SAlidanny = hNdaodAuv iarnivinvivi i UUYHd[JUI DO rHMMDIVI
MeanunHcknun YHnBepcutetT nmeHu Mapara
OcnaHoBa

NccnegoBaHne 6e3onacHOCTU U nogaepkaHue
9(PPEKTUBHOCTU MOHOTEPANUN OAHOKPATHO-AHEBHLIM
30HUCaMMaOOM MO CpaBHEHUIO C ABaXAbl B CYTKU
KapbamasennHom y B3pOCrbiX C HEAaBHO

ANarHoOCTUPOBAHHOW SMUMNENCUEn.

[TogrotoBuna: >XaHLlyakoBa
Cbimbar

103 rpynna
[TpoBepuna: Kowmaranbetoa I .K.



Llenb: [JokasaTb apdheKTUBHOCTL
MOHOTEpanum 3oHMCaMmnaom No CpaBHEHUIO
C NpMeMoMm ABaxabl B CYTKU
KapbamasennHom, KoTopas BbI3bIBAET PSA
No6o4YHbIX 3P EKTOB (
MeTabonnyecknn aunaos, CHUXKEHNE
anneTuTta, yxyalweHne naMmaTn, CHUXKEHNE
YPOBHSA reMorriobnHa) y 60mbHbIX
HaxoOALWNXCA Ha ANUTENbHOM JfIieYeHUN OT

Annnencuin.



Bonpoc: 3¢ dekTmBHO N1 npumeHeHne
MOHOTEepanuu ¢ oAHOKpPaTHbLIM NPUEMOM
30HMcamMmumaa rno cpaBHEHUIO C
ABYXKpaTHbIM npuemomMm KapbamesenunHa
y NaunMeHTOB C HeAaBHO
ANarHoCTUpoBaHHOW 3NMUNENncuen c
Lernblo yBerinyeHnsa 6ecnpmuctynHoro
nepuopa 3aboneBaHus,yMeHbLUEHUSA
Konn4yectBa NOOOYHLIX 3P PEKTOB (
MeTabonuyeckmmn aumaos,cCHuxeHume
anneTuTta, yxyalweHune namMmaTu u
CHUXXeHUue YPOBHSA reMornoouHa)?



P — nauueHTbl C HeAAaBHO
ONarHoCTMPOBaHHOWU aNUIiencuen
I- oQHOKpPAaTHbLIN NPUeEM 3oHUcCamMuaa
C- AByxKpaTHbIN npuem KapbamesennHa
O —yBenun4yeHne 6ecnpucTynHoro
nepuoga 3aboneBaHns,yMeHbLLUEHNE
Konun4yectBa NOOOYHbLIX 3PP EKTOB (
MeTabonmyeckmm aunaos,CHUXKEeHUe
anneTuTa, yxyaweHne namaTn u
CHUXKEHNE YPOBHSA remornobunHa) B
CBS131 C JOSTTOCPOYHbIM MPUEMOM
npenapaTtoB



3agaum:

1. OToO6paTb NaLUMEeHTOB C HeA4aBHO
ANarHoCTUPOBaAHHOM 3NUNerncuen B
Bo3pacTte ot 19 oo 35 ner.
2.Pa3pgennTtb Ha ABe rpynnbi:
OCHOBHYIO (npnem 3oHncamuaa B
no3e-200Mr/cyT) U KOHTPONBbHYIO
(npnem Kap6amasenuHa 400
mMr/cyT).

3. MpoBectu I3l



MaTtepuanbl U MeToabl:

B nccnepgoBaHue Bkno4YeHbl 360
nauMeHToB C HeJaBHO
ANarHoCTUpPoOBaHHOM 3NuUnerncueun B
Bo3pacte ot 19 oo 35 ner.
Pa3zgeneHbl Ha 2 paBHbIe rpynnbl B
kaxgou no 130 yenoBek. OcHOBHas
rpynna npyuHumana 3oHMcamua B
nose-200mr/cyt 1 pas B AeHb U
KOHTpONbHasA NpUHMMana
Kap6amazenuH 400 mr/cyT 2 pas3a B
OEHb.
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Kputepuu BknroyeHus: lNauumeHTbl ¢ HegaBHO
ANarHoCTUPOBAaHHHOW 3NUJIENCUEN B BO3pacTe
ot 19 no 35 ner.

