Rx - Thudc nay chi ding theo don thuéc. " "
DEPAKINE® zoomg %WMTWIOWMWW

phoi nhiém valproat tnrdc khi sinh co gy co cao mac df
n

i t bAm sinh va r6i loan phat trién than xem phén SU'
Natri valproat } SUNG T CHO PHU NG CO THAI VA CHO CON BU).
Vién nén khang acid da day Khong sir dung valproat & bé gai va phy nir cé kha nang

mang thai trir khi cac phurong phép diéu tri khac khong hiéu
qua oabc khéng dung nap. Néu khéng thé sir dung bién
ﬁ:_ﬂﬂp diéu tri ngo ‘khgc, C%uotgg Trinh Ngén Ngira Mang
SANOFI o al dudi ddy phai duoc tuén thd,

Depakine bj chéng chi dinh trong nhiing tinh huéng sau:

6C BOC - Phy n(x mang thai irir khi khong c6 phuang phéap diéu tri
B‘":“*g tay tré em. Py "Evécnoaﬁlﬂm;op' thai, trir khi dap (g cac dib

Doc k huéng dan sir dung thube trwéc khi dung. e il D g tha, trixkhi dip.Ung c6c gt
Thong bao ngny cho bac 9 hode d p nhﬁ?ng phin kién cia Chuong Trinh Ngan Ngira Mang Thai vé valproat.

{rng c6 hai gap phai khi sir dung thuéc. T ] !
- Hay gitr toa huréng dén sir dung thudc nay. Ban co thé cAn Bac si ké toa phai dam bao rang:

doc lai . Eeanh gia hoan canh c«‘: nhgn l?éngll?g ln;dyng hqpé méi
) bc mé j i thao luan, thao lusn vé cac

- Néu ban c6 nhing théc méc, hay héi bac s7 hay duroc si. nh nhan tham gia vao cic théo |
- Thubc nay duoc chi dinh n‘éngycho ban, banykhong dugc la chon diéu tri vg dam bao bénh nhan hiéu biét vé nhimg

dua cho ngudi kh?c ding ngay ca khi ho co triéu chirng
giong ban, vi c6 thé gay hai cﬁo ho. ;

nguy co va cac bién phap can thiét dé giam thiéu nguy co
P?: Y gl hgng nir
THANH PHAN CONG THUPC THUGC

i danh gia kha nang mang thai cho tat ca nguoi
Bénh nhan hiéu va nhan biét nguy co dj dang bm sinh

2 t rhailyte va rbi loan phat trién than kinh bao gbm murc d6 cia cac
vién nén khang acid da dla; Netil valpmat 200 mg; oho-mt nguy co nay dbi véi tré phoi nhiém valproat tir trong tr
- . Povidon K 90, calcium silicat, talc, Cung ngudi m

Banh nhan hidy duoc sur cAn thiét phai xét nghiém thir

magnesium stearal, povidon K 30, macrogol 400, tinh bdt thai truéc khi bét dau didu trj va trong khi didu tr], néu can,

S Dialer Ohg ot widn i krcaruiose scelal phihalat ethyl |, g TEeKL oL O QP v bién phap tranh thai, va

—— DANG BAG GHE "0 Kiing acid da. day: b&nh nhan co kha nang tuan thi yéu chu sir dyng bién

= Vién nén khang acid da day mau tring phap tranh thai hiéu qua, khong duec gian doan trong

W CHIPINH : subt thoi gian didu trj véi valproat.

