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Valproat
NGUON THUOC NOI DUNG
Diém tgl canh Valproat MHRA : Khong yéu cau hai chuyén gia doc 1ap danh gia doi véi bénh
giac duoc 3 a
13/03/2025 nhan nam dang di€u tri bang valproat

CHM® van tiép tuc yéu cau sy danh gia boi hai bac si chuyén khoa doc 1ap d6i vi bénh nhén
dwdi 55 tuéi khi khéi dau diéu tri véi valproat, tuy nhién, diéu nay khéng bat bude doi voi
bénh nhan nam dang str dung valproat.

Nguy co doc tinh trén sinh san lién quan dén valproat

Valproat (bao gdm sodium valproat, valproic acid va valproat semisodium) dugc cap phép cho

chi dinh diéu tri dong kinh va réi loan ludng cwe. Valproat di dugc biét dén véi nguy co giy

di tit bam sinh nghiém trong va rdi loan phat trién than Kinh & tré c6 me sir dung valproat

trong thai ky.

Gan day, cac nghién ciru ciing di ghi nhan nguy co réi loan phat trién than kinh & tré khi c6 cha
sir dung valproat cao hon so khi sir dung cac thudc chong dong kinh khac. Két qua cac nghién
ctru chi ra rang viéc phoi nhiém véi valproat ¢6 lién quan dén nguy co di tat bam sinh ¢ khoang 1
trong 9 tré va roi loan phat trién than kinh ¢ khoang 3-4 trong 10 tré khi ¢6 me sir dung valproat
trong thai ky. Nguy co r6i loan phat trién than kinh & tré c6 cha str dung valproat trong vong 3
thang trudc khi thu tinh 13 thap hon dang ké (khoang 5 trong 100 tré). Ngoai ra, valproat con cé
thé giy vo sinh & nam giéi va co ghi nhan dugc bang ching vé gay doc tinh véi tinh hoan trén
dong vat thuc nghiém. Nam 2022, Uy ban vé thudc st dung cho nguodi (CHM) di xem xét nhimg
dir liéu méi nhat vé nguy co trén sinh san lién quan dén valproat. CHM dua ra cac khuyén cio
cling nhu thanh 1ap mot doi ngii tu van va trién khai cac bién phap quan 1y nguy co nay vao thuc
hanh 1am sang. Cac bién phap nay bat dau dugc ap dung cho tat ca bénh nhan méi dudi 55 tudi va




phu nit dang trong do tudi sinh san. Tuy nhién, khéng cé yéu cau vé viéc danh gia ctia chuyén gia
cho bénh nhan nam gidi hién dang sir dung valproat, trir khi bénh nhan c6 ké hoach sinh con.

Nhic lai cac khuyén céo trong quan ly nguy co lién quan dén valproat
% Doi voi bénh nhén dwdi 55 tuéi chwa tieng diéu tri bang valproat:

- Valproat khong dwore sir dung cho bénh nhin dwéi 55 tudi (bao gom ci nam va nik), trir
khi c6 hai bac si chuyén khoa djc 1ap dwa ra nhéin dinh ring khong cé phwong phap diéu tri
thay thé hiéu qua hoic chic chin khong c6 nguy co trén hé sinh san. Ddi v6i nhiéu bénh nhan
mic r6i loan ludng cuc hay dong kinh, c6 thé can nhic nhiing liéu phap diéu trj hiéu qua khac.

- Tham khao thém cac hudng dan 1am sang dé xac dinh cac truong hop bénh nhan chac chan
khong c6 nguy co trén sinh san.

< Doéi véi bénh nhin niv dang sir dung valproat:

Tai lan danh gia dinh ky hang nam sép t5i, bénh nhan nir trong d tudi sinh san dang sir
dung valproat can dugc danh gia lai diéu tri thong qua don xac nhén nguy co hang nam (Annual
Risk Acknowledgement Form) di dugc sira doi. Tai lan danh gia nay, néu bénh nhan chua tirng
dwgc danh gia béi hai bac si chuyén khoa thi cin c6 danh gia cia chuyén gia thir hai néu
bénh nhan tiép tuc st dung valproat. Sau khi bénh nhan dugc danh gia diéu trj boi hai bac si, cac
lan danh gia dinh ky tiép theo co thé chi can mdt bac si thuc hién.

- Bénh nhén nir tir 55 tudi tré 1én cé thé dwoc ké don valproat béi mot bac si chuyén
khoa va khéng can yéu cau thém bién phap giam thiéu nguy co bd sung.

Déi véi bénh nhin nam dang sir dung valproat:

- Khuyén cdo bénh nhan sir dung cac bién phap tranh thai hiéu qua cao trong suot thoi
gian diéu tri v6i valproat va it nhat 3 thang sau khi ngirng thudc, nham dam bao mot chu ky
tinh tring khong phoi nhiém véi valproat.

- Trong lan kiém tra dinh ky tiép theo, néu bénh nhan nam c6 ké hoach sinh con trong vong
mot nam t6i, can tham khao y kién bac si dé c6 phwong phap di€u tri phu hgp nhat.

- Khuyén céo bénh nhan nam khong hién tinh trung trong thoi gian diéu trj véi valproat
va it nhat 3 thang sau khi ngirng thuoc.




- Néu mot phu nir dang mang thai hoiic ¢6 ké hoach mang thai véi mét bénh nhan nam
dang sir dung valproat, cin tham khio y kién nhin vién y té.

Cap nhat khuyén céo

CHM van nhan manh su danh gia ciia hai bac si chuyén khoa 13 can duoc ap dung cho tit ci
bénh nhan dwéi 55 tudi khi sir dung valproat. Tuy nhién, CHM ciing khuyén nghi diéu nay s&
khéong bit budc v6i bénh nhan nam hién dang sir dung valproat. CHM khang dinh cac bién
phéap quéan Iy nguy co hién tai 13 di dé dam bao cho nhém bénh nhan nay nhung sé& tiép tuc dugc
theo doi va danh gia. Do d6, khuyén khich nhan vién y té thuc hién bao cdo cic phan tmg c6 hai
(néu c6) khi nghi ngd lién quan dén valproat.

Nguén: https://www.gov.uk/drug-safety-update/valproate-belvo-convulex-depakote-dyzantil-epilim-epilimchrono-or-
chronosphere-episenta-epival-and-syonellv-review-by-two-specialists-is-required-for-initiatingvalproate-but-not-for-male-
patients-already-taking-valproate
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MHRA (Medicines and Healthcare products Regulatory): Co quan quan Iy Dugc pham va San pham cham soc stic khoe

CHM (Commission on Human Medicines): Uy ban thudc sir dung cho ngudi




