Doc kj huwéng dén siv dung triwde khi ditng
Néu can thém thong tin xin hoi y kien thdy thuoc
Chi diung thuoc nay theo su ké don ciia thay thuoc

VALMAGOL

THUOC PQC
(Vién nén dai bao phim tan trong rugt Magnesi valproat 200 mg)

THANH PHAN:
MOoi vién nén dai bao phim tan trong rudt chua:
Magnesi valproat ........................ 200 mg

Ta duogc: Tinh bot ngo, povidon, crospovidon, magnesi stearat, hydroxypropylmethylcellulose,
eudragit L100, talc, titan dioxyd, polyethylen glycol 6000 ... vira du 1 vién.

bic tinh dwgc Iye hoc: . ’ ‘
Thudc chong dong kinh, c6 tac dung chu yeu trén h¢ thong than kinh trung vong.
Thyc nghiém va lam sang cho thay 62 kiéu tac dung chdng co giat:

Tac dung truc tlep lién quan dén nong do valproat trong huyét tuong va trong nao.
Tac dung gian tiép thong qua cac chat chuyén hoa cua valproat trong ndo bang cach tac dong
1én céc chat trung gian dan truyén than kinh hoac tac dung truc ti€p trén mang te bao.

Gia thuyét thuong duge chap nhan nhat 13 gia thuyét vé GABA (acid g-amino butyric) theo d6 c¢6
hién tugng tang ty 1¢ GABA sau khi dung valproat. Valproat lam gidm cac giai doan trung gian
clia gidc ngi cling Vi su gia ting gidc ngii cham.

Pac tinh duwge dong hoc:

Kha dung sinh hoc dat gan 100% sau khi udng.

Phén bd chi yéu trong mau va dich ngoai bao.

Thoi gian ban thai khoang 15 - 17 gid, thai trir chi yéu qua nudc tiéu sau khi duge chuyén hoa
tai gan qua hién tugng glucurono két hop va beta oxy hoa.

Nong d6 t6i thiéu trong huyét thanh dat hiéu qua diéu tri: 40 - 100 pg/ mL.

Gén vao protein phu thude liéu luong va do bao hoa cua thude.

Valproat khong gy ra hién tuong cam Gng men trong hé thong chuyén héa cua cytochrom
Paso.

CHIPINH:
Dong kinh toan thé hay cuc bo:

Dong kinh toan thé:

+ Con vang y thuc.

+ Con co cling co giat.
+ Con giat co.

+ Con co cung.

+ Con co giat.

+ Con mat truong luc.

Pong kinh cuc bo:

+ Don gian.
+ Phuc tap.
+ Toan the hoa.

Cac hoi chung dac biét nhu:

+ Hoi chung Lennox-Gastaut.
+ Hoi chiing West.

Diéu tri va du phong tai dién con hung cam trong r6i loan cidm xtc ludng cuc.
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Co giat do sot cao ¢ tré em: Tré nhii nhi hay tré nho c6 nguy co cao va da cé it nhat mét con co
giat.
Tic & tré em.

LIEU DUNG - CACH DUNG:

Nguwoi Iom: Liéu dau tién ubng 600 mg/ 24 gid, chia 1am 2 - 4 lan, tiép theo ctr 3 ngay tang 200
mg (ting dan t6i liéu cat duoc con). Trung binh: 20 - 30 mg/ kg trong lugng co thé/ 24 gid, chia
lam 2 - 4 1an.

Tré em: 15 - 30 mg/ kg trong luong co thé/ 24 gio, chia lam 2 - 3 1an.

Thudc nén dugc dung trong khi an.

Khong dugc dung qua 2,5 g/ 24 gio.

CHONG CHI PINH:

Viém gan cip.

Viém gan man.

Tién st viém gan ning, nhat 1a viém gan do thudc.
Qué man voéi magnesi valproat.

Réi loan chuyén hoa porphyrin.

LUU Y PAC BIET VA THAN TRONG KHI SU DUNG:

Khong nén dimg thudc dot ngot. Kiéng ruou. Tranh l4i xe va van hanh may méc.

Thuc hién viéc kiém tra sinh hoa vé chirc niang gan trudc khi khoi dau diéu tri va theo doi dinh
ky trong 6 thang dac biét 1a nhirng bénh nhéan c6 nguy co cao.

