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Ry (V/v Cap nhat thong tin vé ADR méi)

MHRA: Khuyén céo str dung bién phap tranh thai hiéu qua cho bénh
nhan nam dwoc diéu tri bang thuoc valproat

(Khuyén cdo ndy dia ra nhw mét bién phap phong ngira d@é giam thiéu nguy co roi loan phat trién than kinh ¢ tré c6 cha dung valproat)

Thong tin tir két qua nghién ctru phan tich ho so bénh an & Na Uy, Pan Mach va Thuy Dién
M@t 56 han ché:
CO sw tang nguy co mic C4c roi logn phét trién than Kinh  \ghien ciu nay khong danh gid ngu y tré ¢6 cha di ngimng sir dung valproat trén 3 than
¢ tré c6 cha duoc diéu tri bang valproat trong 3 thang trudc tr&,c khflfﬁu t.?]/h g b A A % MEUme st cung VaIp .

khi thu tinh so véi st dung lamotrigin hodc levetiracetam .co quy mé khong da 16n dé xac dinh nguy co cy thé clia timg loai rbi loan phat trién than kinh

(ty_ lé 4,0%-5,6% so voi 2,3%-3,2%), tuy nhién chua thé  vabi anh huéng boi c4c yéu t0 gay nhiéu lién quan dén chi dinh dicu tri;

khang dinh nguyén nhan do valproat. *Sit dung dir liéu thtr cdp, do d6 mot sé thong tin vé yéu td nguy co lién quan dén rdi loan phat
trién than kinh 1a khéng c6 san.

Th6ng tin Can thong bao cho bénh nhan nam co ke hoach sinh con vé nguy co rdi loan phét trién than kinh khi bat dau
h h A diéu trj bang valproat hodc trong 1an kiém tra dinh ky tiép theo cua ho.

c . 9 n a,':! Khuyen cao bénh nhan nam sir dung bién phap tranh thai hiéu qua trong sudt thoi gian diéu tri bang valproat

vieny te va 3 thang sau khi ngtmg valproat, dé dam bao mot chu ky tinh tring khong bi phoi nhiém valproat

Trong lan klem tra dinh ky tiép theo, néu bénh nhan nam c6 ké hoach 1ap gia dinh, can can nhic c4c lya chon
diéu trj thay thé valproat.

o | Néu mét phu nir dang mang thai hodc c0 ké hoach mang thai v6i mot bé nh nhan nam dang ding valproat (ké
@N ca thu tinh nhan tao IVF) can tham khéo Y kién nhan vién y té.

d o
C Khuyén cdo bénh nhan nam khong hién tinh tring trong thoi gian didu tr1 bang valproat va trong vong 3 thang
sau khi ngirng str dung valproat.

’

Pon vi thong tin thude xin gt théng tin vé ADR méi duge cap nhat dén cac khoa 1am sang va khoa kham bénh.



