COOTEETCTBYET DKCMNEFTHOMY QT4E
ot 17.02.2025 N2 3753
(NMOCNEOOBATENBHOCTE 0002)

Iy

NHCERMKHA
1O MEJUIIMHCKOMY ITPUMEHEHUIO JIEKAPCTBEHHOI'O IIPEITAPATA

HNuBera®

PerncrpauuoHHbliii HOMep —

Toprosoe HanMeHoBaHue npenapara — Musera®

Memyﬂaponnoe HECMATCHTOBAHHOC HAMMECHOBAHUEC — MAJIUIICPUIOH

JlekapcTBenHnasi ¢opmMa — TaONEeTKH C MPOJIOHTMPOBAHHBIM BBICBOOOXKIECHUEM, MOKPBITHIE

000JI0YKOH.

Cocras

B 1 Tabnerke comepKuTCs:

Heticmsyrowee eujecmao:

[Tamuniepugon: 3 mr, 6 Mr, 9 Mr, COOTBETCTBEHHO.
Jlexapcmeennuviii coui Nel

ﬂeﬁcmewomee eeulecmeo:

NaJIAIICPUIOH.

Bcnomozcamenvuvie sewecmea.

nomdTIiieHoken 200K, LEO; warpust xmopun, moBuaoH (K29-32), creapwHOBas KHCIIOTa,
Oy THIITMIPOKCUTOITYOI.
Jlexapcmeennwiii cnoti No2

Heticmeayrowee seuiecmeo.

MaJTUTIEPUIOH.

Bcnomozamenvuvie sewecmea.

MOJIUATUICHOKCH]T 200K, LEO; IIOBU/JIOH (K29-32), CTeapuHOBas KHUCIIOTA,
OYTHITUPOKCUTONYOJ, KPACUTENb JKeJle3a OKCH JKENTHIH (A7 JO3HPOBKHA 3 MT), KpacHUTelb
JKere3a OKCHJ KpaCHBIH (1S TO3UPOBKU 6 MT), KPAaCUTEIh JKeJie3a OKCH] YePHBIN (JIJ151 TO3UPOBKHU

9 mr).
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Buimanxusarowuii ciou:

Iy

nonudTIiieHokeua 7000K, LEO; marpus xmopua, moBuaoH (K29-32), creapuHoBas KHUCIIOTa,
Oy TUJITUPOKCUTOITYOJ, KPACUTEINb Kejle3a OKCUJ KPaCHBIH.

Buympennuu cnoii:

TUAPOKCUAITHIIICIIIION03a, TOMMATHIICHTINKOIb 3350, LEO.

Membpana:

nesutroo3sl anerart (398-10), momudtrnenriukons 3350, LEO.

L{eéemnas obonouxa:

Kkpacutens Oenbiii (runpomerioza (HPMC) 2910 15 cP, okcun tutana, 1akTo36I MOHOTHJIPAT,
TpUaleTaT TJrIepuHa) (U1 JO3UPOBKHU 3 M),

Kpacutens 0exensiii (runpomero3a (HPMC) 2910 6 cP, okcua Tutana, monudTuieHrmukons 400,
KpacHuTelb ’kKelle3a OKCUJ KEIThIN, KpacuTeNb JKene3a OKCUJT KpacHbBIN) (U1 TO3UPOBKH 6 MT),
KpacuTesb po3oBblii (runpomerioza (HPMC) 2910 6 cP, okcup tutana, noaudTuieHrnukons 400,
KpacHUTelb KeJle3a OKCU KPAaCHBIN) (17151 103UpOBKHU 9 Mr),

BOCK KapHayOCKHUH.

Haonucs:

YCpHUIIa BOAOPACTBOPUMBIC YCPHBIC.

Onucanune

3 ™r: Oenble TBOSIKOBBIMYKIIbIE TAOJIETKU KArCyJIOBUIHOW (OPMBI C HAAMHMCHIO, HAHOCUMOMU
yepHbIMU YepHuIaMu, «PAL 3». BeimyckHble 0TBEpCTHS MOTYT OBITh BUIMMBI WJIM HEBUIUMBI ITPU
BU3yaJIbHOM OCMOTpE.

6 MI: CBETJIO-OpaH)KeBble (JIOMycKaeTcs cla0blii KOPUYHEBATHI OTTEHOK) IBOSKOBBIMYKIIbIC
TaOJIETKU KarCyJIOBHIHOW (OPMBI C HAAMHCHhIO, HAHOCUMOW uYepHbIMU depHUIamu, «PAL 6».
BrimyckHbie OTBEpCTHS MOTYT OBITh BUAMMBI WM HEBUIUMBI IPU BU3yaTbHOM OCMOTPE.

9 Mr: po30BbIE€ JABOSIKOBBINTYKJIbIE TaOJETKU KarCyJIOBUAHON (OPMBI ¢ HAAMHCHhIO, HAHOCUMOMN
yepHbIMH uepHuiIamMu, «PAL 9». BeimyckHble OTBEpCTHS. MOTYT OBITh BUAMMBI WJIM HEBUIUMBI

IIPU BU3YaJIbHOM OCMOTPE.

(I)apMaKOTepaneBaneCKaﬂ rpymnmna — rncCuxoJICIITUKHA, aHTUIICUXOTHYCCKUEC CPEACTBA, APYTHUC
AHTUIICUXOTHYCCKUEC CPCICTBA.

Koa ATX — NOSAX13
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DapMaKoJIOrHYecKue CBOMCTBA

Dapmakoounamuxa

MexaHu3M IeHCTBUS

[TanunepuaoH — 3TO IEHTPAIbHO ACUCTBYIOLIMI aHTAaroHUCT J0¢paMUHOBBIX D2-penentopos,
00saiaomuii TaKKe BBICOKUM aHTarOHU3MOM B OTHOLIEHUH CEPOTOHMHOBBIX 5-HT2-penentopos.
Kpome Toro, mamumepupoH SIBISETCS AaHTAroHUCTOM anbdal- u ambda-anpeHeprudecKux
penentopoB u Hl-rucramunoBsix penentopoB. [lanunepunon He obnamaer apduUHHOCTBIO K
XOJIMHEPTUYECKUM, MYCKapUHOBBIM, a Takxke Oertal- m Oera2-agpeHepruyecKUM perenTopam.
dapmakosoruueckasi akTUBHOCTh (+) W (-)-DHAaHTHOMEPOB MAJMNEPUIOHA OJUHAKOBA B
KaueCTBEHHOM U KOJINYECTBEHHOM OTHOIIECHHUSX.

Aumuncuxomuueckoe Oeticmgue o0ycioBieHo Onokanoii Dz-godamMunepruyeckux penenTopon
ME30JIMMONYECKO U ME30KOPTUKAIBLHOW CUCTEMbl. BhI3bIBaeT MEHbIIIEe MOAaBICHUE MOTOPHOM
AKTUBHOCTH U B MEHbILIEH CTETIEHU UHAYLUPYET KaTaJIEICHIO, YEM KIACCUYECKUE aHTUIICUXOTUKH
(HEeWpOoJEenTHKN).

COanaHncupoBaHHBIN IEHTPATbHBIA aHTArOHU3M K CEPOTOHHMHY U J0(aMUHY MOXKET YMEHbIIATh
CKJIOHHOCTh K OJKCTpallMpaMHIHBIM TOOOYHBIM ACUCTBUSIM M PACIIUPITH TEPANEeBTUYECKOE
BO3/ICHCTBHE IIperapara ¢ 0XBaTOM HETaTHBHBIX U MPOYKTHBHBIX CHMIITOMOB IIU30(PEHUH.
[TanunepuaoH oOKa3blBaeT BIUSHUE HAa CTPYKTYpy CHA: yMEHbINAET JIATEHTHBIA NEpUuoja 10
3aChIlaHus, YMEHBIIAET YHUCIO MpoOYXKJIEHUH TOcie 3achllaHMs, YBEIWYMBAET OOIIYIO
MPOJIOJKUTENIHOCTh CHA, YBEIMUMBAET BPEM CHA U MOBBIIIAET UHJIEKC KauecTBa cHa. OKa3bpIBaeT
IIPOTUBOPBOTHOE JIEHCTBUE, MOXKET BBI3bIBATh YBEJIUUYECHHUE KOHIIEHTPAIMU MPOJIAKTHHA B IJIa3Me
KpPOBH.

Dapmakokunemuka

Ecnu He oroBopeHo nHave, (hapMakOKHHETHUECKUE JTaHHbBIE, ITPE/ICTABICHHbBIE B IAHHOM pa3Jiene
OCHOBaHbI Ha JAaHHBIX, MOJYYEHHBIX JJISI B3POCIIbIX MMAIIMEHTOB.

®apMaKOKMHETUYECKUE  XapaKTepUCTUKU  NAJIUNEpPUAOHa  IOCiIe  IpHeMa  BHYTPb
MIPOTIOPIIMOHAIBHBI IPUHITOW J103€ B PEKOMEHIYEMOM TEpareBTHYECKOM nuama3oHe (3—12 mr
OJIUH pa3 B CYTKH).

Abcopbrus

[Tocne mpuema oaHOWM M03BI MpernapaTa KOHIEHTpAIUS MAIUINEPUOHA B TIa3Me CTaOMIIBLHO

BO3pacTaja, 1 MakcuMmainbHasi KoHIeHTpanus (Cmax) focTuranach cmycts 24 4. Y GoJbUIMHCTBA



CODTEBETCTEYET 2KCIHEFPTHOMY QIYETY
at 17.02.2025 Me 3753
(NOCNEOOBATENBHOCTE 0002)

MAIUEHTOB PAaBHOBECHBIC KOHIICHTPAIIMU TTaJl
npernapara oJMH pa3 B CyTKH.

[TanunepuaoH sBIsIeTCS aKTUBHBIM METa00IUTOM pucnepuiona. OcoO0eHHOCTH BBICBOOOKIACHHUS
JedcTByIOIEro BemlecTBa U3 npemapara Musera® obecreunBany MeHbIIME KoJleOaHHs
MaKCHMaJIbHBIX 1 MHHHUMAJIbHBIX KOHIICHTPAIMH MMaJUIepUuIOHa, YeM Te, KOTOPbIe HaOII0qat0TCs
IIPY UCTIOJIB30BaHUM OOBIYHBIX JIGKAPCTBEHHBIX opM (MHAEKC (prykTyanuii KoHIeHTpauuu 38 %
1o cpaBHEHUIO €O 125 % N7 OOBIYHBIX JIEKAPCTBEHHBIX (HOPM).

[Tocie mpuema TaONETOK MATUNEPHUIOHA HPOUCXOMUT B3aWMHOE mpeBpaiieHue (+) u (-)
HSHAHTUOMEPOB, W COOTHONICHHE IUIOHIaAe T1oJ KpuBOM «koHIeHTpauus-Bpems» (AUC)
AUC (+)/AUC (-) B paBHOBECHOM COCTOSIHUM COCTaBsieT mnpuMepHo 1,6. AOcomoTHas
OHMOIOCTYITHOCTD MATHUIIEPUIOHA TOCIIE TEPOPAILHOTO prema coctasisier 28 % (23 %-33 % npu
JoBepHuTeIbHOM HHTEpBase 90 %).

[locne omHokpaTHOTO MpueMa 15 Mr manumnepupoHa B BUIE TaOJETKH MPOJOHTUPOBAHHOTO
BBICBOOOXKJICHHSI BMECTE C JKUPHOH BBICOKOKaNOpuiHON muiied Cmax 1 AUC yBenwumiuce, B
cpenHeM Ha 42 u 46 % COOTBETCTBEHHO OTHOCHTENBHO ATHX K€ MOKa3aTeleld Mpu IpuemMe
TabJIeTKHU HaToLaK. B qpyrom mccnenoBanuu mocie OJHOKPATHOTO npuema 12 Mr nanumnepuioHa
B BHJIC TAOJICTKH TPOJIOHTHPOBAHHOTO BBICBOOOXKICHUS BMECTE C KHPHOW BBICOKOKAJIOPUITHON
numed Cmax 1 AUC yBennumiuch, B cpeaHem Ha 60 u 54 % COOTBETCTBEHHO OTHOCHTEIIBHO ITUX
JKe TIoKa3aTesel MpH mpueMe TableTKH HaTomak. TakuM oOpa3oMm, HaMYKME WU OTCYTCTBHE B
JKENyAKe THINA BO BpeMs TNpUeMa NaIUMEPHJIOHA MOXET BIHUATh Ha KOHIIEHTPAIHIO
MAJAIEPUIOHA B TUIA3ME KPOBH.

Pacnpenenenne

[TanunepuaoH OBICTPO pacmpenenseTcs B TKaHIX U KUIKOCTSIX opraHu3Mma. Kaxymmiics oobeM
pactnpenenenuss — 487 n. CreneHb CBsi3bIBaHUS ¢ Oenkamu TMa3Mbel coctaBisier 74 %.
[TanunepuaoH CBS3bIBa€TCA TMPEUMYIIECTBEHHO C  anb(ai-KUCIBIM TIUKONPOTEHHOM H
aTbOYMHHOM.

