MUHHCTEPCTBO 3[JPABOOXPAHEHU S POCCUIMCKOM ®EJIEPALINU

NMHCTPYKIUA
10 MEJUIIMHCKOMY ITPUMEHEHUIO JIEKAPCTBEHHOI'O ITIPEITAPATA

3EJIOKC®

Perucrpanmonnsiii Homep: [T N015391/01
Toprosoe HanumeHoBaHue: 3en0Kkc”

Me:xkayHapogHOe HeIATEHTOBAHHOE UJIH I'PYNNIPOBOYHOE HAMMEHOBaHue: 3UMPaCUIOH
JlekapcTBeHHas opma: KarcyJibl

CocraB Ha 1 kancyay

o3upoexa 20 me:

eticmeyiowee 6ewyecmeo. 3UNPACHIOHA THAPOXIIOpHAA MOHOTUAPAT 22,65 MI (PKBHUBAJICHTHO
20 Mr 3UMpacuIoHa).

Bcnomozamenvrvle  6ewjecmsea: nakTo3pl MoHoruapar 66,10 Mr, Kpaxman KyKypy3HBIH
npexenaruausupoBanueiii 10,00 mr, Mmaraus creapar 1,25 mr.

Kopnyc kancynei: Turana nuoxkcun 3,0000 %, xenatun gs 100 %.

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

eticmeyowee eewyecmeo. 3unpacuiona ruapoxiopuaa MoHoruapar 45,30 mMr (PKBUBaJICHTHO
40 Mr 3umnpacuaoHa).

Bcnomozamenvuvie eewjecmea: nakTo3pl MoHoruapar 87,83 Mr, Kpaxmal KyKypy3HBIH
npexenaTuHu3upoBanHbiil 15,00 mr, maraus creapart 1,87 mr.

Kopnyc kancynvi: Tutana quoxeun 3,2841 %, uampurokapmus 0,3821 %, sxenarun (s 100 %.
Kpviueura xancynor: Tutana nuokeun 3,2841 %, uanurokapmus 0,3821 %, sxenatun s 100 %.
Jo3upoexa 60 me:

eticmeyowee eewyecmeo. 3UNMPACUIOHA THAPOXIIOPHUAA MOHOTUAPAT 67,95 Mr (PKBHUBAJICHTHO
60 MT 3umpacuIoHa).

Bcnomozamenvuvie ewjecmea: naxkto3pl MoHorugpar 131,74 wr, kpaxman KyKypy3HBIH
IpeKeNaTUHU3UPOBaHHbIN 22,50 Mr, MmarHus creapart 2,81 mr.

Kopnyc kancyner: Tutana nuoxcun 3,0000 %, sxenatun gs 100 %.

Kpvuueuxa kancyner: Tutana quoxcua 3,0000 %, xenatun s 100 %.
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Ho3zuposxa 80 me:

eiicmeyowee gewgecmeo: 3unpacuona rugapoxyiopuaa MmoHoruapar 90,60 mr (3KBUBajICHTHO
80 Mr 3umnpacuoHa).

Bcnomoeamenvuvle 6ewyecmea: makTo3bl MOHOrUupar 175,66 Mr, Kpaxman KyKypy3HbIH
npexenaTuau3upoBanHbiil 30,00 mr, Maraus creapart 3,74 mr.

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

Kpviueura xancynor: Tutana nuokeun 3,2841 %, unguroxkapmud 0,3821 %, sxenarun (s 100 %.
Yepruna (Tek SW-9008): memnak 24-27 %, stanon 23-26 %, uzonpomnanoa 1-3 %, Oyranon
1-3 %, nporunenrimkonb 3-7 %, Boma 15-18 %, ammuak Bomubld 1-2 %, Kanus THAPOKCHUT

0,05-0,1 %, xpacurems xene3a OKcuI YepHbIid 24-28 %.

Yepuuna (Tek SW-9008): memnak 24-27 %, stanon 23-26 %, usonpomnanon 1-3 %, Gyranon
1-3 %, npormnenriukonb 3-7 %, Boma 15-18 %, ammuak Bomsbld 1-2 %, Kanus THAPOKCHT

0,05-0,1 %, xpacurens xxene3a OKCuI YepHbIid 24-28 %.

OnucaHue: TBEP/bIC KEIATHHOBBIC KAICYJbl ¢ «3aMKOM» U Haanuceio «Pfizer» Ha kpbiiieuke
KaricyJibl.

JNosupoBka 20 mr: pasmep Ne4, kpsiiieuka roayooro 1seta ¢ Haamnucbio Pfizer, kopmyc Gemoro
nBera ¢ Hagnuchlo «ZDX 20». O6e Haanucu HaHECEHbI YEPHBIMU YEPHUIIaAMHU.

Josuposka 40 mr: pazmep Ned, kpeiiieuka roiayooro nsera ¢ Haanuchio Pfizer, kopmyc rony6oro
nBeTa ¢ Haanucbio «ZDX 40». O0e HaanucH HaHECEHb! YEPHBIMHU YepHUIIAMHU.

JloszupoBka 60 mr: pazmep Ne3, kpsitieuka 6emoro mpera ¢ Haanuckio Pfizer, kopmyc 6emoro nera
¢ Haanuckto «ZDX 60». O0e HaanucH HaHECEHbl YEPHBIMU YEPHUIIAMHU.

Hosuposka 80 mr: pasmep Ne2, kpbliiedka roiayooro mnseta ¢ Haamuceio Pfizer, kopmyc Genoro
nBeTa ¢ Haanucbio «ZDX 80». O0e HaanucH HaHECEHbl YEPHBIMU YepHUIIAMHU.

Cogepxumoe KarcyJsl: ChIIYyYUd KPUCTAJUIMYECKUI MOPOIIOK OT Oenoro A0 MOYTH Oenoro c

PO30BaTbIM OTTCHKOM IBETA.

dapmakoTepaneBTHYECKasi TPYNIA: aHTUIICUXOTHYECKOE CPEACTBO (HEHPOIENTHK)

Kox ATX NO5AE04

DapMaKoJIOrHYecKue CBOMCTBA
Dapmakoounamuxa
3umnpacuoH 00JIagaeT BBICOKMM CpPOJCTBOM K J0(aMuHOBBIM penentopam tuma 2 (D2) u

CYIIECTBEHHO 00Jiee BHICOKUM CPOJCTBOM K CEpOTOHHHOBBIM perentopam Tuma 2a (5HT24). o
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pesyibpTaTaM  TO3UTPOHHO-dMUCCHOHHOW Tomorpadhum (I1DT) depes 12 yacoB mocie
onHokpaTHoro mnpuema 40 Mr mpemapara OJIOKaJga CEPOTOHMHOBBIX PELENTOPOB THIIA 2A
cocrasmsina 6omnee 80 %, a penentopoB D2 — 60mee 50 %. 3unpacuion Tak:ke B3aUMOICHCTBYET C
cepoToHMHOBEIMU penentopamu SHToc, SHTip m 5HT1a, mpuueM ero cpoiucTtBo K 3TUM
pelenTopaM paBHO €ro CpPOACTBY K perentopy D2 wiu mpeBbliiaer ero. 3unpacuion odnagaer
YMEPEHHBIM CPOJICTBOM K HEHpPOHAJIBHBIM TPAHCIOPTEpAaM CEPOTOHMHA M HOpaJpeHanHA.
3Unpacuion JEMOHCTPUPYET YMEPEHHOE CPOJCTBO K THCTaMUHOBBIM perentopam H(1l) u
anbda(l). 3unpacuioH JAEMOHCTPUPYET HE3HAUUTEIbHOE CPOACTBO K MYCKApHHOBBIM
penentopam M(1).

[TokazaHo, 4TO 3UNIPACUIOH SIBIISIETCSI AaHTAarOHUCTOM KaK CEPOTOHMHOBBIX PEIETITOPOB TUIA 2A
(5HT24), Tak u nopamuHOBBIX penentopoB tuna 2 (D2). [Ipeamnonaraercs, 4To TeparneBTHUCCKUI
¢ dexT mpemapaTa YaCTUYHO OIMOCPEIOBAH 3TUM KOMOWHHPOBAHHBIM aHTArOHHUCTHUYECKUM
JIeHCTBUEM. 3UMPACHIOH TAKXKE SIBJISETCS MOITHBIM aHTaroHucToM perentopoB SHT2c u SHT1p,
MOIIHBIM aroHucToM penentopa SHT1a u UHrHOMTOPOM OOpaTHOTO 3aXBaTa HOPAJPEHAINHA H
CEPOTOHMHA HEHPOHAMM.

DapmakoKkunemuxa

Bcacvieanue

[Tocne mepopabHOTO MTpHeMa HECKOJIBKHX 103 3UIIPACUIOHA C TIUIIEH MMKOBBIE KOHIIEHTPAIUU B
CBIBOPOTKE KPOBH OOBIYHO HAOIOANCH Yepe3 6-8 4acoB 1mociie modydeHus 10361. AOCOTIOTHAS
61omoCcTYynHOCTH /1036l 20 MI npu npueme ¢ nuieit coctasnseT 60 %. dapMakOKMHETUYECKHE
UCCIIEI0BaHMS IIPOJIEMOHCTPUPOBAIIN, YTO OMOOCTYITHOCTh 3UIIpacuaoHa noseimaercs 10 100 %
B IIPUCYTCTBUH UK. [[03TOMY peKOMEHIOBaHO MPUHUMATH 3UTPACHIOH BMECTE C ITHIICH.
Pacnpeoenenue

O0mwem pacrpeneneHus cocraisier npuodausurensHo 1,1 n/kr. 3unpacunon 6onee yem Ha 99 %
CBSI3bIBAETCS C OEJIKAMU CHIBOPOTKH KPOBH.

buompancpopmayus u snumunayus

CpenHnii KOHEYHBIM MEPUOJ ITOJNYBBIBEJICHHs 3HUIPACHIOHA IOCIE NEPOPAIBHOrO IpUeMa
cocraBiisieT 6,6 yaca. PaBHOBecHast KOHIEHTpanusi jocturaercss B TeueHue 1-3 qHeil. Cpennee
3HaYeHHE KJIMPEHCa 3UIIPACUIOHA TNPU BHYTPUBEHHOM BBEJCHUU COCTABISET 5 MII/MUH/KT.
[TpumepHo 20 % 103bI BEIBOJUTCS C MOYON U PUMEPHO 66 % — ¢ KajIoM.

