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DEPAKINE®

CHRONO
500 mg

acide valpraique ef valpmate d¢ wodipm
wetlprone acid and sodiem valproate

Voieorale [ Oral use 0
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30 prolonged-release scored
film-coated Lablets
Médicament autorisé /

Authorized medicine n® 330 180.2
{34009 3301802 3)
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acide
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equivalent lo sodium valpreate ...
Excipients g.5.0. one lablet
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Read carefully the package insert befare use,
Aconserver § unc température inférieure 3 30°C

et a ['abri de I'humidite.

Store below 30°Cpralected from moisture.
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Depakine® Chrono 500mg
Acid valproic va natri valproat
Vién bao phoéng thich kéo dai
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Thudc nay chi dung theo sy ke don cla Nac £ o

Boc ky toa hudng dén sie dung thudc trwéc thi Hbng, AL

Néu can thém thang tin, xin hai bac si hay ﬂwoc &1.

- Hay gil toa hwérng dan s dung thude. Ban b ibé can"a‘qgﬂal'_
- Thubc nay dugc chi dinh riéng cho ban, ban khon'gﬁmle dira
cho ngu‘o'l khac dung ngay ca khi hg co trigu ching gidng ban,
vi c6 thé gay hai cho hog.

 Néu bét ky tac dung phu nao tré nén tram trong, hodc néu ban
ghi nhan co bat ky tac dung phu nao khong néu ra trong toa
thudc nay, hay bao cho béc si hodc duoce si.

Ty

THANH PHAN
Hoat chat chinh:
Natri valproal {333,00 ma), acid valproic (145,00 mg)
ham Iwgng tveng dvong véi natri valproat (500,00 mg)
Ta dwoc: ethyl cellulose 20 mPa.s, hypromellose 3000 mPa.s,
colloidal silica khan, colloidal silica ngam nwéce. natri saccharin,
hypromelloae G mMa s}, macrogal GOOO, polyacrylate 30% chat
phan tan (Eudragit E30DY), talc, titan dioxide, vira dd 1 vién bao
phang thich kéo dai.
DANG BAO CHE VA TRINH BAY
Vién nén bao phim phong thich kéo dai.
Hép 1 lp polypropylene.chira 30 vién nén bao phim phéng thich
kea dai
CHi BJNH
Thiifie nay direre chi dinh diing trong:
+ Béng kinh:
Diéu tri cac thé ding kinh khéc nhau & ngui Iém vé tré em niing trén 17 kg,
* Hwng cam:
Biéu tni va du phéng humg cdm trong céc i loan cam x(c ludng cuc.
LIEU DUNG, BUONG DUNG VA CACH DUNG
Liéu diing
- Bong kinh:
Buwoe str dung véi nguwdi Ion va tré em nang trén 17 kg.
Dang bao ché nay khéng phil hop v&i 1ré em dwdi 6 tudi (nguy
co gay mac nghen).
Liéu dung do bac sT quyét dinh va chl dinh cha tirng ¢4 nhan.
Liéu khdi dau khuyén dung thwéng & 10-15 mglkg/ngay, sau do
ligu nay dwoc tang dén kidu bac thang cho dén khi dat |[EI.I 18i wu.
Liéu dung trung binh tir 20-30 mg!kg!ngay Tuy nhién, néu cac
con dang kinh khéng duwec kiém soat tét voi ligu nay, co thé tang
ligu diing va bénh nhéan phai dwoc theo doi sat.
Tré em: liéu thang thutng la 30 mg/kg/ngay.
Nguéi Ién; liéu thong thwdng 1a 20-30 mg/kgngay
Nguoi cao tudi: litu can dwoc xac dinh dira vao viec kiém soat
cac con ding kinh,
Liéu hang ngay duge xac dinh thy theo tudi va can nang cla
benh nhan; tuy nhigén, phai tinh d&n sw nhay cdm khac nhau 3
ret cua tirng nguréi dc: veri valproat.