BI/IOT]I)aHCCbODMaHI/ISI U 3JIMMHUHAIIA

Yepes 1 Hegemto moce nprueMa oIHOM CTaHAapTHOM TabsIeTKH, cofep KaBIIel 1 Mr nmanunepuIoHa,
59 % 03Bl BBIENSJIOCH C MOYOM B HEM3MEHEHHOM BHJIE; 3TO CBHJETEILCTBYET O TOM, YTO
MaJUTIIEPUIOH HE TIOJIBEpraeTcsi MHTeHCUBHOMY MeTabonu3My B niedeHu. Okomno 80 % mpenapara
Ob110 0OHapy>keHO B Moue U npumepHo 11 % — B kane. M3BecTHBI yeTbipe MyTH MeTaboIn3Ma

namurnepugoHa iN ViVO, HM OOWH M3 KOTOPHIX HE OXBaThiBaeT Oomee 6,5 % 103bI
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JE3IKWIMPOBAaHNE, TUAPOKCWIMPOBAHUE, [I6

HccnenoBanus in Vitro nmokasanu, yto uzodpepments CYP2D6 u CYP3 A4 uutoxpoma P450 moryT
Urpath ONpPE/EICHHYIO pOjb B METab0JIM3Me NATUIEPUI0HA, OJHAKO JOKA3aTelIbCTBA TOrO, YTO
OHH UT'PAIOT 3HAYUMYIO POJIb B METa0O0IM3Me IaTUIepHIoHa in Vivo, otcyTcTByIOT. HecmoTpst Ha
TO, 4TO B OOIIeHd MOmynsiuu akTuBHOCTH H3o(pepmenta CYP2D6 cymiecTBeHHO BapbHpYET,
HOIYJIAUOHHBIE (PAPMAKOKMHETHYECKUE UCCIIEIOBAaHHUS HE BBIBUIM CYIIECTBEHHBIX Pa3IUyHi
KaXYLIErocss KIMpeHca MaJUIEepUIOHa Yy NAllMEHTOB C aKTUBHBIM METa0O0JM3MOM CyOCTpaToB
nzodepmenra CYP2D6 u y manueHToB co ciaabbiM MeTaboJIM3MOM CyOCTpaToOB HM30(epMeHTa
CYP2D6. MHccnemoBanusi 1IN VItr0 ¢ HCHOJB30BaHMEM MHUKPOCOMAIIBHBIX —MpENapaToB
reTepOJIOTHYHBIX CUCTEM TOKa3aiu, uyTo nzodpepmentel CYP1A2, CYP2A6, CYP2C9, CYP2C19
u CYP3AS He yyacTBYIOT B MeTa00IU3Me MaJIUIEPHUIOHA.

KoneuHslii mepros 1noyryBbIBEICHUS MATUIIEPUI0OHA COCTABIIAET OKOJIO 23 4.

HccnenoBanus in Vitro mokasaiu, 4To NATUIICPHUIOH SBIISETCS CyOCTpaToM P-riimkonpoTenHa u B
BBICOKHMX KOHIICHTpAaIMsIX ciiabo ero mHruoupyer. JlanHbie iN VIVO OTCYTCTBYIOT, KIMHUYECKAsS
3HAYMMOCTb HEM3BECTHA.

Oco0nIe T'pYIHIIBI NAlIMCHTOB

Tlayuenmol ¢ napywenuem ynKyuu nevyenu

[TanunepunoH He mnoABepraercss MHTEHCUBHOMY MeTabonM3My B IE€4YeHH. Y MAalMeHTOB C
HapyleHreM (YHKIMU NeUeHH JIETKON U CpeHel CTEeNeHU HET HEOOXOJIUMOCTH CHUXKATh /103y
nanunepuaoHa. MccienoBanue, B KOTOPOM y4acTBOBAJIM MAlMEHTHl ¢ HapyleHHEM (QyHKIUH
neyeHu cpeaneit crenenu (kiace «By» mo knaccudukanuu Yaitnna-I1e10), mokasano, 9To y 3TUX
NAMEHTOB KOHIIEHTPAI[MN HECBA3aHHOIO MaJMIIEpUIOHA B MJIa3Me ObUIM CXOAHBI C TAKOBBIMU Y
310poBBIX Jrofiel. TIpuMeHenue npenapata Mupera® y HalMeHTOB ¢ HapylieHHeM (yHKIUHU
NIEYECHHU TSKEJION CTENEHU HE U3Y4aJIOCh.

Tayuenmoi ¢ napywenuem yHkyuu novex

Jlo3y nanunepuioHa HEOOX0AUMO CHUXKATh y MAIIUEHTOB C HapylIeHHeM QYHKIUHU TOYEeK CpeHel
U TSOKEIOW CTENeHU. DKCKPElHIo MajlulepuioHa U3ydyald Yy MalMeHTOB C Pa3HOM CTENEHbIO
HapyueHus QyHKIMU MOYeK. BIJIo yCTaHOBIEHO, UTO SIIMMUHALIMS TAJTUIIEPHI0HA CHUXKAIACh 110
Mepe yMEHbILEeHHs KITUpeHca KpeaTnHuHa. OOHii KIMpeHe nalunepuaoHa 01 CHIbKEH Ha 32 %
y HNAIMEHTOB C HapylleHneM (PYHKIMH MOYeK JIETKOoW cTeneHu (KIUpeHc kpeaTuHuHa oT 50 g0 <
80 mi/mMuH), Ha 64 % y MalMEeHTOB ¢ HapylleHHeM (pyHKIHMU MOYeK CpeHel cTeneHu (KIUpeHc

kpeatuHuHa OT 30 10 < 50 mu/muH) 1 Ha 71 % y TAIMEHTOB ¢ HapylIeHueM (QYHKIUU MOYEK
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TSDKEJION CTENEHM (KJIMPEHC KPEaTHHUHA OT - 7 i

MOJTyBBbIBEICHUS Manunepuona coctabui 24, 40 u 51 4 y manueHToB ¢ HapylIeHHeM (QYHKIUU
MOYEK JICTKOM, CPETHEH M TSDKEJION CTEIIEHU COOTBETCTBEHHO; Y JIFOJIeH ¢ HOpMaJIbHOU (DYHKITHEH
MoveK (KIUpeHc KpeaTnHuHa > 80 MJI/MUH) 3TOT MTOKa3aTellb COCTABIISI 23 .

Iloopocmxku

CucremMHasi SKCIO3HILIUS MAIUIIEPUOHA Y MOJPOCTKOB OblJIa CpaBHUMA C TAaKOBOW y B3POCIIBIX.
KoHueHTpanus manunepuaoHa B miia3Me KpoOBH y MOJIPOCTKOB ¢ Maccoi tena < 51 kr Ha 23 %
BBIIIIE, YEM Y TIOJJPOCTKOB € Maccoil Tesa > 51 Kr, yTo He KJIMHUYECKH 3HauuMO. Bo3pacT He BiuseT
Ha KOHIIEHTPALUIO NaJIUIIEPHUIOHA B IIJIa3ME.

Toowcunvie nayuenmoi

He pexomenayeTcssi W3MEHSTh 03y HAIUIEPHIOHA B 3aBHCHUMOCTH OT BO3pacTa MaIMeHTA.
PesynbpTatel (apMakOKMHETUYECKOTO HCCIENOBaHUS, B KOTOPOM Y4YacTBOBAIM MOKUJIbIC
NAlUEHTHl B Bo3pacTe 65 JeT u crapiie, MoKa3aau, YTO KaXyLIUiics KIMPEHC NalulepuaoHa B

® B 570i1 rpymme 661 Ha 20 % HIKE,

PaBHOBECHOM COCTOSIHHHM IIOCJIE TIpreMa TpenapaTa MuaBera
4yeM y B3pOCIIbIX MAIMEHTOB B Bo3pacTe 18—45 ner. Bmecrte ¢ Tem, ocie BHECEHUs MONPABKU Ha
BO3PACTHOE CHM)KEHUE KIMpPEHCAa KpeaTWHUHA, MONYJSALMOHHBINA aHAJINW3 HE BBISBUI BIMSIHMS
BO3pacTa 00JIBHBIX mH30(peHnel Ha (HapMaKOKUHETHKY HaMIepUI0HA.

Pacoesas npunaonesxicnocmo

M3meHeHnit 103 [ NalMEHTOB pa3MYHOM pPAacoBOM MNPUHAMJIEKHOCTH HE TpelyeTcs.
[ToryasiMoHHBIN (apMakOKMHETUYECKUI aHaiau3 IOKa3ajl OTCYTCTBHE PACOBBIX PA3IMUMi B
(apMaKkoKMHETHKe MalWIepHaOHa TpU ITIpuMeHeHMH mnpenapara Wusera®. He o6HapyskeHO
pa3nuunii B (apMaKOKWHETHKE B HMCCIIEIOBAHUIX, MPOBEACHHBIX C YYaCTHEM SIOHIEB M JIUI]
€BPOIICOUTHOM PACHL.

Lion

PexomeHryeMble 103bI MATUIIEPHI0HA OJJUHAKOBBI JJIS1 MY>KUHMH M *KeHIIMH. Kaxxyuiics kiaupeHc
nalMnepuaoHa Mmocje mprueMa mpernapara y )KeHIIUH MpuMepHo Ha 19 % Hipke, 4eM y My»K4YuH.
Ota pa3HuIa o0yclIoBlieHa B OCHOBHOM Pa3IMYUsIMH B O€3)KHPOBOM KOMITOHEHTE MacChl Tella H
KJIMpEHCe KpeaTWHUHA MEXIY MYXYMHAMM U JKEHIIMHAMM, TOCKOJBKY IOMYJISLIUOHHbIE
UCCIIEIOBaHMs, 110CIJIE BHECEHHUS MOMPABKU Ha 0€3KHPOBYIO KOMIIOHEHTY MAacChl Tella U KIMPEHC
KpeaTHHUHA, HE BBISIBHIIM KIMHUYECKH 3HAYMMBIX Pa3InYui B (papMaKOKWHETHKE TaTUIIEPHI0HA

Y MYKYHH 1 )KCHIIWH, IPUHUMAaBIINUX ITpCIapar.

COOTEBETCTBYET DKCIMNEFTHOMY QTYETY
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Kypenue

He pexomenayeTcss U3MEHSTH J03bl NATUIEPUIOHA Y KypuibliukoB. McciemoBanus in Vitro c
UCIIOJIb30BaHUEM TEYEHOYHBIX (JEPMEHTOB YeJIOBEeKa MOKa3ajiH, YTO MAJUIEPUIOH HE SBIISAETCS
cyoctpatom wm3opepmenta CYPIA2, u mnodtomMy KypeHHE HE JODKHO BIHMATH Ha
(bapMaKOKUHETUKY MaJIHUIEPUIOHA. B COOTBETCTBHM C pe3y/bTaTaMH HCCIEJOBaHHMA IN VItro,
MOMYJISIIIMOHHBIC MCCIIEAOBAHUS HE BBIIBIIIM Pa3iuduvii B (papMaKOKWHETHKE MMaUTNIEPUIOHA

MCXKAY KypWiIbIIUKaMHU U HEKYPAIIUMHU JIFOAbMU.

IMoxa3aHusi K NPUMEHEHUIO

Iuzodpenus, B ToM umciae B (aze 00OCTpEeHHs y B3pOCHbIX manueHtoB. [Ipodumakrtuka
000CTpeHNH MH30()PEHUH Y B3POCIIBIX.

Jleyenue mm3o¢ppeHny y TOAPOCTKOB B Bo3pacTe oT 12 no 17 xer.

Tepanust mm30a(HEKTUBHBIX PACCTPOMCTB: B KA4eCTBE MOHOTEPANlMM WIM B COCTaBe
KOMOWHUPOBAaHHON TEpanmuy C aHTHACTPECCAaHTAMU W/MIM HOPMOTUMHKAMH Yy B3POCIBIX

NanucHTOB.

HpOTI/IBOHOKa3aHI/Iﬂ
HpOTI/IBOHOKaBaH ManueHTaM C THUIICPYYBCTBUTCIBHOCTBIO K MAJIUIICPUOAOHY, PHUCICPHUIOHY, a

TAKXC K J'IIO6OMy 13 BCIIOMOTI'aTCJIbHBIX BCHICCTB IIpCIiapara.

C 0CTOPOKHOCTHIO

CyoopooicHble cOCmMOsIHUAL 6 aHAMHe3e U 3a001e8aHUsl, CHUMCAIOWUE NOpPO2 CYOOPOIHCHOU
2O0mMoOoBHoCcmu

Kak u [pyrue aHTUIICUXOTHKH, MAIUIEPUAOH CIEAYEeT C OCTOPOXKHOCTHIO TPUMEHSTH Y
MAlMeHTOB, MMEIOIIMX B aHaMHEe3e CYIOpPOKHbIe TMPUIAIKA WM JApyrue 3aboseBaHus,
CHIDKAIOMIME TIOPOT CyIOPOKHON TOTOBHOCTH.

Hucgazus u cyscenue npoceema Heny00uHO-KUUWEUHO20 MPAKMA (603MOACHOCIb 0OCMPYKYULL)
Ta6nerkn Wnpera® He neopMHUPYIOTCS M MOUYTH HE MEHSIOT CBOIO (OPMY B IKEIyHOUHO-
KHUIIIEYHOM TPaKTe, U MOITOMY MX HE ClIelyeT Ha3HauaTh MalMeHTaM C CUJIbHBIM CY)KEHUEM
IMPOCBECTAa KCIYAOYHO-KHIICYHOI'0 TpaKTa (HaTOJ'IOFI/I‘IeCKI/IM 1501850 ﬂTpOFeHHI)IM), a TakKXe
nanueHTaMm, KOTOpble CTpajgaroT aucharueil Ui KOTopbIM TPYAHO TioTaTh TabieTku. MMerorces

peaKuc COO6IJ.ICHI/ISI O CUMIITOMAx O6CprKI_II/II/I JKCIIYJOYHO-KHIICYHOI'O TpaKTa, CBA3AHHBIX C
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OpUEMOM  BHYTPb  Hele(OpMHUPYEMbIX

BBICBOOOXKJICHMEM AaKTUBHOH cyOcTanmmu. [lanumepupoH TOXKEe OTHOCUTCS K TaKUM
JIEKapCTBEHHBIM (pOpMaM, M MOATOMY €ro MOKHO Ha3HA4aTh TOJBKO TEM IAllMEHTaM, KOTOphIC
MOTYT TJIOTaTh TaOJIETKH IIETUKOM.