= Thubc nay duoc chi dinh didu tr cho Bénh nhlan h;éu 16 nhu cau lzqqn%txugén kiém tra :_ierc‘

T YLl guna y ot con idhu hecpntitop | LT (LIS e ey 6 s ol o
* Biéu tri déng kinh toan than: con co giat, con co clrng, con Benh nhan hidu'sy cn thiét tham khéo y kién béc si ngay

e ] : khi c6 ké hoach mang thai dé dém bao thao luan kip thei
e VA g Lo adt 0 2 S| bt G thon ult i oy e
. Di Apogd 2 h : khi thy thai va tru¢re khi ngirng bién p tranh thai.
Din ir Gong kinh cyo iy Jorg kinh cyc b9 o6 hoge khong |, B han ik o oin thidt phal khén rwong hol # ki
Tré em: St dung nhu mdt thudc don tr ligu, hodc phéi hop v pac sl cta minhiirong Insong hop mang thal,
D':igc i diéku l{‘i cgénghgéng A khgc; 0ac phoi hop g ggﬁﬁ :ﬂg: da nhan dugc ”?él ligu hugng dAn danh cho
. u Ui dong kinh toan than: con co giat, con co cing, con B&nh nhan & 5 5 i I
v i v thil ' c nhan rang da hidu ro cac méi nguy hiém
ﬁ.?jg‘;n '? 3;3:]'0?:2;‘”\'”5"%&%;2”?@(:(12 g{'at €0 va con mat vée céac than trong 25!\ lhigl di kem véi viéc dung valproat
wong hrc, vaf gl x-tsastaut, (Biéu mau xac nhan théng tin vé nguy co duoc thye hién
+ Didu trj dbng kinh cyc b: dong kinh cuc bo ¢6 hoac khéng hang nam),
Itggml;heo toan thé hoa thir phat. Nhﬁ-r}n(g didu kiéhn nag cling lién quan dﬁin nhting hphuéntr
- s . : hién khdng c6 hoat déng tinh duc trir khi bac sT cho réng
* Dieu tri dy phong tai phat cac con ddng kinh sau khi da xay % : f 3
ra mot hoac nhidu con co gi&t do sét va hdi dti cac tiéu chuan ﬁoﬁ :l;wr?‘%é)r"dgétr:(\:‘)gé;g:u%dai CTﬁatihéy rang nguroT phy
gcg voi ﬁac cﬁogiatbQO séé th p;frc tap, khi ma %a thét bai véi a3y Khwng 4 mang the).
ieu trj dy phong bang benzodiazepine cach héi. Bac sT ké don . TR :
. phai ddm bao rang cha me / nguéi cham
LIEU DUNG, BUONG DUNG VA CACH DUNG séc clia cac bé gai hidu dugc sy cAn thidt phailién hé véi
= 7 chuyén gia diéu tri ngay khi bé géi nay co ky kinh nguyét
Valotoa! phd Groc oAl O s 1 V4 giom sat b mox| | S S e e o g e e
chuyén gia co kinh nghiém trong vigc xu tri bénh dgng kinh. s6c cla cac bé gai co ky kinh nguydt diu tién sé duge
Khéngl:u_ dgnEhyar‘Iépro?‘t cho bé gai va phy ni c6 kha nang cung cAp théng tin toan dién vé cac nguy co dj tat bam
?:an?\oéglll(%nglduggpn?n rgr:lg enfgﬁgmhzga:;y %r:asl;phr:)eat; sinh va réi loan phat trién than kinh bao gom murc do nguy
duoc k8 toa va phan phgi thudc theo ding Chuong Trinh o u‘g‘fﬂ:;é em phot nhiém véi valproat tir trong tir cung
Ngan Ngira Mang Thai v&i valproat. + O nhiing bénh n%an khéi _cgak;; kinh nguyt dAu tién, bac
SR e ot togpoon s am drio oy | 2,018 0T g 08 0 K 0 e
s s , chon diéu tri thay thé. Néu valproat 1a Iya chon didu t
T;on s6 cfc iﬁ?ght:(éo chy danglubn?, xi-rd, dgng‘du:h “6"2 phil hop duy nhéi, can phai lhaopluan vd ghu cé?: str dung
T tona flch ko dal Ao bigtdhich hop 88 dungiohai s bién phap Iranh thai hiéu qué va (A ca cac dibu Kign khac
3 C_L"léa vagngg Irfnh P:lgég Ngira Mandgg'hai. Céc c%uyén gia
Liéu trung binh héng ngay: dieu Iri nén no luc chuyén doi sang didu trj thay thé cho cac
8 AL AR o 3 mgfkg (1t nhét 14 diing & dang xi-rd, bé gai trurdre khi chiing dén tudi ddy thi hoac trudng thanh,

dung dich uéng hoc cbm phang thich kéo dai). ! 3
. Tha?m thiéu m%n vg ngueﬁan; 0 dén 30 mg/kg (tét nhat I1a Phai loai trir mhﬁifang man% thai trugrc khi bt dAu didu trj
dung & dang vién nén, vién nén phéng thich kéo dai hoac vai valproat, ng dugc bat du diéu tri bang valproat &