VYV nanuMeHToB, NMPUHHUMAIONIMX Ipernapar ¢ MUIIEH, 3UIPACHIOH JEMOHCTPUPYET JIMHEHHYIO
KUHETHKY B TeparneBTh4YeckoM auana3one 103 40-80 Mr 1Ba pa3a B CyTKH.

3urpacuioH 3KCTEHCUBHO META00IM3UPYETCS MOCIIe IEPOPATHLHOTO MpUEMa, U JIUIIb HEOOIbIIIoe
KOJIMYECTBO BBIBOAUTCS ¢ Mouoit (<1 %) wu ¢ kanom (< 4 %) B HensmeHeHHOM Bujie. Kiupene

3UMpAcUIOHA TMPOTEKAET IMOCPEACTBOM MPEUMYIIECTBEHHO TpeX MeTa0OJMYecKHX NyTed, B
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KOTOPBIX 00pa3yercs 4YeThlpe OCHOBHBIX NHPKYJIHPYIOIIUX METa0onuTa: Cylb(HOKCHIT
oemsuzotnazonmunepazuna (BUTII), cynedon BUTII, cynapdokcua 3umpacugoHa u
S-metunguruaposunpacuoH. JJons 3unpacugona B HEU3MEHHOM BHJIE COCTaBISIET oKkouo 44 %
0T OOIIETro COJePIKaHMUs BEIIECTBA U €r0 METAa0OJIUTOB B CBIBOPOTKE KPOBH.

3urpacusion TJIaBHBIM 00pa3oM MeTaOONM3HUPYEeTCsl JBYMS TYTSAMHU: BOCCTAaHOBJICHHE U
METHIIMPOBAHUE C 00Pa30BaHNEM S-METHIIIUTUAPO3UIIPACHIOHA, HA JI0JII0 KOTOPBIX MPUXOJUTCS
OKOJIO ABYX TpeTel MeTa0oI13Ma, U OKHCIUTEIbHBIN MeTab0IN3M, COCTaBIIIONIUI OCTaBIIYIOCS
tpeTh. MccnenoBanus iN VItro ¢ MCMosib30BaHUEM CYOKJICTOYHBIX (DpaKIuil MeueHH YeaoBeKa
MOKa3bIBAIOT, YTO S-METWJIIUTUAPO3UIIPACHIOH 00pa3yercss B JBa 3Tama. DTH HCCICIOBaHUS
MIOKa3aJiv, YTO MEPBBIH 3TAll OMOCPETOBAH TIIABHBIM 00pa30M XUMHYECKUM BOCCTAHOBJICHHEM 32
CYET TJyTaTHOHA, a TaKkKe (DepMEHTATHBHBIM BOCCTAHOBJICHHEM 3a CYET ajIbJCTHIOKCH]IA3bI.
BTOpbIM 3TanoMm sBJsIeTCSl METHIMPOBAaHKE THOIMETHITPaHCepa3oi. B uccienoBanusx in vitro
obu10 Mokazano, uto CYP3A4 sBiseTcss ocHOBHBIM M30(epMeHTOM 1uToxpoma P450, koTopslid
KaTaJIM3UPYET OKHCIUTEIbHBI METa0O0IM3M 3WUIPACHIOHA C BOSMOXKHBIM HECYIECTBEHHBIM
yuactuem CYP1A2.

3unpacuion, S-METHIIUTHIPO3UIPACUAOH U 3UMPACUIOHA CYIH(GOKCHA MO JaHHBIM in Vitro
UCCIICIOBAaHM 00JIa/Ial0T CXOAHBIMH CBOMCTBaMHM, KOTOPBIE MOTYT CIIOCOOCTBOBAThH YJIMHCHHIO
uaTepBasia QTc. S-MeTHIIUTHAPO3UNIPACHIOH BRIBOAMTCS, TIIABHBIM 00pa3oM, 4epe3 KUIIECYHUK,
PEUMYIIECTBEHHO IyTeM AKCKPENHHU C JKETUbI0 MPH HE3HAYUTEIHHOM YYaCTHH METadoIHM3Ma,
katanmzupyemoro u3zodpepmenrom CYP3A4. DnumuHamus 3urnpacuiioHa cyibpokcuaa
OCYILECTBIIICTCSI MyTEM IMOYEYHOH SKCKpPEIMH M BTOPUYHOMY METabOoJIM3My O]l JEeHCTBHEM
nzopepmenta CYP3A4.

Ocobvle kamezopuu nayueHmos

DapMaKOKMHETUYECKUH CKPUHUHT HE BBIBHI KAaKUX-THOO CYIIECTBEHHBIX pa3inuuii B
(hapMaKOKMHETHKE Y KypAIIUX U HEKYPSIIUX MMalluEeHTOB.

B dapmakokuHeTHKE 3UMpacuI0Ha He HAOIIOIATOCh HUKAKUX KIIMHUYECKH 3HAYMMBIX Pa3TnIuid
10 BO3PAaCTHOMY HJIM TIOJIOBOMY TMpH3HaKy. DapMakOKMHETHKA 3WIPACHIIOHA Y ITallMEeHTOB
nerckoro Bospacta oT 10 mo 17 net Oblna aHanOrMYHON (PapMaKOKMHETHKE Y B3POCIBIX MOCTE
KOPPEKTHPOBKH JI03bI Mperapara o mMacce Tena.

B moarBepkaerne Toro (hakta, 9YTO MOYSUHBIA KIUPEHC UTPaeT OUYeHb HE3HAUYUTEIBHYIO POJIb B
o0mieM KJIMpeHce, MPHU MpHeMe 3UMPACHIOHA TAIMEHTAMH C Pa3IMYHON CTETEHBIO TTOYeYHOH
HE/I0CTaTOYHOCTH HE HAOJI0AAIOCh MPOTPECCUBHOTO TOBBIIICHUS BO3IACUCTBUS 3UIPACHIOHA.
YpoBeHb BO3ACHCTBHS y TAIIMEHTOB C JIETKUM (KIupeHc kpeatnauHa 30-60 mii/MuH), yMepeHHBIM
(xkmuperc kpearnHuHa 10-29 Mi/MMH) W TsDKeTbIM  (TpeOYIOIIMM TIPOBEACHHS THATTN3A)

HapylieHneM (QyHKIMM modek coctaBisl 146 %, 87 % u 75 % ot ypoBHS BO3AEHCTBUS Y
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3JI0POBBIX MAIMEHTOB (KJIUPEHC KpeaTuHuHA > 70 MJI/MUH) TpU pUeMe MepopaibHbIX 103 20 MT
2 p/cyT B TeueHue ceMu nHel. DakT MOBBIMICHUS Y 3TUX MAIMEHTOB KOHIIEHTPAIIUU METa0O0IUTOB
B CBIBOPOTKE KPOBHU HE YCTAHOBJICH.

[Tpu BBI3BAaHHOM HMPPO30M HapylIeHHH QyHKIHH NedeHu (kiacchl A uinu B mo mkane Yainna-
[1p10) OT JIeTKOH 10 YMEPEHHOM CTENEeHN KOHIICHTPAIH 3UMPACUIOHA B CHIBOPOTKE KPOBH IOCIIE
nepopanbHOoro mnpuema Obut Ha 30 % BBINIE, a KOHEYHBIA TEPHOJ TOTYBBIBEACHHS OBLI
npuOIM3UTENIFHO HAa 2 Yaca JJIMHHEE, YeM Yy 3JI0POBBIX MAaIlMEHTOB. BiusHue HapylIeHUs

(bYHKI_[I/II/I IMEYCHN Ha KOHICHTPAIUIO METa0O0IUTOB B CBIBOPOTKEC KPOBH HEHU3BCCTHO.

IToxa3anusi K NPUMeHEHUIO

- 3unpacuI0H NOKa3aH sl JISYSHUS N30 PEHUH Y B3POCIIBIX.

- 3umpacuIoH TOKa3aH AJA JICYCHUS] MAHMAKAIbHBIX WM CMEIIAHHBIX 3IMHU30]I0B YMEPEHHON
CTETNECHH TSHKECTHU MPH OUIIOISIPHOM PACCTPOICTBE y B3POCIBIX MAIMEHTOB, IETEH U MOIPOCTKOB
B Bo3pacte 10-17 ser. DpPekTHBHOCTh NMPUMEHEHHS 3UMPACUIOHA C IEIbI0 MPO(QUIaKTUKA

3MU30/10B OUIOJISIPHOTO PACCTPONCTBA HE YCTAHOBJICHA.

IIpoTuBONOKa3aHMS

- ['unep4yyBCTBUTEIBHOCTD K JEHCTBYIONIEMY UITH JIFOOOMY U3 BCIIOMOTATENbHbIX BEIIECTB.

- YcraHoBJICHHOE y/UTHHEeHHE nHTepBania QT.

- BpoxaeHHbIH CUHIPOM yAJIMHEHHOro nHTepBana QT.

- HenaBHO nepeHeceHHbI ocTpblil HHPAPKT MUOKap/a.

- lexomneHcupoBaHHas cepieuHasi HeI0CTaTOYHOCTb.

- ApuTMuu, IpH JIEYEHUH KOTOPBIX UCIOJB3YIOTCS aHTHApUTMHUYECKUE Mpenapatsl kiacca |1A u
M.

- ConyTCTBYIOLIast Tepamus npenaparaMu, KOTOpble MOTYT BBI3bIBAaTh yJUIMHEHHE nHTepBasa QT,
TaKMMHU KaK aHTHapUTMHUecKue npenapatsl kjaccoB |A u lll, mpimbsika Tpuokcum, ragodanTpus,
JIeBOMETAJIMIIa alleTar, Me30puaa3uH, THOPUAA3UH, MTUMO3K, ciapdaokcalvt, raTudIoKCcallH,
MOKCH(IIOKCallH, J10JlaceTpOHa Me3WIaT, Me(DIOXHH, CEPTUHAON WM LU3ANpPUJ (CM. pa3lienbl

«Oco0bIe YKa3aHusI» 1 «BzaumogeiictBue ¢ APYTruMH JICKApCTBCHHBIMU CpC)ICTBaMI/I»).