Tloorcunvie nayuenmol ¢ demenyueti

O} dexTuBHOCT U 0E30MACHOCTh IMATUTNIEPUOHA HE OICHUBATU Y TOXKWIIBIX IAIUEHTOB C
neMeHnuen. Mera-ananus 17 miane60-KOHTPOIMPYEMBIX HCCIICIOBAHUN TIOKA3aJl, YTO Y MOMKHUIIBIX
MAlMeHTOB C JEMEHIIMEH, TTOJyJYaBIIMX aTUITMYHbIE aHTUIICUXOTHYECKHUE MpernapaThl, TaKHe Kak
PUCTICpUIIOH, APHUIHIIPA30J, OJAH3ANMH M KBETUAIUH, HAOM00aNcs 0Oojee 8blCOKUN YPOBEHb
CMEepmMHOCMU NO CPABHEHUI0 C nayueHmamu, noayuasuwumu niaye6o. Cpeau TMOTy4YaBIIUX
PHUCIEPUIOH MalMEHTOB CMEPTHOCTh cocTaBmia 4 % 1o cpaBHeHuto ¢ 3,1 % cpenu mony4aBmux
wiane6o. Ilnane6o-KOHTpoIUpyeMble UCCIENOBaHUS, B KOTOPHIX Y4YacCTBOBAIU IOXKHIIbIE
MAIUEHTH C JIEMEHIUCH, MPOJIEMOHCTPUPOBAIN TMOBBINIICHHYIO YacTOTY HEepeOpPOBACKYIISPHBIX
HEeXeNaTeNIbHBIX 3 ()EeKTOB (MHCYIBTHI U TPAH3UTOPHBIC UIIIEMHYSCKUE aTaKW), B TOM YHCIE CO
CMEpTEIbHBIM UCXOO0M, Y MAIMEHTOB, MOMYyYaBIINX HEKOTOPhIC aTUITMYHbBIC aHTUTICUXOTHYECKHE
npenaparpl, BKJIIOYABIIME PUCIICPUIOH, AapPUIIMAIIPA30J M OJAH3alHWH, [0 CPaBHEHHUIO C
MalKUeHTaMH, KOTOPbIE MOJTyJalld I1anedo.

bonesuw Ilapxuncona u demenyus ¢ menvyamu Jlesu

Bpauu nomKkHBI BHUMATENIbHO B3BEIIMBATh BO3MOXKHBIE PUCKH M MOTEHUMAIbHYIO MOJb3Yy MPHU
Ha3HAYE€HUH aHTUIICUXOTUYECKHX MPENapaToB, BKIOYAs MAIUNEPHUI0H, MAllMeHTaM, CTPAIat0IINM
6ose3nbio [lapkuHCcoHa WM JieMeHITnel ¢ TenbliaMu JIeBU, TOCKOJIbKY Y TaKUX MallUEHTOB MOXKET
OBITH YBEJIMUEH PUCK PA3BUTHS 3JI0KAY€CTBEHHOT'O HEHPOJIENTUIECKOTO CHHIPOMA WJTH TOBBIIIIEHA
YYBCTBUTEIBHOCTh K AHTUIICUXOTUUYECKUM Tmpemnapatam. [IposiBieHuss 53TON MOBBIIIEHHOMN
YYBCTBUTEIbHOCTH BKIIFOUAIOT, TIOMUMO SKCTpAIMPaMUAHBIX CHMIITOMOB, CITyTAaHHOCTh CO3HAHMS,

IMPUTYIIJICHHOCTD peaKI_II/Iﬁ U IOCTYPAJIbHYIO T'MIIOTCH3HUIO C YaCThIMU MMAICHUAMMU.

IIpumeHeHnne npu 6epeMEeHHOCTH M B MIePUO/I IPYAHOI0 BCKAPMJIUBAHUSA

B HacTosiiee BpeMst HET JaHHBIX O 0€30MaCHOCTH MANUINEPUOHa s OepeMEHHBIX KEHIUH U
BHYTPHYTpOOHOTO pa3BuTUs mioja. [lpenapaT BO3MOXKHO HMPUMEHSATH Yy OepeMEHHBIX >KEHIIMH
TOJIBKO B ClIy4ae KpaiiHell He0OX0IMMOCTH, KOTia MOTEHI[HAJIbHAS 110134 U1 MaTepH MPEBBILIAET
BO3MOXKHBIN pUCK NS TUI0/1a. BrusiHue nmanumnepuioHa Ha poJOBYIO AESTEIbHOCTD JKEHIIWH He

HN3BCCTHO.

COOTEBETCTBYET DKCIMNEFTHOMY QTYETY
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B perpocnekTuBHOM  Ha0IIOIATETHHOM
UCTIO0JIb30BaHUEM 0a3bl JaHHBIX 0OparieHui 3a MeauumHcKon nomotbio CIIA, cpaBHHBaICS pUCK
BPOKICHHBIX aHOMAJIN y JETEH, KOTOPBIE POJMINCH Y KEHIIUH, ITOJIy4aBIINX U HE II0Jy4aBIINX
AQHTUIICUXOTUUYECKHE MpernapaTsl B IEPBOM TpUMecTpe OepeMeHHOCTH. B 3ToM uccnenoBanuu He
IIPOBOAMJIOCH OTAEJIBHOM OLEHKM NAJIUIIEPUIOHA, aKTMBHOI'O METabOIMTa pucnepuioHa. Puck
BPOKJACHHBIX aHOMAJIMM AJI1 PUCHEPUJOHA IOCIE KOPPEKLUUHU [0 BIMSIOIIMM IEPEMEHHBIM,
JOCTYIHBIM B 0a3e JaHHbBIX, ObUI IOBBILIEH I10 CPAaBHEHHIO C OTCYTCTBHEM IPUMEHEHUS
AQHTUIICUXOTHYECKUX IMpernapaToB (OTHOCUTENbHBIN puck = 1,26, 95 % AU ot 1,02 no 1,56). He
BBISIBJICH OMOJIOTMYECKUN MEXaHU3M, OOBSICHAIONUN 3TH H3MEHEHHsS, a B JOKIMHHYECKUX
UCCIIIOBAaHMUSX TEPAaTOTeHHBIX () (dekToB He Habmonanock. Ha ocHOBaHMM pe3ynbTaTOB 3TOTO
€/IMHCTBEHHOTO HAOJI0IaTeIbHOIO HCCIIE0BAaHMsT HE YCTAHOBJICHA IMPUYMHHO-CIIEACTBEHHAS
CBSI3b MEX/Yy BHYTPHYTPOOHBIM BO3ACHCTBUEM PUCIIEPUIOHA U BPOKICHHBIMUA aHOMAJIUSMHU.
[lpu BBemeHuMM 7a0OPATOPHBIM JKMBOTHBIM OONBIIMX 103 MAJHIEPUIOHA OTMEYAIOCh
HE3HAYNTENIFHOE YBEINYCHUE BHYTPUYTPOOHON CMEPTHOCTH; IIPH ATOM BBOAMMBIE OOJIBIIHE 03B
ObUIM TOKCHUYHBI U JUJIsl MAaTEPUHCKUX OcoOeil. Y neTeHbllell He OTMeuYanoch HeXelaTeabHbIX
3¢ ($eKTOB NP 3HAYEHUSAX SKCIO3ULMHU, B 20-34 pa3a NpeBbIIIAONUX MAKCUMAIBHO BO3MOXKHbIE
y ueJoBeKa.

B ciyuae ecnu keHIIMHA TPUHUMAJIa aHTUTICUXOTUYECKHE MTpenapaThl (BKII0Yas NAIUIEPHIOH) B
TPEeTbeM TpUMECTpe OEpPEeMEHHOCTH, Y HOBOPOXJEHHBIX CYIIECTBYET PHUCK BO3HMKHOBEHHS
HKCTPATMPAMHUIHBIX PACCTPONUCTB M/MIIM CUHAPOMA «OTMEHBD» Pa3IMYHON CTETIEHH TSXKECTU. DTH
CUMIOTOMBI MOTYT BKJIIOYaTh @XWUTALMIO, THUIEPTOHYC, TUIOTOHYC, TPEMOp, COHJIUBOCTD,
pecnupaTopHble HapyLIeHUsl M HapylleHue BckapmiauBaHus. CrenoBaTelbHO, HEOOXOIUMO
OCYILECTBIISATh 0cO000€ HaONI0/IEHUE 32 HOBOPOKIEHHBIMHU. Ecian HeoO0XonuMmMo mnpepbiBaHHE
Je4eHHsI BO BpeMsi 0€peMEHHOCTH, TO HE00X0AUMO CHIXKATh /103y MOCTENEHHO.

Ilepuoo epyonoeo eckapmaueanus

[TanunepuaoH B KIMHUYECKH 3HAYUMBIX J]03aX NMPOHUKAET B TPYIHOE MOJIOKO, B CBSI3U C 3TUM

npernapar He clleyeT Ha3HadaTh B IIEPUO/T JIAKTALUH.

Cnocod npuMeHeHus U 103bl
[Ipenapar mpegHa3zHaueH i NpUeMa BHYTPb. TaOleTKH cieayeT MporjiaThiBaTh IIETUKOM,

3aruBas )XUAKOCTbIO, X HEJIB3s Pa3’KCBbIBATh, JCJINThL HA YaCTU UJIN U3MCJIbYATh.
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[uzodpenus

B3pocnvie (cmapwe 18 nem)

PexkoMenayemasi 103a y B3pOCIJBIX COCTaBJIsIeT 6 MI' OIMH pa3 B CYTKH, YTPOM, HE3aBUCUMO OT
npuema numy. [locrerneHHOe mMOBBbINIEHWE HAYalbHOM J03bI HE Tpelyercs. Y HEKOTOPBIX
MAIMEHTOB TEPANeBTUYCCKUI A(PPEKT BBI3BIBAIOT O0Jiee HU3KHWE HMIU 0oJiee BBICOKHE JIO3BI B
npezenax peKoMeHIyeMoro auamnazoHa 3—12 mr oauH pa3 B cyTku. HaGmromaercst oOuias
TEHJCHIUS K ycuJeHUIo 3deKkra npu npuMeHeHUH OOJIbIINX /103 Ipenapara. B ciydae ecnu
yYBEJIMYEHHUE J103bI HEOOXO0IMMO, PEKOMEHIyeTCsI MOBBIIIATH 103y Ha 3 MT' B CYTKH C MHTEpBaJIaMH
OoJsiee 5 CyTOK.

Hoopocmxu (12-17 nem)

PexoMenayemas 103a y MOAPOCTKOB COCTABIISICT 3 MI' OAMH Pa3 B CYTKH, YTPOM, HE3aBUCUMO OT
npuema nuiy. [locTerneHHOe MOBBINIEHWE HAYalbHOM J03bI He Tpelyerca. Y HEKOTOPBIX
NAIMEHTOB TEePaneBTHUYECKU A(PQEKT BBI3BIBAIOT 0Oojiee BBICOKHE JO03bI B Ipeienax
PEKOMEHIyeMOTO Juamna3ona 6—12 Mr oauH pa3 B CyTKU. YBEJIWYEHHUE J03bI BO3MOXKHO TOJIBKO
nociie KJIMHUYECKOH MepeolleHKH, ¢ BO3pacTaHueM J03bl Ha 3 MT' B CyTKHU C MHTEpBaiaMu Oojee 5
CYTOK.

IuzoaddexTUBHBIE PACCTPONCTBA

B3pocnvie (cmapwe 18 nem)

Pekomenayemas no3a y B3pOCHBIX COCTaBissleT 6 MI' OOUH pa3 B CyTKH, yTpoM. IlocrenenHoe
MOBBIIIIEHNE HAaYaJIbHOM J103bl HE TpeOyeTcs. Y HEKOTOPhIX MAIllMeHTOB TepaneBTHUECKui ekt
BBI3bIBAIOT 0OJiee HU3KKME WK 0oJiee BHICOKHE J03bl B MPEJesIax PEKOMEHIyeMOro Juana3oHa 6—
12 Mr oauH pa3 B CyTKH. Y BEJIIMUYEHHE J03bl, €CIIH OHO HEOOXOAUMO, JOJKHO MPOBOIUTHCS TOJIBKO
[OCJ€ OLEHKM KIMHUYECKOTO COCTOSHUS OojbHOTrO. B ciydae, eciu yBenMYeHHUE 03Bl
HE00X0/IMMO, PEKOMEHIyeTCs MOBBILIATh 03y Ha 3 MI' B CyTKU C HHTepBaiaMu Ooiiee 4 CyTOK.
[TopneprkuBaromias Tepanus y NaliMeHTOB ¢ MM30a¢d(HEeKTUBHBIMU PacCTPONCTBAMHU HE U3yYallach.
THayuenmol ¢ napywenuem @ynkyuu nevenu

VY nanueHTOB ¢ HapylleHHeM (PYHKIMU TEeYeHH JIETKOM WM CpeAHeH CTerneHu He TpedyeTcs
cHusKeHus 10361 [IpuMenenue npenapara Musera® y nanuenTos ¢ HapyieHneM QyHKIHI HeYeHH
TSKEJION CTETIEHU HE U3y4alloCh.

Tayuenmol ¢ napywenuem @yHKyuu nouex

Jl1s manMeHToB ¢ HapylIeHHeM (PyHKIIMY MOYeK JEeTKON CTeneHH (KIUpeHC KpeaThuHruHa > 50, Ho

< 80 Mi/MMH) pekoMeHayeMas HadajbHas /1032 COCTaBJIsleT 3 MI' OJMH pa3 B CyTKU. JTa 1032



at 17.02.2025 Me 3753
(NOCNEOOBATENBHOCTE 0002)
MOYET OBITh YBEJIHUCHA 0 6 MI' OJTUH Pa3 B Cy

NepEeHOCUMOCTH TpenapaTa. [lyis manueHToB ¢ HapymieHHeM (QYyHKIUH TOYEK CpeaHEW WM
TSDKETION cTeneHu (KiupeHe kpeatnHuHa > 10, Ho < 50 MJI/MUH) peKOMEHAyeMas J103a MpernapaTa
COCTaBJsieT 3 MI' uepe3 JeHb U MOXKET OBbITh MOBBILIIEHA 10 3 MI' B CYTKH IOCJI€ MOBTOPHOIO
KIMHUYeCKoro obcnenoBanus. IlpuMeHenue npemaparta Mmpera® y manueHTOB ¢ KIMPEHCOM
KpeatnuHuHa < 10 MJI/MUH HE H3y4alloCh, B CBSI3M C UY€M, HE pEKOMEHyeTCsl Ha3HayaTh Mpernapar
STUM MallMeHTaM.

