COOTBETCTBYET 3KCNEPTHOMY OTUYETY
ot 16.11.2023 N= 23215

WHCTE yKHH}In QOCNEOQBATENEHOCTE 0001)

10 MEJUIIMHCKOMY ITPUMEHEHUNIO JIEKAPCTBEHHOI'O IIPEITAPATA

3EJIOKC®

PerncrpanuoHHblii HOMep:
Toprosoe HaumeHoBanue: 3ennokc®

Me:kayHapoaHOe HeIATEHTOBAHHOE UJIU I'PYNNIMPOBOYHOE HAMMEHOBaHue: 3UMPACUI0H
JlekapcTBeHHast popma: KarcyJibl

CocraB Ha 1 kancyay

o3upoexa 20 me:

Heticmsytowee sewjecmso: 3unpacuioHa TUAPOXIJIOpUIa MOHOTHApAT 22,65 Mr (3KBHBAJIEHTHO
20 Mr 3UMpacuIoHa).

Bcnomozamenvuvie  gewjecmea: nakTo3pl MoHoruzapar 66,10 Mr, kKpaxmal KyKypy3HBIH
npexenaruausupoBanueiii 10,00 mr, Mmaraus creapar 1,25 mr.

Kopnyc kancynvr: Tutana nuokeun 3,0000 %, sxenatun s 100 %.

Kpoviueura kxancynor: Turana guokeun 3,2841 %, uaauroxapmus 0,3821 %, xenatun s 100 %.
Jo3upoexa 40 me:

eticmeyowee eewyecmeo. 3unpacuiona ruapoxyiopuaa MoHoruapar 45,30 Mr (3KBUBaJICHTHO
40 Mr 3umnpacuaoHa).

Bcnomozamenvuvie eewjecmea: nakTo3pl MoHoruzapar 87,83 Mr, Kpaxmal KyKypy3HBIH
npexenatuHu3upoBanHeiid 15,00 mr, Mmaraus creapar 1,87 mr.

Kopnyc kancynor: Tutana quoxcun 3,2841 %, uampurokapmus 0,3821 %, sxenarun (s 100 %.
Kpviueura kancynor: Tutana nuokeun 3,2841 %, uangurokapmus 0,3821 %, sxenatun s 100 %.
Jo3upoexa 60 me:

eticmeytowee eewyecmeo. 3UNMPACUIOHA THAPOXIJIOPHIA MOHOTHUAPAT 67,95 Mr (SKBHBaJIEHTHO
60 MT 3UTIpacuIoHa).

Bcnomozamenvuvie ewjecmea: naxkrto3pl MoHorugpar 131,74 wr, kpaxman KyKypy3HBIH
IpeKeNaTUHU3UPOBaHHbIN 22,50 Mr, MmarHus creapart 2,81 mr.

Kopnyc kancynor: Tutana quoxcun 3,0000 %, sxenatun s 100 %.

Kpvuueura kancyner: Tutana quokcua 3,0000 %, xematun s 100 %.

Jo3upoexa 80 me:

eiicmeyrowee eewyecmeo: 3unpacugona ruapoxyiopuaa MmoHoruapar 90,60 mr (3KBUBaJIE€HTHO

80 MT 3umpacuoHa).
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npexxenarnHusupoBanHblid 30,00 mr, maraus creapar 3,74 mr.

Kopnyc kancynvr: Tutana quokeun 3,0000 %, sxenatun s 100 %.

Kpvuueuxa kancynei: Tutana quoxkeuna 3,2841 %, unauroxkapmu 0,3821 %, xenatun gs 100 %.
Yepuuna (Tek SW-9008): memnak 24-27 %, stanon 23-26 %, uzonpomnanoa 1-3 %, 6yranon
1-3 %, nponunenrnukonb 3-7 %, Boga 15-18 %, ammuak Boaubld 1-2 %, Kamus THUAPOKCHUT

0,05-0,1 %, xpacurens xene3a okcu1 4YepHbIid 24-28 %.

OnucaHue: TBEP/bIC )KEJTATHHOBBIC KAICYJIbl ¢ «3aMKOM» M Haamuchio «Pfizer» na kpbiiedxe
KaricyJibl.

JHozupoBka 20 mr: pasmep Ne4, kpsiiieuka royooro 1seta ¢ Haanucbio Pfizer, kopmyc Gemoro
1BeTa ¢ Haanuchlo «ZDX 20». O6e Haanucu HaHECEHbI YEPHBIMHU YEPHHIIIAMHU.

Josuposka 40 mr: pazmep Ned, kpritiieuka royiyooro mBera ¢ Haamnuceio Pfizer, kopmyc romy6oro
nBera ¢ Haanuchlo «ZDX 40». O6e Haanucu HaHECEHbI YEPHBIMU YEPHUIIAMHU.

JosupoBka 60 mr: pazmep Ne3, kpsitieuka 6e1oro mpera ¢ Haanuckio Pfizer, kopmyc 6esoro msera
¢ Haanmuckto «ZDX 60y». O0e HaanmucH HAaHECCHBI YSPHBIMU YEPHHUIIAMH.

Josuposka 80 mr: paszmep Ne2, kpsliiedka roryooro mBera ¢ Haanucbio Pfizer, kopmyc 6emoro
1BeTa ¢ Haanuchlo «ZDX 80». O6e Haanucu HaHECEHbI YEPHBIMU YEpPHUIIAMHU.

ConepkuMoe Karcyi: ChIITyYUd KPUCTAUTMYECKUN TOPOIIOK OT Oeloro 10 MOoYTH Oeoro ¢

PO30BATBIM OTTCHKOM I BCTA.

(I)apMaKOTepaneBaneCKaﬂ rpymnmna: TICUXOJICIITUKH, AHTUIICUXOTHUYCCKUC CpCaAcCTBa;
IMPON3BOJAHBIC MHOOJIA.

Koa ATX NOSAE04

DapMaKoJIOrHYecKue CBOMCTBA

Dapmakoounamuxa

3unpacuIoH 00JamaeT BBICOKUM CpPOJICTBOM K AodamMuHOBBEIM perentopam tumna 2 (D2) u
CYIIECTBEHHO 00Jiee BHICOKUM CPOJICTBOM K CEpOTOHMHOBBIM penentopam tuma 2a (5HT24). ITo
pe3yiabTaTaM  IO3UTPOHHO-O3MUCCHOHHOM Tomorpadpuu (IIOT) wuepes 12 uyacoB mocie
omHokpaTHoro mpuema 40 Mr mpemapara OJOKaga CEpOTOHMHOBBIX PELENTOPOB THIIA 2A
cocrasisiia 6osee 80 %, a peuentopoB D2 — 6osee 50 %. 3urnpacuioH TakKe B3aMMOACHCTBYET C
cepoToHMHOBbIMU penentopamu SHTzc, SHTip m 5HT1a, mpuueM ero cpoicTBO K 3TUM
peLenTopaM paBHO €ro CpPOACTBY K peuentopy D2 mau mpeBblmaeT ero. 3unpacuion o0nanaer

YMEpPEHHBIM CpOJICTBOM K HEWpOHaJIbHBIM TPAHCIIOPTEPAM CEPOTOHMHA U HOpaJApEHAINHA.
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3uIpacusion JAEMOHCTPHPYET YMEPEHHOE CpPOICTBO ﬁ”ﬁ%&@%ﬁo@m&%éﬁﬂ&éﬁ :HM) "

anpda(l). 3umpacupoH JAEMOHCTPUPYET HE3HAUUTEIBHOE CPOJCTBO K MYCKapHHOBBIM
peuentopam M(1).

[ToxazaHo, 4YTO 3UMPACUAOH SIBISETCS AHTATOHHCTOM KaK CEPOTOHMHOBBIX PELIETITOPOB THMA 2A
(5HT24), Tak u nodamuuHoBBIX perentopos tuma 2 (D2). [Ipeanosnaraeres, 4To TepaneBTHUYESCKUI
addekT mpenapara YaCTUYHO OIMOCPEAOBAH 3TUM KOMOWHHPOBAHHBIM aHTArOHHUCTHYECKUM
JIeMCTBUEM. 3UMPACUIOH TAKKE SIBISETCS MOUTHBIM aHTaronuctoM peuentopoB SHT2c u SHT1p,
MOIIIHBIM aroHucToM peuenrtopa SHT1a u uHruOUTOPOM O0OpPATHOrO 3axBaTa HOpPAApPEHAIMHA U
CEpPOTOHHMHA HEHPOHAMH.

DapmakoKunemuxa

Bcacvisanue

[Tocne mepopanbHOro MpreMa HECKOJIBKUX J03 3UMPACUI0HA C MUIIEeH MUKOBbIE KOHIIEHTPALIUU B
CBIBOPOTKE KPOBU OOBIYHO HAOIIOJAIKCh Yyepe3 6-8 yacoB MOCIe MOIy4eHUs 103bl. AOCOMIOTHAS
OMO0CTYITHOCTE 70361 20 MT Tipu npueMe ¢ muiei cocrapisieT 60 %. dapMaKOKMHETHYSCKUE
WCCJICIOBAHMSI TPOJICMOHCTPHPOBAIH, YTO OMOAOCTYITHOCTH 3UIpacKI0Ha rossinaercs o 100 %
B IPUCYTCTBUH MUIH. [[03TOMY peKOMEH0BaHO MPUHUMATH 3UMIPACHU]IOH BMECTE C MUIIEH.
Pacnpeoenenue

O06beM pacripenieneHus coctapiser npudnusurensHo 1,1 n/kr. 3unpacuaon Oonee yeM Ha 99 %
CBSI3BIBACTCS C OCIKaMU CBIBOPOTKH KPOBH.

buompancgopmayus u snumunayus

Cpennuii KOHEYHBIN MEPHOJ TMONYBBIBEICHUS 3UIMPACHIOHA TOCIE MEPOPAIBHOTO TMpuemMa
cocraBisieT 6,6 yaca. PaBHOBecHass KOHIIGHTpamus JAOCTUTaeTcs B TeueHue 1-3 gHeit. Cpemnee
3HAUYCHHE KIUPEHCAa 3UIMPACHUOHA TPH BHYTPUBEHHOM BBEJIEHUU COCTABISECT S5 MJI/MUH/KT.
[Tpumepro 20 % 10361 BEIBOJUTCS C MOYOH U IpuMepHO 66 % — ¢ KasloM.

VY manueHToB, MPUHUMAMOIIMX Tpenapar ¢ MUIIeH, 3UMPACUAOH JEMOHCTPUPYET JTHHEHHYIO
KHHETUKY B TepaneBTHIeCKoM auana3one 103 40-80 mr 1Ba pa3a B CyTKH.