C 0CTOPOKHOCTHIO
CrnenyeTr co0ir0aTh OCTOPOKHOCTh MPU MPUMEHEHUU 3UIPACHIOHA Y MAIMEHTOB C TKEION
MEYCHOYHON HEIOCTAaTOYHOCTHIO, CYJOpPOraMH B aHaAMHE3€, CaXapHbIM JAHA0eTOM, y MAI[HEeHTOB

TpYIIbI PUCKa aCIUPAIIMIOHHOM MTHEBMOHUY, Y TAIIIEHTOB C MOBBIIIEHHBIM PUCKOM MHCYJIBTA.
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C 0co060if OCTOPOKHOCTBIO CJEAyeT MPUMEHSTHh 3UIPACHIOH y MAlUEHTOB, CTpPaJaronInX
W3BECTHOM CEplIEYHO-COCYANCTOM MaToNOTHEH (C HaTMYrMeM B aHaMHe3e HH(apKTa MHOKap1a WIn
UIIEMHUYECKOM 00JIe3HU Cep/lia, CePACUYHON HEAOCTATOYHOCTH HIIM HAPYIICHUN TPOBOJIUMOCTH),
1epeOpOBACKYJISIPHON MATOJNOTUEH WM APYTMMU COCTOSHHUSIMH, MPEApacroiaralollluMU K
TUIOTEH3UK (Jeruparaiieil, THIIOBOJIEMHUCH, a TaKKe MOIydYarolluX APYrHe TMIOTCH3UBHBIC
CpelcTBa).
3Unpacuion cleAyeT MPUMEHSITh C OCTOPONKHOCTHIO Y MAlMEHTOB C HUXKE MEPEUUCICHHBIMU
dakTopaMu pUCKa, KOTOPHIE MOTYT yCYT'YOUTh BO3MOKHOCTh BOZHUKHOBEHUS MMAPOKCU3MaTbHON
ey moukoBoii aputmud (torsade de pointes):

e Opamukapaus,

® DJIEKTPOJIMUTHBIN AucOallaHc,

® OJHOBPCMCHHOC MPUMCHCHUC C APYTUMU IIpCliapaTaMiu, YIJIMHAIOMIUMHA UHTCPBAJI QT

IIpuMeHenue npu 6epeMEHHOCTH M B EPHO/I TPYIHOr0 BCKAPMJIMBAHUS, (PePTHIBHOCTD
HccnenoBanust penpoayKTHUBHOM TOKCMYHOCTH Ha SKCIEPUMEHTAJIbHBIX >KUBOTHBIX IOKa3ald
HEeOIaronpusITHOE BIMSHUE HA PENPOTYKTHBHYIO (DYHKIIMIO IPY MPUMEHEHHH B /103aX, KOTOPHIE
ObUIN YK€ TOKCUYHBI JI1 MATEPUHCKOTO OpraHu3Ma /Wil IPUBOAUIIM K CeTaTUBHOMY (D (DeKTy.
TeparoreHHble CBOMCTBA HE JOKA3aHBI.

IIpumenenue npu bepemennocmu

HccnenoBanust ¢ ydacTueM OEpEeMEHHBIX JKEHIIMH HE TMPOBOJWINCH. 3UIPACUIOH HE
peKOMeH/yeTcs Ha3HauaTb BO BpeMs OEpeMEHHOCTH, 3a MCKIIOYEHHEM CIy4yaeB, Korja
OKMJaemasl 1oJjib3a OT €ro NPHUMEHEHUs Il MaTepU NPEBBIAET NMOTCHIHWAIBHBIM PUCK IS
II0/1a.

Hnpopmayus 6 omnowienuu 6ce2o K1acca AHmMuncuxomuyeckux npenapamos

HoBoposxeHHbIe, KOTOpBbIE B TPEThEM TpUMECTpe OEpeMEHHOCTH IMOJIBEPrajluCh BO3IECHCTBUIO
AQHTUIICUXOTHUYECKUX IIPENapaToB (BKIOYasl 3UMPACUI0H), UMEIOT MOBBIIIEHHBIN PUCK pa3BUTHUSA
HE)KeNaTeJIbHbIX peakluil, BKIYash SKCTpanupaMuIHble CUMIOTOMBI U (WJIH) CHHAPOM OTMEHBI,
pa3INyYHON CTENEeHU TSKECTH U TMPOJOJDKUTENILHOCTH B IEpUOJ Iocie poxaeHus. MMerorcs
COOOIIeHUS O CIyYasX pa3BUTHUS aKUTAllUW, TUIIEPTOHYCA, TUIIOTOHYCA, TPEMOpa, COHJIMBOCTH,
pECIMPATOPHOrO0 JAUCTPECC-CUHApPOMA M PACCTPOMCTB MNUTaHUA. B cBA3M C ITUM, Takue
HOBOPOK/IEHHbIE JIOJKHBI HAXOAUTHCS MOJ THIATENLHBIM HabmogeHueM. 3enaokc® He ciemyeT
IMPUMEHSTh BO BpeMs OEpEMEHHOCTH 3a UCKIIIOYEHHEM ciy4yaeB KpaifHell HeoOxomumoctu. [lpu
HEOOXOMMOCTH OTMEHBI IIpernapara B TIepuoa OepeMEeHHOCTH, He CcJeayeT JenaTh 3TO

OJHOMOMCHTHO.

Crp. 6 u3 21



IIpumenenue 6 nepuod 2pyoHo2o 6CKAPMIAUBAHUS

AJIEKBaTHBIX U XOPOILIO KOHTPOJUPYEMBIX KIMHUYECKHUX HCCIECIOBAHUM Y JKCHIIHUH B MEPUOJ
JAKTalMM HE TPoBOAMIOCH. COrjacHO OrpPaHUYEHHBIM JAHHBIM 3HUIPACHIOH TPOHUKAET B
IrPyAHOE MOJIOKO.

[TarueHTKaM creyeT peKOMEHA0BaTh BO3JEPKUBATHCS OT KOPMJICHHSI TPYAbIO BO BpeMs puemMa
sunpacuona. Ecnu jgeueHne HE0OXOIUMO MPOJOKUTE, TO TPYAHOE BCKaPMIIMBAHHE CIIEAYET
MIPEKPATHUTb.

DepmunbHocmo

AJIEKBAaTHBIX U XOPOILIO KOHTPOJUPYEMBIX KIMHUUYECKUX MCCIEIOBAHUHN Y )KCHIIUH U MY>KUUH HE
IIPOBOAMIIOCH.

KonTpamemnus: KeHIIUHAM, CIIOCOOHBIM K JETOPOXKIACHHUIO, KOTOPHIC MOJIyYAlOT 3UITPACHUIOH,

CJICAYyCT pCKOMCHAOBATh IIPUMCHCHUC HAJICIKAIICTO METOJd KOHTPALCTIIINU.

Cnocod npuMeHeHHs U 103bl

Jns npuema BHYyTpb. Karcyinel cienyer nmpuHUMaTh BO BpeMsl €1l U IUIOTaTh LEJIUKOM, HE
pa3KeBbIBasl, HE U3MEINbYasi U HE OTKPBIBAs 3apaHee, TaK Kak 3TO MOXKET MOBIIUATH Ha BCAChIBAHUE
npernapara.

Bspocnvie

PexomennoBanHast 103a B OCTPOM IepHoJe IIHM30(peHUH U OUMOJIIPHOTO paccTpoicTBa
cocraBisieT 40 Mr aBa paza B CyTKM BO Bpems mnpuema numu. CyTodHasl 103a BIOCIEACTBUU
MOYET OBITh CKOPPEKTHPOBAaHA HA OCHOBAaHUH KIIMHUYECKOT'O CTaTyca OTAEIbHBIX MAalMEHTOB 10
MakcuMaibHOU 1036l 80 Mr 71Ba pa3a B cyTKH. [Ipy HEOOXOAMMOCTH CyTOYHas J103a MOKET OBITh
[IOBBIIIIEHA O MAKCUMAJILHON B TEUEHHE 3 THEH.

qpes’ebmaleo 6AJICHO HE npesblidnb MAKCUmMaibHYO 003)/', NOCKOJIbKY l’lpOd)Ll]lb bezonacrocmu

He Ovll noomeeparcoer 0t 003 eviuie 160 me/cym, a npumeHerue 3unpacudora moxcem Oblmb

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

«IIpomusonoxazanuay u «Ocobuvle VKCL?CZHME»).

B xadecTtBe momnepkuBamoIeld Tepanuu MHU30PPEHUU: CIeAyeT Ha3HA4YaTh MHUHUMAIbHYIO
s deKkTuBHYIO J03y; BO MHOTHX Ciy4asx jgo3a mpemapata 20 mr 2 pasa B CYTKH SIBISETCS
JIOCTaTOYHOM.

Ilpumenenue y oemet

bunonsapHoe paccTpoiicTBO

Pexomenayemas ctaproBasi 403a JUIsl ISYEHUS OCTPOTO OUIIONSPHOTO PACCTPOMCTBA Y MAIUEHTOB
netckoro Bo3pacta (ot 10 go 17 net) coctaBnsier 20 M OTHOKPATHO B ICHL BO BpeMs efibl. Jlanee

3UNPACUIOH CIELYET MPUHUMATh C MULIEH €KEAHEBHO, PAa3AEIUB CYyTOUYHYIO 103y Ha 2 IpUEMa B
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JIeHb, TIPeTIapaT clieyeT TUTPOBaTh B TeueHue 1-2 Hemenb 10 neneBoi 10361 120-160 mr/nens mist
MalMEHTOB ¢ Maccoii > 45 kr uiu neieBoi 103el 60-80 Mr/aeHb I DAIMEHTOB ¢ MAacCoil Teia
<45 xr.

[Tocnenytromee MO3UPOBAHHUE CIEAYET KOPPEKTHPOBATh HWHIWBUIYATbHO B 3aBHCHMOCTH OT
KJIIMHUYECKOT'O0 COCTOSIHMSI ManueHTa B npeaenax 80-160 Mr/aeHs s ManueHToOB ¢ Maccor Tela
> 45 xr i 40-80 MI/aeHs 1711 MAIIMEHTOB ¢ Maccoi Tena < 45 kr. B KIMHUYEeCKNX UCIBITAHUIX
paspeniaiock HEPaBHOMEPHOE JIO3MPOBAHUE, TIPH KOTOPOM YTPEHHHUE /10361 ObUTH Ha 20 MT WK HA
40 mr wmesblie BeuepHUX (cM. pazzensl «OcoOble ykazaHus», «®PapMakoIMHAMHUKa» U
«DapMaKOKWHETHKAY).

