KOHIE MEXJ030Boro mHTepsana (8-t u 36-it nenp). UHauBugyanbHbie
pa3nuuus (papMaKOKMHETHKH MaJUIEPHIOHA 1Ocie BBeleHHs npenapata KcemimoH y pa3HbIX
NAalMEeHTOB OBbUIM MEHbILE, YeM Iocie MpHeMa MaJUNepuIoHa MPOJIOHTUPOBAHHOTO JIEHCTBUSA
nepopanbHo. M3-3a paznuuuns xapakrepa U3MEHEHMsI MeuaHbl KOHIIEHTPAlUHU MMaJUIEpUIOHA B
I1a3Me KPOBH MPU MPUMEHEHHUH 2 MPENapaToB, CIEAYET NPOSBIATH OCTOPOKHOCTD MPHU IPSIMOM

CpaBHEHHMH UX (PapMaKOKHMHETUKH.
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Oco0ble rpyInbl NALUEHTOB

THayuenmoi ¢ HapyuwieHuem QYHKYuU neveHu

[TanunepuaoH He MOABEPraeTcsl CyLIECTBEHHOMY METa0OJu3My B MEeYeHU. XOTs MPUMEHEHHE
npenapata KcemnmmoH y manMeHTOB ¢ HapylieHHeM (QYHKIMM TEYeHH JIETKOW WM CpeaHein
CTETICHH TSDKECTH HE M3YYallOCh, MPU TAaKUX HAPYIICHHUSX (DYHKIUU MMEYSHH KOPPEKIIUU 03Bl HE
TpeOyercs. B wWccienoBaHMM TPUMEHEHHS NaTWIEPUAOHA TEPOPabHO Yy TAIMEHTOB C
HapymieHneM GyHKIUM TICYCHH CpenHer cTeneHu Tspkectd (kimacc B mo Yaitng - [Tsio)
KOHIIEHTpAIUsi CBOOOJHOTO MANMIEPUAOHA B IUIa3Me KPOBH Obla TaKOHM ke, KaK y 3I0POBBIX
TOOPOBOJBIIEB. Y TAIIMEHTOB C HApylIeHHeM (YHKIUH MMEYEHHU TSHKEION CTETIICHH MPUMEHEHHE
NaJIUNEpPUI0HA HE U3YHaJIOCh.

Ilayuenmul ¢ Hapywenuem yuKyuu novex

Jlis manueHToB ¢ HapymieHueM (YHKIIMH MOYeK JIETKOW CTETEeHU TSHKECTU 03y MalulepuIoHa
ClelyeT YMEHBIINUTh; KCEIInoH He PeKOMEHIYeTCs MPUMEHSTHh y MAMEHTOB C HAapyIICHUEM
(GYHKIMM TIOYEK CPeHEW W TSDKENOM cTerneHH. bplio m3yueHo pacrpejesieHue MaaunepuioHa
1ociie OJTHOKPATHOTO MpHeMa BHYTPh TaOJETKU NaIUINEPHI0HA IPOJIOHTMPOBAHHOTO JEHCTBUS B
03¢ 3 MI' malMeHTaMHu C pa3Hoil cTeneHblo HapylieHus ¢GyHKiud modyek. C yMeHbIIEHHEM
kiupeHca kpearnnuHa (KK) BeiBeieHre nanunepuaoHa ocnadisioch: Mpyu HapyIeHNH (QyHKITHHA
noyek Jierkoit crenenu Tsokectd (KK 50 — 80 mur/mun.) - Ha 32 %, ipu cpeiHel CTENEeHN TSKECTH
(KK 30 — 50 mur/mun.) — Ha 64 %, npu Tsokenoit crenern (KK 10 - 30 m/mun.) — Ha 71 %, B
pesynbrare uyero AUCo» yBenMumiaach MO CPaBHEHHIO CO 3J0POBBIMH J10OPOBOJIBIIAMH
COOTBETCTBEHHO B 1,5, 2,6 1 4,8 paza. icxos u3 HeOOIBIIOT0 KOIWYECTBA IaHHBIX O IPUMEHEHUU
npenapaTta KcerinoH y manueHToB ¢ HapymeHueM (pyHKIUU MOYEK JIETKOW CTETICHU TSHKECTH U
U3 pPE3yJlbTaTOB MOJCIHPOBAaHUS (APMAaKOKMHETHKH, PEKOMEHAyeMmas Harpy3o4Has 032
NaJUIEPHUIOHA JIJIs TAKKUX MaueHToB cocTaBisieT 100 mr B 1-i menp u 75 mr uepe3 1 Hepemto (00e
UHBEKIIUHN B IeTBTOBUIHYIO MbIIIY). [locie aToro uepe3 1 mecsi BBOAAT UHBEKIUIO B 103¢ S50
MI B JICJITOBUAHYIO WIH SITOJUYHYIO MBIIIIY, U Jajiee U3MEHSIOT 103y oT 25 mr no 100 mr B
3aBUCHMOCTH OT WHIMBHIYAIbHON MIEPEHOCUMOCTH H/HITH 3PPEKTUBHOCTH.