3unpacuioH SKCTEHCUBHO METa00JIM3UPYyeTCs MOCIie MepopaIbHOro MpreMa, 1 JIUIIb HeOO0JIbIIoe
KOJIMYECTBO BBIBOJUTCS ¢ Mouoii (<1 %) wu ¢ kanom (< 4 %) B Hen3sMeHeHHOM Bujie. Kiupene
3UMPACUAOHA TPOTEKAET IMOCPEJICTBOM MPEUMYIIECTBEHHO TpPEX METa0ONWYeCKUX MyTed, B
KOTOpPBIX O00pa3yeTcsi YeThlpe€ OCHOBHBIX LHUPKYJIUPYIOIIUX MeTaboiuTa: Cyab(oKcus
oensm3ornazonmunepasuHa  (BUTIT), cynsdon BUTII, cynbdokcun sumpacumoHa u
S-metunauruaposurnpacuiod. Jlons 3unpacuoHa B HEU3MEHHOM BHUJIE COCTaBIsIET OK0Jo 44 %
0T OOIIEro Cofiep KaHus BEIIECTBA U €r0 METaOOJIIUTOB B CBIBOPOTKE KPOBH.

3unpacuion TJIaBHBIM 00pa3oM MeTa0OMU3HUPYeTCs JBYMS IYTSIMHU: BOCCTaHOBJIEHHE U

METHJIMPOBaHKE ¢ 00pa30BaHUEM S-METUJIIUTHAPO3IUIIPACUIOHA, HA JTOJII0 KOTOPBIX MPUXOAUTCS
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OKOJIO IBYX TpeTel MeTab0Jn3Ma, U OKUCTUTEIpHBIN Mé&%ﬂﬂ%'egﬁgégwﬂjﬂ'ﬁ BETI‘ABIHII cs

tpeTh. McenenoBanus N VItro ¢ MCrnosib30BaHUEM CYOKIICTOUHBIX (DpaKLUil MEUeHH 4YeloBeKa
MOKa3bIBAIOT, YTO S-METHJIIUTUAPO3UIPACHIOH 0Opa3yercsi B JBa 3Tama. OTH HCCIEIOBAHUS
[I0Ka3aJiy, 4TO MEPBBIN 3Tall ONOCPEA0BaH IJIaBHBIM 00pa30M XHMHUYECKUM BOCCTAHOBJICHHUEM 32
CYeT IJIyTaTHOHA, a TaKkkKe (PepMEHTAaTHBHBIM BOCCTAHOBJIEHHMEM 3a CUET allbJEeTHJI0KCHA3bI.
BropbIM 3Tanom sBisieTcsi MeTHIIMPOBaHUE THOIMETHITPaHchepa3oi. B uccienoBanusx in vitro
obu10 mokazaHo, uto CYP3A4 sBnsercs ocHOBHBIM nM30(pepMeHTOM nutoxpoma P450, koTopsrii
KaTaJIM3UPYeT OKMCIMTEIbHBI METa0O0IM3M 3UIPACUI0HA C BO3MOXKHBIM HECYLIECTBEHHBIM
yuactuem CYP1A2.

3urpacuion, S-METWIIUTHIPO3UNPACHIOH U 3UIPACHIOHA CYIb(OKCHI MO JaHHBIM in Vitro
UCCJIEJOBaHUM 00J1aJal0T CXOIHBIMHM CBOMCTBAMHU, KOTOPbIE MOTYT CIIOCOOCTBOBAThH YAJUHEHUIO
untepBasia QTc. S-MeTmIUruAPO3UNpPacuI0H BEIBOAUTCS, IIABHBIM 00pa3oM, yepe3 KUILEUYHUK,
IPEUMYILIECTBEHHO MyTEeM JKCKPELHHU C JKETUbI0 MPH HE3HAYUTEIbHOM YYacTUU MeTaboiIu3Ma,
katanmsupyemoro m3odepmenrom CYP3A4. DnumuHammst 3urnpacuioHa cyibhokcuaa
OCYIIIECTBJISIETCSl IYyTEM IOYEYHON 3KCKPELHMH U BTOPHUUYHOMY META0O0JIM3MY MOJ JEeHCTBUEM
uzopepmenta CYP3A4.

Ocobvie kamezopuu nayueHmos

®apMaKOKMHETUYECKUN CKPUHUHT HE BBIABMJ KAKUX-TUOO CYIIECTBEHHBIX pa3iMuuil B
(apMaKOKUHETHKE y KYPAIINX ¥ HEKYPSIIUX ITalUEHTOB.

B (apmakokuHeTHKe 3UnpacuioHa He Ha0JII0JaI0Ch HUKAKMX KIMHUYECKH 3HAYMMBbIX Pa3Indui
[0 BO3PAaCTHOMY MWJIM NOJOBOMY MpHu3HaKy. PapMakOKMHETHKA 3UIPACHIOHA Yy MAalMEHTOB
nerckoro Bo3pacta otT 10 mo 17 net Obuia aHATOTUYHOW (hapMaKOKMHETHKE Y B3POCIBIX TMOCIHE
KOPPEKTUPOBKHU J103bI NIpenapara o Macce Tefa.

B noareepxaenue Toro (akta, 4To MOYEUHBIH KIMPEHC UTPAET OUYE€Hb HE3HAYUTEIBbHYIO POJIb B
o0mieM KJIMpeHce, NP MpHeMe 3UMPACHI0Ha MAIMEHTAaMH C Pa3IMYHON CTENEHbIO MOYEeYHOH
HEJ0CTAaTOYHOCTU HE HaOJI0JIaoCh MPOrPECCUBHOTO MOBBILICHUS BO3ACHCTBUS 3UIPACHIOHA.
YpoBeHb BO3ACHUCTBUS y TTAIIMEHTOB C JIETKUM (KIIMpeHc KpeatnHrnHA 30-60 M/MUH), yMEpEHHBIM
(xnmupenc kpeatnuHuHa 10-29 Mui/MuH) M TsOKenbIM  (TpeOYIOUIMM TNPOBEACHHS JUANIN32)
HapylmeHueM (yHKIMHM 1ouek coctaBisn 146 %, 87 % u 75 % oT ypoBHS BO3ACHUCTBUS Y
3JIOPOBBIX MAIIMEHTOB (KIMPEHC KpeaTnHrHA > 70 MJI/MHH) TIpH ipHeMe epOpabHbIX 103 20 MT
2 p/cyT B TeueHHe ceMu JHEeH. DaKT MOBBIIICHHUS Y TUX MAIMEHTOB KOHIIEHTPAIIMH METa0O0IUTOB
B CBIBOPOTKE KPOBU HE YCTaHOBJIEH.

[Tpu BBI3BaHHOM LIMPPO30M HapylIeHUH (QYHKIMHU MedeHu (kiaaccel A uinu B no mkane Yaitnga-
ITb10) OT J1€TKOM O YMEPEHHON CTENEHU KOHIIEHTPALUHU 3UIPACHI0HA B CBIBOPOTKE KPOBU 1OCIIE

nepopainpbHoro mnpuema ObuiM Ha 30 % BbIlIe, a KOHEYHBIH MNEPHUOJ TMOITYBBIBEACHHS ObLI
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NPUGMBHTENBHO HA 2 Waca JUTMHHEe, YeM ) 370poBbix TARMEHTOB Biifstite! HApyTlenus

(GYHKLIMY IEYeHH Ha KOHIIEHTPAIMIO METa0OIUTOB B CHIBOPOTKE KPOBU HEM3BECTHO.

IHoka3anusi K NpUMeHEeHUI0

- 3unpacuI0H OKa3aH sl JICYCHUs N30 PEHUH Y B3POCIIBIX.

- 3umpacuIon TOKa3aH I JICYCHUS MAHHAKAIBHBIX WM CMEIIAHHBIX SIH307I0B YMEPEHHON
CTCTICHH TSDKECTH TIPH OUTIOJISIPHOM PACCTPOIMCTBE Y B3POCIBIX MAIMEHTOB, IETEH U MOIPOCTKOB
B Bo3pacte 10-17 ner. DddexTuBHOCTh MPUMEHEHHUS 3UIPACUIOHA C LEIbI0 MPO(PHIAKTHKA

3IIKU30J0B 6I/IHOJ'I$IpHOFO paCCTpOﬁCTBa HC YCTaHOBJICHA.

IIpoTuBoNOKa3aHus

- 'unepuyBCTBUTENBHOCTD K ACHCTBYIOLIEMY MJIH JIIOOOMY U3 BCIIOMOTaTeNbHbIX BEILECTB.

- YcraHOBIeHHOE yauMHeHue uarepsaia QT.

- BpoxxaeHHsIii CHHIpOM yanuHeHHOTo nHTepBana QT.

- HenaBHO mepeHeceHHbI OCTPhIi HHPAPKT MUOKap/A.

- JlekoMIieHCUpOBaHHas cepliedHasi Hel0CTaTOYHOCTb.

- ApUTMHUH, TIPU JICUEHUH KOTOPBIX UCIONB3YIOTCS aHTHAPUTMUYECKHE Mpenapatsl kinacca |1A u
M.

- ConyTCTBYIOIIAs Tepanus MpernapaTaMu, KOTOPbIE MOTYT BBI3bIBATh y/uIMHEHHE nHTepBaia QT,
TaKMMU KaK aHTHapUTMHUecKue npenapatsl kiaccoB |A u 11, Mpiibsika Tpruokcua, rano(anTpuH,
JIeBOMETaIuIIa aleTar, Me30pHUIa3uH, THOPUJA3UuH, TUMO3U], criap@IIoKCcaluH, raTu(IoKcauH,
MOKCH(IIOKCAIlMH, T0JlaceTpOHA Me3WIaT, Me(DIOXMH, CEPTUHION WM IU3ANpH[ (CM. pa3lIenbl
«Oco0ble ykazaHus» u «B3zanuMopeiicTBue ¢ APYTUMHU JIEKapCTBEHHBIMU CPEICTBAMMI).

- HenepenocuMocTh  JaKTO3bI, TalakTO3bl, JEPUUUT JaKTa3bl, TJIFOKO30-TaJaKTO3HAs
MababCcopOITHs.

- 3UTNpacua0H HE MOKa3aH IS JICYCHUsT MaHWAKaIbHBIX WM CMEIIAHHBIX MHU30/I0B YMEPEHHOMH

CTENEeHH TSKECTH MPHU OUTIOJIIPHOM paccTpoicTBe y manueHToB muamie 10 ser.