Upe3BblyaiiHO Ba)KHO HE MPEBBIIIATh MAKCUMAJIBHYIO CYTOUHYIO J103y, PACCUYMTAHHYIO 110 Macce
Tena, MOCKOJbKY MpOoQuiib Oe30MacHOCTH He ObLT MOATBEPKIACH ISl 03, MPEBBIIIAOIINX
MakcuMaibHyto (160 Mr/cyT y neteit ¢ Maccoii Tena > 45 kr u 80 Mr/cyT y aeTeit ¢ Maccoii Tena
<45kr), a NPUMECHCHHE 3HIIPACHIOHA MOXET OBITh aCCOIMHUPOBAHO C J0303aBHUCHMBIM
ynnuaenuem untepsaia QT (cm. pazaensl «IIpoTuBonokasanus» 1 «OcoObIe yKa3aHHUI).
Hluzoghpenus

bezonacHocTh 1 3¢ (EKTUBHOCTh 3UMpPACUIOHA HE OblLIa yCTAaHOBJIEHA Yy MAlMEHTOB JIETCKOTO
BO3pacTa ¢ mu3odpenuei (cM. pazaensl «Ocobbie ykazaHus» 1 «DapMakoaMHAMUKAY).
Toowcunvie nayuenmoi

Y OonbIIMHCTBA NMAMEHTOB B BO3pacTe 65 JIET U cTaplie He M0Ka3aHO Ha3HaueHHe 0osiee HU3KOM
HAYaJIbHOW JT03BI, OJHAKO CIELYET PACCMOTPETh BO3MOXKHOCTh €€ NPUMEHEHMS B Cllydae Korzaa
3TOro TpeOyeT KIIMHUYECKOE COCTOSTHUE U UHbIE 3HAUUMbIe (PAKTOPBHI.

Ipumenenue npu napywienuu Qynkyuu novex

Koppekuuu 103bl mpenapara He TpeOyeTcs y NalMeHTOB ¢ HapylleHHueM (YHKIHU MOYeK (CM.
paznen «®apMaKOKMHETHKAY).

Ipumenenue npu napywenuu Qynkyuu neveHu

Jlis manueHTOB € MEYEHOYHOM HEN0CTaTOYHOCTHhIO HEOOXOIMMO PacCMOTPETh BO3MOYKHOCTH
npuMeHeHus Oojee HU3KMX 103 1mpenapata (cM. pasgensl «OcoOble  yKa3aHus» H

«DPapMaKOKUHETUKAY).

ITo6ouHoOeE aeiicTBHE

Haubonee dYacTbIMU HeXeNaTENbHBIMU pEAKUIUAMU, HAOTIOMAABIIUMUCA B KIMHUYECKUX
UCCJICIOBAHMSIX TIPH MN30(GPeHUH, OB OECCOHHMIIA, COHITUBOCTD, TOJIOBHASI 0OJIb U a)KUTAIIHS.
B KIIMHUYECKUX MHNCCICAOBAHHUAX C y‘—IaCTI/IeM IHAaIfMCHTOB C MaHHeﬁ HpI/I 6I/IHOJ'I$[pHOM
paccTporcTBe HanOOJIee YaCTHIMU HEXKENAaTEIbHBIMHU PEaKIMsIMU ObLTA Cealvs, ToJoBHasE 00Jb

N COHJIMBOCTD.
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B Tabmume HUXKE CONEPKUTCS TEpPEUCHb HEKENATSNbHBIX pEaKuil, HaOIIOJaBIINXCS IPH
MPOBEJICHUN KOHTPOJMPYEMBIX HCCIICIOBAaHUHN y MAIMEHTOB C MMU30ppEeHUEH U OUTIOISIPHBIM
pPaccTpONCTBOM.

Bce HexenarenbHbie 3QPEKTHI IEPEUUCICHBI B COOTBETCTBHH C CHCTEMOW OPTaHOB W 4acTOTOM:
odeHp 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
OCHOBAHHUU UMCIOIIUXCS JTAHHBIX).

[lepeuncieHHbIE HU)KE HEXKENATEIBbHBIC PEAKIMH TAaKXKE MOTYT OBITh CBSI3aHBl C OCHOBHBIM

3a00JIeBaHUEM U/HIIH C IMPUMCHCHUEM COIIYTCTBYIOIIUX JICKAPCTBCHHBIX CPEACTB.

CucreMHO- Ouenpb Yacro Heuacto Peako Yacrora

OpraHHbI| 4acTo or>1/100 1o | o1 >1/1000 K0 or > 1/10 000 | Hen3Be

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

< 1/1000 (nesosmo

JHCHO
oyeHums
Ha
OCHOBAH
uu
umerouux
ca
OAHHbBIX)

Hapymenus l'unepuyBcTBUTE | AHaduIakTHUE

CO CTOPOHBI JILHOCTD CKasl peaKIus

UMMYHHOU

CHUCTEMBI

Wudexuron Punut

HBIC u

napasuTap

HBIC

3a00J1eBaHUs

Hapymenns JIumdonenus,

CO CTOPOHBI 703UHODUITUS

KpOBH u

auMpartuaec

KOM CHCTEMBI

DHIOKPHUH lNunepnponakTuH

HBIC eMus

HapYIICHUS

Hapymenns [ToBpImIEeHHBIN ['mnokanprem

obmeHa anmeTUuT us

BEIIECTB U

MTATaHUS

IIcuxuuec becconn | Manus, Ilannugeckas ['nmomanwms,

KHe n1a aKUTaIUs, aTaka, HOYHBIC | Opanudpenus,

HapyIIeHUS TPEBOXKHOCTh, | KOIIMAapHI, aHOpTra3Mus,

OECIIOKOHCTBO | HEPBO3HOCTb,
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CucremHo- | Ouyensn Yacro Heuacro Penxo Yacrora
OpraHHbIN 4acTo or>1/100 no | oT > 1/1000 10 or > 1/10 000 | Hen3Be
KJ1ace >1/10 <1/10 < 1/100 h (1] CTHA
< 1/1000 (nesosmo
JHCHO
oyeHums
Ha
OCHOB8AH
uu
umerouwux
cA
OAHHbBIX)
JeNpecCUBHAs YIUIOLLEHHBIN
CUMIITOMATHKA, apdexT
CHIDKEHHE
10%(8)20100)
Hapymenuss | Connu Jucronus, CuHkore, 3/10Ka4eCTBEH
CO CTOpPOHBI | BOCTb, SKCTpalupaMy | F€HEpPaJIM30BaHH | HbIH
HEPBHOM TOJIOB JTHOE PAacCTpOM | bIe TOHUKO- | HEUPOJIENTHYE
CHUCTEMBI Hasi 60/1b | CTBO, KJIOHUYECKHE CKHMI CHHJIIpOM,
MapKUHCO CYJIOpO>KHbIE CEpPOTOHHUHO
HU3M, NO3JHSAA | IPUCTYIIBI, BB CHHJIPOM,
JUCKUHE3Us, aTakcus, napaany
JTUCKUHE3U, aKMHE3Us, JIMLIEBOTO
TUIEPTOHYC, CHUH/IPOM HepBa, rapes
aKaTu3usi, 0ECTOKONHBIX
TpeMop, HOT, HapyLICHUs
TOJIOBOKPYKEH | IOXOJKH,
ue, CIIIOHOTEYEHHUE,
CEIaTUBHBIN napecresus,
s dexr THUTIOACTE3US,
IU3apTpus,
paccTpoicTBa
BHUMAaHUS,
TUIIEPCOMHUS,
JeTaprus
Hapymenns Heuetkoe OxynorupHseIi AMOnuonus,
CO CTOPOHBI 3peHue, Kpu3, 3yA B obnactu
oprasa HapyuieHue CBETOOOS3Hb, riasa
3peHus 3peHus CYXOCTb IJIa3
Hapymenns Bepruro, mym B
CO CTOPOHBI ymax, 00Jib B yxe
oprasa ciyxa
u
BECTHOYIISIpH
Oro amnrnapara
Hapymenns Taxukapaus Onrymenne [Tonmumopduas
CO CTOPOHBI cepALeOreHus JKEITyJ0YKOBast
cepana TaxuKapaus