Toowcunvie nayuenmoi

JUisl MOKMITBIX MAIMEHTOB C HOPMalIbHOU (PyHKIMEH modek (KIupeHc KpeaTnHuHa > 80 Mi1/MHH)
PEKOMEHAYIOTCS T€ JK€ A03bI IIpernapaTa, 4YTo U AJIsl B3pPOCIbIX MAMEHTOB C HOPMAJIbHON (DyHKIIHEH
nouek. BMecTe ¢ TeM, y MOXKUIIBIX MAalMEHTOB (PYHKIIMS MOYEK MOXKET OBITh CHH)KEHA, U B 3TOM
clly4ae /03y mpemnapara cieayeT MoaOupaTh B COOTBETCTBUU C (DYHKIIMEH MMOYEK y KOHKPETHOTO
narueHTa (cM. pazgen «llanmeHTsl ¢ HapymeHHWeM (QYHKIOUH 1o4ek»). CiemayeT coOnroaaTh
OCTOPOXKHOCTh TPY NPUMEHEHHWHU Tpenapara y MOXKHIIBIX MAlUEeHTOB C JEMEHIMEH B CBS3H C
MOBBIIICHHBIM PUCKOM BO3HHUKHOBEHHUSI MHCYJIbTA. D(PPEKTUBHOCTh M OE30MaCHOCTh Mpernapara
Nugera® y nanuenTos crapiie 65 et npu mu30ahpGEKTUBHBIX pacCTPOHCTBAX HE H3yYasach.
Jlemu u noopocmku

D¢ deKTUBHOCTD ¥ 6E30MACHOCTh JIeKapCTBEHHOTo npenapaTa Musera® 1y1s nedeHus mu3oppeHuu
y npereil muagme 12 ner He u3ydanack. D((EKTHBHOCTH U OE€30MACHOCTh JIEKAPCTBEHHOTO
npenapata Musera® s nedenus mm3oadpeKTHBHBIX PaCCTPOMCTB y MAlMEHTOB Miaauie 18 et
HE U3yyanach.

Ocobvbie epynnsl nayuenmos

He pekomenyercss U3MEHATH 03y NMaJIMIIEPUIOHA B 3aBUCUMOCTH OT I0JIa, BO3pAcTa U OT TOTO,
KYPHT MAIMEHT UK HET.

Ilepesod nayuenmos Ha nevenue OpyeUMy AHMUNCUXOMUYECKUMU NPenapamamu

B Hacrosimiee BpeMst HET CUCTEMaTHYECKH COOpaHHBIX JJAHHBIX O MEPEBO/IC MAIIMEHTOB C JICUCHUS
NAMTIEPUAOHOM Ha JICYeHUE JIPYTUMH aHTUTICUXOTHYECKHMH TIpernaparaMu. dapMakoImHaAMHUKa
U (papMaKOKMHETHKA y Pa3HBIX AHTUIICUXOTHYECKUX IIPEnapaToB HE OJJMHAKOBA, U IO3TOMY Bpauu
JOJDKHBI BHUMATEIBHO CJIEIUTh 332 COCTOSHUEM NAIMeHTOB MpPHU TMEpeBOJe HX C OJHOrO

AHTUTICUXOTHYECKOTO TperapaTa Ha APyTOH.

COOTEBETCTBYET DKCIMNEFTHOMY QTYETY
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ITo0ouHoOE neiicTBHE

COOTEBETCTBYET DKCIMNEFTHOMY QTYETY

Hwxe ykasanbl HexenarenbHble >(QQexTsl, HaOIoAaBIIMecs Yy MauueHToB. YacToTy
HeXenatelbHbIX 3(PheKkToB KiacCuPUIMPOBAIA CISAYIOIMKUM 00pa3oM: odeHb 4vacto (>1/10),
gacto (>1/100, no <1/10), Heuacto (>1/1000, Ho <1/100), peaxo (>1/10000, vo <1/1000), oueHb
peako (<1/10000), uacTtora Heus3BecTHa (HA OCHOBAHWUM WMCIOIIUXCS JAHHBIX OIICHUTH
HEBO3MOKHO).

Hnpexyuu u unsasuu:

4acTo — MH(MEKIINU BEPXHUX JIBIXATEIbHBIX MyTeH, Ha30()apHHTUT;

HEYacTO — WH(MEKIWH MOYEBBIBOISIINX TYTEH, aKapoiAepMaTUT, OPOHXUT, BOCHAICHUE
MOJIKOYKHOW >KMPOBOW KJICTYATKH, IUCTUT, WH()EKIMHU yXa, TPHIII, OHUXOMHKO3, ITHECBMOHHSI,
UHQEKIMH JBIXaTEIbHBIX IyTeH, CAHYCHUT, TOH3WLIHT.

Hapywenus co cmopoHnbl uMMyHHOU cucmemsi:

HEYacTo — aHa(pUIaKTHUECKas pEaKIysl, THIEePUYyBCTBUTEIBHOCTb.

Hapywenus co cmopoHbl Kpoeu u TumM@amuieckou cucmembl.

HEYaCTO — aHEMUsI, CHIYKCHHE TeMaTOKPUTA, HEUTPOIICHHS, CHIYKCHHE KOJINYECTBA JICHKOIIUTOB,
PEIKO — TPOMOOIIUTOIICHHSI,

OYCHb PENIKO — arpaHyJIOIHUTO3.

DHOOKpUHHbBLE HAPYULEHUSL:

HEYaCTO — TUIEPIPOTAKTHHEMHUS,

OUYEHb PEJIKO — HeaJeKBaTHAs CEKPelrs aHTUANYPETUYECKOTO TOPMOHA.

Hapywenus memabonuzma u numaHusi.

HEYACTO — YBEIMICHUE aKTUBHOCTH KpeaTHH()OCHOKUHA3BI, AaHOPEKCHS, THITCPTIUKEMUST;

PENKO — caxapHbIi 1uabeT, TUIOTIMKeMHUsI, BOAHAS NHTOKCUKAIIUS;

OUYEHb PEJIKO — AMA0ETUYECKUN KETOAU103.

Tcuxuueckue nHapyuenus:

gacTo — OeCCOHHMIIA (B TOM YHCIIe HaYajdbHast U CPeHsS OECCOHHUIIA), MaHWSI,

HEYacTO — «KOIIMaPHBIE» CHOBUICHHUS, HAPYIICHHUS CHA, JICTIPECCHS;

OUYEeHb PEJIKO — KaTaTOHMS, COMHAMOYIIN3M;

4acTOTa HEU3BECTHA — PACCTPOMCTBO MUIIEBOTO MOBEICHUS BO BpeMs HOYHOTO CHA.

Hapywenus co cmopoHbl Hep8HOU cucmembl.

OYCHB YaCTO — rOJIOBHAS 00JIb;

9aCTO — aKaTu3ug, AUCTOHUS, AU3APTPUA, IMOBBINICHUC MBIIIICYHOI'O TOHYCA, IMAPKUHCOHU3M,
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cenaTUBHBIN 3()(PEKT, COHIUBOCTD, TPEMOD, CITIOHOTFOHSHHS;

HEYacTo — IepeOpOBacKyJIsIpHbIE HAPYLICHHS, MOCTYpaJbHOE T'OJOBOKPY)KEHHUE, IUCKUHE3US,
CyIOpOrd, OOMOpPOK, HapylleHHEe BHHMAHUS, TUIIECTE3Msl, IMOTEeps CO3HAHUA, IapecTe3us,
IICUXOMOTOPHAsl THIIEPAKTUBHOCTD, MO3JHSISI JUCKUHE3US, THIIOKMHE3HS, OITUCTOTOHYC.
W3BecTHO, YTO AHTUIICUMXOTHYECKHE TMperaparbl, BKIIOYAs NaTUIEPUIOH, MOTYT BBI3BIBAThH
3JI0Ka4eCTBEHHbIN  Helponentuyeckudt  cunapom  (3HC), koropelii  XapakTepusyercs
TUIIEPTEPMUEN, MBIIIEYHONH PUTHIHOCTBIO, HECTAOUIBHOCTBIO (DYHKIMM BEre€TaTUBHOW HEPBHOM
CHUCTEMBl, yTHETCHHEM CO3HAHHA, IOBBIIIEHUEM AaKTHUBHOCTH  KpeaTHH()OCHOKHHA3HI,
MHUOTTIOOMHYpHEN, pabIOMUOIIN30M, OCTPOI MMOYEYHON HEJJOCTATOYHOCTBHIO.

Hapywenus co cmopoHbl 0p2anos 3peHust.

HEYacTO — KOHbIOHKTUBUT, CyXOCTh I1a3, hoTodolus, ciae3oTeueHue;

4acTOTa HEU3BECTHA — CUHIPOM JpsiOI0H paayXKH (MHTpaonepaliiOHHbIN).

Hapywenue co cmoponvl opzana ciyxa u 1adupunma

HEYacTo — O0JIb B yIIax, BEPTUTO, 3BOH B YIIIaX.

Hapywenus co cmoponul cepoyar

HEeyacTo — Opaaukapaus, OllylleHue CepALeOeH s, aTPUOBEHTPUKYJIIpHAs 0JI0Ka1a, HapyllIeHUe
npoBoguMocTH, n3MeHeHus Ha DKI', yBenndyenune unrepana QT, uimemus, «IpuIuBbD> KPOBH,
MIOBBIIIIEHUE apTEPHATIHLHOTO IaBJICHUS, CHIKEHHUE apTepUAILHOTO JaBIICHMS,

penko — GUOpHILIALNS IpeaAcepInii;

OUYE€Hb PEIKO — TPOMOO3 ITyOOKHX BEH, IMOOIIHS JIETOUHOM apTepuu.

Kenyoouno-kuweunvle Hapyuienus:

4acTo — TOIIHOTA, JUapes, 3amop, AUCKOMQOPT B BEpPXHEM OTAENe >KUBOTA, IUCIEIICHS,
MOBBIIICHHBIH AIMETHT;

HEYaCTO — T[IOHWKCHHBIM ammeTuT, BOCHAJeHUEe TyObl, aucarusa, HeAep)KaHUe Kaia,
HEMPOXOJUMOCTh TOHKOH KHIIKH, METEOpU3M, TacTPO’HTEPHUT, OTEK s3blKa, 3yOHas O0oJb,
TIVICTEB3US;

OYEHb PENIKO — MAHKPEATHT, KUIICYHAST HETIPOXOIUMOCTb.

Hapywenus co cmoponul neuenu u jceniesbleo00aumux nymel.

OUYEHb PEJIKO - XKENTyXa.

Hapywenusi co cmopoHbl 0bixamenbHOU CUCmembl, Opeano8 2pYOHOU KIeMKU U CPeOOCHEeHUs
HEJacTo — 00Jb B TJIOTOYHO-TOPTAHHOH OO0JIACTH, 3aJI0)KEHHOCTh HOCA, Kallellb, OBIIIKA,

THUIICPBCHTUIIANA JICTKUX, CBUCTALICC AbIXaHUC,
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PENKO — CHHIPOM arHO3 BO CHE.

Iy

Hapywenus co cmoponvl MbiuieuHot, CKenemuol u coeOUHUmMenbHou mKaHu:

4acTO — MUAJITHUs, CKEJIETHO-MbIIIeuHas 00JIb,;

HEYaCTO — MBIIIEYHbIE CIa3Mbl, 00JIb B CIUHE, apTpalrusi, CKOBAHHOCTh B CyCTaBe, OIlyXaHUe
CycTaBa, MBIIIIEYHAs c1ab0CTh, 0OJb B IIIEE.

Hapywenus co cmopoHvl Kodtcu 4 NOOKOHNCHBIX MKAHE

HEYAaCTO — Cblllb, 3yJ, AaKHEe, CYXOCTb KOXH, 3K3eMa, JpuTema, ceOOpeWHbI aepMaTHT,
JIENIUTMEHTAlUs KOXKH;

peako — orexk KBunke, anonenus;

4acToTa Hem3BeCcTHA — CHHIIPOM CTHuBeHca-/[PKOHCOHA /TOKCHMYECKUH SMUAepMaIbHBIN HEKPOIIH3.
Hapywenus co cmopoHbvl nouex u Mouegbl800Uux nymeti:

HEYaCTO — AU3YpHUsl, IOJUIAKUYPHUsl, HEJEPKAHUE MOYH, 3aJI€PKKA MOUEBBIICIICHUS.

Hapywenus co cmoponvl penpo0ykmusHou cucmemvl U MOTOYHBIX JHCeles.

HEYACTO — CHIDKCHHE JIMOMI0, aHOPTra3Musl, BBIICIICHHUS U3 COCKOB, dPEKTWJIbHAS JUC(YHKIINS,
TUHEKOMACTUs, W3MEHEHHUS MEHCTPYaJbHOrO LHWKIA, IUCKOMGOPT B TPy, CEKCyalbHas
TuchYHKIMS, BATMHAIBHBIE BbIICTICHUSI, HAPYIICHUE AKYISIUU, HarpyOaHue MOJOYHBIX XKelles;
OYEHb PEJIKO — MPUATTU3M.

bepemennocms, nociepoooswiii nepuoo u nepuHamanbHvle COCMOAHUSL

OYeHb peOKo — CUHAPOM «OTMEHBD Y HOBOPOXKIEHHBIX.

Obwue HapyweHus U peakyuy 8 Mecme 686e0eHUs.