C 0CTOPOKHOCTHIO

Crnenyet co0ito1aTh OCTOPOKHOCTh NPU MPUMEHEHMU 3UIIPAcHIOHA Y MAIlMEHTOB C TSDKEIOon
MEeYECHOUYHON HEIO0CTaTOYHOCTHIO, CYIOPOTaMU B aHAMHE3€, CaXapHbIM JAUA0ETOM, Yy TAllMeHTOB
TpYyHIibl pUCKa aCHHpaHHOHHOﬁ MMHCBMOHUWH, Y MTAIUCHTOB C NOBLINICHHBIM PUCKOM MHCYJIbTA.

C 0c0060if OCTOPOKHOCTBIO CJIEAYyeT NPHUMEHSTH 3UIIPACHIOH Y TAIlUEHTOB, CTPATAIOIINX
W3BECTHOM CEPACUHO-COCYAMCTON MATOJIOTHEH (C HATMYHUEM B aHaMHe3¢ HH(papKTa MHUOKap/1a WK

UIIIEMUYECKOM 0O0JIE3HU Cep/la, CEpACUYHON HEAOCTATOYHOCTH HITH HAPYIICHUH TPOBOJIUMOCTH),
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1epeOpOBaCKYIAPHON TATOJIOTHEH WM JIPYIUMH cdéto mﬁgﬁlaﬁﬂ_@%gééﬁam?ﬂd{u

MY OTUETY

TUIIOTCH3MK (JeTHIpaTalieii, TUIOBOJCMHEH, a TAKXKe IMOJIyYaloIIUX JAPYIHe TMIIOTCH3UBHBIC
CpelcTBa).
3UIpacuion ClIeAyeT MPUMEHSATh C OCTOPOYKHOCTHIO y TMAIMEHTOB C HIIKE TEPEUUCIICHHBIMU
(dakTOopamMu prcKa, KOTOPBIE MOTYT YCYT'YOUTh BO3MOYKHOCTh BO3HHKHOBEHUS MTAPOKCHU3MAIbHOU
xenynoukoBoi aputmun (torsade de pointes):

e Opamukapaus,

® DJIEKTPOJIMTHBIN AUCOaaHC,

® OJHOBPCMCHHOC MPUMCHCHUC C APYIUMHU IIperiapaTaMiu, YAJINHAIONIUMA UHTCPBAJl QT

IIpumeHeHnne npu GepeMEHHOCTH M B IIePUO/I TPYAHOT0 BCKAPMJIUBAHHUSA

HccenenoBanus penpoayKTUBHOM TOKCHMYHOCTH HA DKCIIEPUMEHTANBHBIX KUBOTHBIX ITOKa3aJv
HEeOJIaronpusATHOE BIMSHUE HA PENPOLYKTUBHYIO (DYHKIMIO U IPUMEHEHHUHU B /103aX, KOTOPbIE
ObUIN YK€ TOKCHYHBI JJI1 MaTEPUHCKOTO OpraHu3Ma U/WiIy NPUBOANIN K CEAaTUBHOMY (D (DeKTy.
TepartoreHHble CBOMCTBA HE JOKA3aHBI.

Ipumenenue npu bepemennocmu

HccnenoBanust ¢ y4yacTueM O€peMEHHBIX IKEHIIMH HE MPOBOAMINMCH. 3WUIPACUOH He
peKoMeH/yeTcs Ha3HayaTb BO BpeMs OEpeMEHHOCTH, 3a MCKIIOYEHHEM CIly4daeB, KOorja
0’KHMJIaeMasl I0JIb3a OT €r0 NPUMEHEHMS JUI MAaTepy MPEBBIIACT MMOTEHUHAIbHBIM PUCK IS
107a.

Hngpopmayus 6 omnowienuu 6ce2o K1acca aHmMuncuxomuyeckux npenapanmos

HoBoposxeHHbIe, KOTOpBbIE B TPEThEM TpUMECTpe OEpeMEHHOCTH IMOJIBEPrajluCh BO3ICHCTBUIO
AHTUIICUXOTHYECKUX IpernapaToB (BKIOYasi 3UMPACHI0H), UMEIOT MOBBIIIEHHBIN PUCK pa3BUTHUS
He)KeNaTeNIbHbIX peakiuii, BKIYasi SKCTpanupaMuIHble CUMOTOMBI U (WJIH) CHHAPOM OTMEHBI,
Pa3iIMYHOM CTENEHU TSHKECTU U IPOAODKUTEIIBHOCTH B MEpHOA Mocie poxkaeHus. Mmerorcs
COOOIIEHUS O CIy4asX pa3BUTHUS aKUTAIUW, TUIIEPTOHYCA, TUIIOTOHYCA, TPEMOpa, COHJIMBOCTH,
pPECIIMPATOPHOTO JIUCTPECC-CUHAPOMA M PACCTPOMCTB MNHUTaHMS. B CBA3M C 3TUM, Takue
HOBOPO’K/IEHHbIE JOJKHBI HAXOAUTHCA MOJ THIATENLHBIM HabmoaeHueM. 3enaokc® He ciemyer
IPUMEHSTHh BO BpeMsi OEpEeMEHHOCTH 32 UCKIIIOUEHHEM CllydaeB KpaitHel HeoOxoaumoctu. [lpu
HEOOXOMMOCTH OTMEHBI IIpernapara B Iepuoa OepeMEeHHOCTH, He cjeayeT JenaTh 3TO

OJHOMOMCECHTHO, HGO6XO)II/IMa IOCTCIICHHAad OTMCHaA ITperiapara.
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IIpumenenue 6 nepuod 2pyoHo2o 6CKAPMIAUBAHUR (MOCNEOOQBATENEHO

C Tﬁ 0001)

AJIEKBaTHBIX U XOPOIIO KOHTPOJUPYEMbIX KIMHUYECKHUX HCCIIEIOBAHUM Y JKEHIIHUH B MEPUOJ
JAKTalMM HE TpoBOAMIOCh. COrjacHO OrpPaHUYEHHBIM JAHHBIM 3HUIPACHIOH TPOHUKAET B
IPYAHOE MOJIOKO.

[TarueHTKaM creyeT peKOMEHA0BaTh BO3JAEPKUBATHCS OT KOPMIICHHSI IPYAbIO BO BpeMs puemMa
sunpacugona. Ecnu jgeueHne HE0OXOIUMO MPOJOIKUTh, TO TPYAHOE BCKapMIIMBAHHE CIIEAYET
MIPEKPATHUTb.

DepmunbHocmo

AJIEKBAaTHBIX U XOPOIIO KOHTPOJIUPYEMBIX KIMHUYECKUX UCCIEIOBAaHUH Y )KSHILUH U MY>KUYUH HE
IIPOBOAMIIOCH.

KonTpamemnius: KeHIIUHAM, CIIOCOOHBIM K JETOPOXKIACHHUIO, KOTOPHIC IMOJIYYAlOT 3UITPACHJIOH,

CJICAYCT pCKOMCHAOBATH IIPUMCHCHUC HAJICIKAIICTO METOJa KOHTPALCIIIINU.

Cnocod npuMeHeHHs U 103bl

Hns npuema BHYTpb. Karmcynbl cienyeT mpuHUMAaTh BO BPEMsl €bl W TJIOTATh LEJTUKOM, HE
pa3KeBbIBAsI, HE U3MEJIbYasl U HE OTKPbIBAs 3apaHee, TAK KaK 3TO MOXKET MOBJIUATh HA BCACHIBAHUE
npenapara.

Bspocnvie

PexomengoBanHasi 1032 B OCTPOM Mepuojie IMHU30QPEHUU U OUIOJIAPHOTO PaCCTPONCTBA
cocraBisieT 40 Mr J1Ba paza B CyTKM BO Bpems mpuema nuiiu. CyTodHasl 103a BIOCIEICTBUU
MO3KET OBITh CKOPPEKTUPOBAHA Ha OCHOBAHUM KIIMHUYECKOTO CTAaTyca OTACNbHBIX MallueHTOB J10
MaKCUMaJIbHOM 10361 80 MT J1Ba pa3a B CyTKH. [Ipu HE0OX0AMMOCTH CyTOUHAs 1032 MOXKET OBITh
MOBBIIIIEHA 10 MAKCUMAaIbLHOM B TeueHHe 3 JHEM.

qpes’ebmaleo 6AJICHO HE npesbliudnib MaxKCumaibHyO 603)/', NOCKOJIbKY l’lDOd)LUlb bezonacrocmu

He Obll noomeeparcoer st 003 eviue 160 me/cym, a npumenenue 3unpacudona moacem _Ovlimv

accoyuuposearo C 00303a8UCUMbBIM V@JluHeHueM uHmepeania orT (CM. Da30€Jlbl

«IIpomusonoxazanusy u «Ocobule VKCIS’CZHM}I))).

B kadecTBe momnepkuBamIIeld Tepanuu MHU30PPEHUU: CIEAyeT Ha3HA4YaTh MHUHUMAIbHYIO
7 (deKTUBHYIO 103y; BO MHOTHX Ciydasx jgo3a mpemapata 20 mr 2 pasa B CyTKH SBISETCS
JIOCTaTOYHOM.

Ilpumenenue y oemet

bunoasgpHoe paccTporcTBO

Pexomenayemas ctapToBas 103a Ui JI€UEHUSI OCTPOro OUMOJSPHOTO PACCTPONCTBA Y NAIIIEHTOB
netrckoro Bo3pacta (ot 10 go 17 net) coctaBnsier 20 Mr OJHOKPATHO B IEHb BO BpeMs efibl. [lanee

3UINPACHUIOH ClIelyeT IPUHUMATD C MUIIEH eXEeTHEBHO, pa3/ieINB CyTOUHYIO A03Y Ha 2 MpueMa B
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COOTBETCTEYET ZKCNEPTHOMY OTYETY
ot 16 1122'3:5.3 M2 B _
JIeHb, TIPeTapar clieyeT TUTPOBaTh B TeueHue 12 Heneﬁrﬂé:ﬂggegb%foggﬂbw-}:éd_ ﬁr';"z:éﬁk' JUISL

[MAIIMEHTOB ¢ Maccoil > 45 kr win neiesoil 1036l 60-80 Mr/meHsp I IMalMeHTOB ¢ Maccou Tena
<45 kr.

[Tocnenyroiee 103UpPOBAHUE CIEAYET KOPPEKTUPOBATh HHIMBUIYaJbHO B 3aBUCHUMOCTH OT
KJIMHUYECKOTO COCTOSIHMA ManueHTa B npenenax 80-160 mMr/aeHsb s manueHToB ¢ MacCou Tena
> 45 xr i 40-80 Mr/neHs I IalrueHToB ¢ Maccol Teia < 45 xr. B KIIMHNYEeCKUX UCIIBITAHUAX
pa3pemnianock HepaBHOMEPHOE JO3UPOBAHUE, TPH KOTOPOM YTPEHHHE 10361 ObLTH Ha 20 MT WK HA
40 wmr wmesblne BeuepHuX (cM. pasnpensl «OcoOble ykazaHus», «®PapmakoIWHAMUKA» U
«DapMaKOKUHETUKAY).