Tayuenmul nosccuno2o éozpacma.

Bospact cam mo cebe He sBusiercs (hakTopoM, TpeOyromuM KoppeKuuu Ao3bl. OmHaKo Takas
KOPPEKIIHI MOKET MOTPeOOBaThCS U3-3a BO3pacTHOro ymeHbieHus: KK.

Paca.

[TonmynsioHHBI (hapMaKOKMHETHYECKUM aHaiu3 pe3yibTaTOB HCCIIEJOBAHMS MaJUIepUIOHa
JUIsL TIpUeMa BHYTPh HE BBISBHI paznuyus (hapMaKOKWHETHKU MaTUNEPUIOHA TOCTe TMpHeMa

Inpenapara JIOAbMHU PA3HBIX pac.
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KinHanyeckn 3HauMMBbIX pa3ivunil (apMaKOKMHETUKH MATUNEPUIOHA Y MYXKUHUH U JKEHIIUH HE
HaNIEHO.

Bnusanue xypenus na ¢hapmaxkokunemuxy npenapama

CornacHO HcCCIEIOBaHUSAM C HCIOJB30BAaHMEM MHUKPOCOM II€YEHM 4YelOBeKa in  Vitro,
nanunepuson He sBisercss cyocrparom CYPIA2, mosToMy KypeHHE HE JOJIKHO BIMSTH Ha
(apMaKOKMHETUKY NMAJIUIIEPUIOHA. B COOTBETCTBUY € 3TUMU JaHHBIMH in Vitro, NOMYISAUOHHBIN
(apMaKOKMHETUYECKUI aHAJIM3 HE BBIABUI pa3zinuus (apMaKOKMHETUKU NaJUNEpUIOHA Y

KypALIUX U HEKYPSAIIUX JIFOACH.

5.3. lanHble TOKJIUHUYECKOH 0€30MacHOCTH

Toxkcukonorus

Kak u B ciydae ¢ qpyrumu npenaparaMmu, KOTOPbIE SIBISIOTCS] aHTArOHUCTaMu 10(haMHUHOBBIX Do-
PELenTOpOB, BHYTPUMBIILICYHO BBEICHHBIN MaIUIEpHIOHA MaJbMHUTAT, a TaKKe HNaTUICPUI0H
NIepOPANBHO, TIOBBIIIAN YPOBEHB MPOJIAKTHHA B CBIBOPOTKE KPOBH B HCCIIEIOBAHUSAX TOKCUIHOCTH
IIPY TIOBTOPHBIX J103aX.

B 7-HenenbHOM HCCIEIOBAaHMM TOKCHMYHOCTH Ha HETOJIOBO3PENBIX KpbICaX MPHU MEPOPATBHOM
NpUMEHEeHUU nanunepuaona B po3ax 0,16, 0,63 u 2,5 mr/kr/aess (uto B 0,12, 0,5 u 1,8 pasa,
COOTBETCTBEHHO, TIPEBHIIIACT MAKCUMAIBHYIO PEKOMEH Ty EMYTO TIEpPOPATBHYIO 103y JIJIs 4YeJI0BEKa
(12 MI/zeHp) A1 HOAPOCTKOB B pacdyeTe Ha MI/M?) He HabII0aI0Ch BIUSHUSA HA POCT, HOJIOBOE
CO3pEeBaHKE U PENpOAYKTUBHYIO (pyHKIMI0. [TepopanbHble 10361 0 2,5 MI/KI/IeHb HE HApYyIIaIHn
HEHPOIOBEICHYECKOE PAa3BUTUE Y CAMIIOB U CaMOK, 32 MCKJIFOUCHUEM BIIUSHUS Ha OOydeHUE H
naMsTh y CaMOK KpPBIC, MOMYYaBIIUX A03y 2,5 MI/Kr/aeHb. DToT 3G ¢eKT He Halmonancs nocie
NpeKpaIieHus JICUCHHs.