4acTo — yBEJIIMYEHUE MACCHI TENa;

HEYacTO — CHMIKEHHME Macchl Tela, 03HOO, OTEK JIMIla, HApYIIEHUE MMOXOAKH, OTEKH (B TOM YHCIIe
reHepaTn30BaHHbIE OTEKH, Nepudepudeckiue OTeKH, MITKHE OTEKH), YBEIUYEHHE TeMIIepaTyphl
Tena, TUXOPajKa, Kaxaa, TUCKOM(POPT B 00IACTH TPYIHU;

OYEHb PEJKO — TUIIOTEPMHUS.

Jlabopamopuvie u uHcmpymeHmanbHvle OaHHble:

HEYACTO — YBEJIIMYEHHWE AKTUBHOCTU TaMMa-TIyTaMmmiITpaHchepasbl, YBETUYCHHUE AKTHBHOCTH
(GEepMEeHTOB TME€YEHH, YBEIWYCHHE AaKTUBHOCTH TpaHCAMHUHA3, YBEIMUYEHUE KOHIEHTPALUU
X0JIECTEpUHA B KPOBHU, YBEIMUYECHHE KOHIIEHTPALIMH TPUTIIULIEPUIOB B KPOBHU.

Nudopmarnus o 10303aBUCUMBIX TOOOYHBIX 3 deKkTax mpuBeaeHa B Tadmie 1.

Ta6auna 1. ITo6ounbie 3¢ PexThl, 3aperucTPUpoBaHHbIe Y > 2 % B3POCJIbIX MAIHEHTOB C

mu3odpenueii, noay4aomux npenapar Unsera® B KIMHHYECKHX HCCIIET0BAHUSX.




COOTEBETCTBYET DKCIMNEFTHOMY QTYETY

ot 17.02.2025 Me 3753
(NOCNENOBATENEHOCTE QO02)
Cucrema opranos / [To6ounbIe 3 e T
bt 1 pa3 1 pa3 1 pa3 1 pa3 IInane6o
B /IeHb | B IeHb | B IeHb | B JIeHb

% % % % %
HapyuieHust co CTOPOHBI HEPBHOI CHCTEMBI
roJjoBHast 00JIb 11 12 14 14 12
TOJIOBOKPY>KEHUE 6 5 4 5 4
PKCTpaIUpaMUIHBIE paCCTPOMCTBA 5 2 7 7 2
COHJIMBOCTb 5 3 7 5 3
AKaTU3US 4 3 8 10 4
TpeMop 3 3 4 3 3
TUIIEPTOHYC 2 1 4 3 1
TACTOHUSI 1 1 4 4 1
cenaTHUBHBIN 3 ek 1 5 3 6 4
MapKUHCOHU3M 0 <1 2 1 0
HapyuieHusi co CTOPOHBI OpraHa 3peHus
OKyJIOrMpHBIE KPU3bI 0 0 2 0 0
HapyuieHust co cTOpoHbI cepana
CHUHYCOBAasi TaXUKapAUs 9 4 4 7 4
TaxuKapaus 2 7 7 7 3
0JI0Ka/1a HOXKEK Tyuka [ 'nca 3 1 3 <1 2
ATpUOBEHTPUKYJISIpHAs Oiokaja | ) 0 ) 1 1
CTETIEH!
CHUHYCOBasi apUTMUs 2 1 1 <1 0
OpTOCTaTUYECKasi THIIOTEH3US 2 1 2 4 1
7Key104HO-KHIIEYHbIe HAPYIIEHHUS
pBOTa 2 3 4 5 5
CYyXOCTh BO PTY 2 3 1 3 1
00JIb B BEpXHEM OTJIEJIe KUBOTA 1 3 2 2 1
rUnepcaluBalus 0 <1 1 4 <1

OO0uue HapylIeHUS U PeaKUMU B MecTe BBeeHUs




COOTBETCTBYET BKCNEFTHOMY OTYETY
at 17.02.2025 Ne 3753
(NOCNENOBATENBHOCT R QOO0
ACTEHUA p 1 2 2 1

b}

YTOMJICHHE 2 1 2 2 1

Ta6auua 2. Ilo6ounbie 3¢ exThl, 3aperncTpupoBanHbie y = 2 % noapoctkos (12-17 jer) ¢

mnsotbpeﬂneii, MoJyvariux npemnapart I/IHBeFa® B KIIMHUYCCKHUX HCCJICT0BAHUAX.

1,5 mr 3mr 6 mMr 12 mr

Cucrema opranos / [IoGounbie 1 pa3 1 pa3 1 pa3 1 pa3 Il1anedo
AP heKThI B leHb | B /IeHb | B /IeHb | B JIeHb

% % % % %
HapyuieHusi co CTOPOHBI cepana
TaXUKapaHs 0 6 9 6 0
HapyuieHusi co CTOPOHBI OPraHa 3peHus
HEUYETKOCTh 3PUTEILHOTO BOCIIPHATHS 0 0 0 3 0
7Key10uHO-KHIIeYHbIe HAPYIIEHHUS
CYXOCTb BO PTy 0 0 0 3 2
TUTIEpCATABAITUS 2 6 2 0 0
OTEK s3bIKa 0 0 0 3 0
pBOTa 0 6 11 3 10
OO0mue HapylIeHUS U PeaKUMU B MecTe BBeCHUS
ACTCHHUS 0 0 2 3 0
yCTalI0CTh 4 0 2 3 0
Nudexuuu 1 UHBA3ZUKU
Ha30(apUHTUT 4 0 4 0 2
JlaGopaTopHble H MHCTPYMEHTAJIbHbIE TaHHbIE
YBEJIMYCHNE MACCHI Tella 7 6 2 3 0
HapyuieHust co CTOPOHbI HEPBHOM CHCTEMBbI
AKaTU3US 4 6 11 17 0
TOJIOBOKPY>KEHUE 2 6 2 3 0
PKCTpaTUpaMUIHBIC PACCTPONCTBA 4 19 18 23 0
roJoBHas 00Jb 9 6 4 14 4
nmeTaprus 0 0 0 3 0




at 17.02.2025 Me 3753
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COOTEBETCTBYET DKCIMNEFTHOMY QTYETY

COHJIUBOCTD 9 13 20 26 4
napajny s3bIKa 0 0 0 3 0
IMcuxnyeckne HApPyIIEHUsI

OEeCCOHHMIIA 9 6 7 14 22
TpeBora 0 0 2 9 4
HapyiieHnusi co CTOPOHBI PeNPOAYKTHBHOI CHCTEMBbI H MOJIOYHBIX KeJjie3

aMeHOopes 0 6 0 0 0
rajJaKTopes 0 0 4 0 0
OTEK MOJIOYHBIX JKeJIe3 0 0 0 3 0
HapyiieHusi co CTOPOHBI AbIXaTeJIbHOI CHCTEMbI, OPraHOB I'PY/AHON KJIETKH U CPe0CTeHH s
HOCOBOE KPOBOTCUCHHUE 0 0 2 0 0

* DKcTpanupaMUIHbIE PACCTPOMCTBA BKIIIOYAIOT: OKYJIOTMPHBIM KPHU3, MBIIIEYHAs PUTHUIHOCTb,
CKEJICTHO-MBIIICYHAsl PUTHAHOCTh, CKOBAHHOCTh B 3aThUIKE, KPUBOLIES, TPU3M, OpaJuKUHE3Us,
CHUMIITOM 3y04YaToro Kojeca, IWCKWHE3Ws, AWUCTOHUS, OSKCTpAaMpaMUIHBIE PaCCTPOUCTBA,
THIIEPTOHYC, THIIOKWHE3HS], HETIPOU3BOJIbHBIE MBIIIICYHBIE COKPAIICHHUS, TAPKHHCOHU3M, TPEMOD U
OecnokoicTBO. COHIMBOCTH BKIIIOUAET B ce0s COHIIUBOCTD, CEIaTUBHBIN 3()(DEKT U TUIIEPCOMHHUIO.
becconnuiia Bkitoyaer B cedst 6ECCOHHUILY U HaualbHYI0 O€CCOHHHMILY. TaxuKapIus BKIIOYAET B
ce0s1 TaxWKapJHi0, CHHYCOBYIO TaXWKapAWIO M yBEIHMUYEHHE YaCTOTHI CEPACYHBIX COKpAIICHHIM.
['mHEeKOMacTHs BKIIFOUAET B ce0s THHEKOMACTHIO U Ha0yXaHHe TPYIH.

[TanunepuaoH sBISETCS AaKTUBHBIM METaOOJUTOM PHUCHEPUAOHA, OJHAKO MO0 MPOQUIIO
BBICBOOOYXKIEHNS M (pApMaKOKMHETHUECKHM XapaKTepUCTHKaM mpenapaT Musera® 3HauuTensHO
OTJIMYACTCA OT JIEKAPCTBEHHBIX (OPM PHUCIIEPHIOHA I TpUeMa BHYTPh C HEMEIJICHHBIM
BbIcBOOOXKAeHHEM. [loOouHble »(¢eKkTb, 0 KOTOpHIX cooOHaloch MpH MPUMEHEHUU
pHCIIepUIOHA, MOTYT HAaOMIOAAThCs IPU MPUMEHEHUH MaJIUIIEPUIOHA.

Toowcunvie nayuenmoi

B KIMHUYECKHX WCCIENIOBAaHHUAX, NPOBEICHHBIX C YyYaCTHEM IMOXKWIBIX ITallMEHTOB C
mu3odpenneit, mpoduas 0e30MacHOCTH MpernapaTa ObUT TaKOHW ke, Kak W JJisi 00Jee MOJIOJBIX
nanuentos. IIpenmapar WuBera® He ObL1 H3yueH y OONBHBIX MAIMEHTOB C JeMeHIMeil. B
UCCIIEIOBAaHUSAX C JAPYTUMHU aHTUIICUXOTHYECKHMH IpernaparaMu ObLTM OTMEUYEHBI YBEIUYCHHE
pHiCKa CMEpPTH M IepeOpOBACKYJSPHBIX HApyIICHUH. Y TMOXWUJIBIX IAlMEHTOB C JEMEHITUEH
MIOBBIIIIEH PUCK BO3HUKHOBEHHSI HHCYJIBTA.

Onucanye OTACIbHEIX HeXKENIaTSAbHBIX PeaKIIUM
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DKrCmpanupamuorvli CUMAIMOM

COOTEBETCTBYET DKCIMNEFTHOMY QTYETY

B npoBenieHHBIX KIMHUYECKUX UCCIEIOBAHUAX Y MAMEHTOB C MU30(QpeHHel He ObUIO pa3Inuuit
npu npuemMe 1ianedo, T103UPOBKH 3 MI' M TO3UPOBKU 6 Mr. [[0303aBUCHMBIE SKCTpATUPAMUIHBIC
CHUMIITOMBI ObLIH 3a(hMKCUPOBAHLI IIPH IIPHEME BBICOKHX 103 npenapata Musera® (9 mr u 12 mr).
[Tpy KITMHUYECKUX UCCIENIOBAHMUAX Yy MAIMEHTOB C MIM30a()()EKTUBHBIM PACCTPOMCTBOM CIly4yau
SKCTPANMPaMHUIHOTO CHHAPOMA ObLIM BBIABJIEHHI IPK Ooslee BRICOKMX 103ax npenaparta Musera®,
YyeM IpH MpHeMe Iuianedo y BceX TPyl MalueHTOB 0e3 SIBHOW B3aMMOCBSI3U C JTO3UPOBKAMH.
DKCTpanupaMuJIHbIe PACCTPOICTBA BKIIOYAIN CIEAYIOUINE CUMITOMBI: AUCKHUHE3US, NUCTOHHUS,
TUIEPKUHE3US, TAPKUHCOHU3M U TPEMOP.

Yeenuuenue maccol mena

B kIMHMYECKHX HCCIEeNOBaHUSIX Yy MAlMEHTOB ¢ MU30(pEeHHEH, CPaBHUBAIOCH COOTHOIICHHE
ClIy4aeB MOBBIIICHUS Macchl Tena Ha > 7/ % OT MOCTOAHHON Maccel Tena. [IpubnusurensHO
OJIMHAKOBOE COOTHOIIEHHE OBLIO BBIABIEHO IpH mpueme mpemapara Musera® 3 mr um 6 mr B
cpaBHeHHH ¢ Tiane6o, u s npenapara Masera® 9 mr u 12 mMr B cpaBHeHHHM ¢ 11ane6o 6bu1a
BBISIBJIEHA 0OJiee BBICOKAsl BEPOATHOCTh YBEIMUEHHUSI MACChI Tela.

B xnmHMYeCKHX HCCIeIOBaHUSAX Y MAMEeHTOB ¢ mu30adHEeKTUBHBIMU paccTpoiicTBamu, y Ooiee
BBICOKOTO MPOIEHTA MAIMEHTOB, NMPUHUMABIIMX mpenapar Musera® (5 %), ObLIO OTMEYEHO
MOBBIIIIEHUE MACCHI TeJla Ha > 7 % B CpaBHEHHH C MAaI[HEHTaMH, MPUHUMAaBIIMMH Tutaiie6o (1 %).
B sToM nccrnenoBanuu 27 ManueHTOB pa3ieiuid Ha 2 TPYIIIbL, yBeTUUYEHUE Macchl Tena 6osee 7
% TIp IpueMe HU3KUX 103 npenapara Musera® (3 mr u 6 mr), coctaBnsio 3 %, A HallHeHTOB,
NPUHMMABIIMX BBICOKME 103bI Ipenapara Musera® (9 mr u 12 mr) — 7 %, u 1 % B rpynme, rie
MAlMEeHTHl TPUHUMAJIH T11a11e00.