Ciing gidng nhu da s6 cac thudc chong dong kinh khéac, nhat 1a luc bat dau diéu tri, nguoi ta
thdy co ting tam thoi va riéng 1é cta cac men transaminase ma khong c6 biéu hién 1am sang
nao. Trong truong hop nay nén thyc hién mot tong ké sinh hoc day du (dac biét la ty 1€
prothrombin), chinh lai liéu dung va lam lai cac xét nghiém tiy theo két qua ciia cac thong sb
sinh hoc.

O tré dudi 3 tudi, chi nén ding valproat don liéu phap khi da danh gia loi ich diéu tri so véi
nguy co bi bénh gan.

Xét nghiém méu (cong thirc mau bao gém ca dém tiéu cau, thoi gian mau chay va xét nghiém
dong mau toan bg) can dugce thuc hién truge khi diéu tri, cling nhu truéc phau thuat hay trong
truong hop c6 vét bam mau hodc chay mau ty phat.

Trong trudng hop suy than, can luu y dén sy gia ting ndng do acid valproic tw do trong huyét
thanh va khi d6 phai gidm liéu.

Khi ¢6 hoi chimg dau bung cap, can dinh luong amylase mau trude khi nghi dén phau thuat vi
da co bao cao vé nhiing truong hop hiém hoi bi viém tuy cap.

O tré em nén tranh ké toa dong thoi véi cac dan xudt salicylat.

Nén can nhic loi ich/ nguy co khi ding valproat cho bénh nhén bi lupus ban dé rai réac.

Pé xa tim tay tré em.

TUONG TAC THUOC, CAC DANG TUONG TAC KHAC:
Anh huodng cua valproat 1én céc thude khac:

Cac thudc an than kinh, ke ché MAO, chong tram cam: Valproat 1am ting hiéu qué céc thude
trén, do d6 phai giam liéu cac thude nay khi can.

Phenobarbital: Valproat lam tang néng d6 phenobarbital. Can theo ddi 1am sang trong 15
ngay dau phéi hop thude va giam liéu phenobarbital khi c6 triéu ching an than.

Primidon: Valproat 1am ting nong d6 cua primidon va lam ting tac dung khong mong muébn
ctia nd. Theo ddi 1am sang va chinh liéu khi can.

Phenytoin: Valproat lam ting nong d6 phenytoin toan phan trong huyét tuong va phenytoin tu
do.

Lamotrigin: Valproat 1am giam chuyén hoa lamotrigin, do vay can phai chinh liéu.
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Anh huéng cua cac thude khac 1én valproat:

- Phenobarbital, phenytoin, carbamazepin lam giam ndng d6 cua valproat do d6 phai giam liéu
theo ndng do trong huyét tuong khi diéu tri phdi hop.

- Mefloquin 1am ting chuyén hoa valproat va c6 tac dung gy dong kinh.

- Khi dung phdi hop valproat voi cac chit gan két protein manh nhu aspirin s& 1am ting ndng d6
valproat tu do.

- Nong do valproat ting (do 1am giam chuyén hoa tai gan) khi dung phdi hop véi erythromycin
hodc cimetidin.

SU DUNG CHO PHU NU CO THAI VA CHO CON BU:

Nguy co lién quan dén bénh dong kinh va thudc chéng dong kinh:

Ngudi ta nhan thdy ¢ nhitng ngudi me duoc diéu tri bang thudc chéng dong kinh s& sinh con
voi ty 1€ di dang tur 2 dén 3 1an cao hon ty 1€ di dang trong dan s6 chung (3%). Tuy nhién, méc
du co sy gia tang ty 1¢ tré di dang khi dung da li€u phap, nhung méi twong quan giita bénh va
diéu tri van khong co gi o rang dé giai thich su gia tang nay. Cac di dang thuong gép la sut
moi hé ham éch va nhing di dang v¢ tim mach.

Viéc ngung dot ngdt mot diéu tri chdng dong kinh & ngudi me ¢ thé 1am bénh ning hon tir d6

gdy nguy hai cho con.

Nguy co lién quan dén valproat:

- O siic vdt: Thude c6 thé gdy sinh quai thai & chudt, meo, tho.