A nhing phy ni co kha nang mang thai khi chua co két qua
obm phang thich kéo dai). thir thai am tinh 1t x6t nghiém huyét twong véi a6 nﬁa
B e udog: it nhét 25 miU/mi, dugc xac nhan boi mot co s y 18, d

) ! Ioai trir viéc str dung thude ngoai dy dinh trong thai ky, Xét
ThiK Lo ﬁ'g:gg"ggg thant2 hoge 3 1bn trong mbingay. 18t [y higmthit thai nay phai durre 8p fa dinh ky trong Sugt qua
Paiiigtu 4 dang digu 1 véi thube ché Tani g,
= Néu bénh nhan da va dang diéu trj v uoc chong don ( &
Kinh khac, phai bat dAu diég tri v r‘1alri valproate m “:gcﬁ Phy n(r co kha nang mang thai dugc ké toa valproat phai sir
tir tir, dé dat duoc lidu 16i uu trong khoang hai tuan, say dé dung bién phap tranh thal hiéu qua, khong dugc gian doan
gidm liéu thudc diéu tri ddng ther ndu cAn thiét dua theo hisu trong sudt ther gian didu trj voi valproat. Nhirng bénh nhan
qua diéu tr, nay phai duoc cung céq thong tin toan dién vé viéc ngan

+ Néu bénh nhan chua ding bat cir loai thudc chéng dgng | NGUa mang thai va chn giéi thiéu benh nhan dén cAc noi 4é
kinh ndo, tét nhat Ia tang liu dung kiéu bac thang ctr moi 2 durgc tur van rénh thai ndu ho higa khOn? st dung bign phap
hodc 3 ngaY dé dat duo Jidu thi i trong khoang mat tuan, | ranh thai h'ﬁu- 9ua nao %é" St dung It nhat mét phurang

+ Néu can thidt, diéu tr| phi hop voi cc thuse chéng don phép trénh 1l higu qua (L0t nhat 13 dursi mdt hin thirc a9
Kiph Kbt phi én hanh mol cach 0 (xem phén TUONG ol g TYe 2 Vo b agh e cung hogi cly
c ! ai bd sung cho

KHAC\I,). C THUOC KHAC VA CAC DANG TUONG TAC nhau'bao gbm m@t phuong phap ding rao can, cangdénh
CHONG' CHI BINH: khong sir dyng thubc nay trong cac | 914 hoan Chian &3 nian trong timg tnrdmg hop kb inag lugn

i han dé Iya chon phuong phép tranh thai
trwémg hop sau; voi banh n il al, 46 ddm
- Phugno ma{\% thai trir khi khong c6 phuong RhAp didu tri lhag k‘ég;’%g"kﬂIhggn‘ﬁ‘%mli;avto“‘mr':“;gi%:'gng’:ﬁgnd‘ah ggotgt
thé nao phu hop (xem phan CANH BAO VA THAN TRON b e ey Khuyen v bion phdp tranh thal nie g’