+ Hwng cam:
Ligu khoi dau khuyén ding 1a 20 mafkg/ngay. Nén nhanh chong
tang lidu dé dat dLrQ‘c hiéu qua lam sang mong mudn vdi midc
ligu thap nhat. Liéu duy tri dwoc dé& nghi trong didu tr rdi loan
cam xdc lwdng cure 1a W 1000 mg dén 2000 mg/ngay. Trong cac
triréng hop ngoaj lé, co thé tang liéy nhuwng khdng vwegt qua
3000 mgfngay Liéu ding nén duge diéu chinh tiy theo dap Lrng
|am sdng cla tirng ngm!rl bénh. Dibu tri dy phéng nén dwgc thlet
lap theo dap (rng clia tirng nguwoi banh véi ligu ding thép nhét c6
hiéu qua
Dung thubc déu dan méi ngay; khdng duee thay dbi hay ngung
dung thude dt ngdt ma khéng bao trwdc cho bac st
Buwéng ding va Cach ding
Dung dwérng uong.
Nudt tron vién thude, khéng diroc nghién nat hay nhai.
Ding thude 1-2 1anf ngay, tt nhét 1a trong biza an.
Néu bénh cla ban duoc kiém soat tot nhe diéu tri, bac <f cd thé
ké don cho ding 1 lan/ ngay.
Thei giantrf ligu i
Phai tuan thi theo lieu ding va thoi gian b ligu, cu thé 1a khong
duwere ngung diéu tri ma khong hoi y kién cla bac si.
Hoan toan tuan theo don thude cia bac si.
Xir Iy trong trirng hop quén dang mot hoac nhiéu ligu
Néu ban phat hién mt théi gian ngan sau gir qui dinh hay ding
ligu Iwgrng nhw da ké don.
Neu ban phat hién mét thévi gian ngén truére giér phdi udng ligu ké
tiép, khang dung gap dai ligu.

Néu ban quén ding nhiéu liéu lién tiép, hay lién hé ngay vdi bac
sT diéu tri.

\ Nguy co' khi ngung dung thudc
| Viéc ngung dong thudc phai duec thiee hign tir tu' Hau qua cla

vige ngung diéu tri dot ngdt (hodc giam lidu voi sb Iweng nhiéu)

! o thé 1am tai xuat hién cac con ddng kinh.

CHONG CHi B|NH

Thubde nay khbng dwge sir dyng trong cac trudng hop sau:

- B&nh gan, nhu viém gan,

- Tién sl ca nhan hay gia dinh c6 bénh gan nang, nhat |a khi cé
lién gquan dén thude,

« D (rng vé&i valproat, divalproat, valpromide hodc mat trong cac
thanh phén cla thude,

- Réi loan chuyén héa porphyrin gan {bénh di truyén lién quan dén
sir tao ra bat thuéng cdc séc 1 1én (a porphyrin).

- Ding phdi hop véi mefloquine (thudc digu tr sdt rét), co
St.John’s (xem Twong tac thube va cac tuong tac khac).

TRONG TRUONG HOP CON NGHI NGO HAY HOI Y KIEN BAC

ST HOAC DUOC ST

LUU Y DAC BIET

Khi bdt dau didu trj, bac s7 sé kiém tra dé dam bao ban dang

ko enang i v se ke o thode: ngled Ihai ofu cAn (Ken
“Co thaiva Cho con bu" )

Khi bat d4u diéu tri, co thé thay tan suat cen bénh gia tang hodc

XUt hién nhi¥ng con v&i thé loai khac: néu cd, ngay lap tire phai

hdi y kign bac si diéu tri.

Rét hiém khi xay ra, nhung Depakine ¢ thé gay tén thyong gan
hodc tuy nguy kich dén tinh mang cho ngu‘m bénh. Biéu nay co
thé xay ra, nhat |a trong 6 thang dau tién cua diéu tri.
Bao ngay cho bac si bigt khi thay xuat hién cac dau hiéu sau:
- Mét didt ngdt, chan an, kiét sire, ngl ga.
- Nén §i nhigu lan, dau viing thugng vi.
- Tai xuat hién cac con dong kinh méc di dang dwoc diéu tri
ding cach. . _ )
Chinh bac si diéu tri & duva ra quyeét dinh can thiet hoac 1a cho
ban |am cac xét nghiém mau hodc ngirng hay digu chinh diu trj.

Quan trong 13 ) ]

* Khdng bao gi¢ ngwng diéu tri ma khang ca y kién bac si,

* Tuan thd dung theo ligu lrong thude ké don,

- Phai dupce bac sT theo dbi déu dan, bac sicé thé yéu ciu ban
lam cac xet nghiém mau dé theo dbi chirc nang gan, nhat la
trong 6 thang dau tién cla diéu tri,

- B4o cho bac si biét tAt ca cac thudc ban dang ding, ngay ca
nhirng thude chi thinh thodng ding hodc nhirng thude khong
can ké don.