TUIIA ITHPYITH
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CucremHo- | Ouyensn Yacro Heuacro Penxo Yacrora
OpraHHbIN 4acTo or>1/100 no | oT > 1/1000 10 or > 1/10 000 | Hen3Be
KJ1ace >1/10 <1/10 < 1/100 hi (1 CTHA
< 1/1000 (nesosmo
JHCHO
oyeHums
Ha
OCHOB8AH
uu
umerouwux
cA
OAHHbBIX)
Hapymenus AptepuanbHas | ['unepronu Cucronuueck | Benosnas
CO CTOPOHBI TUIIEPTEH3UsA YECKUU Kpu3, | as TpoMOO
COCYJI0B OpTOCTaTUYeC apTepuaNbHast | SMOOIHS
Kasi TUIOTEH3Us, | TUIIEPTEeH3NUs,
apTepuaibHas JIMACTOJINYEC
TUIIOTEH3USA Kast
apTepuajbHas
TUIEPTEH3U,
HeCTaOUIIbHOE
apTepuagbHOe
JIaBJICHUE
Hapyuienus Ouryuenue Jlapunrocnasm,
CO CTOPOHBI C/IaBJICHUS B | UKOTa
JIbIXaTeIbHO ropjiae, OJbILIKA,
W CHCTEMBEI, 001b B
OpraHoB POTOITIOTKE
IrpyaHON
KJIETKH u
CPEIOCTEHHUS
Hapymenus PBota, nuapes, | ucdarus, Kunxnii ctyn
CO CTOPOHBI TOILIHOTA, racTpur,
KEIyA0YHO- 3arop, ractpos3odare
KHILEYHOT O MOBBIILIEHHOE | aJbHAA
TpakTa CIIFOHOOT/ETIEH | peduitoKCHas
ue, CyXoCTh BO | 00J€3Hb,
pTY, TUCKOM(pOpT B
JUCTIETICUS KHUBOTE,
HapyuleHHe  Co
CTOPOHBI  S3bIKa,
METEOpU3M
Hapymenns 6331113 Kpanusauna, JlexapcTBeH
CO CTOPOHBI MaKyJoIayJe3H | Has peakuus ¢
KOXH u as  ChIMb, aKHE, | Y03UHODUINEH
MTOJIKOYKHBIX aJonenus U CUCTEMHBIMU
TKaHeu CHUMIITOMaMH#
(DRESS),
rcopuas,
aHTMOHEBPOTHU
YeCKUH  OTEK,
AJUIEPTUYECKUI
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CucremHo- | Ouyensn Yacro Heuacro Penxo Yacrora
OpraHHbIN 4acTo or>1/100 no | oT > 1/1000 10 or > 1/10 000 | Hen3Be
KJacce >1/10 <1/10 < 1/100 o CTHA
< 1/1000 (nesosmo
HCHO
oyeHums
Ha
OCHO6aH
uu
uMeruux
e
OAHHbBIX)
JIEPMaTUT, OTEK
JuLa, 3puTema,
TaryJe3Has
CBIIIb,
paszapaxeHue
KOXHU
Hapymienns Mpeieunas Kpusomes, Tpuzm
CO CTOPOHBI PUTHIHOCTD MBIILIEYHbIE
CKEIJICTHO- crma3mel, 0OJIb B
MBILLIEYHON KOHEYHOCTH,
CUCTEMBl U KOCTHO-
COEIMHUTEIIb MBILLICYHBIN
HOM TKaHU JTUCKOMQOPT,
CKOBaHHOCTb B
cycTaBax
Hapymenus Henepxanune 3anepkka
CO CTOPOHBI MOYH, AU3ypUs MOUYH, SHYpE3
MIOYEK "
MOUYEBBIBOJISI
IIUX IyTen
bepemen Cungpom
HOCTb, OTMEHBI
OCIIEPOO mpenapara |y
BBIC " HOBOPOXKIEH
nepuHaTaib HOTO
HBIE
COCTOSIHUSI
Hapymenus CekcyanbHast | ['anmakTopes, IIpunanusm,
CO CTOPOHBI TUCHYHKIUS Yy | THHEKOMACTHS, yCHJIEHUE
pPENpPOAYKTUB MY>KUYUH aMeHopest APEKIINH,
HOM CHCTEMBI APEKTHIIbHAS
U MOJIOYHBIX TUCYHKIUSA
Kees
Ob6uue [Iupexcus, Huckombpopt B | OmymieHue
paccTpon 00Jb, acTeHUs, | TPYIHOM KIETKe, | *Kapa
CTBa " MOBBIILIEHHAS | XKaXKJa

HapyIICHUs B
MecCTe
BBEJICHUS

YTOMIIAC MOCTH
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CucremHo- | OueHb Yacro Heuacro Peaxo Yacrora
OpraHHbIN 4acTo or>1/100 no | oT > 1/1000 10 or > 1/10 000 | Hen3Be
KJ1ace >1/10 <1/10 < 1/100 hi (1 CTHA
< 1/1000 (nesosmo
HCHO
OyeHUums
Ha
OCHOBAH
uu
umerouux
csl
OAHHbBIX)
JlaGopatop CHikeHue VY nunenue [ToBbIIeHHBIN
HBIE u Maccel  Teina, | uHTepBasna QT Ha | ypoBeHb
UHCTPYMEHTA YBEJIIMUYCHUE ANEKTPOKAPANUO | JIAKTATIACTUIPO
JbHBIE MAacchl Tena rpamme, reHa3bl B KPOBU
JAaHHBIC OTKJIOHEHHE  OT
HOPMBI
OMOXMMHUYECKUX
roKasartesei
(GYHKIMU TICYSHH

B KpaTKOCPOYHBIX M TOJTOCPOYHBIX KIMHUYECKHX UCCIICIOBAHHSIX 3UIIPACUIOHA Y MAIUCHTOB C
mm30(peHneil 1 MaHUeW MpU OHUIIOIAPHOM PACCTPOUCTBE TOHHKO-KJIOHHYECKHE CYIOPOKHBIE
NPUCTYNBl U apTepHabHasl TMIIOTEH3MsI BO3HHMKAIM HEYacTo, MeHee 4eM y 1 % maiueHToB,
NOJTYy4aBIINX 3UMPACHIOH.

3UnpacuIOH MOXKET BBI3BIBATH J10303aBHCHUMOE YIUMHEeHHe wuHTepBama QT or jerkod a0
yMepeHHOU cTerneHu (cMm. pazaen «PapmakoguHaMUKa»). B KIMHWYECKUX HCCIEHOBAHUSAX Y
naneHToB ¢ mm3ogppenueil mo maHHeM OKI ynnmaenume waTepBama QT nHa 30-60 mcek
HaOmonanock y 12,3 % (976/7941) nauueHToB, MOTyyYaBLIIMX 3UIpacuuoH, u 'y 7,5 % (73/975)
MalKeHTOB, MOJyYaBIIMX Tuiane6o. Y mmHenne Ha > 60 Mcek Habmromanoch y 1,6 % (128/7941)
NAIMEHTOB, MOJyYaBIIHX 3unpacugoH u y 1,2 % (12/975) manueHToB, MONTydYaBIIUX I1anedo
cooTBeTCTBeHHO. Yactora cimydaeB yuimHeHHs wHTepBasa QTC Gosnee 500 Mcek cocraBisuia
3 ciyuas Ha 3266 (0,1 %) nammeHTOB, moJy4aBIIWX 3UmpacuoH, U 1 ciydait Ha 538 (0,2 %)
NalMeHTOB, MONTy4YaBImKX Iuiane6o. ConocTaBUMbIE TAaHHBIC OBLUTH MOMYYEHBI B KIMHHYECKHX
UCCIICIOBAHHSX C YIaCTHEM MMAIMCHTOB C MaHHEH MPH OUITOJIIPHOM PacCTPOMCTRE.

B KIMHUYECKMX HCCIIEAOBAHUAX [UIMTEIBHOW MOJICPKUBAIONICH TEparnuu y MAalHeHTOB C
mM30QpeHneil, MOTyYaBIINX 3UMPACHIOH, HAOIIONAIOCH HEPETYJSIPHOE TOBBIIMICHHE YPOBHS
NpOJIAKTHHA, OJHAKO Yy OOJBIIMHCTBA TIAllMEHTOB II0OKa3aTeld BEPHYIUCh B TIPEICIBI

HOPMAaJILHOTO JIara3oHa 0e3 nmpekpaiieHus Tepamun. Kpome Toro, moTeHIIMAIbHBIC KITTHUYECKUE

MPOsIBIICHUS (HalpuMep, THHEKOMACTHS M YBEJIMUYEHUE MOJIOYHBIX jKeJie3) ObUIH PeIKUMH.
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Hemu u noopocmku ¢ GUNONAPHBLIM PACCMPOUCINEOM U NOOPOCMKU C WU30PpeHuel

B mmane6o-KOHTPONMUPYEMBIX KIMHHUYECKUX HCCIEIOBAaHUAX C Y4YacTHEM IallMeHTOB C
OUMONSApHBIM paccTpoiicTBOM B Bo3pacte 10-17 mer HamOonee dYacThHIMH HEKENATECIHHBIMU
peakiusMu (dactoroTta paszutus > 10 %) Obun cegatuBHbIA 3PHEKT, COHIMBOCTD, TOJIOBHAs
00J1b, OBBILIEHHAS] YTOMJIIEMOCTb, TOLTHOTA U TOJIOBOKpYXeHHe. B miane0o-KOHTpoIupyeMbIX
KIIMHUYECKUX HCCIICIOBAHMIX C y4acTHEM MalMeHTOB C¢ mm3odpenueil B Bo3pacre 13-17 mer
HanOoJsiee YaCTBIMM HEXeJaTeIbHBIMU peakiusiMu (¢ yactoTod pasButus > 10 %) Obuim
COHJIMBOCTb U JKCTpalmMpaMuAHOE paccTpoiictBo. YacrtoTa, THUN U CTEHEHb TSIKECTU
HE)KeNaTeJIbHBIX PeaKkUil y 3TUX MalUeHTOB ObUIH, B 1[E€JIOM, COIIOCTABUMBI C MOKA3aTEISIMU Y
B3pPOCJBIX MAIMEHTOB C OWIOJSPHBIM pPACCTPOWCTBOM WM IHW30(PEHUEH, MOTyYaBIINX
3HUIPACHIOH.

B kimuHMYECKHX HCCIEIOBAaHUSAX C y4YyaCTHEM MAIMEHTOB JETCKOro BO3pacTa C OUMOSPHBIM
paccTpoiicTBOM M MHM30(PpeHuel, npueM 3UnpacuoHa ObUT aCCOLUHUPOBAH C J10303aBUCHUMBIM
ynnuHeHueM uHTepBana QT OT nerkoil 10 yMEpeHHOW CTeNeHH TSDKeCTH aHAJTOTHYHBIM
HaOmromaeMoMy BO B3pociod momyisinud. O ciaydasx TOHHMKO-KIOHHYECKHX CYAOpOT H
TUINOTEH3UU B IUIANE00-KOHTPOIUPYEMBIX KIMHUYECKHX HCCIENOBAaHHUSIX C y4acTHEM JETel ¢

OUMOJISIPHBIM PACCTPOICTBOM Yy HE COOOIIANOCH.

Ilepeno3supoBka

MmeroTcs nUIIb OTpaHWYEHHBbIE JaHHbIE O ClydasX Mepelo3UpoBKU 3umpacuaoHa. Camas
OombIIas MOATBEPKACHHAS pa30Basi J03a 3UMIPacUI0HA, IPUHSATAs BHYTpPb, cocTaBisia 12 800 wmr.
B srom cnyuyae HaOdr0aNoch pa3BUTHE SKCTPANUPAMUIHOM CHUMITOMATUKH W YAJUHEHHE
untepBaia QT/QTc 10 446 Mcexk (6€3 OCIEAYIONIMX OCIOKHEHHI CO CTOPOHBI cep/nia). B 1iemom,
HauOosee 4acTo  HAOMIOJAeMbIMM  CHMITOMAaMH  IIOCJI€  TNEPENO3UPOBKH  SIBISIOTCS
AKCTpANUPAMUIHBIE CUMIITOMBI, COHJTUBOCTb, TPEMOP U TPEBOTaA.