B 40-HenmenpHOM WHCCIIEIOBAaHWM Ha HETOJOBO3PENBIX CcOo0akax TMepopabHOE IPUMEHEHUE
pucriepuIoHa (KOTOPBIN B 3HAYUTEIBLHON CTEIIEHU NPEBpaIacTCs B MaTunepuoH) B go3ax 0,31,
1,25 u 5 Mr/Kr/neHp He BIUSIO OTPHUIIATENBHO Ha MOJ0BOE co3peBanue mpu no3ax 0,31 u 1,25
M1/Kr/nesb. Ha pocT mmmHHBIX KocTeid He Biusut ipueM 0,31 Mr/kr/neHp; 3¢ G exTsl HabIroaammch
npu no3ax 1,25 u 5 Mr/kr/neHs.

KanneporeHHOCTh

KaHI_IepOFeHHBII\/'I MOTCHIMANI TMaJIuICpuoHa IMajJlbMHUTaTa, BBCACHHOI'O BHYTPUMBLIIICYHO,
OIICHUBAHU Ha Kpbicax. Habroganocs cTaTUCTUUECKH 3HAYMMOE YBEITMYCHHUE aJICHOKAPITUHOMBI
MOJIOYHOM jKeJie3bl Yy camMoK Kpbic mpu go3ax 10, 30 u 60 wmr/kr/mecsn. Y caMIloB KpbIC

Ha6J'IIO,Z[aJ'IOCL CTATUCTUYCCKU 3HAYNMOC YBCIIMUCHUC KOJIMYCCTBA aICHOM U KapIIMHOM MOJIOUYHOM
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xkenessl mpu 1o3e 30 u 60 mr/kr/mecsi, urto B 1,2 1 2,2" Ela;a: Htlrregm%ae%lblﬁleﬁﬁ Eosﬂ él;ICj’TBI/I;I

MY OTUETY

IpU MaKCUMAaJIbHOW peKoMeHyeMoi no3e npenapara Kcerummon st uenoeka 150 mr.
KanrneporenHsiii moTeHITHAN TEPOPaTbHOTO MPUMEHEHHS MATMIIEPUI0HA, aKTUBHOTO METa00IHTa
pHUCTepUIOHa, OIICHUBAJICA HA OCHOBE MCCIIEIOBAHUIN PUCTIEPUIOHA, IPOBEICHHBIX HAa MBIIIAX U
Kpbicax. Pucnepunon BBoawIu B 103ax 10 10 MI/Kr/meHp B TeueHue 18 MecsieB MbIIIaM U B
TeueHue 25 MecsieB Kpbicam. HaOmromaloch CTaTHCTHYECKH 3HAYMMOE YBEIMYECHHE YHCIIA
azeHoM runodusa, IHIOKPUHHOW aJEHOMBI IODKEITYJOYHON JKeJIe3bl M aJACHOKAPIIMHOMBI
MOJIOUHOM Kene3bl. YBETUYECHHE KOIMYEeCTBa OMyXOJeil MOJIOYHOHM Kenesbl, runodusza u
SHIOKPUHHOW YAaCTH TOJDKETYIOYHON Kene3bl ObUIO OOHApyKEHO Y TPBI3YHOB IIOCIE
XPOHUYECKOT0 TIpreMa JPYTUX aHTUIICUXOTUYECKHUX MPENapaToOB U CUUTAETCS OMOCPEAOBAHHBIM
JUTUTEIIBHBIM aHTaroHu3MoM godgamuHa D2. AKTyanbHOCTh OOHAPY)KEHHUHM STHUX OIyXOJieH y
TPBI3YHOB C TOYKU 3pEHUS pUCKa JJIsl YEIOBEKa HEN3BECTHA.

MyTaresHOCTE

Huxkakux moka3atenbCcTB MyTareHHOTO MOTEHIHAA MTATUNIEpUI0Ha He ObUTIO OOHAPYKEHO B TECTE
oOpaTHO# MyTanuu DiiMca, aHaliu3e Ha JUMGPOMY y MBIIIEH WM MUKPOSICPHOM TECTE Y KPBIC.
[ManunepuaoHa manabMUTAT HE MPOAEMOHCTPUPOBAN TEHOTOKCHMYECKHUX CBOMCTB B TECTE Ha
0o0paTHyI0 MyTaluio DiiMca WK B aHATN3€ Ha TUM(OMY Y MBIIICH.