KHI DUNG THUOC va phén SUf DUNG THUOC CHO PHU

NU' CO THAI VA CHO CON BU). » C. y
- Phuy nir cb kha nsn%lmangqlh_al. (i khi dép (ng cac didu kién bD:gg bdml%éhghgg‘nc‘:!;; fma] rrl‘gl Ilnélut‘ idc clr:\..ra estrogen,
coa Chﬂ?? Trinh Ngan Ngira Mang Thai véi valproat (xem ‘gé €6 chira estrogen,

han CANH BAO VA THAN TRONG KHI DUNG THUOC va €0 ING co kha nang lam gidm higu qua cia valproat (xem
phan SUY DUNG THUGC CHO PH NI 66 THAI WA GHO Ehin TUONG TAC VOTCAC THUOS KAC VA CAC
BON BU). DANG TUONG TAC KHAC). Bac sT kb toa phai theo doi
- D] irng vé natri valproat hogc bt cir thanh phan nao cia df? tng lam sang (kiém soat benh dong kinh) khi bat dAu

u tri'hay ngung didu tri véi cac ché phAm thube ch
thube. estrogen, N i 4 N
) - Nguoc lai valproat khong lam glam hidu qua cd
- \\;:gm g:g rcr:gapnl:?ﬁh Gdc thude ngtra thai noi 1idt 16 e PR
2 v al . nhét & khi (i L la;
Tién st ca nhén hay gla dinh co viém gan néng, n ' Chuydn gia didu tri nén danh gia lal vidc didy tr) it nhat 13

: : hang nam xem l1u valproat cé phai Ja be didu tri
- Réi loan chuydn hoa porphyrin, N ngis Rt Lpa
- Tién s?.'r benggan va/hodc céc rbi loan chic néng tuy hodc thar: cr&o bnh nhan hay khong, Chuyén gia didu ri nén th
g b hien :hlhlf 3}' xac nhan thong tin vé ca nguy co duge thye
R loan chu trinh chubén hoa urggam phiin CANH BAO VA i hén, 2 i ddu diéu tr va trong mai tAn danh qia vige didu
R e chulo boa U G by gun m va dam bao rﬁng\benh nh%n da hiéu ndi dung

!ieé-» quan dén thube,

- Nhirng bénh nhén da durge bidt co rdi loan 1i thé do dot bién mAu, Mau xdc nhan thong tin v CAC ngUy ¢o duoe

cia | thve hidn hang nam, phal dugce dia C

gen trong nhan mé hoa cho enz‘svm polymerase ggmmﬁ ola \ uQoC dign ddy do va b cho ky
8 G &l 2t hi nger mac rol logn lién nguol ké don va banh nh 0l

gl::ﬁ %r|LPdLE£;)ﬁJr::1dp‘I{|A:I CZB:ITLAE“VA THAN TRONG Phip cia bnh nhan), nhan (hodc ngudi dai dien hop

KHI DUNG THUGC) :

Két hop véi c6 St John (xem phdn TUONG TAC VOI CAC U MOt phy nr dang o ké hgach mang thai, mot chuyd

THUGE KHAC VA CAC DANG TUONG TAC KHA% la ¢6 Kinh NGhIm tremg vibc KIGM 806t b0 Abmg kinh Sl
TRONG TRUONG HOP CON NGHI NGO HAY HOI Y KIEN nh gia lai ligy phip valproat v xem xét Sﬁcl a chon didu
n

ST HOAC DUQC S . 1| thay thé. Nén th mol nd lir chuydn ddi sang thu
DA BAG VA THAN TRONG KHI DUNG THUGG Au i thay the p hap 1o khi thy thai, va insoc khi
CANH BAO DAC BiiT ngung dang bian phap 8 thal (xem Thot ky mang thai va

“khi Depakine 20 vién nén khan ¢cho con bu), huydn ddi [& khong t 8, ngurtn phy
:3?:'3;1 :f;ln khi uong Depakine 200 mg nénkhang | EX oA Then ?ﬁcvfﬁcv DUYELSS cic Ry oo bR veloront

s




QJ‘;".'“W“";E““"‘

c
mnhﬂmmmm
: Cb nguy co lam
va lam xu

- Cé St. John's

's W

11 hi
trong &

am - Lam

wm wmmmm mm m E

). cu thé:
mi hﬂdm’mqu‘
1 va Ginh ky trong subt qua

QgM

nhét

b thai
dibu

ELRrT!