Upes3BbI4aitHO Ba)KHO HE MPEBBINIATh MAKCUMAIBHYIO CYTOUHYIO 103y, PACCUMTAHHYIO TIO Macce
Tena, MOCKOJbKY MpoQuiib 0e30MacHOCTH He ObUT MOATBEPXKIEH MAJS 103, MPEBBIIIAIOIINX
MakcuMaibHyto (160 Mr/cyT y neteit ¢ maccoii Tena > 45 kr u 80 Mr/cyT y neTeit ¢ Maccoii Tena
<45kr), a NPUMECHCHHWE 3HIIPACHIOHA MOXET OBITh AaCCOIMHUPOBAHO C J0303aBHUCHMBIM
yuaenuem unatepsana QT (cm. pazaensl «IIpoTuBonokasanus» u «OcoObIe yKazaHHI).
Hluzoghpenus

bezonacHocTh 1 3¢ (EKTUBHOCTh 3UMpPACUIOHA HE OblIa yCTaHOBJICHA y MAlMEHTOB JIETCKOTO
BO3pacTa ¢ musoppenuei (cM. pazaessl «Ocobbie ykazaHus» u «DapMaKkoIMHAMUKA).
Toorcunvie nayuenmaol

Y GonbIIMHCTBA MAIIMEHTOB B BO3pacTe 65 JET U cTapiiie He MOKa3aHo Ha3HaueHue 0ojiee HU3KOM
HayaJIbHOM J103bI, OJTHAKO CIEAYET PacCCMOTPETh BO3MOXKHOCTh €€ NMPUMEHEHHUs B Cilydyae Korjaa
ATOrO TPeOyeT KIMHUYECKOE COCTOSTHUE U MHBIE 3HAYUMBbIE ()aKTOPBHI.

Ipumenenue npu napywienuu Qynkyuu novex

Koppekuuu 1o3sl npenapara He TpeOyeTcs y MAllMeHTOB ¢ HapylIeHHeM (DYHKIIUU MOYEK (CM.
paznen «DapMaKOKUHETHKAY).

Ipumenenue npu napywenuu Qynkyuu neveHu

JIns marueHToB C MEYEHOYHOM HEIOCTAaTOYHOCTHIO HEOOXOAMMO PacCMOTPETh BO3MOXKHOCTH
npuMeHeHus Ooyiee HU3KUX 1103 nmpenapata (cMm. pasnensl «OcoOble  yKazaHus» U

«DapMaKOKHHETHKAY).

ITo6ouHoOE neiicTBHE

Haubonee dYacTbIMU HeXeNaTENbHBIMU pEAKUUSAMU, HAOTIOMAABIIUMUCS B KIMHUYECKHX
HCCJICIOBAHMSIX MPH MU30(PeHUH, ObLITN OECCOHHUIIA, COHITUBOCTD, TOJIOBHASI 0OJIb U a)KUTAIIHS.
B kIuHWYeCKMX HCCIEAOBaHUSAX C YYacTHEM TMAlMCHTOB C MaHWEW mpu OWIOJISIpHOM
paccTporcTBe HanboJIee YacTHIMU HEXKENaTeIbHBIMU PEaKIMsIMU ObLIA Celalus, ToJoBHasE 001b

N COHJIMBOCTD.
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COOTBETCTEBYET 3KCNEPTHOMY OTYETY
~ oT16.11.2023 N2 23215
B Tabmuue HWXKE CONEPKMTCA IIEpedeHb H enaTeﬂﬂ{'s'fx-llge;' it HAB OB G 'pu

MPOBEJICHUN KOHTPOJIMPYEMBIX HCCIICIOBAaHUN y MAIMEHTOB C MHU30ppEeHUEH U OUTIOISIPHBIM
paccTpOMCTBOM.

Bce HexenarenbHbie 3QPEKTHI IEPEUUCICHBI B COOTBETCTBHH C CHCTEMOW OPTaHOB W YacTOTOM:
oueHp yacto (>1/10), gacto (ot >1/100 mo <1/10), Hewacto (ot >1/1000 mo <1/100), penko
(ot >1/10000 mo <1/1000), ouenp penko (<1/10000) u Hem3BecTHO (HEBO3MOKHO OIICHHTH Ha
OCHOBAHHMU UMCIOIIUXCS JTaHHBIX ).

[lepeuncieHHbIE HU)KE HEXKENATENBbHBIC PEAKIMH TAaKXKE MOTYT OBITh CBSI3aHBI C OCHOBHBIM

3a00JIeBaHUEM H/HIIH C MNPUMCHCHUCM COIIYTCTBYIOIIUX JICKAPCTBCHHBIX CPEACTB.

Cucremuo- | OueHsb Yacro Heuacro Peaxo Yacrora

OpraHHbI’ 9acTO0 or>1/100 10 | oT > 1/1000 g0 or > 1/10 000 | HeusBe

KJ1acc >1/10 <1/10 < 1/100 10 CTHA

< 1/1000 (Heso3MmO

JHCHO
oyeHumb
Ha
OCHOBAH
uu
umeruwux
ca
OAHHbBIX)

Hapymenns l'unepuyBcTBUTE | AHaduiakTHUe

CO CTOpPOHBI JILHOCTh CKasl peakius

UMMYHHOH

CHCTEMBI

Nudexnnon Punur

HbIE u

napasurap

HbIE

3a0o0eBaHuUs

Hapymenus Jlumponenus,

CO CTOPOHBI 703uHOpUITUS

KpOBU u

aumbaTuiec

KOM CUCTEMBI

OHJIOKpHH ['unepnponakTux

HbIE eMus

HapYIICHUS

Hapymenus [ToBbI1IEHHBIN I'mnokansiuem

obmeHa anmeTuT us

BEIIECTB U

MIATaHUs

IIcuxuuec becconn | Manus, Ilannueckas I'unomanms,

KHe nra aKUTaLS, aTaka, HOYHBIe | Opanudpenus,

HapyILIEeHUS TPEBOXKHOCTh, | KOIIMaphI, aHopra3mus,

OCCIOKOMCTBO | HEPBO3HOCTD,
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COOTBETCTBYET 3KCNEPTHOMY OTUYETY
ot 16.11.2023 N= 23215
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Cucremno- | Ouenp | Yacro Heuacro' =" TEHPdARO = 'EIV qactdrha
OpraHHbI| 4acro or >1/100 1o | ot > 1/1000 0 or > 1/10 000 | Hen3Be
KJIace >1/10 < 1/10 < 1/100 0 CTHA
< 1/1000 (Heso3mo
JHCHO
oyeHumbv
Ha
OCHOBaH
uu
umerowux
csl
OAHHbIX)
JieTIpeccuBHas YIJIOUIEHHBIH
CUMIITOMATHKA, apdext
CHMIKCHHE
2 (7
Hapymwenus | Connu JucTtoHus, CuHKoIIe, 310Ka4eCTBEH
CO CTOPOHBI | BOCTb, SKCTpanupaMu | TEHEPAIU30BAHH | HBII
HEpPBHOM roJoB ITHOE paccTpoil | bie TOHUKO- | HEHpoJsienTHye
CUCTEMBbI Hast 00Jb | CTBO, KJIOHUYECKHE CKUW CHHJIPOM,
MapKUHCO CYIAOPOXKHBIE CEepOTOHHHO
HU3M, IMO3JHSS | IPUCTYIIHI, BbIIl CHHIIPOM,
TUCKUHE3US, aTakcus, napanuy
JTUCKUHE3Us, aKHUHEe3Us, JUILEBOTO
TUIIEPTOHYC, CHUH/IPOM HEpBa, Nape3
aKaTHu3us, 0€eCITOKOMHEBIX
TpEMOD, HOT, HapyLICHHUs
TOJIOBOKPYKEH | MOXOJIKH,
ue, CIIFOHOTEYEHHE,
CeIaTUBHBIN rapecresus,
s ekt TUIOICTE3us,
IU3apTpus,
paccTpoicTBa
BHHUMaHU4,
TUIIEPCOMHMSI,
JIETaprust
Hapymenus Heuerkoe OxynorupHsIii Ambamonus,
CO CTOPOHBI 3peHue, Kpu3, 3ya B obmnactu
oprasa HapylLIeHHe CBETOOOS3HB, riasa
3peHust 3peHust CYXOCTb IJ1a3
Hapymenus Bepruro, mym B
CO CTOPOHBI yiax, 0oJib B yxe
oprasa ciyxa
"
BECTUOYIISIpH
Oro amnrnapara
Hapymenus Taxukapaus Omymenue [Tomumopduas
CO CTOpOHBI cepALeOreHus KEIyJ0YKOBas
cepaua TaxuKapaus
TUIA KTHPYITH
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COOTBETCTBYET 3KCNEPTHOMY OTUYETY
ot 16.11.2023

Cucremno- | Ouenp | Yacro Heuacro' =" TEHPdARO = 'EIV qactdrha
OpraHHbI| 4acro or >1/100 1o | ot > 1/1000 0 or > 1/10 000 | Hen3Be
KJIace >1/10 < 1/10 < 1/100 0 CTHA
< 1/1000 (Heso3mo
JHCHO
OoyeHums
Ha
OCHOBAH
uu
umMeruux
cs
OAHHbIX)
Hapymenus AptepuanbHas | ['unepTonu Cucronuyeck | Benosnas
CO CTOPOHBI TUTICPTEH3US YeCKUH Kpu3, | as TpOMOO
COCY/IOB OpTOCTaTHYEC aprepuaigbHas | dMOOJus
Kasi TUIIOTCH3MS, | TUIIEPTCH3US,
apTepuagbHas JINACTOJIMYEC
TUTIOTEH3HUS Kast
apTepuagbHas
THIICPTEH3US,
HeCTaOMIIbHOE
apTepHabHOC
JIaBJICHUC
Hapymenns Omymenue Jlapunrocnasm,
CO CTOPOHBI C/IaBIICHUS B | HKOTa
JIBIXATEIIEHO ropyie, OJIbIIIKa,
W CHCTEMBEI, 601b B
OpTraHoB POTOTJIOTKE
TPYAHOMI
KIICTKH u
CPEIOCTeHUS
Hapymenns PBora, nuapes, | ducdarus, Kunkuit ctyn
CO CTOPOHBI TOILIHOTA, racTpur,
KEITYT0IHO- 3arop, ractpod3odare
KHIIEYHOTO TOBBIIIICHHOE | aJlbHAA
TpakTa CIIFOHOOT/ICTICH | pedirrokcHast
ue, CyXOCTh BO | OOJIE3Hb,
pTYy, TUCKOMpOPT B
JUCTICTICHSI KHUBOTE,
HapylieHue  Co
CTOPOHBI  S3BIKQ,
METEOPHU3M
Hapymenus Crinib KpanusHua, JlexapcTBeH
CO CTOPOHBI MakKyJonamnyJjie3H | Has peaknus C
KOXH u as ChIllb, aKHe, | 203uHOUIHEH
MTOJTIKOYKHBIX QITOTICITHS U CHCTEMHBIMU
TKaHEen CUMIITOMaMH
(DRESS),
rcopuas,
AHTHOHEBPOTH
YEeCKHUH  OTEK,
aJIePrUYeCKui
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COOTBETCTEYET 3KCMNEPTHOMY OTYETY
orT 16.11.2023 Mz 23