DdepTHIbHOCTD

X0oTs TmepopanbHOE MPUMEHEHHE NaTUIepUIoHa MPUBOAMIO K 3(deKTaM, omnocperoBaHHBIM
nponaktuHoM U [{HC, Ha QepTunbHOCTH caMIIOB M CaMOK KpBIC 3TO He Biusio. [lpu mose,
TOKCUYHOM NJISi MaTepH, Y CaMOK KpbIC HaOJI0aI0Ch HECKOJIBKO MEHBIIIEe KOJMYECTBO JKHUBBIX

YMOPHOHOB.

6. PAPMAIIEBTUYECKHWE CBOMCTBA
6.1. [lepeueHb BcmoMorareJibHbIX BellleCTB
[Monucop6at-20

Makporoin 4000 (nmonusTunenraukosns 4000)
JIMMOHHOW KHCIIOTBI MOHOTHAPAT

Hatpus runpodocdar

Hatpust nurunpodocdara monoruapar
Harpus runpokcuy

Bona mis nanexknui

6.2. HecoBmecTHMOCTH

I[aHHLIﬁ HeKapCTBeHHBIﬁ npenapar HE CJICAYyCT CMCHIMBATH C APYIUMH JICKAPCTBCHHBIMU
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npenapaTamH.

COOTEBETCTEBYET 3KCNEPTHOMY OTUETY

6.3. Cpok rogHocTH (CpoOK XpaHeHusl)

2 roxa.

6.4. OcoOble MepbI NPEAOCTOPOKHOCTH IIPH XPAHEHHH

Xpanuts npu Temneparype He Boie 30 °C.

6.5. XapakTep u coepkaHue NePBUYHON YIAKOBKHU

ITo 0,25, 0,50, 0,75, 1,00, 1,50 mu npenapaTa B MINPHUIE U3 MUKIO0JICPUHOBOTO COMOIUMEpPA C
HAKOHEUHHKOM M3 OpoMOyTHIAa M YIUIOTHHTeNeM u3 OpomOyTuna ¢ mokpwitheM FluroTec®,
CHa0XEHHOM OrpaHUuYUTeNIeM 00paTHOrO X0/ MOPIIHA. B KOMITIEKT nmpenapaTta BXOAST 2 UTJIBI
JUTS. BHYTPUMBIIICYHBIX UHBEKIUH (B IEIBTOBHIHYIO U STOAMYHYIO MbIy). [IpenBapurensHo
3allOJJHEHHBIM MIMpHUI] € MpernaparoM M 2 UMbl B IUIACTUKOBOM TIOJJIOHE, 3aKPBITOM
HOJMATUIIEHOBOH IUIEHKOM, MOMENAI0T BMECTE € JMCTKOM-BKJIAJIBIIIEM B KApTOHHYIO Nauky. Ha
KapTOHHBIX TAUYKaX MOXKET ObITh IPEYyCMOTPEH KOHTPOJIb BCKPBITHSI.

6.6. OcoOble Mepbl MNPEIOCTOPOKHOCTH NPH  YHUUYTOKEHHMH  HCIOJb30BAHHOTO
JIEKAPCTBEHHOI0 Mpenapara WM 0TXO/10B, NMOJY4YeHHbIX M0CJIe IPUMEHEHHs Npenapara u

Apyrue MAaHMMYJISIUHU ¢ NPenapaToM

I/IHCTDVKHI/ISI IO IPUMCHCHHUIO U 06‘[)aHI€HI/IIO C nmpfraparomMm

IIpeaBapuTe/ibHO 3aM0JHEHHBIN IINPUIT

C

«~— D [— E

A — IJIMHHAS UIJIA C CEPBIM KOPIYyCOM

B — xopoTkas urJa ¢ roayobiM KOpImycom

C — npeaBapuTEJbHO 3aNI0JTHEHHbIH IITPUIL
D — kopmyc urJibl

E — pe3nHoOBBIil KOJIMAa4Y0K
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Yka3aHus 1o NnpuMeHEeHHUI0
HInpun npegHasHa4YeH TOJAbKO /I OTHOKPATHOIO BBeICHMS.
1. VHTeHCHBHO BCTpPAXHUTEe IMpPHI B TedeHue 10 cex. M MOJIy4deHUs] OXHOPOIHOM

CyCHeH3HH.