-0 nguoi: Nguy co bi di dang khi dung thudc trong 3 thang dau khong cao hon céac thudc
chong dong kinh khac. Dya trén nhitng nghién ciru riéng 1€, valproat dudng nhu gy ra nhimng
bat thuong vé déng 6ng than kinh, thoat vi mang néo tuy, gai song tach doi... la nhirng di dang
c6 thé phat hién trude khi sinh voi tan sudt 1a 1%.

Twr nhitng dit liéu néu trén:

- Khi mudn c6 thai, phai can nhéc lai chi dinh diéu tri thudc chéng dong kinh, nén bd sung thém
acid folic.

- Trong lGc mang thai, khong duoc ngung thuc chéng dong kinh dang c6 hiéu qua. Nén dung
don liéu phap, dung lidu thap nhat c6 hiéu qua va chia 1am nhiéu lan trong ngay.

- Phai dic biét theo ddi trudc khi sinh dé phat hién nhitng bat thudng cta dng than kinh.

Thubc c6 thé vao dugc sita me véi ndng do thap (1 - 10% ndng do trong mau), nhung cho t6i nay

nhing tré bu me dugc theo doi van khong thiy c¢6 biéu hién 1am sang nao.

TAC PONG TREN KHA NANG LAI XE VA VAN HANH MAY MOC:

Nén than trong khi lai xe va van hanh may moc vi dé c6 bao cdo trang thai ngay ngét thoang qua,
dac biét khi tri li¢u v6i nhieu thude chong dong kinh, str dung dong thoi voi benzodiazepin hodc
ruou.

TAC DUNG KHONG MONG MUON:

- Bénh gan (xem Luu y ddc biét va thdn trong khi sir dung).

- Nguy co gay quai thai.

- Di co nhiing truong hop hiém hoi bi viém tuy di duogc bao céo.

- Trang thai It 1an va co giat: Vai truong hO’p c6 trang thai sting so rleng biét hay di kem voi su
xuét hién tro lai cac con dong kinh, s& giam khi ngung diéu tri hay giam lidu. Hién tugng nay
thuong xay ra khi dung da liéu phéap hay ting liéu dot ngot.

- Mot s6 bénh nhén, khi khoi dAu diéu tri, c6 nhimng r6i loan tiéu héa nhu: Budn non, dau da day,
mat sau vai ngay diéu tri ma khong can phai ngung thudc.

- Mot vai tac dung khong mong mubn thoang qua va phu thudc licu: Rung toc, con rung voi
bién d6 nho, giam tiéu cau, ting ammoniac mau ma khong c6 sy thay doi cac xét nghiém sinh
hoa vé gan.

- Vai truong hop c6 hi¢n tugng giam riéng ré fibrinogen, kéo dai thoi gian chdy mau ma thuong
khong c6 biéu hién trén 1am sang.
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- Giam tiéu cau, c6 vai trudng hop thiéu mau, giam bach cau hay giam ca 3 dong mau.
- Tang can, mat kinh hay kinh nguyét khong déu. )
Thong bao cho thay thuoc cdc tac dung khong mong muon gap phdi khi sw dung thuoc.

QUA LIEU - XU TRIi:

Triéu chung: Hon mé nhe dén sau, giam truong luc co, gidm phan xa, dé)ng tir co nhd, giam tu
cha ho hép.

Xuw tri: Rira da day, gay loi tiéu thAm thau, kiém so4t tim mach, ho hép. Chay than nhan tao hay
thay mau khi nang.

Tién luong ndi chung thuan loi.

PONG GOI: Hop 6 vi x 10 vién.
Hop 10 vi x 10 vién.
BAO QUAN: Noi kho réo, trdnh anh sang, nhiét do khong qua 30°C.
TIEU CHUAN CHAT LUQNG: Tiéu chuan nha san xuét.
HAN DUNG: 36 thang ké tir ngay san xuat.

San xut tai:

CONG TY CO PHAN DUQC PHAM PAT VI PHU

(DAVIPHARM)

L6 M7A, Puong D17, Khu Cong nghiép My Phudc 1, Phuong Théi Hoa, Thi xa Bén Cat, Tinh
Binh Duong, Viét Nam

Tel: 0274.3567.687 Fax: 0274.3567.688
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