15

Cucremno- | Ouenp | Yacro Heuacro' =" TEHPdARO = 'EIV qactdrha
OpraHHbI| 4acro or >1/100 1o | ot > 1/1000 0 or > 1/10 000 | Hen3Be
KJIace >1/10 < 1/10 < 1/100 0 CTHA
< 1/1000 (Heso3mo
JHCHO
OYeHumb
Ha
OCHOBAH
uu
umeruwux
ca
OAHHbIX)
JIepMaTUT, OTEK
JU1a, dpUTEMA,
nanyJie3Has
CHIIIb,
pazzpaxeHue
KOXH
Hapymenuns MpeimeyHas Kpusomes, Tpuzm
CO CTOpPOHBI PUTHAHOCTD MBIIICYHbIE
CKEJIETHO- cna3Mel, 00ib B
MBIIICYHOMI KOHEYHOCTH,
CUCTEMBl U KOCTHO-
COEIMHUTEIb MBILIEYHBIN
HOU TKaHU TUCKOMQOPT,
CKOBAaHHOCTb B
cycTaBax
Hapymenus Henepxanue 3anepxka
CO CTOpPOHBI MOYH, TU3ypUs MOYH, SHYpPE3
MOYEK "
MOYEBBIBOJIS
HIUX ITyTeN
bepemen Cungpom
HOCTb, OTMEHBI
IIOCIIEPOJO npenapara y
33( u HOBOPOXCH
nepuHaTaib HOTO
HBIE
COCTOSIHUSI
Hapymenus CexkcyanbHas lNanakropes, [Tpuanusm,
CO CTOPOHBI TUCHYHKIMS Yy | THHEKOMACTHS, YCUJICHUE
penpoOyKTHB MYKIHH aMeHopest IPEKIINH,
HOM CHUCTEMBI APEKTUIIbHAS
U MOJIOYHBIX nuchyHKIUS
Keses
OO6mue [Tupexcus, HMuckompopt B | Omymenne
pacctpoit 00Jb, acTeHUs, | TPYIHOW KIIETKE, | Kapa
CTBa " MOBBIIICHHAS | JKaXJa

HapyIlIeHUs B
MecTe
BBEJICHUS

yTOMJISIE MOCTD
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COOTEBETCTEBYET JKCNEPTHOMY OTUYETY
oT 16.11.2023 Mz 2

15

Cucremno- | Ouenp | Yacro Heuacro' =" TEHPdARO = 'EIV qactdrha
OpraHHbI| 4acro or >1/100 1o | ot > 1/1000 0 or > 1/10 000 | Hen3Be
KJIace >1/10 < 1/10 < 1/100 0 CTHA
< 1/1000 (Heso3mo
JHCHO
OYeHUumy
Ha
OCHOBAH
uu
umewux
csl
OAHHbIX)
Jlaboparop CHmxeHue Y nuuenue [ToBbIIEHHBIN
HBIC u Maccel  Teina, | maTepBasia QT Ha | ypoBeHb
UHCTPYMEHTA YBEIUYCHUE ANIEKTPOKAPANO | JIAKTATACTUIPO
JBHBIC MAacChI TeJa rpamme, T'CHA3bl B KPOBH
JTaHHBIC OTKJIOHECHHE  OT
HOPMBI
OMOXMMHYECKHUX
MoKazareyeun
(GyHKIIUYN IeYeHn

B KpaTKOCPOYHBIX U JOJTOCPOYHBIX KIMHUYECKUX MCCIIEIOBAHHIX 3UIPACHIOHA Y TALIMEHTOB C
mu3oppeHnell 1 MaHuel Mpu OUIOJIIPHOM PacCCTPOMCTBE TOHUKO-KIOHHYECKHE CYAOPOXKHBIE
NPUCTYIIBI U apTepUalibHAs TUIIOTEH3WS BO3HUKAIM HEYacTo, MeHee 4deM y 1 % mammeHToB,
MOJYYaBIINX 3UIPACUIOH.

3urnpacuZioH MOKeT BBI3bIBaTh J10303aBUCHMOE YJIMHEHHe uHTepBana QT oT serkoit 1o
yMepeHHOUM creneHu (cM. paszzaen 5.1). B kIMHMYECKMX HCCIENOBaHMSIX Y MAIUMEHTOB C
mm3o¢ppenneit mo nanaeiM ODKIT ynnuaenne waTepBana QT Ha 30-60 mcex Habmromanoch y
12,3% (976/7941) nauueHTOB, MOJyYaBIIMX 3UIPacHIoH, U y 7,5 % (73/975) marmeHTtos,
nonydaBIux riane6o. Yanmuuenue Ha> 60 mcek HaOmomanock y 1,6 % (128/7941) nanueHTOB,
HOJTy4YaBIIUX 3unpacuion u 'y 1,2 % (12/975) narieHToB, MoTy4aBIIux miarnedo COOTBETCTBEHHO.
Yactora ciydaeB ymmHeHus: mHTepBama QTC Gomee 500 mMcex cocraBmsuta 3 ciydas Ha
3266 (0,1 %) manueHToB, modydYaBIIMX 3unpacuaoH, u 1 cmydair Ha 538 (0,2 %) manueHToB,
nojiy4aBmux iane6o. ConocraBuMble JaHHbIE ObUIM MOTYYEHBI B KIIMHUYECKUX MCCIEIOBAHUAX
C y4acTHeM MalMEeHTOB ¢ MaHUEH NMpU OUIIOJISIPHOM PacCTPONCTBE.

B KIMHWYECKMX HCCIIEAOBAHMIX TUTEIHLHON TOJICPKUBAIONICH TEpanuy y TalUeHTOB C
mu30(ppeHnel, MmoayyaBIInX 3UMPACHIOH, HAOII0AAIOCh HEPEryJspHOE IOBBIIIEHHE YPOBHS
IpOJIAKTUHA, OJHAKO Yy OOJBIIMHCTBA NAIlMEHTOB TMOKAa3aTeIH BEPHYJIUCh B IpeNeibl
HOPMAaJIBHOTO Jiana3oHa 0e3 mpekpamieHus tepanui. Kpome Toro, moteHmanbHbIe KIMHUYECKUE

MPOsIBJICHUS (HallpuMep, THHEKOMACTHS U YBEIMYEHUE MOJIOYHBIX jKeJie3) ObUIH PeIKMMH.
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COOTBETCTBYET 3KCNEPTHOMY OTUYETY
oT 16.11.2023 K= 5

Temu (MOCNELOBATEMEHOCTE 0001)

B mnane6o-KOHTPOIUPYEMBIX KIMHUYECKUX HCCIEAOBAHUAX C YYacTHEM NAIUeHTOB C
OUNoOJIIpHBIM paccTpoiicTBOM B Bo3pacTe 10-17 mer Hamboliee 4YaCTHIMU HEXeENAaTeIbHBIMU
peakusaMu (yactota pa3Butus > 10 %) Obu1H ceqaTUBHBINA 3P (HEKT, COHIUBOCTD, TOJIOBHAs 00JIb,
MOBBILICHHAs] YTOMIIIEMOCTb, TOIIHOTA, TOJIOBOKPYXXEHHE, pPBOTA, CHIKEHHE AarIeTUTa,
IKCTpaNHUpPaMUIHBIE PACCTPOMCTBA. B miane60-KOHTPOIUPYEMbIX KIMHUYECKUX UCCIICTOBAHMSIX
C yyacTHeM TMalMeHTOB ¢ mu3odpeHueir B Bo3pacre 13-17 mer Hambonee YacThIMU
HEKeNaTeNIbHBIMU ~ peakuusiMu (¢ yactotol passutust > 10 %) ObuiM  COHNIMBOCT U
JKCTpanupaMugHoe pacctpoiictBo. [lpoduns 6e3omacHocTu 3unpacuoHa y HeAUaTPUUECKUX
MAIUEHTOB OBLJI, B IIEJIOM, COITOCTABUM C MTPO(HIIEM B3POCIBIX MAIIMCHTOB.

B KIMHWYECKMX WCCIEAOBAHUAX, KOTOPHIC MPOBOIWIACH Ha MEAUATPUYCCKON TOMYIISINAN
Ha0II0/1aach BHICOKAs YaCTOTa Pa3BUTHUS CEIaTUBHOTO JICUCTBUS U COHIIUBOCTH.

B xinumHMYeCKHX HCCIEIOBaHUAX C y4acTHEM MAaIMEHTOB JETCKOr0 BO3pacTa ¢ OUMOJISPHBIM
paccTpoiCTBOM M IM30(ppEHUeH, mpueM 3uIpacuaoHa ObUT aCCOIMMPOBAH C J10303aBUCHUMBIM
ynnuHeHueM wuHTepBasia QT OT Jerkoil 10 yMEpPeHHOW CTENEeHH TSDKECTH aHAJTOTHIHBIM
HaOmoaeMoMy BO B3pocioi momymsinuu. O choydasX TOHHMKO-KIOHHYECKHX CYIOpPOr U
TUTMOTEH3UH B IUIANE00-KOHTPOIUPYEMBIX KIMHUYECKUX HCCIEOBAHUSX C y4acTHEM JAeTel ¢

OUMOJSIPHBIM PACCTPOICTBOM HE COOOIIANOCK.