)

a

2. BbiOepuTe COOTBETCTBYIOIIYIO UIJLY.
Jnst BBeeHusi B 1eJIbTOBUIHYI0 MBILIIY MalMEHTaM ¢ Maccoil Tejqa < 90 Kr UCHoJb3yHT
KOPOTKYI HIJY (C roJiy0bIM KOpImycom), a MaldeHTaM ¢ Maccoii Ttesaa > 90 Kr — JJMHHYI0
Uray (¢ cepbIM KOPILyCOM).
Jlsis BBeleHUs B ITOAMYHYIO MBIIIIY UCTOJIb3YIOT AJUMHHYI0 UTJTY (C CepbIM KOPILyCOM).

3. JepxuTe mNpul KOJMNAYKOM BBEPX, CHUMHUTE C HEro PpPe3MHOBBIH KOJINAYOK

AKKYPaTHBIM BpaliaTeJbHbIM IBHKCHUEM.

4. Hamnos10BUHY OTKPOIiTe yIAKOBKY 0€30MaCHOI UIJIbl, BO3bMHUTECH 32 KOJINAYOK UTJIbI
yepe3 ynakoBkKy. Jlep:kute mmpun HamnpapieHHbIM BBepX. Ilpucoennnute
0e30MacHyl0 MIJy K HINPHUIY OCTOPOKHBIM BpAallaTeJbHbIM [BH:KEHHEM, YTOObI

u30exkaTh TPEINMH MM NOBPeKIeHHWH Kopmyca wuriabl. Bcerga mnposepsiiiTe
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wnn noADRGRARBATEHARTE 0004

5. CHUMHTE C HIJIBI KOJINAY0K, MOTAHYB €ro BJA0Jb HIJbI. He BpamaﬁTe KOJIIAY10K,

T. K. 3T0O MOJKeT 0CJ1a0uTh COCIMHEHHUE UTJIbI CO HIMPHUILIEM.

ity

6. HanpaBbTe IINPHUIl UIJI0i BBEPX M BbIAaBUTE U3 IINPHIA BO3AYX, CJIerTKa HA/IaBHB

HA MOpIIEHb.

7. BBenauTe Bce coAepKHMoOe IINPHIA B BHIOPAHHYI0 MbIIINY (JeJbTOBHIHYI0 HJIH

ﬂronnqnym). He BBOOUTE npemnapar B KpOBeHOCHbIﬁ COCyA UJIK IMOAKOKHO.
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8. Ilocie 3aBepmieHMs] WHBEKUMHU NPUBEIUTE SJMEFHJJ—IEFI%U;&TﬁbQIB%QHHe

0osabuM (puc. 8a) wian yka3zarejJbHbIM (puc. 8b) najabueM Win HAJaBUB HINPULIEM
0 TBepAyl NOBepPXHOCTHb (puc. 8¢). 3amura Urabl J0JKHA 3a(MKCHPOBATHLCHA CO

meaukom. Hnpuin ¢ urinoil yTHiIn3upyiiTe Tak, KaK 3TO M0JIaraercs.

8a
S E
=]

8b

8c

Y

X

7. AEPKATEJIb PETUCTPAIHMOHHOI'O YIOCTOBEPEHUSA

00O «/IxxoHcoH & J[>KOHCOH»

Poccus, 121614, r. Mocksa, yn. Kpsutarckas, . 17, kopm. 2

Ten.: +7 (495) 755 83 57

dakc: +7 (495) 755 83 58

On. nouta: DrugSafetyRU@its.jnj.com

7.1. llpeacTaBuTe/Ib epaKATENA PETHCTPALMOHHOIO Y10CTOBEPEHM
[Iperen3uu moTpeduTeNnell HANPABIATH 110 aJIPECy:

Poccuiickag @eneparys

000 «/I>xoHcoH & JI>KOHCOH»
Poccus, 121614, r. Mocksa, ya. Kpsutarckas, 1. 17, kopm. 2

Ten.: +7 (495) 755 83 57
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Daxc: +7 (495) 755 83 58 (MOCNEOOBATENEHOCTE 0004)

