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Teua: <3o$Pan''
uxmepeana QT

> (ondancentpox) eusueaent dosozaeuclJMoe ydnunenue

YgaxaeMclri AoKToP!

. Konnanhn fnaxcoC v rrK,rl ll ir raQoptllvrpyer Bac o roM, qro npenapar

<3osparr'>(oHAaHceTpoH)Bbl3b|BaeTAo3o3aBhc'|MoeyAnuHeHHe!|HTepBana
QT'

. <3oQpan: ', (oH.QaHcerPorr) - 3ro aHraroHucr 5-HT3 peqenropoB,

3apefucTprlpcBaHHblr AnA np MeHeH!1fl c qenbrc npeAynpexAeHhc n

ycTpaHeHunToLllHoTb|t4p8orb|'Btrl3BaHHb|XqfirocTaThL|ecKorxxM!4oTepanuel4n
nyveeori Tepanhel4, a raKxe nocneo nepa Llt4oH H blx rotllHorbl t'1 pBorbl

floea npenapara <3o$pax"o loH4axcerpoH) 32 Mr BxyrpnaeHHo oAxoKparxo B

cyrxr 6onuure He eBnf,erct pe KoMeHAoeaxxoli Ann nphMexeHrt r,t He AonxHa
n pn M eHtTbcfl.

!encrarae npenapara <3o$paH-> (oHpaHcerpon) Ha uHTepBan QTc 6utno

!lCCneAOBaHO B CnenoM, pa HAoM,l3rlpOBaHHON4. nnaqe6o- r uoxcucpnoKcaquHoM-

KOHTpO| 
'4 

pyeM oM, nepeKpecrHorn ccneAoBannv' y 58 3AOpOBblX B3pOCnblx MyxLll4H l1

xeHu.$4H <3o$pan'> np MeHf,nce B Ao3ax B vr r 32 vr a 8!4Ae BHyTpuEeHHblx

nHSy3url npoAonxnrenbHocrbto ceurule 1 5 tuuHyr

Pe:v;u"rarut aaHHoro hccneAoBaHfiF AeMoHcrpl4pylor ' qro <3oQpax:u

Bbt3btBaer Ao3o3aBric Moe yAni/HeHlle cKoppeKr poBaHHOrO hHTepBana QT (QTC)

YAnuHerrre rlHTepBana QTc l,lcNer np Becr K xenyAoqKosoh TaxrKapAnv runa
"nnpy3r' (TdP ) - iroreHqhanbHo yrpo)(aiou+eMy )Kr13H HapyueHr4rc cepAeqHoro pHrMa

B nau6o,ruu:er ticcneAyeMori Aoee 32 vr aayrpnBeHHo B TeqeHre 15 MrHyr

MaKChMarrbHoe yA|11HeHr4e 14HrepBaua QTc a cpe4neM cocTaBngno oKOnO 20

Mr|UnrlceKyrrA Taxar CteneHu yAnl le Vr no3BonteT npeAnOnOXHTb. t{TO yKa3aHHaF

AO3a MOXsr nphsecrrl K Knr4HrlqecKrl BbipaxeHHoMy yAnt4HeHr4K) nxrepeana QT y

HeKOTOObtX naU!1ehTO3. B r'rUnulgalunou rrccnegyenon Ao3e I Mr BHyTpl4BeHHo B



TeqeHhe 15 MrHyT MaKChManbBOe yAn!4HeH!4e rHTepBana QTC a CpeAHe[,] COCTaBnnnO

np MepHO 6 rvrurnnrCexyUA. qTO, B OOqeM. Cq!4TaeTCn CBg3aHHblM C MeHbUIHM phcKoM

apuTMoreHHoro 3QQeKra. Hecurorpn Ha pa3HHqy B cTeneHli yAnvHeHAA r4HTepEafla oT
Me)Kqy Ao3aM!4' oqeH!4BaeMb|Ml4 B AaHHoM uccneAoBaHAV, B nocTperHcTpaq[oHHb|r4

nep!4oA nocrynauh coo6uleH[n 06 Y AnuHeHAV t4HTep8ana QT r xeny4ovxoaota
Taxr4KapAnh T!4na (nrpy3T)) cpeAh naLlheHToB, hcnonb3yrcqrlx oHAaHceTpoH Ka|( B

BbrcoKr4x, TaK h B Ht13Kl4X AO3aX.

y.qn HeH e l4HTepBana QTc, xa6-l|oAaBueecs B yKa3aHHoM l4ccneAoBaHhrl nocne

BBeAeHhfl npenapara <3o$paH-> B AO3e 32 ltr axyrprBeHHo yKa3bl8aer Ha

BO3MOXHOCTb noBbruleHHoro p[cKa pa3B!4TtiA apurM.Arl, noSToMy AO3a 32 Ml

6onuute He ffBnFercF peKoMeHAoBa H Hoti h He AonxHa np!4MeHflTbcfl.