Ilepeno3upoBka

MmeroTcs NUIb OTpaHWYEHHBIE JaHHbIE O ClydyasxX Iepelo3upoBKU 3umpacuaoHa. Camas
OoJbIasi MOATBEPKICHHAS pa3oBas 1032 3UMPACH/IOHA, TPUHSATAs BHYTpPb, cocTaisuia 12 800 mr.
B stom cnyuyae HaOdr0aNoch pa3BUTHE SKCTPANMPAMUIHOM CHUMITOMATUKH W yIJIMHEHHE
untepBana QT/QTc mo 446 Mcek (6€3 MOCIeAYIOIUX OCI0KHEHH I CO CTOPOHBI cepia). B iemom,
HauOoyee 4acto  HAOMIOJAaeMbIMM  CHMIITOMAaMH  IIOCJI€  TEPENO3UPOBKH  SIBIISIOTCS
OKCTpannupaMUIHBIC CUMIITOMBI, COHJIMBOCTE, TPEMOP U TPEBOTA.

BozmosxHOe nputyruieHre 601eBoi UyBCTBUTEILHOCTH, MOSBIIEHUE CYIOPOKHBIX IPUCTYIIOB WU
JTUCTOHMYECKUX PEaKIMii B 00IaCTH TOJIOBBI U ILIEH MOCJe MePeI03UPOBKU MOKET CO3/1aTh PUCK
acnMpanuy pBOTHBIX Macc NMPH MHIYIUPOBAHHON pBOTE. MOHHUTOPUHT CEpJEUYHO-COCYAUCTON
CHUCTEMBI HOJIXKEH ObITh HaAyaTr HE3aMEIJIMTCIIbHO M JOJI’KEH BKIIOYATh HerepLIBHBIﬁ
AJIEKTPOKApANOTpaUIECKU ~ MOHUTOPUHT  JJIsi  BBISBICHUS  BO3MOXHBIX  apUTMHI.

Crieruduueckoro aHTHI0TA JJIs 3UTPACHIOHA HE CYIIECTBYET.
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COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 16.11.2023 N2 : 5
DBATENEHOCTE 0001)

B3anmopeiicTBHeE ¢ IPYrMMH JIeKAPCTBEHHBINIA cpendrBam =1C

dapMakOKHHETHYECKHE U (hapMaKoIMHAMUYECKIE UCCIIeIOBAaHHS B3aUMOICHCTBUS 3UTIPACHI0HA
C JPYIHMMH JICKApCTBEHHBIMH IIpernapaTaMu, BBI3BIBAIOIIMMHU yiyimHeHHe uHTepBana QT, He
npoBOIMWIINCh. HEBO3MOXKHO MCKIIIOUMTh HAIWYKME aJIUTUBHOIO 3¢ (dekra 3unpacugoHa U 3TUX
JICKapCTBEHHBIX IPENaparoB, MOITOMY 3UIIPACUIOH HE CIEAYyeT IPUHUMATb OJHOBPEMEHHO C
JICKapCTBEHHBIMH IIperapaTaMH, BBI3BIBAIOIIMMHU y/UIMHEHHEe uHTepBaia QT, Takumm Kak
aHTHapuTMUUeckue npenapaTtsl kiaccoB IA  u I, Mpimbska Tpuokcua, ranogaHTpHH,
JI€BOMETauIIa aleTar, Me30pHUIa3uH, THOPUIA3UH, TUMO3U], ciap@IioKcalluH, raTu(aoKkcau,
MOKCHU(]JIOKCALlMH, Jl0JlaceTpoHa Me3WIaT, Me(JIOXUH, CepTUHAON WIM Lu3anpun  (cM.
paszzaen «[IpoTUBOIOKA3aHHSIY).

HccnenoBanusi B3auMOJENUCTBUS 3UIIPACHIOHA C JIPYTUMH JIEKAPCTBEHHBIMU IpernapaTamu y
JI€TEW HE IPOBOAMIIUCE.

IIpenapamul, deticmeytowue na L[HC / ankozonw

VYuuTbiBas OCHOBHOE JEHCTBUE 3UIIPACHUJIOHA, CJIENYET MPOSBIATH OCTOPOXKHOCTb IPHU €ro
IPUMEHEHUU B KOMOMHALIMY C IPYTUMHU Npenaparamu, aeictpyromumu Ha LITHC, u ¢ ankoronem.

Brusnuue 3MI’ZDCICMO0HCI HAa dpveue JIEeKAPCniBerHHble cpedcmga

B in vivo uccienoBaHu# OJHOBPEMEHHOTO MIPUMEHEHUs! JIeKCTpoMeTopdaHa U 3UIPACHIOHA HE
OBUTIO BBISIBIIEHO BBIpaKEHHOTO HHrHOMpoBaHus u3odepmenta CYP2D6 mpu koHmeHTparum
3UIpacuoHa B mazme kpou Ha 50 % Huxke, yem npu npueme 40 Mr 3unpacuoHa JiBa pa3a B
cyTkd. JlaHHBIE MCCIEeNOBaHUIl IN Vitr0 CBHIETENBCTBYIOT, YTO 3UIPACHUIOH MOXKET SBISTHCS
yMmepeHHbIM MHruoutopoM uzodpepmentoB CYP2D6 u CYP3A4. OnHako MajaoBepOsiTHO, YTO
3UMNPACUIOH OKa3bIBAECT KJIMHUYECKH 3HAYUMOE BIUSHUE Ha (apMAKOKMHETUKY JIEKapPCTBEHHBIX
npernapaToB, KOTOPbIe METabOIM3UPYIOTCS STUMH n3opopmamu ruToxpoma P450.

IlepopanvbHuvle konmpayenmuevl

[Tpuem 3unpacupoHa He BBI3BIBACT 3HAUUTEIbHBIX M3MEHEHUH (papMaKOKHMHETUKH IMPErnaparos,
COJIepIKaNINX ICTporeH (3THHWIACTpaanon, cyoctpar CYP3A4) unu mporecTepoH.

Jlumuu

OnHOBpEeMEHHBIN TpUeM 3UIIpacuioHa M TNpenapaToB JUTHS HE OKa3blBaJl BIUSHHUS Ha
(bapMaKOKUHETUKY JTUTHSL.

[TockonpKy 3UNPACUIOH U JUTUN acCCOLIMUPOBAHBI C U3MEHEHUSIMU CEpJIE€YHON MPOBOJUMOCTH,
MOTEHLIMAIbHO, OJTHOBPEMEHHOE NPUMEHEHHE 3TUX MPENapaToB MOXKET ObITh aCCOIMHUPOBAHO C
PHCKOM  pa3BUTUSl HEXKENaTeJIbHBIX pEaKIMid B TOM 4YHCIE apUTMUH  BCIEICTBHE
(apMaKOIMHAMHYECKOTO B3aUMOJICHCTBUSA, OJHAKO, B KOHTPOJIUPYEMBIX KIMHUYECKHX
UCCIICIOBAaHUSAX TP COBMECTHOM IIpUEME 3UIIPACHAOHA U JIUTHS HE ObLJIO OOHAapyX eHO

BO3pPAaCTaHUEC KIIMHUYCCKOI'O PUCKaA 110 CPAaBHCHHUIO C IIPUEMOM OJHOI'O TOJIBKO 3UIIpaCHJ0HA.
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Banvnpoesas kucioma (MOCNEOOBATENEHOCTE 0001)

(DapMaKOKI/IHeTI/I‘-IeCKOC BSaHMOHeﬁCTBHe MCKAY 3UIIPpACUIOHOM H BAJIBLIIPOATOM MAJIOBCPOATHO
BCJIICACTBHUEC OTCYTCTBHA Yy OTHX [IBYX JICKAPCTBCHHBIX IPLCIIAPaTOB O6H_II/IX MeTa00INYECKUX
HYTCﬁ. I/ICCJ'IC,Z[OBaHI/IH OAHOBPEMCHHOI'O IIpH€Ma INalUuCHTaMHU 3HIIpaCHJOHAa W BaJlbIIpoarTa
IIOKasajiki, 4YTO CpCAHAA KOHICHTpalHda BallblipOaTa HaxXxoAWJaCb B IIPEACIaxX TOro ke
TCPAINICBTUYCCKOI'0 Juara3oHa, 4YTO U Mpu nmpucMe Bajablipoara € HHaI_IeGO.

Bnusanue OD]/ZMX npenapanios Ha 3MI1DCICMO0H

JlanHbple ucciienoBaHuid N VItr0 W WcciegoBaHW Ha JKUBOTHBIX YKa3bIBAIOT Ha TO, 4YTO
3UNPACUJIOH BEpOSITHO siBisiercss  cyOctparom  P-rmmkomnportenna (P-gp).  Kimuuueckast
3HAYMMOCTbH TOTO IN VIVO /1151 YeloBeKa He yCTaHOBJICHA.

OnxHOBpEeMEHHBIH pueM 3unpacuiona u uaruouTopa nzopepmenta CYP3A4 u p-raukonpoTenHa
ketokoHa3oua (400 Mr/cyTKu), HOBBIILIAT KOHIICHTPALIUEO 3UIIPACHI0HA B CBIBOPOTKE KPOBU MECHEE
yeM Ha 40%. Ilpy OXHOBpPEMEHHOM MPUMEHEHHUMHM C KETOKOHA30JI0M KOHLEHTpalus
S-MeTHIIUTuAPO3UIIPACHIOHA M 3UIIPACUIOHA CYIb(OKCHIA B CBIBOPOTKE KPOBU B OXKHIAEMOE
JUI 3WINPAcHIOHA |max yBemuumBaiach Ha 55 % u 8 % coorBercTBeHHO. JlOMOJIHUTEIBHOE
yMHenue wuHTepBana QTC He HaOmonanoch. KimHMYeckn 3HauMMble H3MEHEHMS
(bapMaKOKUHETUKH 3UMPACH]IOHA, CBA3aHHBIE C COBMECTHBIM IPUEMOM MOIIHBIX WHIHOMTOPOB
nzopepmenra CYP3A4, ManoBepOSITHBI, TOITOMY KOPPEKIMH pEeKUMa JO3MPOBAHUS HE
TpeOyercs.

[Tockonbky 3unpacugon ssnserca cyocrparom CYP3A4, a unaykius CYP3A4 ces3ana c
uHayknue P-gp, omaHoBpemeHnHblii mpueM ¢ uHaykropamu CYP3A4 u P-gp, Takumu Kak
kapOamaszenuH, pudaMruH u 3Bepo0O0il MPOABIPSIBICHHBIH, MOTEHIIMAIEHO MOXXET BBI3BIBATH
CHIDKEHHE KOHILIEHTpAIlMM 3UMPACHIOHA B  CBIBOPOTKE KpOBH. KIMHWYECKWI  OMBIT
OJTHOBPEMEHHOI'0 IpHeMa 3UIpacHJ0Ha W HOPMOTHMMYECKOIO CpeicTBa KapOamasenuHa
orpanuyeH. [loka3zaHo, yTo mpuem kapbamazenuHa B 1o3e 200 mr 2 p./cyT. B TeueHue 21 ans
CIoco0OCTBOBAJI CHMIKEHHUIO YPOBHS BO3/IEHCTBHS 3uTipacuona Ha 35 %.