Kputepuun ncknrovyeHus:

1. MNauneHTbI C TAXKENLIMU hopMaMU
anunencuu, umeroLiue N3MeHeHus co
CTOPOHBbI.
2.MMauyneHTbI ¢ NOBbILWLEHHOW
YYBCTBUTENbHOCTbLIO K AAaHHbIM Npenaparam.
3.[MauueHTbI C TAXEenon NeYeHoO4YHoMu,
no4Yye4yHou Hea4oOCTaTOYHOCTLIO.
4.llauneHTbl C NOBLIWEHHbIM coAepXXaHUem
KpeaTUHUHA.



JTUYEeCKUe acnekKTbl:
1.0000peHo K3
2.NHdbopmmnpoBaHHOE cornacue c
NOJSIHbIM AOCTYNHbLIM PacKpbITUEM BCeu
MHdopMaLUK.

3. AmeeT npaBoO OTKa3aTbCA OT
nccrieqoBaHusa B noboe BpemMs.

4. [lencrtBue B MHTEpecax nawuueHra, oes
KaKoro-rindo npuHyxaeHus.

5. [lNone3HoOCTbL ANA NnauueHTa.



Comparative trial of low- and high-dose zonisamide as monotherapy for childhood epilepsy.
1
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Abstract
PURPOSE:
To evaluate the effectiveness of zonisamide (ZNS) as monotherapy in children with newly diagnosed
epilepsy.
METHODS:

This randomized, multicenter trial included a 2-4-week titration and a 24-week maintenance phase after
randomization to low-(3-4 mg/kg/day) or high-(6-8 mg/kg/day) dose groups as target maintenance dosages.
The primary outcome measure was the seizure-free rate over 6 months, while a secondary measure was the

change in cognition and behavior from screening to the end of the maintenance phase.
RESULTS:

Out of 125 patients enrolled, 90 (49 low-dose and 41 high-dose) completed the study. Forty-one patients
(63.1%) in the low-dose group and 34(57.6%) in the high-dose group achieved 6 months' freedom from
seizures (p=0.66). After treatment, the picture arrangement subtest improved in the low-dose group
(p=0.047) while the vocabulary subtest worsened in the high-dose group (p=0.020). Comparing between the
two groups, the vocabulary subtest in the high-dose group was significantly worse than that in the low-dose
group (p=0.002). Social competence, somatic complaints, depression/anxiety and delinquent and aggressive
behavior in the low-dose group were significantly improved (p<0.05). Moreover, total social competence,
somatic complaints, delinquent behavior, externalizing, and total behavior problems were significantly more
improved in the low-dose group than the high-dose group (p<0.05).

CONCLUSIONS:

ZNS is an effective monotherapy for newly diagnosed childhood epilepsy. Lower doses of ZNS have a similar
efficacy and more beneficial neurocognitive effects compared to higher doses. When prescribing higher
doses of ZNS, one must be aware of the possible manifestation of problems associated with language
development, such as those affecting vocabulary acquisition.



Bonpoc: Kakasa no3a 3oHncamuga HMU3Kasa gosa
(3-4 Mr / Kr / aeHb) unu Bbicokas Ao3a (6-8 Mr / Kr
/ BeHb) y AeTeun c anunerncueun Hambonee
achdhekTBHEee(yBenin4eHue 6ecnpmucTynHoro
nepuopa, yny4weHuve couvanbHOW
KOMMNEeTeHTHOCTU, YMEHbLUEHUE COMaTU4YeCKnX
Kanoo, aenpeccuun / 6eCNOKOUCTRBA],
AEJNIMHKBEHT U arpeccuBHbIX NOBeAEHUN B

rpynne )?



P-netu c anunencuen

I-npuem 3oHncammaga Hu3kon Ao3bl (3-4 mr /
Kr / OeHb)

C- npuemM 30HUcamuaa Bbicokon ao3bl (6-8 mr
/ Kr / OeHb)

O-YBenuyeHue 6ecnpucTynHoro nepuoaa,
yrnyulleHne counanbHON KOMMNETEHTHOCTH,
YMEeHbLUeHUEe COMaTU4YeCKNX XKasnoo,
aenpeccun / 6ecnoKkoncTBa, AeNMMHKBEHT U
arpeccuBHbIX NOBeAeHUU B rpynne



In3anH nccnegoBaHuUA:
JTO paHAOMU3NPOBaHHOE
MHOIOLeHTPOBOE UccrnengoBaHue,
OTKpPbITOE.

Bbibopka: yaobHas.