,Qnn npo$unaKTuKr4 ToulHorbr H pBorbl, Bo3H!4Karcultix Ha cpoHe yMepeHHo- 14

BblcoKo3MeTOreH HOl4 Xl4MrloTepanuh y B3pocnblx. !4HbeKqn9 npenapaTa <3o$pax&'
MoXeTnoKaficnonb3oBaTbcgBcooTBeTcTBl4hc|4HcTpyKl.luet,|nonpHMeHeHqrcBo
Bcex Ao3ax, xpoMe Ao3bl, npeBbtulatoulei 24 ur BHyrprBeHHo.

,Qnn n po$ran a Kr!4 Kr,4 Tor.rJHorbt H pBorbl. Bo3H14Kapu.lt4x Ha SoHe npoeoAHMo!4

xr4Mhorepanh14. npenapar <3o$pau"> ct4pon npenapar <3o$pan"> ra6nerK,t grlfl
paccacbrBaH t noKa MoryT npuiMeHFTbcH y B3pocnblx B cooTBeTcTBttl4 c

xHcrpyKqnei no nPuMeHeHurc.

OHpancerpox Anfl BHyrp!4BeHHoro BBeAeH!4F B Ao3e cBbluJe 8 r'lr (uarcumyu Ao 24

Mr) cneAyer BBoAr4rb e er,rge ranSysrar4 I TelteH e, KaK MuHtitMyM, 15 lauxyr.

He BHocunocb h3MeHeH!4u B peKoMeHAoBa HH ble Ao3bl npenapara <3oQpax&,
pacrBop AnA BHyTphBeHHOTO h BHyTp rlMbll.!eq Hofo BBeAeHnn, npenapara
<3oQpax'> cr4pon !4 npenapara <3o$paH', ra6nerK!1 Anc paccacblBatne AnA

neqeHr4r roulHorbt 14 pBorbl, Bo3H!4Ka0ulrlx na $oxe npoBoAr4Moi xt4Ml4orepanHh. y

aereh u Ang npo$nnaxrhKtl !4 JleqeHnn nocneonepaqroHHoi TolllHorbl ,t pBorbl y
B3pocnbrx Aeret.

<Oc o6
npenaDara (3odpaH"p. DacrBop ant aHvrDxBeHHoro r BnvrpxMbtuei{Horo
BaeaeHt,|f 6vavr aHeceHbl cneavKtulHe !l3MeHeH$fl :

Or4ancerpoH Bbl3blBaer Ao3o3aB cuMoe yAnhHeHhe uHTepBana QT. Kpoue roro, a

neproA nocrpef crpau!4oHHoro Ha6nrcpexrn nocrynaflta coo6uleHun o cny'lacx
xenyAo.rKoBo!4 raxv,Kap+un rvina "n py3r' cpeArJ naqheHToB, nonyqapu..lhx
oHAaHCeTpOH. He CneAyeT Ha3HaqaTb oHAahcerpoH naLl eHTaM c EpoxAeHHblM
crrHApoMoM yAnhHeH!1e 14HrepBana QT C ocropoxuocrbrc cneAyer npuMeHnrb
oHAaHcerpoH y naq!4eHroB c yAt!4HeH,4eM hnr4 pficKoM yAnr4HeHrtfl QTc. gxnpqan

naqheHroB c HapyureH FM14 3neKrpon THoro 6anaxca. 3acTofrHol4 cepAe,{Hotl
HeAOCTaTOq HOCrbrO, opaArlaphTMr,rFMr4 n{ y naq eHToB, nphHrMarculhx Apyrue

FnaxcoCu rrKJU!E E rts



neKapcrBeHHbte cpeAcrBa, KoTopbte Moryr Bbt3blBaTb yAny|HeHHe uHTepBana_oT r4nh

HapyuleHhfi 3neKTponrrHoro 6araHca. flepeg eaegex eM oHAaHcerpoxa neo6xogutlo

cKoppeKTtlpoBaTb rr4 noKan heM !4 to H ru noMarHheMHto'

nrlcbMo He flBnffeTc9 nonHblM npeAcTaBneHHeM npocpunt

npenapara <3o$paH">. !ononxurenunyrc r,rx$opltaqurc cM B

npfiMeHeH |o npenapara.