Anmayuovl u yumemuoum

MHOTrOKpaTHBIM NPHEM aHTALU/IO0B, COASPKALMX ATFOMUHUN U MarHU{, WM [IMMETHIMHA TT0CIIe
npueMa TMUIIM HEe OKa3blBajl KJIMHUYECKHM 3HAUYMMOIO BIMAHMA Ha (DapMaKOKUHETHKY
3UITPACUIOHA.

Cepomonunepeuueckue 1eKapcmeeHnnvie cpeocmeda

B oTnmenbHBIX ciydasx cooOINANOCh O CIIydasx pa3BUTUSI CEPOTOHMHOBOTO CHHAPOMA,
BO3HHUKABIIUX MPU MPUMEHEHUH 3UMPACHIOHA B COUETAHUU C IPYTUMHU CEPOTOHUHEPTUYECKIUMU

JeKapcTBeHHbIMEH Tpenapatamu, TakuMu kak CHO3C (cm. pasgen «I[lobGouHOe meHCTBHEN).
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KJIMHIYeCKHe IPOSTBIEHHS CEPOTORHHOBOTO CHEIPOMA MOFYT BRtbHath City tAHHOCTS Costiatms,

QKUTAIHIO, TUXOPAJIKY, IOTIUBOCTh, AaTAKCHUIO, TUIEPPedICKCHIO, MUOKIIOHHUIO U THAPEIO.

Cea3vb ¢ benkamu niasmvl Kpogu

3urnpacu/ioH B 3HAUYUTEJIBHOM CTENEHU CBS3bIBaeTCsA C OenkamMu Iu1a3mbl KpoBu. CreneHb
Ces3plBaHUsl 3UIpacuioHa C OellkaMM IUTa3Mbl KpoBH N VItr0 He W3MeHsUIach MpH
OJTHOBPEMEHHOM TPHUMEHEHUH C BaphapuHOM WJIHM TPOIPAHOJIONOM (ABYMSI MperapaTamH,
00J1a/1a101IMMHU BBICOKOM CTENEHbIO CBSA3U € OEJIKaMU IJ1a3Mbl KPOBH), TAK)KE KaK 3UIIPACUIOH HE
U3MEHSUI CTENEHb CBA3BIBAHMS ITHX IpErnapaTroB ¢ OelaKaMM IUIa3Mbl KPOBHM desoBeka. Takum
0o0pa3oM, BO3MOXKHOCTb JICKAPCTBEHHOI'O B3aUMOJICHCTBHUA € 3MIPACHAOHOM 3a CYET

KOHKYPCHIIUU 3a CBA3b C OeJIKaMH I1a3Mbl KpOBU MaJIOBCPOATHA.

Oco0ble ykazanust

JI1st BBISIBJICHMSI MTallMEHTOB, KOTOPHIM MPOTUBOMNOKA3aHa Tepanus 3UMPACUA0HOM, HEOOXOIMMO
M3YYUTh aHAMHE3, BKJIOYasi CEMEWHBbII aHaMHe3, U MPOBeCTH (Ppu3uKaibHOe 00caenoBaHue (CM.
pasnen «IIpoTuBONIOKa3aHUS»).

Humepesan QT

3urpacuioH BBI3BIBAET J10303aBUCHUMOE y/ulMHeHHe uHTepBana QT oT jerkoi 10 yMepeHHOH
creneHu TsbkecTH (cM. paszensl «[lo6ouHoe neiicTBue» u «dapMakoAnHAMUKAY).

3urpacuion 3ampenieH0 Ha3Ha4aTh COBMECTHO C IperapaTaMu, BBI3BIBAIOIIMMH YIITUHEHHE
uatepBasia QT (cm. pasmensr «[IpotuBonokasanus» u  «B3amMopelcTBHE ¢  JAPYrHMH
JIeKapCTBEHHbIMM CpeAcTBaMu»). HeoOxoaumo coOiaroaaTte OCTOPOXKHOCTh MPH Ha3HAuYEHUH
npernapara MalueHTaM C BBIPXEHHON Opaaukapaueil. DIeKTpoJUTHbIE HapyIIeHUs, TaKue Kak
THIOKAJTMEMUS ¥ THIIOMAarHMEeMUsl, TIOBBIIIAIOT PUCK 3JI0KAY€CTBEHHON apUTMUU U JOJKHBI OBITH
YCTpaHEHBI 10 Hayajla Tepalmuy 3UMpPacHIOHOM. [IpW JIe4eHWH TAIMEeHTOB CO CTaOWJIBHBIM
3a0o0JeBaHNEM cep/ilia pekoMeHayercs nposectd ananu3 DK 1o Havyana tepanuu.

[Tpy HaNMUYMU TaKUX CUMIITOMOB CO CTOPOHBI CEp/la, KaK OINYIIEHUE cepAleOneH s, BepTHTO,
OOMOpPOK WJIM CYIOpPOKHBIE TPHUCTYIBI, HEOOXOAWMO YYHTHIBATH BO3MOXXHOCTH HAJIMUHS
3JI0KaY€CTBEHHOW CEpPICYHON apUTMHH U TIPOBECTH obOcienoBanue cepana, Bkimrodas DKI'. Eciu
untepBasl  QTc >500 Mc,  pekoMmMeHayeTcs  MPEeKpaTUTh  Tepamuio  (CM.  pasfjen
«[IpoTuBONIOKA3aHUN).

B TedeHume MOCTPEruCTPALlMOHHOTO TMEpPHOAAa OBUIM TMOJYYEHBl PEIKHUE COOOIIEHUS O
NOJUMOP(HON KENTyTOUKOBOW TaXUKAPAUM THIA <IIUPYIT» y MNPUHUMABIIUX 3HUIPACUIOH

MNalMCHTOB, UMECBIUINX MHOT'OXKECTBCHHBIC (l)aKTopI:I pHUCKa.
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Hemu u nodpocmxu (MOCNEOCBATENEHOC 'I':.- 0001}

BezonacHOCTh 1 3 PEKTUBHOCTH 3UMIPACHI0HA TIPH JICUCHUH IU30(PPEHUH Y IETeH 1 TIOJPOCTKOB
ycTaHOBJIeHa He ObLia (cM. paszaen «DapMakouHAMUKAY).

3noxauecmeennviil Hetiporenmuueckuil cunopom (3HC)

3HC — 310 penkoe, HO MOTSHIMATBHO KU3HEYTPOXKAIOIIEEe COCTOSIHIE, O KOTOPOM COO0IIaoch B
CBSI3U C NPUEMOM AHTHIICMXOTHUYECKHX JICKAPCTBEHHBIX MpPENapaToB, BKIIOYAs 3UIMPACHIIOH.
[Tarmentam ¢ 3HC HeoOX0AMMO HEMEJIEHHO MPEKPAaTHTh MPHEM JIFOOBIX aHTHUIICHUXOTHYECKUX
JICKapCTBEHHBIX MPENapaToB.

Ilo30mna5 ouckuneszus

[lpy naWTENPHOM NPUMEHEHWH 3UMPACHIOH TNOTEHIMAJIBHO CIOCOOEH BBI3BIBATH ITO3THIOI0
TVCKUHE3WIO W JPYTrue TMO3THHE SKCTPAUpPaMUIHbIE CUHAPOMBL. M3BECTHO, YTO MAIMEHTHI C
OMITOJIIPHBIM PACCTPONWCTBOM OCOOCHHO TOJBEPKECHBI Pa3BUTHIO JTAHHBIX OCJIOXKHEHHH. Puck
BO3PACTacT MPHU YBEIMYCHHUH TPOJOJDKHTEIBHOCTH TEpaluu, a TaKkke C Bo3pacToM. B ciyuae
NOSIBIICHWSI TPU3HAKOB M CHMIITOMOB IIO3[JHEH JWUCKWHE3UH HEOOXOAUMO PACCMOTPETH
BO3MOYXHOCTh CHMIKECHUS JI03bI WIIA TIPEKPAILICHHS TEPATTUH 3UIIPACHIOHOM.

Ilaoenus

3UIpacuioOn MOXKET BBI3bIBATh COHJIUBOCTB, TOJIOBOKPYXEHHE, OPTOCTATUYECKYIO TMIIOTEH3HIO,
HaApYyIIEHUS TOXOJKH, YTO MOXKET MPUBOJIUTH K MajeHusM. Cienyer coOoaTh OCTOPOKHOCTh
Opy JICYEHUH TAIHEHTOB C BBICOKMM PHUCKOM M PACCMOTPETh BO3MOXKHOCTH Ha3HAYCHUS
CHIDKEHHOM HauyaJbHOM 03Bl (HAampuMep, Y HOXHWIBIX WM OCHa0JeHHBIX MallMEeHTOB) (CM.
paznen «Crnocob MPUMEHEHHUS U J03bD»).

Cyoopoeu

Pexomenmyercss coOr0oAaTh OCTOPOXKHOCTh TPHU JICYCHWW TMAIUEHTOB C CYJOPOKHBIMH
NPUCTYNIaMH B aHAMHE3E.

Ilpumenenue npu nHapyuienuu QyHKyuy neveHu

OnpIT MPUMEHEHHUS y TIAIMEHTOB C TSHKEIBIM HapymieHHeM (YHKIMH MeYeHH HEeIOCTAaTOYCH, U
clieyeT coONI0IaTh OCTOPOKHOCTh TIPH Ha3HAYCHHWH 3WUTIPACHIOHA TAIIEHTaM JaHHOM TPYIITEI
(cm. paznensl «Criocod mpUMeHeHHs ¥ J03bI» U «DapMaKOKHHETHKAY).

Jlakmosza

[TockonbKy B COCTaB KamCyibl B KadecTBE BCIIOMOTATEIHHOTO BEMIECTBA BXOAMT JIAKTO3BI
MOHOTHApAT, 3Ty JIEKapCTBEHHYIO (GOpMY HE CleAyeT NPHHUMATh MaIMeHTaM C pPEeIKOu
HACJIC/ICTBEHHON HEMEPEHOCHMOCTBIO TaJaKTO3bl, OOIIEH JaKTa3HOW HEJOCTATOYHOCTHIO WU

CUHIPOMOM MaTbaOCOPOINH TITFOKO3bI U TaIAKTO3bI.
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3endokc® codeparcum nampuil (MOCNEOOBATENEHOCTEL 0001)

Benmokc®

conepxkuT MeHee | mmoinp HaTpus (23 Mr) Ha kancyiny. [lanuentoB, coOmoaarmux
HU3KOCOJICBYIO JTUETY, MOXKHO YBEJIOMHUTH, YTO JIAHHBINA JIGKAPCTBEHHBIN MpenapaT MpakTHIECKU
HE COJEPKUT HATPUSI.