R o

mmmm mm

ouucm%

HUOC
cua 6

c 8 WWM

gummvmnlnrm

I;:nh nhan) 1ai
nh gid viéc ai

3§ PERAE 484 8gEg g
Wa:m whmmm 1§ mm mw
1o T840 ol 2o 0%
maliiiy B tuh
mnmkummmmmim 3% cgicd
Wmmwmwmwﬁwmm,mmwmw
§t i 1 pdd oD | g ohels
umwm»mmwm 35y 55 § 3§tz
M-mwmm sf Www g mwm H mmmmww
gl ﬁ% iy %mmmm
GhspEinh: aw i
1558 g mm g B

2288 4fi0.
m mmmw Mmmmmm mm mumwmwmmfmm mmm m
2 T 2 e B3
| B R Rt 1
3 .ww,mwmmm 250 ¢ mmwmmmum%«n mMm),a
B e T
e i mmmwm mﬁm
mmw 1 £ mm wmmwm mmm mmm.
< .MW. mw wwmmmmmwmuw

W wm mm m wmm

wm. mmM
Mw mmm m Wm w%mmf
mmm m,mwmg 1 mmmmmmmw%m

] Zsess
mm A
< 2253
mm.wmmwmmm MM m mmmwmwm mm mm

mmwmwm mmmmmmcoam 80 WM

jisez MMWM%W ummm £ mwmmm mmm Mm
)] T

nQﬂG
n,w T! a.m
m

mmhwmmgm 5§ sk
sesSRERRIRRCES e wwmmm
ntE el it mmm
i R T
Rt L
i wmmmmwr mM gg8desaciysins mm
S A R et M

trong huydt

nimodipine & bénh nhan bi ha
idon
theo tang nguy co

SO&JMGOHW
i

89, cAn giam
i suy ra cho fosphenytoin

mmmmmx«mmmmm

inh ndo.

tang amoniac mau
thirgmg xuyén cac thong sb 1am sang va chn 1am
Xuyén cic thdng sé 1m sang va can lam sang

(?ﬁmmu&w‘vlwmnmm

dubngl“m

Cé

gia tang
va ngoal
thudng

oo

ng. bo

ipin

nytom

ap
enobarbital, va ngoai suy ra cho

tang tinh trang

G?c

Nimodi
otk
T,.,.,”SZ," o

h

. mm wmwﬂ i wm HE

5 11
mmmmmmmm,wm ﬁmm
-3 Wm oMM M ¥ nm 48
%wmmmwwmm 1B THE R
gond il 15 By i
Higria jE ita (1
Hee e 1y fme 1
Ml d pg M0 g
i £ A
mmm mmmmmmm i ummmm il
wmm .wma i mm £
mnmwx L HEH R

‘w

1) s b
ﬂw m

_mmm w FEHS SRS

speqtffes
mm. wmwm HiEE

mmwm.mma mw.mwm w mm.ﬂ
m £°83 83 e5L3 mu)
.me,m.mww Wmmmm.wmwmm WMQ

mmnm mhmmm

333 m.uwmm mwm
L mﬁmmwmmmwmmm
; mm m st ﬁm

w.mmmm,anm 3




- Eilﬂlum: Eapaklna ahOng 6 thc 40nG g1 dén ndng A6 ciq

lithium trong méau
Théng tin cAn bidt vb thanh phin cla thubc DEPAKINE
200 mg vién nén khang acid do dlv-&. 1
Thudc ¢6 chira 13,88 mg natr trong M&l 100 mE natri valproag
Banh nhan cAn Iyt y nbu phal theo ché db &n kidng it mub,
TAC DUNG KHONG MONG MUON CUA THUOC
Tén s6 xdy ra khi dupc dd cap dudl day: Rét thuwong gap

70%); Thuom, ’”f (21 vad <10%); It gdp (2 0,1 va < 1%);
iém gép (= 40 1'va < 0,1%); R4t hiém gdp (< 0,01%); Chirg
10 (khong thé woe tinh tir cac der iy hign co).