Jlabopamophvie u uHcmpymeHmanvHvle OaHHbIE

B kiIMHMYeCKHX HCCIEIOBAHUAX Yy MAlMEHTOB C MIM30(peHHel yBeTuueHHe KOHLIEHTpAIUH
TIPONTAKTHHA B CHIBOPOTKE, OBLIO OTMEUEHO MpH NpueMe npenapara Musera® y 67 % mnaiueHTos.
[ToGouHbIe peakiuu, KOTOpbIE MOTYT MPEAINoiaraTh yBeIHUE€HUE YPOBHS MIPOJIaKTHHA (HalpUMep,
aMeHopesi, TajakTopes, T'MHEKOMAacTusi) ObUIM OTME4YeHbl Ooiee ueM B 2 % ciydaes.
MakcumanbHOe 3HaUeHUE YBEJIIMYCHUSI KOHIIEHTPAIIUH MTPOJaKTHHA B CHIBOPOTKE OBLIIO OTMEUYEHO
Ha 15-if JeHb JedeHUs, KOHIICHTPAIMH OCTABAIMCH BHINIE OOBIYHOTO YPOBHS /10 OKOHYAHUS
JIeYEHUsl.

Knaccosvie a¢pgpexmot

HpI/I MNpUEME AHTHUIICUXOTUYCCKUX IIpelapaToB, MOr'yT BCTPCYATHCA CJICAYIONIUC MOOOYHbBIE
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v

ABJIeHUA: yBenuueHue uHTepBana QT, sxen
KENyJTIOYKOBasl TaXWUKapnaus), HEOXKHJAaHHAs M HEOObSICHHUMAs CMEpTh, OCTAHOBKAa CepAla H
KEIyA0YKOBasi TaXUKapIus 10 TUIy «IUpydT». [Ipy nmpueme aHTUICHXOTUYECKUX IIPENapaToB
ObUIM BBIABJIEHBI Clly4ad BEHO3HOW TPOMOOIMOOJIMHM, BKIOYAs Clydyad SMOOJIMU JIETOYHBIX

aptepuii u caydan Tpom003a riTy0O0KHX BEH.

Ilepeno3upoBka

CuMITOMBI

B 1enoMm, OOBEKTHBHBIE U CyOBCKTHBHBIC CHMITOMBI IEPEIO3UPOBKH  HATUICPUI0HA
MPEJICTABISIIOT COOON yCHIICHHBIC (papMaKoJIOrH4Yeckue JPQPEKThHl ATOr0 JICKAPCTBEHHOTO
CpE/CTBA, T. €. COHJIMBOCTh M CENIAINI0, TAXUKAPIUIO U apTePHATIBHYIO TUIIOTCH3HIO, Y/UIMHEHHUE
untepBasia QT U SKCTpanupaMuIHbIe CHMIITOMBI. J[ByHarpaBiieHHas TAXUKapIUs U GUOpHILIS IS
JKEIyTOYKOB HAOJII0AaIach MPU MEPEI03UPOBKE EPOPAbHBIM MaTUIIEPHIOHOM. [Ipu ocTpoi
NepeI03UPOBKEe HEOOXOAMMO YUYHTHIBATh BO3MOYKHOCTH TOKCHYECKOTO JCHCTBHS HECKOJIBKUX
npernaparosB.

Jledyenue

[Ipu oleHke TepaneBTHYCCKUX MOTPeOHOCTEH marueHta W 3(G(GEKTUBHOCTH KYIMHPOBAHHS
Tepeso3UPOBKH  HEOOXOMUMO IIOMHHTH O ToM, uTo MuBera® sBisercs mpemapaToM c
MIPOJIOHTUPOBAHHBIM BBICBOOOXKICHHEM JCHCTBYIOIIEro BemiecTBa. Crenuduyueckoro aHTUAOTA
naJMnepuoHa He cyniecTByeT. HeoOXoauMo OCyIeCTBISTh OOIIEIPUHSATHIE MO ISP KUBAIOIINE
mepsl. Crieayer 00ecnednTh | MO IEPKUBATh XOPOIIYIO MPOXOIUMOCTh JBIXaTeIbHBIX MyTeH, a
TaKkXe aJeKBaTHYI0 OKCHUTEHAIMI0 M BeHTWIAMI0. HeoOxoaumo cpa3y e OpraHu30BaTh
MOHHUTOPHHT CEPJCYHO-COCYMUCTON aesarenbHOCTH (DK -MOHHTOPUHT C MEIbIO BBISBICHHS
BO3MOXHBIX apUTMUi). APTepHATbHYIO THIIOTCH3HIO W KOJUTANITOUIHBIC COCTOSIHHS KYHHPYIOT
BHYTPUBCHHBIM BBEJCHHUEM I1J1a3MO3aMEIIAIONINX PACTBOPOB H/HIM CHUMITATOMHUMETHYCCKUX
CpeACTB. B ompeaeneHHBIX CHUTyalMsX II0Ka3aHO BBEJICHHE aKTHBHPOBAHHOTO YINIA |
CITaOWTENbHBIX CpeACTB. [Ipy BO3HUKHOBEHHH TSDKEIBIX OKCTPAMMPAMUIHBIX CHMIITOMOB
HEOOXO0IMMO BBOJUTh M-XONMHOMUTHKY. HabmoqeHre 3a COCTOSHUEM MAallMEHTa ¥ MOHUTOPUHT
OCHOBHBIX (DU3HOJIOTHUECKUX (QYHKIMHA HEOOXOJUMO TMPOJOHKATh JI0 MOJHOTO YCTPaHCHHS

ITOCJIEJICTBUM MEPETO3UPOBKH.

COOTEBETCTBYET DKCIMNEFTHOMY QTYETY




at 17.02.2025 Me 3753
(NOCNEOOBATENBHOCTE 0002)

naxx

B3aumoneiicTBue ¢ ApyruMu JIEKAPpCTBEHHb!

COOTEBETCTBYET DKCIMNEFTHOMY QTYETY

Crenyer cobmoaTh OCTOPOKHOCTh TP OJHOBPEMEHHOM Ha3HaueHHH npenapaTta Musera® c

npenapaTamu, yaauHsomumMu uarepsai QT.

BansHMe magunepuaoHa Ha Jpyryue Ipenaparhl

[TanunepuaoH, cKkopee BCEero, HE y4acTBYeT B KJIMHHYECKH 3HAUYMMBIX (PapMaKOKMHETHYECKUX
B3aMMOJICHCTBUAX C TpenapaTamu, KOTOPble METaOONIM3HPYIOTCS H30(EpPMEHTAMU CHCTEMBI
muroxpoma P450. MccnemoBanus in VItr0 ¢ HCIOIb30BaHHEM MHKPOCOM IICUCHH YeIOBEKa
[OKa3aJld, 4YTO MAaJMIEPUJIOH HE BBI3bIBAET CYLIECTBEHHOI'O YTHETEHUs OHoTpaH(opmMaruu
MperapaToB, KOTOPbIE METa0OIN3UPYIOTCS n3opepmenTamu nuroxpoma P450, prmrouas CYP1A2,
CYP2A6, CYP2C8/9/10, CYP2D6, CYP2E1, CYP3A4 u CYP3AS. Hcxons u3 3TOrO, HET
OCHOBAaHUHU IpennojaraTb, 4To MAJUNEPUAOH OyAeT MHIMOUpOBaTh B KIMHUYECKH 3HAYMMOM
CTENEHU KIMPEHC MpernapaToB, KOTOpble METabOJIM3UPYIOTCS YKa3aHHbIMU (epMmeHTamu. B
UCCIIeIOBAaHMUSX IN VILr0 manunepuzoH He WHIYyUUpOBal akTHBHOCTH m3opepmenToB CYP1A2,
CYP2C19 umu CYP3A4.

B BBICOKMX KOHLEHTpalMsX MaJIUIEPUIOH SBISETCS ciaa0blM MHTUOUTOpOM P-rimkompoTenHa.
JlaHHbIe iN VIVO OTCYTCTBYIOT, KIIMHHUYECKAs 3HAYMMOCTh HEH3BECTHA.

YuuteiBas TOT (akT, YTO MATUIEPUIOH JAeicTByeT mpenmymiectBeHHo Ha LIHC, ero Heo6xoanmo
C OCTOPO’KHOCTBIO HCIOJb30BaTh B KOMOMHALMAX C JPYTHMMH IpenapaTtaMu I€HTPajibHOIO
JEeNCTBUSA U ¢ ankoroseM. [lanmunepuion MoKeT HEUTpaIM30BaTh ACUCTBUE JIEBOAOIBI U IPYTUX
aroHMCcToB JNodamuHa. BereacTBue crnocoOHOCTH MalUNEpUIOHA BBI3BIBATH OPTOCTATHUYECKYIO
TUIOTEH3UI0 MOXXET BO3HUKATh aJJUTHBHBIA S(QQEKT MNpu HCIONb30BAaHUM Ipernapara
OJIHOBPEMEHHO C JIPYTMMH NpenapaTaMy, BbI3bIBAIOIIUMHU OPTOCTATHUECKYIO THIIOTEH3HUIO.
PapMaKOKMHETUYECKOE B3aUMOJICHCTBUE MAMIIEPUIOHA U JIUTHS MAJIO BEPOATHO.
OnHOBpeMeHHOE HazHauyeHue npenapara Musera® B no3uposke 12 Mr 1 pas B IeHb U TabIeTOK
HATpUs JUBAIIIPOEKCa MPOJIOHTUPOBaHHOTO JeicTBus (B no3upoBke 500-2000 mr 1 pa3 B 1eHb)
HEe BIMSET Ha (apMaKOKMHETHUKY BajiblipoaTa. B KIMHMYECKHX HCCIIEIOBaHUSAX Yy MAlMEHTOB,
MPUHUMAIOIIMX TOCTOSIHHYIO 103y BaJIbIIpOaTa, KOHIIEHTpalUsl BajblpoaTa B IUIa3Me€ KPOBU HE
OTJIMYANAch OT TAKOBOH Yy MAllMeHTOB, IPUHUMABILINX BMECTE ¢ BalIbIIpoaToM Ipenapar Musera®
B JI03UpOBKE 3—15 Mr.

CnocoOHOCTh IPYIrUX OpenapaTroB BAUSATh HAa NaIUIEPUIOH

[Tanunepunon He sBisiercsa cyoctparoMm uzopepmentoB CYP1A2, CYP2A6, CYP2C9, CYP2C19

u CYP3AS. D10 cBUIETENBCTBYET O HU3KOI BEPOSITHOCTH €r0 B3aUMOJICHCTBUS C HHTHOUTOpaMu
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WIA WHIYKTOpAaMH YKa3aHHBIX (DepMEHTOB.
yuactue n3opepmenToB CYP2D6 u CYP3A4 B merabonu3mMe maqunepui0oHa, BMECTE C TEM, HET
JI0Ka3aTelIbCTB TOTO, YTO OSTH H30(EpPMEHTHl MIPAOT 3HAYMMYK poJb B MeTaboiu3Me
nanunepuaoHa in vitro wim in vivo. MccnenoBanus in Vitro mokasaiu, 4To MalunepUIOH SBIACTCS
cybctpaTrom P-rnukonporenHa.

[Tanunepuaon orpanuueHHO Merabonmsupyercss u3odpepmenrom CYP2D6 (cm. pasnen
«®apMakokuHeTHKa»). B  uccnenoBaHum y B3poOCHbIX J0OpPOBOJIBLIEB  B3aMMOJAEHCTBUS
NaJunepujoHa ¢ MapOKCETHHOM, TMOTCHIMAIbHBIM HWHruOuTOpoM mu3ohepmenta CYP2D6, He
Ha0JII01a710Ch KIIMHUYECKHU 3HAYMMOTO U3MEHEHHs (DapMaKOKUHETHKH MaIUIepPHIOHA.
CoBMecTHOE puMeHeHue nanunepuona ¢ 200 mr kapbamasenuHa aBa pa3a B CyTKU BbI3bIBAJIO
ymenblieHne Cmax 1 AUC nmanunepunona npuMmepHo Ha 37 %. JlaHHOe yMeHbIlIeHHE BbI3BaHO
yBEJIMYEHUEM KIMpeHca nanunepugoHa Ha 35 % B pe3yiabTare MHIYKIMHU KapOama3enuHOM
nouyeyHoro  P-rmukonporenHa.  HeGosnpioe — yMeHbIIEHME ~— KOJMYECTBa  Ipernapara,
HKCKPETUPYEMOr0 B HEU3MEHEHHOM BUJE, IMO3BOJISIET MPEANOIOKUTh, YTO MPU COBMECTHOM
IPUMEHEHUN KapOaMa3enuH He3HAYUTEIbHO BiMseT Ha onocpeoBaHHblil CYP merabonusm uimm
O6uonocTynHOCTh nanunepuiona. [Ipu Ha3HaueHun kapb6aMasenuHa /103a NajJuIepuaoHa J0JDKHA
OBITH MEPEOIICHEeHA U YBEIMUYEHA IPU HeoOxoaumocTh. 1, Hao0opoT, mpu oTMeHe KapOamaszenHa
J103a MaJTuNepUI0Ha JJOHKHA OBbITh EPEOIICHEHA U YMEHbIIIEHa P HEOOXO0AUMOCTH.
[TanunepuaoH, SABISIOMMNACS KaTHOHOM NP (PU3MOJIOTHYECKUX 3HaYeHUsAX pH, skckpetupyercs
IIPEUMYIIECTBEHHO B HEM3MEHHOM BHJE IOYKAMM; IPH ITOM OKOJIO TOJOBHHBI JKCKPELNHU
NPUXOJUTCS Ha JOJI0 (PUIbTpallMM W OKOJIO TOJIOBUHBI — Ha JIOJNIO AKTUBHOM CEKpeluu.
[IpuMmeHeHre nNanunepuoHa OJHOBPEMEHHO C TPHUMETONPHUMOM, KOTOpBIM, Kak H3BECTHO,
UHTUOMPYET AaKTHUBHBIM TOYEYHBIH TPAHCHOPT KAaTHOHHBIX MpPENapaToB, HE BIMUAJIO Ha
(apMaKOKUHETUKY MaJIUIEPHJIOHA.