Hacros qee
6esonacHocrrl
14HCTpyKtll4!4 no

Bnnnxre oHAaHcerpoHa Ha rHTepBan QTc oqext.teanocb B xoAe cnenoro'

paHAoM r43hpoBa H Horo, KoHTponHpyeMoro c noMoulbro nnaqe6o h afihBHoro Beulecr8a

ir,,roxoasnoxcaqraH), nepeKpecrHoro t4ccneAoBaHun c yqacrheM 58 3AopoBblx

Ao6poBonbqeB MyxcKofo t4 xeHcKoro nona OHAaHcerpoH BBo.qunn BHyrplBeHHo B

posax 8 ur u 32 Mr B reLreHue 15 rvrraxyr flocne anyrpraeeFlxoli l4Hsy3r1l4 npe_napara

,,,3oop"nt, MaKchManbHac cpeAHflF (eepxrnn rpaHHqa oAHocropoHHero 95% Al4i
paa"rqa QTcF (QT, Kopperh poBa H Hurta no Qopr,,,ryne @pe4eprra) nocre BblqrraHrn

r4cxoAHoro ypoBHq u nnaqe6o Anr Ao3bt 8 t,lr cocraenc na 5,84 (7,76 rrircex). flOCne

BHyrphBeHHoro BBeAeH f, Aosur 32 Ml cpeAHee (BepxHnn rpaH'lqa oAHocropoHHero
gs"k AIA) yBenrLreH!4e ,.lHrepBana QTcF cocraehno 19,57 (21 ,49) ucer, a BepxHen

rpaH Lla oita"rnac" 6onee 1O MceK B reqeHr,te 2 qacog nocne 1S-trraxyrxoi rx$ysnr
B gaHnorrl !,tccneAoEaHhLl He 6srno nonyqeHo 3xaqexy'tyt QTc, npeeuruarculrx 4-8-0 nacex

a TaKXe xe ua6noAanocb yAnr4HeHUe t4tlrepBana QTc 6onee qeM Ha 60 ltcex

3Haqurenunutx t43MeHeH!4f B h3MepeHHblx 3neKIpOKapAHOrpa(pUqeCKHx rHTepBanax

PR nnn QRS re orMeqanocb.

B xacrocutee epeNle KoMnaH!4fi fnaxcoC uurKnn tan

h HcTpyKr-.1!4 14 no MeAuqr4 HcKoMy npu MeHeH |4 |o n penapara
3aH Maercg o6xognenuen

<3o$pax@>.

Pe:ynurarut npLlBeAeHHoro [ccneAoBaHrlf HanpaBflcroTct B peryfi9TopHble opraHbl

AOKyMeHT c onhcaHreM pe3ynbTaroB r'lccneAoBaHrF HaxoAl'lTc9 Ha cTaAnu

noAroToBKh.aoCHoBHbleMoMeHTbltlcCfleAoBaHngAocrynHb|Hacatare
(nttf:,_! iirrie.ritriril: !\r\ ctl \lto\\ \( l0ll'{9lslil

Aeicre14s. peror'4eHAveuste cneqHanrcrau lapaeooxpaxexrn

. COo6u]nre sry rrn$Opuaqnrc MerqhuhHcKrv pa6orHutxau, HaxoAqqnMcs a Bauten,l

noAqhHeHrlt4

. flepeA Ha3HaqeHheM npenapara <3oQpaH''> olleHure Hafluvr4e y Baur'rx

naqrleHroa QaKropoB pt4cKa yAnrlHeHr4F hHrepBana QT rnu apnrMAA, Hanpr4Mep

xenyAo,rKoBot TaxrlKapA 14 Tuna (nhpy3l)

.QononHnrensHbre cBeAeHt4n o npenapare u3oQpax'u Bbl Moxere nonyqhrb

03 Ha Ko[,,r14 B Lrrlcb c riHcrpyKqher4 no nprMeHeH!4to npenapara <3o$pax@> unn
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