Paco mbl s it lmng hep bénh nhan cé nhi¥ng y nght vé ty huy

hoai cor thé hodc tw b khi diing cac thudc chéng déng kinh nhw la

Depakine. Néu ban clng cé nhirng ¥ nghl nhw vay, ngay |ap tuc

phai dén gap bac sT diéu tri.

THAN TRONG KHI DUNG

Tré em phal tranh diing cac thude ca chira aspirin trong thevi gian

digu tri.

Bao cho béc si biét néu ban cé bénh vé than.

Khi ban can phai phau thuat, hay bao che phiu thuat vién va

chuyén vién gag mé biét ban dang dung thudc nay.

Do thudc co thé gay tang can, nén co bién phap an kiéng cing

vdi viéc giam sat can ndng.

TUWONG TAC THUOC VA CAC TUONG TAC KHAC

Khang st clung mefloguine {thudc diéu tri sot ret] va cd St.John's

trong thoi gian ding thudc nay (xem Chong chi dinh).

Mén tranh dung Iamatrlglne {thuéc diéu trj dong kinh) trong sudt

théi gian digu tr voi Depakme

Bap cho bac si biét tal ca cac lhude ban hodc con ban dang ding

hodc mei vira ding, k& ca nhing thudc khang cén ké don.

PHU NI¥ CO THAI - DANG THOI KY CHO CON BU SIPA ME

Phu ni cé thai

Khong nén ding Depakine trong thoi gian mang thai hodc cho
phu ni¥ dang dp tudi sanh dé ma khang co bién phap tranh thai.
Néu dung thudc nay cho phy ni mang thai, thudc co thé gay di
tat cho bao thai, rof loan déng mau tré se sinh, va cac roi loan
phat trién hodc pho cac réi loan tw ky & tré em,

Bao cho bac s7 biét néu ban mudn mang thai trugc khi ngung
dung thudc, digu d6 cho phép bac sT digu chinh lidu diéu tri va len
ke hoach dac biét gidm sat sw mang thai clia ban.

Néu ban phat hign minh co thal trong théi gian dang ding thudc
nay, can bae ngay cho bac sTdé duge didu chinh digu tri cho phu
hevp wévi tinh trang cla ban.

Trong 14t ¢a trrdng hop ban khéng bao gio dwoc tu y ngwng
ding thude ma khing dwoc sw cho phép cla bac si.

n
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Phu nir dang th&i ky cho con bu sira me

Khang nén ding Depakine trong théi ky cho con bi,

LAl XE VA DIEU KHIEN MAY MOC

Néu bénh cua ban khang dwoc kidm soat, nghla 14 néu ban tiép
tuc ¢6 nhikng con dgng kinh, thi that nguy hiém khi ban lai xe hay
van hanh cac may méc cd khd nang gay nguy higm. Ngoai ra,
thude nay co thé gayra budn ngtl, nhat 13 khi ding chung véi cac
thude tac ddng dén than kinh trung vong.

TAC DUNG KHONG MONG MUON

Ciing nhw car: thude khac, thubc nay co thé gay ra cac tac dung

phuy crrnot sb nguwet.

- R3t higm gdp cac trreng hop tan thirong gan hay tuy, cb thé
nghiém trong,

- Budn nén, ndn, dau da day, tidu chay (luc khdi dau didu tri), rung
tée thoang qua, run lac nhe ban tay, bunn ngu; cac tac dung phu
nay chi nhat théi song dai khi bac s can phai diéu chinh liéu.

- Rdi loan kinh nguyét, tang can,

+ Réi Ipan y thirc riéng biét hay két hop véi sy bac phat cac con
ddng kinh, nhire dau.

4 Ch‘a'w mau nhe (mdi, nwéu...). Phai nhanh chéng bao cho bac s7
biét d& dwoc lam céc xét nghiém huyét hoe, vi co thé co nhiing
roi loan ve mau.

* DAt thuemg ve mau, giédm tdu clu (ddi lue bigu 1o nhy chay
mau mii hedc nwou rang nhe), bach cau (ddi e biéu hién sbt),
héng ciu (dai lic bidu 16 nhie hut hoi hodc xanh xao bat
thuong) hedc mixe d¢ fibrinogen thép. Kéo dai thei gian chay
mau, thay dbi kich thurée té bao hong cduva tang néng do
ammoniac mau cé thé xudt hién Nhanh chéng bao cho bac sT
biét k&t qua bat thwéng cia xét nghieém mau,

- Gidm ndng d§ natri trong mau ((déi ldc biéu hién 10 13n).

* Hiém khi géip cac trvérng hop o dang run lac, ciny e, vop bé,
khd thirc hién cac ol ddng hodc €6 cac ctr dang bal thuong.