[Ipy oHOBpPEMEHHOM HaszHauyeHuH mnpenaparta Musera® B nosupoBke 12 mr 1 pas B JeHb H
TabJIETOK HATPUs IUBAJIIPOEKCa MPOJIOHTUPOBAaHHOTO AercTBud (2 Tabnetku nmo 500 mr 1 pa3 B
neHb) Habmoanochk yBenndeHne Cmax 1 AUC nanunepunona Ha 50 %. Crnexyer paccMOTpeTh
BO3MOKHOCTh yYMEHBIIEHHs J03bl mnpenapata Mupera® mpu oJHOBPEMEHHOM HA3HAYEHMH C
BaJILIIPOATOM Ha OCHOBAHMM KJIMHUYECKON OLIEHKH MalMEeHTA.

Oonospemennoe npumeHenue NAIUNEPUOOHA U pUCNepuooHa He OBbLIO MPEAMETOM Hay4YHBIX

uccienoBanuil. [lanunepuion sBIseTCS aKTUBHBIM META0OJIUTOM PUCIEPUIOHA, U TTO3TOMY HpU
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OIHOBPCMCHHOM HCIIOJIb30BAHNU MAJTUIICPHUIOH

NaJunepuoHa B KPOBH.
OonospemenHoe  NpuMeHeHue  NAIUNEpPUOOHa €  ncuxocmumynamopamu  (Harpumep,
METHI()EHUIaTOM) MOXET MPHUBECTH K IMOSBICHUIO SKCTPANUpPaMUIHBIX CHMITOMOB IpHU

KOPPEKTHPOBKE JI03bI OJJHOTO MIIH 000MX MpenapaToB.

Oco0ble ykazaHus

3y10KayecTBEeHHBIN Helponenruueckuii cuaapom (3HC)

N3BecTHO, YTO aHTUIICUXOTUYECKHUE TIpenapaThl, BKIOYas MAUIEPUI0H, MOTYT BbI3biBaTh 3HC,
KOTOPBIA XapaKTePU3YEeTCsl TUIIEPTEPMUEH, PUTHIHOCTHIO MBIIII, HECTAOMIBHOCTHIO (DYHKIINU
BEreTaTHBHON HEPBHOI CHUCTEMbI, YTHETEHHEM CO3HAHMsI, a TaKKe TMOBBIIICHHEM B CHIBOPOTKE
KOHIeHTpanui kpeatuHdochokuHaszpl. Y mnanueHtoB ¢ 3HC Moryr BO3HHMKAaTh Takke
MHUOTJIOONHYpHs (padJOMUOIN3) U OCTpasi MOYeUHass HEJAOCTaTOYHOCTh. [IpU BO3HUKHOBEHHH Yy
ManueHTa OOBCKTUBHBIX WM CyOBeKTUBHBIX cuMiToMoB 3HC HeoOXomumMo HEMEIJICHHO
OTMEHUTH BCE aHTUIICUXOTHYECKHUE TIPerapaThl, BKIIOYAs IMATATICPUIOH.

I1o3aHss I[I/ICKI/IHG?»I/IH/ SKCTparitMpaMuJHbIC CUMIITOMBI

[Ipenapatel, oOnamaronIKie CBOWCTBAMH AHTArOHUCTOB JO(PAMHUHOBBIX pELENTOPOB, MOTYT
BBI3BIBATH ITO3/IHIOI0 JUCKUHE3UIO, KOTOPAsk XapaKTePU3yeTCsl pPUTMUYECKMMHU HENPOU3BOJIBHBIMU
JBYDKEHUSIMH, IPEUMYIIECTBEHHO S3bIKa W/WJIM MUMUYECKON MycKyJaTypbl. [Ipy BO3HUKHOBEHUH
y TanueHTa OOBEKTHBHBIX WM CYOBEKTUBHBIX CHMITOMOB, YKa3blBAIOUIMX Ha IMO3HION0
JTUCKUHE3MI0, HY)KHO pacCMOTPETh IeJeCO00pa3HOCTh OTMEHBl BCEX AaHTUIICHUXOTUYECKUX
IIpenapaToB, BKIKOYAs MAJIUIIEPUIOH.

OKCTpaIupPaMUIHBIC CHMITOMBI Ml ICUXOCTUMYJISTOPEI

Crenyer cobnoaaTh 0COOYI0 OCTOPOKHOCTD ITPU COBMECTHOM IMPUMEHEHUH IICUXOCTUMYJIATOPOB
(HampuMep, MeTUI(hEHH1aTa) ¢ NATUIEPUI0HOM, TTOCKOJIBKY MPU KOPPEKTUPOBKE 03B OJTHOTO
WM 000uX MpEenapaToB MOT'YT BO3HUKATh HKCTPAUPAMHUIHBIE CUMIITOMBI.

Y urenue narepsaga QT

Kak u L APYTUX AHTHUIICUXOTUYCCKUX CpCACTB, CICAYCT COGJ’IIOII&TL OCTOPOKHOCTh IIpH
HAa3HA4YCHUU IIperapara HNuBer a® nanueHTaMm C apuTMUs MM B aHAMHE3C, BPOXICHHBIM
YIJIMHECHUEM HWHTEpBaja QT U COBMCCTHOM IIPUMECHCHUH C IIpcraparamMu, YIAJIUHAOIIWUMHA

untepsan QT.
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T'unepriukeMus U caxapHbli quader

Ilpu neuennn npenapatom Hnupera®

HAOJIOAANNCh THIEPIIIMKEMHUs, CaxapHbId auaber u
YXyIIICHUE KOHTPOJIS y’KE UMEFOILIETOCs CaXapHOTo uadera. Y CTaHOBIICHHE B3aUMOCBSI3U MEXKILY
NPUMEHEHHEM aTUITUYHBIX aHTUIICHXOTUYECKUX IPENapaToB M HAPYIICHUSIMH OOMEHA TIIFOKO3bI
OCJIOHEHO MOBBIIICHHBIM PHCKOM Pa3BUTHS CaXapHOTo AradeTa y MaeHToB ¢ MHU30(peHuei 1
pacpoCTPaHEHHOCTRIO CaXapHOTro JauadeTa B OOMIEH MOMyJSIUU. YUUTHIBas 3TH (aKTOPHI,
B3aMMOCBSI3b MEXK/Y NMPUMEHEHHEM aTUIHMYHBIX aHTUIICHXOTUYECKUX TPENapaToB U Pa3BUTHEM
OOOYHBIX JICHCTBHIA, CBS3aHHBIX C THIIEPIIIMKEMUACH YCTAaHOBJICHA HE MOJHOCTHIO. Y MAIlMEHTOB
C YCTaHOBJICHHBIM JTHarHO30M CaxapHOTO JuadeTa CleayeT peryIsipHO KOHTPOJIUPOBATh YPOBEHb
roKo36l. [lanenTsl ¢ (hakTopamu prcKa pa3BHTHSI caxapHOro auadera (Hampumep, 0)KUPEHHE,
ceMmeliHas ucTopusi nquabdeTa) JOJDKHBI MMPOUTH KOHTPOJIb YPOBHS TIIFOKO3bI B KPOBU HATOINAK B
Hayase JICYCHUs U IEPUOAMYECKU BO BpeMs JIeueHHs. Y BCeX MalueHTOB He0OX0IUMO TPOBOIUTh
KIIMHAYECKHUI KOHTpPOJIb Ha HAJIWYHUEC CHUMIITOMOB THICPIIIMKEMHUU W CaxapHOro I[I/Ia6eTa.
HaHHeHTLI, Y KOTOPBIX IpPH JICUCHUN ATUIIMYHBIMU HCprOJIGHTHKaMI/I Pa3BUBAIOTCA CHUMIITOMBI
THIIEPTIIMKEMHUH, JOJDKHBI TIPOMTH KOHTPOJIb YPOBHS TIIFOKO3bI B KPOBH. B HEKOTOPBIX CiIydasx
CHUMIITOMBI THIIEPTIMKEMHUU UCUYE3IIN TIPH IPEKPAIEHUH TIPUEMa aTUITHYHBIX aHTUIICUXOTHYECKUX
MperapaToB, OJHAKO JUISI HEKOTOPBIX MAIUEHTOB TpeOyeTcs aHTHIMA0CTUYECKOE JICUCHUE,
HECMOTpSI Ha MpeKpalieHue MprueMa moJ03peBaeMoro mpemnapara.

YBenuueHne Macchl Tena

HpI/I JICUCHHUHN aTHIIMYHBIMHU aHTHUIICUXOTHKaAMH Ha6J'II-OI[aJ'IOCB SHAYUTCJIBbHOC YBCIIMUCHUC MACCHI
TCIa. H€06XOHI/IMO MMPOBOAUTH KOHTPOJIb MAaCChI TCJIa MALIUCHTOB.

I'unepnpoaakTHHEMHUS

Kak u npyrue antaronuctsl D2-1ogamMHHOBBIX pelienTOpOB, MATUIEPHIOH MOBBIIAET YPOBEHb
IIPOJIAKTHHA, W 3TO TOBBIIIEHHE COXPAHSAETCA B TEUEHHME BCEro IEepuoja Mpuema Ipernapara.
JlelicTBue manumnepuaoHa CpaBHUMO C TaKOBBIM Yy PHUCIEPHIOHA, Ipernapara, o0JaJaroIero
HauOOJIBIINM BIIMSHUEM Ha YPOBEHB MTPOJAKTUHA CPEIU JPYTUX aHTUIICUXOTUYECKUX IIPETapaToB.
['unepnponakTuHEMUs, HE3aBUCHMO OT JTHOJIOTMHM, MOXET MOAaBIATh HKcnpeccuo ['HPT
(rOHaAOTPONHUH-PUIM3UHT-TOPMOH) THUIIOTAJaMyca, YTO MPHUBOAUT K CHHKEHHUIO CEKpEIHH
TOHQJIOTPONMHOB TUNO(U30M. DTO, B CBOIO OYepellb, MOXKET MHOJABIATH PENPOAYKTUBHYIO
GyHKIUIO, Oocnadysds TMOJIOBOM CTEPOMAOreHe3 y JKEHIIMH W y MYX4YMH. Y TalMeHTOB,
MPUHUMABIINX IpernapaThl, YBEIMUMBAIOIINE YPOBEHb IMPOJAKTHHA, ObUIM 3aperucTPUpPOBAHBI

TaJIaKTOpCd, aMCHOPECA, THHCKOMACTHA U UMIIOTCHIIU. HpOI[OJ'DKI/ITCJ'ILHaSI THIICPITPOJIAKTUHEM U,
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v

aCCOIIMUPOBAHHAS C TUIIOTOHAIU3MOM, MOXKET
Y JKEHIIVH U Y MYXYHH.

HWccnenoBanus Ha KyJIbTypax TKaHe# in Vitro mokasaiu, 4To MpUMEPHO OJIHA TPETh CIy4acB paKa
MOJIOUHOM JKeJe3bl y JII0JeH MpOJIaKTUH-3aBUCUMA. JTO CJIEAYeT YUYUTHIBATh MPU Ha3HAUCHUU
MpenaparoB, MOBHIIIAIONIUX YPOBEHb IPOJIAKTUHA, MAIMEHTaM C BBIABJICHHBIM paHEe pPaKkoM
MOJIOYHOM >kene3bl. KiMHMuYeckne M SIUAEMUOJIOTMYECKUE MCCIIEN0BAaHUs, IPOBEICHHBIE 0
HACTOALIETO BPEMEHH, HE IMOKa3alld CBSI3U MEXIYy NPUEMOM aTHUIUYHBIX aHTUIICUXOTHYECKHX
mpernapaToB M oOpazoBaHueM omyxoJjiel y mofeil. OaHako HMEIoNIHecs AaHHbBIE CIHMIIKOM
OTpPaHWYCHBI, YTOOBI JACTIaTh OKOHYATEIILHBIC BHIBOJIBI.

OprocraTnyeckas THIOTEH3U

[Tanunepunon oGnanaer anb(a-O0IOKUPYIOMIEH AaKTUBHOCTBIO, M MOITOMY MOXKET BBI3BIBATh Y
HEKOTOpPBIX MAaIlMEHTOB OPTOCTATHYECKYIO TumoreHsuto. IlanmunepuaoH Heobxomumo ¢
OCTOPOKHOCTBIO IPUMEHATD Y NALUEHTOB C CEP/I€YHO-COCYAUCTHIMU 3a00JI€BaHUSIMU (HAIIpUMED,
cepAeyHasl HEJOCTATOYHOCTh, WH(MAPKT WM HIIEeMHS MHUOKapJa, HapyIICHUS HPOBOIUMOCTH
CepACYHON MBIIILbI), LEepeOpPOBACKYJIAPHBIMU 3a00JI€BaHUSAMHU, a TaKXKE C COCTOSHUIMH,
CHOCOOCTBYIOLIMMH apTepUAIbHOM TMIIOTEH3UU (Hampumep, 00e3BOKMBAaHUE, T'MIIOBOJIEMHUS U
Tepanusi aHTUTUIIEPTEH3UBHBIMHU IIperapaTamMu).

PGFVJ'ISIIII/UI TEMIICPATYPhI TCJIa

AHTHUIICUXOTHYECKUM IIperaparaM IpPUIIKCHIBAETCS TaKOM HeXenaTeNnbHbIM 3PQeKT, Kak
HapylleHHe CIIOCOOHOCTH OpraHu3Ma peryjaupoBarh TemmnepaTypy. HeoOGxoaumo cobmonath
OCTOPO’KHOCTh NpPU HAa3HAUYEHUU MNaTUNEPUIOHA MAIMEHTaM C COCTOSHUSMHU, KOTOPbIE MOTYT
CIOCOOCTBOBATh IOBBIIIEHUIO BHYTPEHHEW TeMIEpaTrypbl Tejla, K KOTOPBIM OTHOCSATCS
UHTCHCUBHas (U3MYecKas Harpys3ka, OOE3BOKMBAaHHE OpraHu3Ma, BO3JEHCTBUE BBICOKUX
BHEIIHUX TEMIIEPATyp WJIN OJHOBPEMEHHOE NPUMEHEHHE MPENapaToB ¢ AHTUXOJUHEPTHYECKON
AKTUBHOCTBIO.