BosmoxHoe nputyrieHre 601eBoi 4YyBCTBUTENbHOCTH, MOSBICHUE CYI0POKHBIX IPUCTYTIOB WU
JTMCTOHMYECKUX PEAKIMiA B 00JTACTH TOJIOBBI H IIIEH TOCIE TIEPEIO3UPOBKH MOKET CO3/IaTh PHUCK
acnMpanuy pBOTHBIX Macc NMPH MHIYLHUPOBAHHON pBOTE. MOHHUTOPUHT CEpJEUHO-COCYAUCTON
CUCTeMBl JIOJDKEH OBITh HayaT He3aMEeMIUTENIbHO M JOJDKeH BKJIIOYATh HENMPEepPBIBHBIN
ANEKTPOKAPAUOTPAPUIECKUA ~ MOHHTOPUHT  JUISI  BBISIBJICHHS ~ BO3MOXXHBIX  apUTMHIA.

Crernuduyeckoro aHTUIOTA JIs1 3UMPACUIOHA HE CYIIIECTBYET.

B3aumopneiicTBue ¢ IPyruMu JieKapCTBEHHBIMH CPeICTBAMU
dapMaKOKHHETHYECKUE B (DapMaKOIMHAMHYECKUE UCCIISIOBAHUS B3aMMOICUCTBHS 3UTIPACHIOHA

C JpYyTMMHU JIEKapCTBEHHBIMHU IIperapaTaMy, BbI3BIBAIOIIUMH yJIMHeHHe uHrtepBana QT, He
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POBOIMIACE. HEBO3MOXKHO MCKITIOYHTh HAIM4YME aJIuTUBHOTO 3(ddekra 3umpacuaona u 3Tux
JICKapPCTBEHHBIX IPENapaToB, MOITOMY 3HIIPACHIOH HE CIEAyeT MPUHHMATh OJHOBPEMEHHO C
JICKapCTBCHHBIMU TIperaparaMi, BBI3BIBAIOIIMME YyAJuHeHHEe wuHTepBana QT, Takumu Kak
aHTHapuTMUYeckue mpernapatel kiaccoB |A wu |ll, Mbimbsika Tpuokcwua, ragodaHTpHH,
JICBOMETAIWIIA alleTaT, Me30PHUIa3uH, THOPUIA3UH, TTMMO3U I, CIIap(IIOKCAIINH, TaTU(IOKCAIIH,
MOKCH(]IIOKCAllMH, [0JIacCeTpOHA MeE3WIaT, ME(IOXMH, CEepPTUHAON WIM nu3anpun (CM.
paznen «IIpoTuBONIOKAa3aHUSY).

HccnenoBanusi B3aMMOJICHCTBHSI 3WIPACHIOHA C JPYTMMH JIGKAPCTBEHHBIMHU TIperiapaTamu y
JeTel He MPOBOJIUIIUCH.

Ipenapamul, deticmeyiowue na LTHC / anxkoeons

Y4uThiBass OCHOBHOE [ICHCTBUE 3UIIPACHIOHA, CJIEIYET MPOSBIATH OCTOPOXKHOCTH TPH €ro
NPUMEHEHUY B KOMOMHAIIMY C JPYyTUMHU Iperaparamu, neicryromumu Ha [ITHC, u ¢ ankoronem.

Brusnuue 3unpacu00Ha HAa dpveue JIEeKAPCNIBEeHHblE cpedcm(%a

B in vivo uccnenoBaHuy 0JJHOBPEMEHHOTO MPUMEHECHHUs IeKCTpoMeTopdaHa 1 3UMPACHIOHA HE
OBUIO BBISIBIIEHO BBIpaKEHHOTO uHrHOuMpoBanus u3odepmenta CYP2D6 mpu konueHTparyn
3UIIpacuioHa B mia3Me kpoBH Ha 50 % Huke, yeM npu npueMe 40 Mr 3unpacuioHa JBa pasa B
cyTku. JlaHHbIe HMCCheqoBaHUil IN Vitr0 CBUIETENBCTBYIOT, YTO 3HMIIPACHIOH MOXET SIBISTHCS
yMmepeHHbIM uHrHOuTOpoM m3odpepmenToB CYP2D6 u CYP3A4. OmHako MajaoBEpOsSiTHO, YTO
3UINPACHIOH OKa3bIBACT KIMHUYECKH 3HAYNMOE BJIHMSIHUE Ha (PapMaKOKUHETHKY JIEKapCTBEHHBIX
IpenapaToB, KOTOpble METabOIN3UPYIOTCS 3TUMH H30popMaMu ruToxpoma P450.

IlepopanvHuvle konmpayenmuevl

[Tpuem 3umnpacugoHa HE BBI3BIBACT 3HAUYUTEIHHBIX M3MEHEHUH (papMaKOKHHETUKH IPEraparos,
coJiepkanux cTporeH (AtuHWIACTpaanon, cyoctpar CYP3A4) unu mporecTepoH.

Jlumuu

OnHOBpeMEHHBII TpUeM 3UIpacHAOHa M TpernaparoB JMTHsS HE OKa3blBaJl BIMSHUS Ha
(apMaKOKUHETHUKY JIUTHSL.

[TocKoNBKY 3HUITPACHUAOH M JIMTHIA aCCONMUPOBAHBI C M3MEHEHUSIMHU CEPACYHON TPOBOIUMOCTH,
HNOTEHIMAJIBHO, OJHOBPEMEHHOE MPUMEHEHUE 3TUX IMPENapaToB MOXKET ObITh ACCOIMHPOBAHO C
PHCKOM  pa3BUTUSl HEXKENaTeJIbHBIX peakUWd B TOM 4YHCI€ apUTMUN  BCIEICTBHE
(dapMaKOIMHAMHYECKOTO B3aWMOJICHCTBHS, OJHAKO, B KOHTPOJIUPYEMBIX KIMHHYECKHX
UCCIICIOBAaHUSX TP COBMECTHOM TIpUEME 3HIIPACHAOHA W JIUTHS HE OBLIO OOHApYyKEHO
BO3paCTaHKUe KJIMHUYECKOTO PUCKA 10 CPABHEHMIO C TIPUEMOM OJIHOTO TOJIBKO 3UIIPACUIOHA.
Banvnpoesas kucroma

dapMaKOKMHETUYECKOE B3aUMOJICHCTBHE MEXy 3UIIPACUIOHOM M BAJIBIIPOATOM MaJIOBEPOSITHO

BCJIE/ICTBUE OTCYTCTBHUSI y 3TUX JBYX JIEKAPCTBEHHBIX IMpPENapaTroB OOLIMX METa0OIMYECKHX
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nyteid. MccnenoBaHusi OJHOBPEMEHHOTO NpHeMa MalMeHTaMH 3UIPACHIOHAa U BaJbIIpoaTa
MOKa3aJiM, YTO CpEIHSs KOHILEHTpalus BajblipoaTa HaXoJujach B TMpeaeinax TOTro XKe
TEPaneBTHYECKOTO Mana3oHa, 4YTo U Ipu IpueMe BajlblIpoata ¢ mianeoo.

Brusnue dpvzux npenapamoe Ha SMHDQCM()OH

JlanHble wHCClIeOBaHUN IN VItr0 W HWCclaeqoBaHW Ha JKUBOTHBIX YKa3bIBAIOT HAa TO, 4YTO
3UIPACUIOH BEPOSATHO sBjsieTcss cyoctpatom P-riumkonporenna (P-gp). Kimauueckas
3HAYMMOCTb 3TOrO IN VIVO /1151 YeIoBeKa HEe yCTaHOBJICHA.

OHOBpEMEHHBIN TpHEM 3unpacuioHa 1 uHruouTopa nzopepmenta CYP3A4 u p-riaukonporenHa
keTokonasouia (400 Mr/cyTku), MOBBIIIAT KOHIIEHTPAIIUIO 3UMPACHIOHA B CBIBOPOTKE KPOBU MEHEE
gyem Ha 40%. IIpm oOgHOBpEeMEHHOM TMPHUMEHCHHMHH C KETOKOHA30JIOM KOHIICHTPAIUS
S-MeTHIIUTUAPO3UIIPACHIOHA U 3UIIPACHIOHA CYJIb(OKCHIA B CHIBOPOTKE KPOBU B OXKHIAEMOE
JUISL 3UTIpacu/ioHa Tmax yBenuuuBaiach Ha 55 % u 8 % coorBercTBeHHO. [lomonHuUTEIHHOE
yanuHeHne wuHTepBaia QTC He wHabmoganock. KiuHMYecku 3HaUMMble W3MEHEHUs
(hapMaKOKMHETHKYU 3UIPACUIOHA, CBSI3aHHBIC C COBMECTHBIM MPHEMOM MOIIHBIX WHTHOUTOPOB
nzopepmenra CYP3A4, ManoBepOSITHBI, TOITOMY KOPPEKIIMH pEXKHUMa JO3MPOBAHUS HE
TpeOyeTcs.

[Tockonpky 3unpacunon sBiuserca cyoctpatom CYP3A4, a unnykuus CYP3A4 cpszana c
uHaykuei P-gp, omgHoBpemeHublii mpueM ¢ uHayktopamu CYP3A4 u P-gp, Takumm Kak
kapOamazenwH, pudaMIuH U 3BEpOOOH TPOIBIPSBICHHBIN, MMOTCHIIMAILHO MOXET BBI3BIBATH
CHI)KCHHME KOHIICHTpAI[MM 3HUIpPACHJOHA B CHIBOPOTKE KpoBU. KiIMHUYECKHH  OMBIT
OJIHOBPEMEHHOTO TIpHe€Ma 3HIMPACHUJOHA U HOPMOTHUMHUYECKOTO CpeACTBa KapOamasenuHa
orpanuyeH. [loka3zaHo, uto mpuem kapOamaszenuHa B g03e¢ 200 mMr 2 p./cyT. B Teuenue 21 nus
CrocoOCTBOBAJI CHUKEHHUIO YPOBHS BO3/IEUCTBHS 3uTipacuona Ha 35 %.