. ién (xem phan CANH BAO
VA THAN TRONG KHI DUNG THUGC va phan SU DUNG
_ THUOC CHO PHY N CO THAI VA CHO CON BU) g

* Thuéng gap: thibu mau, gidm tidu cAu
Céc truong hop gidm tidu cau phu thudc lidu thube ding da
dugc bao cao, dugc phat hién co h théng va khéng co bét
o E\ntkhuén?( nao trén 1am sang. O nhirng bénh nhan cé
gidm fidu clu khong cb triéu chang, néu cé thé, véi mat muc
a6 giam uég cau va sir kim soat bénh nhét dinh, don gidn 14
giam liéu st dung clia thubc nay thudng sé khién gial quyét
dugc tinh trang Eiém tidu cAu nay,

.l %ap: chirng giam toan dong 1 bao mau, gidm bach cAu.

+ Hiém gép: suy tly xong, bao gbm c4 bt san héng chu don

u

thuan, giam bach cAu hat, thiéu mau héng cAu to, bénh Iy
h6ng u to.

Cac xét nghiém tham do:

+ Thuong gap: tang can”

* Hiém gap: gidm céc yéu t6 déng mau (it nhat 1a mat), xét
nghiém déng mau bét thuéng (ching han nhur kéo dai thoi
gian prothrombin, kéo dai thei gian hoat héa tirng phan
thromboplastin, kéo dai thei gian thrombin, kéo dai INR)
(xem phan CANH BAO VA THAN TRONG KHI DUNG
THUOC va phan SU DUNG THUOC CHO PHU NU' CO
THAI VA CHO CON BU), thiéu hut biotin/ thidu hyt enzym
biotinidase.

* Boi vi tang cén 1a mt yéu 16 nguy co déi véi hoi chimg
buéng tring da nang, phai gidm sat can than cén nang cla
bénh nhén (xem phan CANH BAO VA THAN TRoNcg KHI
DUNG THUOC).

+ Rat thudng gag: chirng run lac.

+ Thuding gap: roi loan ngoai thap, trang thai sting so*, budn
ngl, con dong kinh*, rdi loan tri nhé, dau d4u, giat nhan cau.

« It'gép: hén mé*, bénh nao*, n%ﬁ lim* (xem bén dudi), chien
parkinson c6 kha héi, mét didu hoa dong tac, dj cam, tr
ndng céc con dong kinh (Xem phén Cénh bao déc biét). ‘

* Hiém gap: chirng nhin doi, cac rbi loan nhan thirc véi khoi
phat &m tham va tang dan (c6 thé tién trién dén hoan toan
mat tri) va co thé phuc hdi tir mét vai tulin dén mét vai thang
sau khi rit bo diéu tri. % ;
*Céc truong hop cd trang thai simg s¢ va ching ngu lim, déi
khi d&n dén hén mé thodng qua (bénh nao) da duore ghinhén
vGi valproat, ¢6 xu huong thodi lui khi ngimg diéu tz hodc khi
giém liéu. Céc truong hgp nay rét hay gép trong diéu tri phéy

0p (nhét la véi phenobarbital hodc véi topiramat) hoac sau
khf tang liéu valproat dot ngot.
; i ¢

- Réiloan ¢ tal v% bc tai:

* Thuong gap: mat thinh lyc,

- FQ loan 3 hé ho hap, trung thét, Iéng nguc:
= It gap: tran dich mang (.r)]hui.

. R§! thudng gap: bu%n nén

« Thudng gap: ndn, réi loan & nwéu rang (chi yéu [a tang
san nwdu rang), viém mién%. dau vung thuong vi, tiéu chay
thwremg xay ra khi bt dau didu tri, cac ching nay thuang hét
trong vong mét vai ngay du khéng ngirng thudc.

« It gap: viém tuy co kha nang %ay chét ngudri doi hoi phai
ngirng diéu tri sém (xem phan CANH BAO VA THAN
TRONG KHI DUNG THUOC).

- Roi & than vi ng tieu:

- Thuéng gap: tieu khong kiém soat.

-t %ap: suy than.

- Hiém gap: dai d&m, viém than md k&, hoi ching Fanconi co
kha ndng phuc hdi

o i o fesst e il

« Thudn, : rung e 0dng qua 04C ng phy
thude li%ugthe.léc dgng, rbi loan & méng va chan di mén?.