IIpoTuBOPBOTHEINA dddeKT

B moxnmHWYECKUX MUCCIIeTIOBAaHUSIX OBLT BBISIBJIEH IPOTUBOPBOTHBIN (D PEKT manumnepuoHa. ITOT
sbdekr, B ciayyae ero BO3HHUKHOBEHHS Yy JIOACH, MOXET MacCKHpOBaTh OOBEKTHBHBIC U
CyOBEKTUBHBIE CUMIITOMBI TIEPEI03UPOBKH HEKOTOPHIX MPEMmapaToB, a TAKKe Takue 3a00IeBaHMs,

KaK HEIIPOXOJAMMOCTb KUIIEYHHUKA, CUHAPOM Pelie n omyxoJi rOJIOBHOTO MO3ra.

COOTEBETCTBYET DKCIMNEFTHOMY QTYETY
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[Ipuanusm

[Ipenaparelr, obnagaromue aiabda-agpeHoOIoOKupyomuMy  3ddekramu, MOTyT BBI3BIBAThH
npuanu3M. B TOCTPEruCTpPaliOHHBIX HCCIICIOBAaHHUSAX INAJIUNCPHIOHA OBUIM  IMOJTYYCHBI
COOOLICHNSI O PA3BUTUH NPUAITH3MA.

CVI/II_[I/II[aJ'IBHbIe IIOIIBITKH

B03MOXHOCTh CyHIIMJAIBHBIX MOMBITOK XapaKTepHA JJIsl MCUXUYECKUX 3a00JIEBaHUM, MTOITOMY
Tepamnus NalMeHTOB C BBICOKMM PUCKOM JIOJKHA ITPOBOAUTHCS HOJ TILATEIbHBIM HAOIIOACHUEM.
B stux cimywasx mpenapar Muera® JOMKEH BBIMHCHIBATBCS B MHUHHMAIBLHOM KOJHYECTBE
Ta0JIETOK /Il YMEHBIIEHUS PUCKA [IEPEIO3UPOBKH.

JlelikoneHusl, HEUTPONEHMSI, arPaHyJIO0IMTO3

ﬂeﬁKOHCHHﬂ, HeﬁTpOHeHPISI H arpanyJIOOUuTO3 OTMCHAIIUCH ITPU IPUMCHCHHUHU AHTUTICUXOTUYCCKUX
CpeaACTB, B TOM YUCJIC IIpU IIPUMCHCHUU IIpCIIapara I/IHBCI‘3.®. Al"paHy.]'IOI_[I/ITOS OTMCYAJICA OYCHb
PEAKO B TCUCHHUEC IMOCTPETHUCTPALMOHHBIX Ha6JIIOIIeHI/II7L HaIII/IeHTaM C KIIMHUYCCKH 3HA4YUMMbIM
YMCHBIICHHUEM KOJIM4YECTBA JIGIZKOIIHTOB B AdHaMHE3€C niim HpenapaT-saBchMoﬁ
HeﬁKOHCHHeﬁ/HeﬁTpOHeHHCﬁ PEKOMCHAYCTCA IMPOBCACHUC ITOJIHOTO aHAJIM3a KPOBH B TCUCHUC

®  OMKHO OBITH

MEPBBIX MECSIEB Tepamuu, MpeKpalieHue JjedeHus mnpenapatom HuBera
PacCMOTPEHO MIpU NEPBOM KIMHUYECKH 3HAYMMOM YMEHBIIECHUHM KOJUYECTBA JIEHKOLUTOB MPHU
OTCYTCTBUM JIpYIMX BO3MOXKHBIX NpPHUYMH. 3a TMalUeHTaMHd C KIMHUYECKH 3HAaYUMOMU
HeHTporeHnen cinenyer HaOI01aTh Ha IPEAMET MOBBILICHUs TeMIepaTypbl WIM BO3SHUKHOBEHHS
CHUMIITOMOB WH(EKIIUN 1 HAYMHATH JIEYeHUE HEMEIICHHO, TPY BO3HUKHOBEHUH TAKUX CUMIITOMOB.
[TanuenTtam c¢ TspKenoi popMoil HEWTporeHUuH (aOCOIIOTHOE KOJIMYECTBO HEHUTPOPUIOB MEHee
1x10%1) Tpebyercst orMeHnTH penapaT MHBera® 10 TeX Mop, MOKa KOMMYECTBO JTEHKOIIMTOB HE

HOPMAJIU3YyCTCA.

BenosHas TpoM003MO0aHs

[lpy mpUMEHEHHM AaHTUIICUXOTHYECKUX TMpernaparoB ObUIM OTMEYEHbl Clyyal BEHO3HOM
TpoM603MOouu. [lockoabKy MaleHThl, MPUHUMAIOIINE AaHTUIICHXOTUYECKUE Tpenaparhl, 4acTo
UMEIOT PUCK Pa3BUTHS BEHO3HON TPOMOOIMOOIINH, BCE BO3MOKHBIE (DaKTOPHI PUCKa JOKHBI OBITH
BBISIBJICHBI JI0 M BO BpeMs JiedeHMs NpenapaToM Mupera® M NOMKHBI OBITh MpeINPHHATHI

npeaynpeKaaronme MCphI.
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HHTpaonepainoHHbIN CHHIPOM Aps0I0 pal

NCJIP naGronasncst BO BpeMs MPOBEICHHUS OTICPATUBHOTO BMEIIATEIHCTBA TI0 MOBOY KaTapaKThl
y MalMEHTOB, MOJYYalOIIMX TEpamuil  IpernapaTamMu  T[PYIIbBl  aHTarOHUCTOB O~
aZpeHOPELENTOPOB.

NC/IP yBenuuuBaeT puCK BOZHUKHOBEHUS OCIOXHEHUM, CBA3aHHBIX C OPIaHOM 3PEHHUS, BO BpeMs
U II0CJIE IIPOBEICHMS OIEPAllMOHHOTO BMELIATENILCTBA. Bpad, MpOBOAAIIMNA TaKylO OIEpalulo,
JIOJDKEH ObITh 3a0JaroBpeMEHHO NPOMH(OPMUPOBAH O TOM, YTO MALMEHT MPUHUMAN WIH
IPUHUMAET B HACTOSIIEE BpeMs Ipernaparbl, 00JIaAaole aKTUBHOCTbIO AHTATOHUCTOB O1-
agpeHopenentopoB. [loTeHumManbHass 1OJb3a OTMEHBl  TEpAallMM  AHTAarOHUCTAMM  O.1-
aJpEHOPELENTOPOB IIepe]] ONEpPAaTHBHBIM BMELIATEIILCTBOM HE YCTAHOBIEHA M JIOJDKHA
OLICHUBATBCS C YYETOM PHCKOB, CBSI3aHHBIX C OTMEHOM TEpanuu aHTUICUXOTHYECKHUMH
IpernapaTami.

bepeMeHHOCTh M yX0J 3a DG6GHKOM

[TaniueHT AOMKEH YBEIOMHUTH CBOETO Bpada O OEPEeMEHHOCTH WJIM €€ ITUIAaHUPOBAHHH BO BPEMsI
nedenus npenapatom MuBera®. Cremyer co6m0aaTh OCTOPOKHOCTD IPU HA3HAYEHUH Hperapara
Nugera® xopmsmum Matepsam (cM. pasaen «IIpuMenenye npy 6epeMEHHOCTH H JTaKTaIuK ).

YiorpebiaeHue ainKorois

TlanMeHThl JOIKHBI M30€eraTh YIIOTPeOIEeHHUs alKorojis BO BpeMs JiedeHus npernapatom Musera®.

YcnoBusi, IpuBOAAIINE K YMEHBIICHUIO HaxoxaeHus npenapara B JKKT

VYcnoBus, npuBosIIMEe K yMEHbLIEHNI0 HaxoxaeHus npemnapara B JKKT, nanpumep, Gonesnu,
CBA3aHHBIC C XpOHH‘IGCKOfI I[HﬂpCCfI, MOT'YT BbI3BaTh YMCHBIICHHUEC BCACBIBAHUSA NATTUIICPHUAOHA.

TabneTkn I/IHBGFa® IIPOU3BOJAATCA C HCIIOJIB30BaHUECM TEXHOJIOTUHN OCMOTHYECKOI'O
BBICBOOOKICHHSI IEUCTBYIOIIETO BEIIECTBA, IPU KOTOPO OCMOTHYECKOE JaBlIeHUE 00eCcIIeYBaeT
BBICBOOOXKJICHHE MAJUIEPUOHA C KOHTpOJIUpyeMol ckopocThio. Cucrema, BHEIIHE
HAINlOMHUHAONIAs KaICYJOBUHYIO TaOJIETKy, COCTOMT U3 OCMOTHUYECKH aKTUBHOI'O TPEXCIOMHOTO
A71pa, OKPY>KEHHOTO IIPOMEKYTOUHOM 0007I0YKOH U MONTynpoHHIIaeMoi MemOpaHnoil. Tpexciolinoe
AP0 COCTOMUT M3 JBYX JIEKapCTBEHHBIX CIIOEB, COJAEPKAIIUX JIEKAPCTBEHHYIO CYOCTaHLUIO U
BCIIOMOTaTeIbHbIE BEIIECTBA, a TAK)KE U3 BBITAIKUBAIOLIETO CJI0S, COAECPKAIIEIO OCMOTHUYECKU
AKTHUBHBIE KOMIIOHEHTHI. Ha KyToJie co CTOpOHBI JIEKAPCTBEHHBIX CII0E€B UMEIOTCS J1BA BBIITYCKHBIX
OTBEPCTUS, C/IETAHHBIE C TOMOILBIO JIa3epa. B ey 104HO-KUIIIEUHOM TPAKTe LBETHast 000104Ka

OBICTPO PACTBOPSIETCS, BOJA HAYMHAET MOCTYIATh BHYTPh TAOJETKH 4Yepe3 MOJyNPOHUIIAEMYIO
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KOHTPOJIMPYIOIyI0 MeMOpany. MemOpana Ko
CBOIO OUYepe/Ib, KOHTPOINPYET YPOBEHb BBICBOOOK/ICHHUS JICKAPCTBEHHOT'O BEIIECTBA.

['unpoduibHbIe OMMMEPHI sapa TaOJSTKU BIHUTHIBAIOT BOAY U HAOYXaroT, IPEBPAILAsCh B Ieilb,
COJICpKAINIl TATUIEPHIOH, KOTOPBIA 3aTeM BBITAJKHBACTCS 4Yepe3 OTBEPCTHUS B KYIIOJE.
HepaCTBOpI/IMBIe KOMIIOHEHTHI TaOIETKH BBIBOJATCA U3 OpraHu3smMa CO CTYJIOM. HaHI/IeHTbI HE

JOJIXKHBI BOJIHOBATBHCA, €CJIM 3aMETAT B KaJIC YTO-TO ITIOXO0XKEC Ha Ta6HeTKy.

Bunsinne Ha ClIOCOOHOCTD YIIPABJIATH TPAHCIOPTHBIMHU CPEACTBAMH H MEXaHU3MaMH
[Manunepu0H MOKET HApyIIATh AEATEIBHOCTD, TPEOYIOUIYI0 OBICTPOI MCUXUYECKOH peakuuu, a
TaKXKe MOXET MMETh 3pHUTEIbHBIE dPQPEKTHI, TOATOMY MAUEHTaM CJIEIYET BO3JICPKHBATHCS OT

BOXACHUA aBTOMOOMIIA U pa6OTBI C MCXaHHU3MaMU.

®opMa BbIIIYCKa

TabneTKu ¢ MPOJIOHTUPOBAHHBIM BBICBOOOKICHUEM, TIOKPBITHIE 000JI0UKOM, 3, 6 11 9 MT.

ITo 7 Tabnerok B 6mucrepe u3 OITA-An- IIBX/An ¢ 3ammTOl OT BCKPHITHS JICTHhMHU.

[To 4 unu 8§ GnUCTEpPOB BMECTE ¢ MHCTPYKIMEH MO METUIIMHCKOMY NMPUMEHEHHIO B KapTOHHOU
navke. Bo3aM0OXHO HalTu4me KOHTPOJIS TIEPBOTO BCKPBITHUS B BUJIC HAKIICHKH/HAKIIEEK (C OJTHOM WIIH

C 2-X CTOPOH KapTOHHOW MayKH).

Cpoxk rognocTu

2 roaa. He MMPUMCHATH IOCJIC UCTCYCHHUA CPOKa T'OJHOCTH.

YciaoBus XxpaHeHus
Xpanuts npu remneparype ot 15 no 30°C.

XpaHUTb B HENJOCTYITHOM ISl IETEH MECTE.

YcaoBust ormycka

ITo peuenrty.

IIpousBoaurenn
IIpouzso0cmeo 2omoegoil 1ekapcmeenHol hopmol:

SAnccen-Cunar Manygskaypunr, JIJIC,
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Creiit Poyn 933, km 0,1,
Meiimu Bapn, I'ypa6o, [Tyspto-Puxo (ITP), 00778, Coeaunennsie IlItater (CLLIA)
Buinyckarowuii Konmpons kauecmea u ynakogka.

Snccen Cunar C.arA.,

yi. C. Succen, 04100 bopro C. Muxkene, Jlatuna, Utanus

BJiajesen perucTpanMoHHOI0 YI0CTOBepeHus / OpraHu3amnusi, IPUHUMAKINAS PEeTeH3NH:
000 «/Ixxoucon & JIxoncon», Poccus,

121614, r. Mocksa, yn. Kpeutatckas, a. 17, xopr. 2

KoHnTaktHbIe TenedOHBI:

Temn.: (495) 755-83-57

dakc: (495) 755-83-58