- Khé khan trong phéi hep van dong,

- RAl hiém khi gap cac trirerng hop rdi loan nhan thire hinh thanh
dan dan {cac rdi loan tri nhé hodc kha nang chu ¥, (U 13n, mat
dinh hwdng) doi hoi phai kham bénh lai.

- Bac bigt higm khi gap cac trréng hop tén thwong than va bi dige.

- Bai ddm (nwere tiéu tudn chay ra nhit |a vao ban dém) va khéng
nhin dwoc tidu,

* Xuét hién ban lan toa trén co thé Béac biét hiém khi gap treong
hep nay kém theo phéng gidp da, sdl, I& & miéng hodc co quan
sinh dyc, can phai den ngay khoa cap ciru.

- Rat hiém khi gap cac treéng hop phi né (stng phéng chan va
ban chan).

- Phan (ng dj (g nhue sot, thé trang chung giam sut, ndi ban da, tan
thirerng gan hodc than, s Iwgng bach cau tdng cao (bach cau &
toan). Neu cac dau hiéu nay xuat hién, can bao ngay cho bac sT.

+ Mat va cd swng phéng dét ngét do di (rng. Néu cac dau hiéu
nay xuat hién, can bao ngay cho bac st

Néu bat ky tac ~dung phy nao trr nén tram tipng, hodc néu ban

ghi nhan ¢ bat ky tac dung phu nao khang néu ra trong toa

hiréng dan st dyng thudc nay, hay bao cho bac s hoac dugec si.
bAC TiNH DUOC LUC HOC

Thuéc chéng dong kinh {phan loai ATC: NO3AGO1)

Valproat gay ra cac tac dgng duwoc Iy chl yéu 13 trén hé than kinh

trung wong.

Cac tac déng chong co giat dwoe sl dung dé diéu trj cac thé co

giat & dong vat va bénh ddng kinh & nguedn.

Cac nghlén ciru lam sang va thwe nghidém trén valproat dwa ra gid

thuyét vé 2 loai tac ddng chang co gidl. Tac dgng thir nhat Ja tac

ddng dwec Iy truc tiép lign quan dén nbng dd valproat trong huyét
twong va trong ndo. Tac dong thir hai 16 ra 13 tac dong gian tiep va

6 I lién quan dén cac chat chuyén hoa cla valproat con ton tai

trong ndo hodc véi cac thay doi chat dan Iruyén than kinh hoac cac

tac déng trwe tlep lén mang té& bao. Gia thiét duge chap nhan rong
rdi nhat 1a gid thuyét vé acid gamma- amlnohulzrlc {GABA) va
néng do chat nay tang lén thea sau viéc si¥ gu ¥

Valproat lam giam thi gian céc pha trung gganguag[ nge, dbng

thévi lam tang giac ngd cham., ’, / -

DAC TINH DUOC BONG HOC i f

Céc nghién clu duvc déng ho-:. nhdarnh g ve Vglpr

nhr sau: | 3.

+ Tinh khd dung sinh hoc cla valprod

- Thé tich phan bd thubc chil yéu vat
trao ddi véi dich ngoai té bao. Valproa
tly va vao nao; nong d¢ cla valproate
quan mét thiét v&i nong dé cla thude tu do tHEme

» Théi gian ban hiy la 15 =17 gio,; an

* Théng thuang ndng do téi thidu trong huyét thanfi can' @& dal

hiéu qua diéu tri 14 40-50 mg/l, véi bign do trong khodng 40 va

1~ T Thay. dmheu diing va nhét la ngwng dot ngot diéu

I
E)ung quen fmang theo thudc bén ngudi néubanp E

100 mgfl. Néu can thiét phai dat néng dd nay cao, cin can nhic
gitra cac lgi ich mong dgi voi nguy co xdy ra cac tac dyng
ngozi ¥, nhat 1a cac tac dung ngoai ¥ phu thudc lieu diung. Tuy
nhién, nhitng nong d¢ duy tri cac hon 150 mg/l déi hdi phai
gidm lieu,

- Néng d &n dinh trong huyét trong dal duoc trong véng 3-4 ngay.

- Valproat gén két manh véi protein huyét twong. Viec gin két véi
protein phy thudc liéu diing va mire bao hoa.

- Valproat dwoc bai tiét chi yéu qua nude tidqu sau khi chuyén
hoa bdng cach lién hep glucuronide va béta-oxy hod,

- Valproat cd thé duwece thdm tach, nhung thadm tach mau chi anh

huwéng 1én phan ty do cla valproat (khodng 10%).