Anmayuool u yumemuoun

MHOTOKpaTHBIN MpUeM aHTAIUI0B, COAEPKAIINX ATFOMUHUA U MarHUi, MU IIUMETHINHA TIOCTIE
npreMa TWIM HE OKa3blBAT KIMHWYECKH 3HAYMMOTO BIUSHUS Ha (PapMaKOKHHETHKY
3UINpacHUIOHa.

CepomoHunepeuueckue ieKapcmeeHnvie cpeocmaa

B otrnenbHBIX chmydasx cooOMIANOCh O CIydasxX pa3BUTHS CEPOTOHHMHOBOTO CHHAPOMA,
BO3HUKABIIUX TP PUMEHEHUH 3UIPACUIOHA B COYCTAHUH C IPYTUMHU CEPOTOHHHEPTHUSCKUMU
JeKapcTBeHHbIMU mpenapatamu, TakumMu kak CHUO3C (cm. pasgen «[loGounoe neiicTBHEY).
Knunndeckue mposiBIEHUS] CEPOTOHUHOBOTO CHHIPOMA MOTYT BKIIFOUaTh CITyTAHHOCTh CO3HAHUS,

AKUTAUIO, JINXOPAAKY, HOTINBOCTL, aTaKCHUIO, I‘I/IHCppC(I)J'IeKCI/IIO, MHOKJIOHUTIO U JHUAPCTO.
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Cea3b ¢ beakamu niazmvl Kposu

3Unpacuion B 3HAUUTENIBHOM CTENEHM CBsI3bIBacTCAd € Oenkamu Iuia3mMbl KpoBu. CTerneHb
CBs3bIBaHUSl 3HIIPACHJIOHA C OelKaMHM IUIa3Mbl KpPOBU N VItr0 He W3MEHsUIach NpU
OJIHOBPEMEHHOM MpPHMEHEHHUU C BaphapUHOM WU MPOMPAHOIOIOM (ABYMs Mpenaparamu,
00J1a/1a101IMMU BBICOKOM CTETEHbIO CBSI3U € OeNIKaMU IJI1a3Mbl KPOBH ), TAK)Ke KaK 3UMIPACUIOH HE
M3MEHSJI CTENEHb CBS3BIBAHUS ITHX MPENaparoB C OelKamMM IJIa3Mbl KPOBU uejoBeKa. Takum
o0pa3oM, BO3MOYKHOCTb JIEKAPCTBEHHOIO B3aWMOJAEWUCTBHUS C 3UIPACHJOHOM 32 CYET

KOHKYPCHIIUHU 3a CBA3b C OeJIKaMH I171a3MBbI KpOBH MaJIOBEPOATHA.

OcoO0ble yka3anus

Jl1s BBISIBJIEHMSI MTaLlMEHTOB, KOTOPHIM IIPOTUBONOKA3aHa TE€panus 3UMPacU0HOM, HEOOXOAMMO
U3yYUTh aHAMHE3, BKIIIOYasi CEMEHHBIM aHaMHE3, U MPOBECTH (pU3HKaIBbHOE 00Ce0BaHHE (CM.
paszznen «IIpoTuBonokazanus»).

Humepsan QT

3urpacuioH BBI3BIBACT J10303aBHCHMMOE y UTMHEHHE mHTepBana QT OT Jierkoid 10 yMepeHHOH
cTerneHu TsokecTH (cM. pasaensl «[lobounoe aeficTBuey u «apMakoIMHAMUKAY ).

3uIpacuioH 3ampelieH0 Ha3HayaTh COBMECTHO C IpernapaTaMi, BBI3bIBAIOIIMMH YUIMHEHHE
untepBasia QT (cMm. pasnensl «IIpotuBonokasanus» u «B3aumozpelcTBue ¢ JApYrUMHU
JIEKapCTBEHHBIMU CpeAcTBaMu»). HeoOxonumo coOioaTh OCTOPONKHOCTh MPU Ha3HAYCHUH
npernapara MaldeHTaM C BBIpaXKEHHOUN Opaaukapaueil. DNeKTpOIUTHbIE HapyLIeHUs], TaKHe Kak
TUIOKAIMEMUS U TMIIOMarHueMus, MOBBIIIAI0T PUCK 3JI0KAY€CTBEHHON apUTMUU U JOJKHBI OBITH
yCTpaHEHBbl JI0 Hayajla Tepanmuu 3unpacuioHoM. [Ipu jedeHHu NalMeHTOB CO CTaOMJIbHBIM
3a0o0sieBaHUEM cep/la pekoMeHayercs nposectd ananu3 DKI' 1o Havana Tepanuu.

[Tpy HanMuUMU TaKUX CUMITOMOB CO CTOPOHBI CEp/lia, KaK OIyIlleHnue cepAleOrneHus, BepTuro,
OOMOpPOK WJIM CYAOPOXKHBIE TPHUCTYIBI, HEOOXOAMMO YYHMTHIBATh BO3MOXKHOCTb HaJUM4YUs
3JI0KaUY€CTBEHHOM cep/IedHOl apuTMHM U MTPOBECTH 00cieaoBaHue cepaua, Briatodas OKI'. Eciu
uaTepBann  QTc >500 Mmc,  pekoMeHayeTcs  TpEKpaTUTh  Tepamuio  (CM.  paszaen
«IIpoTHBOIIOKa3aHU).

B TedyeHume MOCTPEruCTPALlMOHHOTO TMEpHOAAa OBUIM TMOJYYEHBI PEIKUE COOOIIEHUS O
HOJUMOP(HOIN KETyJOUKOBOM TaXWKapAWU THUMA «IUPYIT» Y NPUHUMABIINX 3UIPACH]IOH
NaIMEeHTOB, UMEBIINX MHOT'OXECTBEHHBIE (haKTOPHI PUCKA.

Jemu u noopocmku

be3zonacHocTh 1 3¢ (hEeKTUBHOCTH 3UMPACKIOHA MTPH JICUEHUH MU30(PEHUH Y IeTeH U MOJPOCTKOB

ycTaHOBJIeHa He Obuia (cM. pazaen «DapMakoIuHAMUKAY).
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3noxauecmeennviil netiporenmuueckuil cunopom (3HC)

3HC — 310 peaxoe, HO MOTEHIIUAIBHO KU3HEYTPOXKAIOIIEE COCTOSHUE, O KOTOPOM COOOIIANIOCh B
CBSI3U C NPUEMOM AHTHIICUXOTHUYECKUX JICKApPCTBEHHBIX MpPENapaToB, BKIIOYAsl 3UIMPACHIIOH.
[Tarmentam ¢ 3HC HeoOX0AMMO HEMEUIEHHO MPEKPATUTh MPHUEM JIFOOBIX aHTUIICUXOTUYECKUX
JIEKapCTBEHHBIX MTPEnapaToB.

Ilo30mns5 ouckunesus

[lpy nAWTENHHOM NPUMEHEHWH 3UMPACHIOH NMOTEHIMAJIbHO CIOCOOEH BBI3BIBATH ITO3THIOI0
JUCKUHE3UIO W JIPYTUE MO3JHUE AKCTpanUpaMHUAHbIE CHHAPOMBI. M3BECTHO, UYTO MAlUEHTHI C
OUMOJSPHBIM PACCTPOHCTBOM OCOOCHHO IMOABEPKEHBI PA3BUTHUIO JaHHBIX OCIOKHEHUH. Puck
BO3pacTaeT NpU YBEJIWYEHUU IPOJIOJDKUTEIIBHOCTH TEpaluu, a TakkKe ¢ Bo3pacToM. B ciyudae
NOSIBIICHUSI TPU3HAKOB M CHMIITOMOB IIO3JHEH JUCKWHE3UH HEOOXOIMMO PpPacCMOTPETh
BO3MOXXHOCTh CHIDKEHUS 103bI HIIM MPEKpaIeHHs TePauy 3UPACUTOHOM.

Tlaoenus

3UIpacuioOn MOXET BBI3BIBATH COHJIMBOCTH, TOJIOBOKPYKEHHE, OPTOCTATUIECKYIO THIIOTCH3HIO,
HapyIIEHHs TOXOJKH, YTO MOXKET MPUBOJIUTH K majgeHusM. Ciemyer coOio1aTh OCTOPOKHOCTh
IpU JICYCHUH MAIMEHTOB C BBICOKHMM PHCKOM U PAacCMOTPETh BO3MOXKHOCTh Ha3HAYCHUS
CHI)KCHHON HAYaJdbHOW [103bl (HAlpUMeEp, y MOXKWIBIX WM OCIA0JICHHBIX MAallMeHTOB) (CM.
pazzaen «Crocod MpUMEHEHHSI U J03b1»).

Cydopoeu

Pexomenayercst coOnroaTh OCTOPOXKHOCTh TIPU  JICYEHUM MAIMEHTOB C  CYAOPOKHBIMU
MpUCTyIaMH B aHAMHE3eE.

Ipumenenue npu napywenuu Qynkyuu neveHu

OnbIT MPUMEHEHHSI Y TAIUEHTOB C THKEIBIM HapylieHHeM (DYHKIIMH MMEYCHH HE0CTATOYCH, U
clenyeT coONMIoAaTh OCTOPOXKHOCTh MPHU HA3HAYCHHUH 3UIMPACHIO0HA MAIMEHTaM JaHHOW TpyIIIbI
(cm. pazzenst «Criocod MpUMeHEHHs U 103b1» 1 «DapMaKOKHHETHKAY).

Jlakmo3za

[Tockonpky B COCTaB KamcCyJbl B KayeCTBE BCIOMOIAaTEIbHOIO BELIECTBA BXOJUT JIAKTO3BI
MOHOTHpAT, 3Ty JEKapCTBEHHYIO (opMy HE cJeayeT NPUHUMATh MAalUeHTaM C PEeaKon
HACJIC/ICTBEHHON HEMEPEHOCUMOCTBIO TalaKTO3bl, OOIIEH JakTa3HOM HEIOCTATOYHOCTHIO HIIU
CHHJPOMOM MajbaOCOPOITNH TIIFOKO3bI M TaJaKTO3bI.