« It g&p: phu vi mach, cac phan tng & da, réi loan téc (nhw
két cau téc moc bét thuerng, thay ddi mau toc, toc moc bat
thuong). _ F :

= Hiém gap: hoai tr nhiém ddc & da, hdi chirng Stevens —
Johnson, hng ban da dang, hoi chirng ndi ban do thuéc co
tang bach cu &i toan va co triéu chirng toan than hoéc hoi
chirng qua man véi thudc.

- i i tiet:

« [t gap: hdi chirng tiét hormon khang lei niéu khéng t!lich_hog:).
cudang androgen (ram I6ng, nam hoa, mun trimg ca, hoi d:
kiéu nam gidi, va/hodc tang androgen). =

« Hiém ogép: iam nang tuyén giap (xem phin SU' DUNG
THU CH% PHUY NU CO THAI VA CHO CON BU)

- ROI I va ch hoa:

« Thuéng gap: giam natri mau, 5

+ Hiém gép: tang amoniac mau* (xem phan CANH BAO VA
THAN TRONG KHI DUNG THU C),, béo phi.. i
*Céc trwomg hop tdng amoniac mau téch biél va muc do
vira, khéng di kém thay déi céc tham sé cia gan o thé xdy
ra, déc b:‘?t khi diéu trj ph6i hop nhiéu thubc, va khong bién
minh cho viéc ngimg diéu trj. Tuy nhién, cac lg!&ng hop tan
amonizc mééu di kém véi cac m‘gg chgggvéhdgifggpp% g; J
dién tién dén hén mé) da duge béo cao,
nghiém thém (xem phén CANH BAO VA THAN TRONG KH!

_ DUNG THUCO). " 2l

m u nang, polyp): -

= Hiém gap: ?\Olimchan loan san tay xwong.

~ Thuon: XUt huydt (xem phan CANH BAO VA THAN
TRONG B35 X g v phan SUJ DUNG THUGC
CHO PHU NU' CO THAI VA CHO CON BU)-

+ It gap: viém mach mau & da, chi yéu la viém mach mau do
tham nhiém bach cAu tai thanh mach.

:ll ap: ha thanmnmhiég,
a Thuang gap: - thuong gan (xem phin CANH BAO VA

THAN TRONG KHI DUNG 1 r:]u C).

+ Thuong gap: r6i foan kinh nguyét.

. 5 o g‘gtgi 'L“#fé"e‘ia inh tinh tring (xem phan SU’

+ Hiém gap: ani ng lén sur s >
DEJNGQ‘?I,?{UOC CHO%HU NO' CO THAI VA CHO CON BU),
budng trirng da nang.

3 EQ, loan & co xwong va md lign két:
« It gap: giam mat a6 khoang cua xuong, mém xuong, loang

s xuoing va gay xuong & nhing bénh nhan dieu tri dai han vor

Depakine. Cor ché tac am%wa Depakine aén chuyén hba &
xuong chua dugc xac dini
* Hibm géip: lupus ban d6 hé lhéng xem phén CANH BAO
\ Tb-%(N TRONG KHI DUNG TH! Cx)-i E:ﬂi co van (xem
han CANH BAO VA THAN TRONG KHI DUNG THUOC).

" Tgwﬁnﬁrfép: trang thai Ia 1An, 4o gidc, gay han*, kich adng*,
16l logn do thibu sy chi y*
v ;ﬂ‘rr.lagap. rbi loan hanh vi*, tAng dong", gap khé khan trong
e

*Nhamg tae dung phu ndy cha yéu d hi nhén & tré em.