Tlosviuennsiii puck 0cCmpuix HapyuleHUuti M03208020 KpO800OpaeHUs 8 NONYIAYUU NAYUEHNO8 C
OdemeHyueti

B pangoMu3upoBaHHBIX TUIAIE00-KOHTPOIMPYEMBIX KIIMHUYECKUX UCCIICIOBAHUSX B TOMYIISAIIAN
MNAlMEHTOB C JEMEHIMEH, TMOJy4YaBIIMX JIEYCHHE AaTUIHUYHBIMU aHTUIICUXOTUYECKUMU
npenapaTamMu, HaOJIIOAIOCh MPUOIM3UTENBHO 3-KpaTHOE YBEIWYEHHE PHUCKAa BO3HUKHOBEHUS
1epeOpPOBACKYIISIPHBIX ~ HEKENATCNbHBIX —SBICHWA. MEXaHW3M YBEIMYCHHS JOTOr0 pPHCKa
HeusBecTeH. Heb3st HCKITIOYUTh BO3MOKHOCTh YBEITUMYCHHS JAHHOTO PUCKA U TP IIPUEME IPYTHX
AHTHICHXOTHYECKHX IIPErapaToB MM B APYrUX HOMY/IALUSX NAMEHTOB. 3emuokc® cieayer ¢
OCTOPOKHOCTBIO MPUHUMATD MAlMEHTaM, UMEIOLUM (aKTOPbl pUCKA UHCYIIBTA.

Veenuuenue wacmomoi cmepmuocmu Ha (pone npuema HeUPOIeNMUKO8 Y NONCULLIX NAYUEHINO8,
Cmpaoarnwux oemeHyuell, Co4emaroueics ¢ NCUxXo30m

Jlannble u3 1ByX OOJBIINX HAOMIOAATEIbHBIX CCIEIOBAHHM MTOKA3aJIH, YTO MAIIUEHTHI TOKUIIOTO
BO3pacTa ¢ JEMEHIIMEW, TMONydyalollue JIEYeHUE AaHTUIICUXOTUYECKUMHU TperapaTramu,
MOJIBEP)KCHBI HE3HAYUTEIILHO TOBBIIIICHHOMY PHUCKY CMEPTH TI0 CPAaBHEHUIO C IMAIMEHTaMU, He
MOJTyJaroNMMU JicueHue. lmeronuecs MaHHBIE HEJIOCTATOYHBI JUISI YCTAHOBIICHUS TOYHOMN
BEJIMUMHBI PUCKA, a IPUYUHBI €T0 YBEIUYEHUS HEM3BECTHBI.

3ennokc® He MOKa3aH s TEPAlUU PACCTPOICTB MOBEEHNUS, BHI3BAHHBIX EMEHIIHEH,

Benosnas mpombosmbonus

[Ipy TOpUMEHEHWW AHTHIICHXOTHYECKUX TIPEraparoB OTMEUAINCh CIIydal BEHO3HOMN
TpoMO0osMOonuu (BTD). [lockonbKy manueHTsl, MONYyYar0IIie aHTUIICUXOTUYECKUE MTPEenapaThl,
yacTo UMeEIT mpuoOpeTreHHble (akTtopsl pucka BTD, Bce Bo3MoxkHble (akTopsl pucka BTO
CIIeTyeT BBISBJISITH IO Hadajla ¥ BO BPEMsl JICUCHUS 3HUIIPACHIOHOM, a TaKKe MPEANPUHAMATH
MPOPUITAKTUIECKUE MEPHI.

Ipuanusm

Ha ¢one mpuMeHeHUs aHTUIICUXOTHYECKHX MPENapaToB, BKIIOUYAs 3UMPACHUIOH, OTMEYAINCH
ciydyan Tpuanu3Mma. Kak ¥ B ciydae NMPUMEHEHHS JPYIHX ICHUXOTPOIHBIX IpEnaparoB, dTa
He)KellaTeJIbHAsT PeakIus, IMO-BUIUMOMY, HE 3aBHCElla OT J03bl W HE KOppeIHpoBalia C
JUTUTETTLHOCTBHIO TEPAITHH.

T'unepnponraxmumnemus

Kak w ngpyrme mnpemapatrbl, SBISIOMMECS aHTaroHUCTaMu 1g0(aMHHOBBIX D2-perentopos,

3UMPAcUJOH MOXKET TMOBBILIATH YpPOBHU TmpojaktuHa. Ha ¢one mnpuema mnpenaparos,
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MOBBILIAIOIIMX YPOBHU MPOJAKTHHA, OTMEYAINUEh TaKI/Ie|:gé%§tagI{;I A E’ﬂ'ébrdbeg a-ﬂ/réﬁl)be;{

MY OTUETY

TUHEKOMACTUS W HMMIOTeHIWs. JIIuTenbHAss THIEPHIPOTAKTHHEMHsI B  COUYCTaHUHM C
TUTIOTOHATU3MOM MOXET MPUBOJIUTH K CHUKCHHIO MHHEPAIBHOH TIIOTHOCTH KOCTHOM TKaHH.
Tsicenvle KodiCHbLE peakyuu

[lpy npUMEHEHWH 3UNIpacUJOHa COOOMIAJIOCh O ClIydasX JIEKAPCTBEHHOW pEakIuH C
so3uHO(uINeH u cucteMubiMu cumitoMmamu (DRESS). DRESS-cunapom npencrasisier co0oit
COUETaHME TPEX WU OoJiee CIEAYIONUX CUMITOMOB: KOXKHAs peakius (HampuMmep, ChIlb WIN
9KC(OJIMATUBHBIA JEPMATUT), D03UHO(DUIIMS, MOBBIIMICHHE TEMIIEPAaTyphl, JUM(DAJICHONATUS H
OJTHO WJIM HECKOJIbKO CHUCTEMHBIX OCJIO)KHEHHWH, TaKMX KaK TIenaTuT, HEPpPUT, MHEBMOHWUT,
MHUOKAPJIUT U MIEPUKAPIUT.

Jpyrue TsoKenble KOXKHBIC HeXKeNaTeIbHbIe Peakiluy, Takue Kak cuHapoM CtuBeHca-/[»KoHCOHa,
OBUIM 3apETUCTPUPOBAHBI Y MMAIUCHTOB, IPUHUMABIINX 3UTPACHJIOH.

Tspkenble KOXKHBIC HEKEIATENbHbIC PEaKIMH B PsJIe CIy4aeB MOTYT OBITh ACCOIMHPOBAHBI C
JETabHBIM HCXOJIOM. B ciydac BO3HMKHOBCHHSI TSDKEIBIX KOXHBIX HEKEIATEIBHBIX PEaKIni

SUNPACUIOH CIICAYCT OTMCHHUTD.

Bansinne Ha CIOCOOHOCTH YNIPABJISITH TPAHCIIOPTHBIMHU CPEACTBAMM, MEXaHM3MAMHU

3UnpacuiOH MOXKET BbI3bIBATh COHJIMBOCTD U BIMSTH Ha CIOCOOHOCTb YIPaBIISITh TPAHCIOPTHBIMU
CpelCcTBaMU U paboTaTh ¢ MexaHu3MamH. [larrienTaM He06X0AMMO BO3/IEPKATHCS OT YIPABICHUS
TPAHCHOPTHBIMM CPEJICTBAMHM M paboThl ¢ MexaHn3MaMu. HeoOxonumo HajiexammM odpa3zom
UHPOPMHPOBATH 00 3TOM MAlMEHTOB, UMEIOIIMX BO3MOXKHOCTH YIPABIATh TPAHCIOPTHBIMU

cpencTBamMu U paboTaTh C MEXaHHU3MaMH.

dopma BbINIyCKA:

Kancynst 20 mr, 40 mr, 60 mr, 80 mr.

10 xancyn B 6muctep u3 [IBX/I1A/antromunneBoii ¢ponbru.

2,3, 5, 6 unu 10 OGauctepoB, BMECTE ¢ MHCTPYKIIMEH MO MPUMEHEHHUIO MOMEIIAIOT B KAPTOHHYIO

MMa4YKy €¢ KOHTPOJIEM IIEPBOI'0 BCKPLITHUS.

YciaoBust XxpaHeHust
XpaHuTh npu Temnepatype He Boie 30 °C.

XpaHUTh B HEAOCTYITHOM JIJIs IETE MECTE.

Cpok rognocTu

4 roaa. He ncrnons3oBaTh N0 UCTEUYCHUHN CpOKa roAHOCTH, YKA3aHHOI'O Ha YIIAKOBKC.
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(NOCNEQCBATENEHOCTE 0001)

YcaoBus oTnycka

OTIyCKalT MO pelenTy.

Baajesnen perucTpaMOHHOIO YA0CTOBEPEHUSI:

Coenunennsle IlItater AMepuku

Buatpuc Cnemmumantu 9n321Cu

Komnunz ®eppu Poya, 3711, Mopranrays, 3anagnas Bupmpkunus 26505, CILA
+1 724-514-1800

info@viatris.com

United States of America

Viatris Specialty LLC

3711 Collins Ferry Road, Morgantown, WV 26505, USA
+1 724-514-1800

info@viatris.com

IIpousBoauTenn
[Naitzep Aitpiaang apmacbroTUKaN3

JInttn Konnenn, Hero0pumx, I'papcrBo Kungap, Upnannus

Pfizer Ireland Pharmaceuticals

Little Connell, Newbridge, Co. Kildare, Ireland

®Dacopmuk/Y nakoBMk/BeInyCcKkammui KOHTPOJIb KA4ECTBA

[Idaitzep Mantodaxaypunr Joiwienn ['M6X
Moocansaamiee 1, 79090 @paiiGypr, I'epmanus

Pfizer Manufacturing Deutschland GmbH
Mooswaldallee 1, 79090, Freiburg, Germany

IIperensun norpeduTesieil HANPABJIATSH 1O afpecy:

Poccuiickas @enepanus

00O «Buarpuc»

125315, r. MockBa, JIeHuHrpaJCKuil IpocHeKT, 1. 72, K. 4, 2-i1 aTax, oM. 9, kom. 1
Tenedon: +7 495 130 05 50

®axc: +7 495 130 05 51

DnexTpoHHas moyra: ru.info@viatris.com
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