Zendokc® cooepacum nampuil

3enmokc® comepkut MeHee | MMonb HaTpus (23 Mr) Ha Karcydiy. IlaimueHToB, COOMIONAIOMUX
HU3KOCOJIEBYIO JIUETY, MOXKHO YBEJOMUTD, YTO JaHHBIN JIGKAPCTBEHHBIN Mpenapar NpakTUIeCKU

HE COJEPKUT HATPUSI.
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Tlosviuiennplil puck 0CmpwIX HApPyueHUull M03208020 KPOB0OOPaweHusl 8 NONYIAYUU NAYUECHMO8 C
OdemeHyueti

B pangoMu3upoBaHHBIX TUIAIE00-KOHTPOIUPYEMBIX KIIMHUYECKUX UCCIICIOBAHUSX B TIOTYJISIIAN
MAIICHTOB C JICMCHIIMCH, TIOJYyYaBIIMX JICYCHHE ATHIIMYHBIMH aHTHIICHXOTHYCCKUMU
npernapaTamMu, HaOJI0IaIOCh MPHOIU3UTEIBHO 3-KpPaTHOES YBEIMYCHHE PHCKAa BO3HUKHOBEHUS
1epeOpPOBACKYISIPHBIX ~ HEXKENATeNbHBIX SBICHHWA. MeXaHu3M yBEIMYCHHS OSTOr0 pHCKa
HeusBecTeH. Henb3st HCKITIOUUTh BO3MOXKHOCTH YBEITMUCHHSI JAHHOTO PUCKA U TP IIPUEME PYTHX
AHTUIICUXOTHYECKUX MPENapaToB WM B APYIUX MOMYJANUAX TMalueHToB. 3enmokc® cremyer ¢
OCTOPOXKHOCTBIO MPUHUMATD TMAIMEHTaM, UMEIONTUM (paKTOPhl PUCKA HHCYJIbTA.

Yeenuuenue wacmomot cmepmnocmu Ha ¢hone npuema HeUPoOIeNMUK0O8 y NOJNCUILIX NAYUECHMOS,
CMpaoaruux oemeHyuell, Co4emarouelcs ¢ nCUxo30om

JlaHHbIC U3 IBYX OOJIBIINX HAOIIOAATEIBHBIX HCCIICA0BAHU MTOKA3aJH, YTO MAI[UCHTHI TIOXKHIIOTO
BO3pacTa C JIGMCHIMEW, T[OJIyYalollue JICYCHHE AaHTUIICUXOTHYCCKHMMH TpernapaTami,
MOJIBEP)KCHBI HE3HAYUTEIILHO TOBBIIICHHOMY PHUCKY CMEPTH 10 CPAaBHEHUIO C MMAIIMCHTaMU, HE
MOJTyYaloUMu  JiedeHue. lmeronuecs MaHHBIE HEJIOCTATOYHBI JUISI YCTAHOBJICHUS TOYHOUN
BEJIMYMHBI PUCKA, & IPUYHUHBI €r0 YBEIIMYCHHUS HEU3BECTHBI.

Benmokc®

HE TOKa3aH JAJIsl Tepaluu pacCTPOICTB MOBECHUS, BBI3BAHHBIX IEMEHITHECH.

Benosnas mpombosmbonus

[Ipy mnpuMEHEHMH aAHTUIICUXOTHMYECKHX TIPErmapaToB OTMEUAINCh CIydyad BEHO3HOMU
TpoMO0osMOonuu (BTD). [lockonbKy ManueHTsl, MONyYarllie aHTUIICUXOTUYECKUE MPEnapaThl,
yacTo UMeEIoT mpuolOpeTreHHble (dakTtopbl pucka BTD, Bce Bo3MoxkHble (akTopsl pucka BTO
CleyeT BBISABJIATH 1O Hadajla M BO BPEMsl JICUEHHUs 3UIIPACHIOHOM, a TakKe MPEeANpUHHUMATh
MPOPUITAKTUIECKHUE MEPHI.

Ipuanusm

Ha ¢one mpumeHeHHS aHTUNCHUXOTHYECKHX IMPENapaToB, BKIIOUYAas 3UMPACHUIOH, OTMEYAIUCH
ciydan npuanusma. Kak ¥ B ciayyae NMpUMEHEHHS JPYTHMX MCUXOTPONHBIX IMpenaparoB, 3Ta
He)KeNaTellbHas peakuus, MO-BUIUMOMY, HE 3aBHCella OT J03bl U HE KOppenupoBalia C
JUTUTETTHHOCTHIO TEPAITHH.

l'unepnponraxmunemus

Kak w npyrue mnpenapatsl, SBISIONIAECS AaHTarOHHCTaMU A0(GaMHUHOBBIX D2-perientopos,
3UNMPAcUJIOH MOXET TMOBBIIATh YypOBHU TmpojaktuHa. Ha ¢one mnpuema mnpenaparos,
MOBBIIIAIOIINX YPOBHHU MPOJAKTHHA, OTMEUAIHNCh TAKUE HAPYIICHHs KaK TaJaKkTopes, aMeHopes,

TMHCKOMACTUd W HUMIIOTCHIIMA. ﬂJ’II/ITCHBHaH THUIICPIIPOJIAKTUHEMHA B COYCTAHUU C

TUIIOIOHAAU3MOM MOXKET IMIPHUBOJAUTH K CHUXXCHUTIO MHHepaHBHOﬁ IUIOTHOCTH KOCTHOM TKaHH.
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Tsoicenvle KodCHbLE peakyuu

[Ipy mnpuUMeHEHUH 3UIpPacHIOHA COOOIIATIOCH O CllydasiX JIEKapCTBEHHOW peakIuHu C
so3uHO(uINeH u cucteMubiMu cumitoMmamu (DRESS). DRESS-cunapom npencrasisier co0oit
coyeTaHue TpexX Win 0oJiee CIEAYIONUX CHUMIITOMOB: KOXKHAsl peakius (Harmpumep, ChIlb HIIH
9KC(OJIMATUBHBIA JEPMATUT), 03MHO(HIINS, MOBBIIICHUE TEMIIEpaTyphl, JuMdaaeHonaTus |
OJIHO WJIM HECKOJBKO CHCTEMHBIX OCJOXXHEHHWH, TaKUX KaK TermaTuT, HepUT, MHEBMOHHT,
MHUOKAPIUT U MIEPUKAPIUT.

Jlpyrue TspKenble KOKHBbIC HeXeaTeIbHbIe Peakllnu, Takue Kak cuHapoM CtuBeHca-/[)KOHCOHa,
OBUIM 3apETUCTPUPOBAHBI Y MAIIMEHTOB, IPHHUMABIINX 3UTPACHJIOH.

TsoKenble KOXKHBIC HEKEIATeIbHBIC PEaKIMU B PSAJEC CIIyYaeB MOTYT OBITH acCOIMHUPOBAHBI C
JETAbHBIM HUCXOJIOM. B cilydae BO3HMKHOBCHHSI TSDKEJBIX KOXHBIX HEKEIATEIBHBIX pPEaKIni

3UNIPACUIOH CIICAYCT OTMCHUTD.

Biusinue Ha CIOCOOHOCTH YNIPABJSITh TPAHCIIOPTHBIMHU CPeCTBAMM, MEXaHU3MAMH

3unpacuioH MOKET BBI3BIBATH COHJIMBOCTh M BIIHSITh HA CIIOCOOHOCTH YIIPABIISITh TPAHCIIOPTHBIMU
CpelacTBaMu U paboTaTh ¢ MexaHuzMamu. Heobxonumo Haiexxamum oOpazoM HHGOPMUPOBATH
00 STOM MAalMEeHTOB, UMEIONIMX BO3MOXHOCTh YIPAaBISATH TPAHCHOPTHBIMU CPEICTBAMHU U

paboTtath ¢ MEXaHU3MaMHU.

dopma BbINIyCKA:

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

10 xancyn B 6muctep u3 [IBX/TTA/antomunneBoit ¢ponbru.

2,3, 5, 6 unu 10 OauctepoB, BMECTE ¢ MHCTPYKLIMEN 110 MPUMEHEHHUIO TOMELIAIOT B KAPTOHHYIO

MNa4YKy € KOHTPOJIEM IIEPBOTO BCKPLITHUS.

YciaoBust XxpaHeHust
XpaHuTh ipu Temnepatype He Boimre 30 °C.

XpaHUTh B HEAOCTYITHOM JIJIs IETEH MECTE.

Cpoxk rognocTu

4 roja. He ucnonbs30BaTh 10 HCTEUCHUH CpOKa roAHOCTH, YKA3aHHOI'O Ha YIIAKOBKC.

YcaoBust ormycka

OTnyckaroT 1o peLenTy.
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Baajenen perucTpalMOHHOIO YA0CTOBEPEHUSI:
Buarpuc Cnemmantu On29nCu, CIHIA
Konnunz @eppu Poya 3711, Moprantays, 3anagnas Buppxunaus 26505, CLLIA

Viatris Specialty LLC, USA
3711 Collins Ferry Road, Morgantown, WV 26505, USA

IIpousBoauTenn
[aitzep Aitpmang @apmacbroTukan3, Mpnanaus

JIutn Konnen, HeroOpumk, I'padero Kunmzp, Upnanaus

Pfizer Ireland Pharmaceuticals, Ireland

Little Connell, Newbridge, Co. Kildare, Ireland

Boinyckawomuii KOHTPOJIb KadecTBa/PacoBIIMK/Y NAKOBIIUK
[paiizep Maurodakaypunr Honuneng I'm6X, ['epmanus

Moocsanbaamiee 1, 79090 @paitbypr, ['epmanus

Pfizer Manufacturing Deutchland GmbH, Germany

Mooswaldallee 1, 79090 Freiburg, Germany

IIperen3uu norpeduTeCi HAMPABJATH MO AJApecy:

Poccniickas @enepanns
00O «Buarpuc»

125315, r. MockBa, JIeHuHTpacKuil MpOCHeKT, 1. 72, K. 4, 2-i1 aTax, oM. 9, kom. 1

Tenedon: (+7) 495 130 05 50
dakc: (+7) 495 130 05 51

OnekTponHas noyra: ru.info@viatris.com
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