Tuong phén v&i cac thudc chong dong kinh khac, valproat khang

g8y cam (ng véi cac men thudc hé lhong chuyen hoa cytochrome

P450, do d6 thudc nay khéng lam thic day sy chuyén hoa phan cat

chinh né, hodc cua cac chat thudc khac nhu la estrogen,

progesiogen va cac thude chong déng mau dang Jong.

S0 sanh vii dang khang acid da day cia nalri valproat, dang

phong thich kéo dai voi lieu luong duwong b cac dac diém;

+ khéng ca thevi gian hap thu tiém an;

- hap thu kéo dai;

* khd dung sinh hoc nhw nhau,

* néng d¢ thudc ty do va ndng do dinh trong huyét vong ciing
thap hon (Cmax giam khoang 25% nhwng cd mirc 46 cao lwong
dbi 6n dinh tir gity the 4 den gitr thir 14 sau udng thudc); viée
lam maét dinh nhon cba ndng dé tél da trong huyet trong giup
dat dwge mot nong dd acid valproic 6n dinh va phan bd deu hon
trong sudt 24 glbf sau khi dang 2 Ién!ngay cang mét ligu da cho,
mirc thay déi clia cac nong dé trang huyet twong giam di mét nira;

* méi twong quan gitra lidu diing va ndng da thude (tdng néng dé va
néng do tu do) trong huyét trong tuyén tinh hon.

QUA LIEU _ L

Néu uéng nham nhiéu hon sé vién thude can thigt, théng bao ngay

cho bac st hay mot khoa cap clru.

Bigu hién 1am sang nga duc cAp tinh do qua liéu thubc thwrong 13

hén mé yén tang, co thé hon mé sau tlr it dén nhiéu, kém theo

giam trrong lwc co, glarr] phan xa, co déng tl¥, gidm hd hap ty

dgng va nhiem toan chuyen héa MGt vai trudng hop tang ap e

ndi so lién guan dén phil ndo da dugc mé ta. Cac trwdng hop ngd

doc nhw thé ndi chung cé tién |weeng thudn lod; tuy nhign, mdt vai
trirérng hep t vong da duwge bao cao.

Cac bién phap can lam tmng bénh vién la lam tréng da day néu

can, duy i bai nigu hidu qua, va theo dai chire nang hé hap —tim

mach. Trong cac tru'cvng herp rat nghigm trong, néu can ca thé thyc
hién lpc mau ngoai than.

EAO QUAN . ;

Pé thubc ngoai tAm nhin va tam tay cla tré em.

Khéng duvec ding thude ‘qua thoi han st dung co ghi ben ngoai

hép thube. Bdo quan thude & nhiét dp dudi 30°C va tranh dm

Knbng val bd thude vao nuwdc thai hodc thiung rac gia dinh. Hay

héi due s cach hiy b nhirng thudc khéng ding niva nay. Digu

nay sé giip bao vé mai trwéng.

Han diing: 36 théng ke tir ngay sén xut

Tigu chuan: Nha san xuat

Nha san xuat: Sanofi Winthrop Industrie
1, rue de la Vierge - Ambares et Lagrave
33565 Carbon Blanc cedex - Phap

L& KHUYEN CHUNG

~
Bng kinh 1a mot bénh iy than kinh, B | mél bidu hign bat thwong

cép tinh hay nhat thei vé chire nang hoat déng d|en cla nao, g
ra cac con ddng kinh. Cac con ddng kinh o thé tai xay ra trong
mét khoang thii gian nao do trong suot cude dor ngudn bénh.
Cé nhigu hinh thire bidu hién cda nhirng con ddng kinh ndy va
chung lién trién theo nhleu cach khac nhau: khéng chi co mt loai
bénh dgng kinh ma 1a nhiéu thé loai khic nhau.
Twong tir, khang chi cd mét thude didu trjma la nhigu thude diéu
tri bac s7 diéu trj & ké don mat thude diéu trj thich hop nhat cho
trucrng hegrp dac biét cla ban.

¢ bao dam cho thuoc ban ding co higu qua, quan Irgng |a phai

theo cac 1&i khu AC 8T va tudn thi:
“y Lieu di o ngay

“~Tho! diém ding thude trang ngay

* Thei gian diéu tr, néi chung Ia au dai
« L& khuyén vé sinh hoat: tranh lam viéc qua stc, t
UOI"Ig I’LI‘Q’U

“t4i xudt hign cac con dng kinh,