On. moura: DrugSafetyRU@its.jnj.com

PecnyOsmka Kasaxcran

TOO «Johnson & Johnson Kazakhstany

Kazaxcran, 050040, r. Anmartsr, yin. TumupsizeBa, nom 42, 6mok 23A
Ten.: +7 (727) 356 88 11

®axc: +7 (727) 356 88 13

On. nouta: DrugSafetyKZ(@its.jnj.com

8. HOMEP PETUCTPAIIMOHHOT'O YJIOCTOBEPEHUS
JITI-Ne(006369)-(PT-RU)

9. JATA TIEPBUYHOMN PETIMCTPAIIMUA (ITOJATBEPKJIEHUSI PETMCTPAIIMMA,
HNEPEPETUCTPALIUN)

JlaTa nmepBoil peructpanuu:

29.07.2024

10. JATA HEPECMOTPA TEKCTA

OO6mras xapakTepHUCTHKA JIEKAPCTBEHHOTO npemnapaTta Kcermon noctynna Ha nHGOPMAIMOHHOM
noprtanie EBpa3suiickoro ’3KOHOMHYECKOTO COI03a B MH(POPMAIMOHHO-KOMMYHHUKAIIMOHHON CETH

«Mutepuet» http://eec.eacunion.org/
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	Поскольку палиперидон является активным метаболитом рисперидона, следует соблюдать осторожность при одновременном применении в течение длительного периода времени препарата Ксеплион и рисперидона или пероральной формы палиперидона. Данные по безопасно...
	Нежелательные реакции, зарегистрированные при применении рисперидона
	Палиперидон является активным метаболитом рисперидона, поэтому профили нежелательных реакций данных препаратов (включая как пероральные, так и инъекционные лекарственные формы) взаимосвязаны.
	Описание отдельных нежелательных реакций
	Анафилактические реакции
	Редкие случаи анафилактических реакций при введении препарата Ксеплион были зафиксированы в пострегистрационном периоде у пациентов, ранее хорошо переносивших терапию пероральными формами рисперидона или палиперидона (см. раздел 4.4).
	Реакции в месте введения
	Наиболее часто сообщавшейся реакцией в месте введения была боль, которая в большинстве случаев была легкой или средней интенсивности. Оценка боли в месте инъекции пациентами, принимавшими участие в исследованиях, с использованием визуальной аналоговой...
	Экстрапирамидные симптомы (ЭС)
	ЭС включают следующие термины: паркинсонизм (включает гиперсекрецию слюны, скелетно-мышечную скованность, паркинсонизм, слюнотечение, ригидность по типу «зубчатого колеса», брадикинезию, гипокинезию, маскоподобное лицо, мышечное напряжение, акинезию, ...
	Увеличение веса
	В 13-недельном клиническом исследовании с использованием начальной дозы 150 мг у пациентов с шизофренией было показано, что аномальное увеличение массы тела > 7 % является дозозависимым. Увеличение массы тела отмечалось с частотой 5 % в группе плацебо...
	В течение 33-недельного открытого периода перехода на терапию препаратом Ксеплион или поддерживающей терапии Ксеплионом долгосрочного клинического исследования у пациентов с шизофренией 12 % пациентов, получавших лечение Ксеплионом, соответствовали да...
	Гиперпролактинемия
	В клинических исследованиях у пациентов обоего пола, получавших препарат Ксеплион, наблюдали повышение медианы концентрации пролактина в сыворотке крови. Нежелательные реакции, которые могут свидетельствовать о повышении концентрации пролактина (напри...
	Класс-эффекты
	При применении антипсихотиков возможны удлинение интервала QT, возникновение желудочковых аритмий (желудочковая фибрилляция, желудочковая тахикардия), внезапная необъяснимая смерть, остановка сердца и тахикардия типа «пируэт».
	При применении антипсихотиков сообщается о случаях развития (с неизвестной частотой) венозной тромбоэмболии, включая случаи легочной эмболии и тромбоза глубоких вен.
	Сообщение о подозреваемых нежелательных реакциях
	Палиперидона пальмитат гидролизуется до палиперидона. Последний является центрально-действующим активным антагонистом преимущественно серотониновых 5-HT2A-рецепторов, а также дофаминовых D2-рецепторов, адренергических (1- и (2- рецепторов и Н1-гистами...
	Фармакодинамические эффекты