Bao cho tac dyng phy: N)éu bars: cd bmigtac dﬂng phy ndo,

ngay 1ap tirc bao cho bac s, dugc si, hoac chuyén vién soc

khde khéc (vi dy: dieu duéng) bang cach béo cao tac dyng
hy, ban sé& glug cai thién kién thirc vé 6 an toan cia lhugc.
40 cao phan trng c6 hai nghi ngé: B4o c4o phén mg

hai sau khi thuéc dugc cap phép Iuu hanh rét quan trong

tiép tuc giam sat can bang loi ich/nguy co cla thube, Can bo y

té cAn béo tht ca phan (ng c6 hai vé Trung tam Quéc gia hodc

Trung tAm Khu virc vé Théng tin thubc vA Theo doi phan (ng

¢6 hai cia thybe :

QUA LIEU VA CACH XU TRi

Dau hiéu 1am sang cla qua liéu thubc cAp tinh véi lwgng lom

thudng gap la hon mé yén lang, cb thé hon mé séu theo ting

mirc 40, kém theo giam treong lyc co, gidm phén xa, co dén:

tlr, giam hé hap tu ddng va nhiém toan chuyén héa, tyt huyét

4p hodc tryy tudn hoan/séc,

Mot vai truong hop tang ap luc ndi so cé kém phu ndo @3

dugo ghi nhan,

Xir tri cac trréng hop qué lidu cAn 1am tai bénh vién bao gdm:

thyt rira da day khi cé chi dinh, duy trl tac déng I¢i nidu, theo

ddi hd hép tudn hoan. Trong céc trwéng hop rat nang, cb thé

thanh lgc ngoai than néu can thiét.

Tién qung véi cac truong hop ngd doc nhuw thé néi chung la

thuan lgi, Tuy nhién, da cé bao cao mot vai trudmg hop tir vong.

Trong bién cb gua libu, néng @6 natri cé trong thanh phan cua

thudc co thé dan dén tang natri mau.

BAC TINH DUQ'C LI'C HQC

Thuée chéng dong kinh (phan loai ATC: NO3AG01)

Valproat gay ra cac tac dong dugc Iy chi yéu Ia trén hé than

kinh trung wong.

Céc tac dong chdng co giat duge sir dung dé didu tri cac thé

co giat & déng vat va bénh ddng kinh & nguéi.

Céc nghién clru lam sang va lhgc nghiém trén valproat dua ra

gid thuyét ve 2 loai tac dbng chéng co giat.

Téc dong thir nhat la tac dgng dugec ly trgc tiép lién quan dén

ndng dé valproat trong huyét trong va trong nao. s

Téc dong thir hai td ra 1a tac déng gian tiép va c6 & lién quan

dén cac chét chuyén hoa cua valproat cén t&n tai trong ndo

hoic véi cac thay ddi chat dan truyén than kinh hodc céc tac

aong trye tiég 1&n mang té bao. Gia thiét dugc chap nhan rdng

rai nhét 14 gja thuyét vé gamma-aminobuteric acid (GABA), va

ndng @9 chat nay tang I&n sau khi sir dung valproat.

Valproat lam gidm thdi gian cac pha trung gian clia gidc ngli

dbng thai 1am tang gidc nga cham.

PAC TINH DU'Q'C BONG HOC

Cac nghién clru dwo'c dgng hoc khac nhau vé valproat cho

thdy nhur sau:

- I(i]rg: kha dung sinh hoc clia valproat, sau khi ubng, dat gan

%:

0,

Hau hét chat thude phén bé vao trong mau va nhanh chéng
trao ddi v&i dich ngoai t& bao. Valproat cing phan bé vao
dich néo tiy va vao ndo; ndng do clia valproate trong dich
nao tly cg lién quan mét thiét véi ndng do cia thudc tw do
trong huyét thanh.

Thai gian ban hay la 15 -17 gid;

Théng thudng néng do acid valproic tai thidu trong huyét
thanh can dat Gé cé hiéu qua diéu tri Ia 40-50 mg/l, v&i bién
ag thay Gbi rong tir 40 dén 100 mg/l. Néu can thiét phai dat
nong d6 nay cao, can can nhac gira cac lgi ich mong doi
v&i nguy co xay ra cac tac dyng ngoai y, nhat a cac tac dun
ngoai y phu thuéce liéu ding. Tuy nhién, khi néng dé duy tri
murc cao hon 150 mg/l déi hoi phai giam liéu.

Nbng do én dinh trong huyét tvong dat dugc trong vong 3-4

0

ngay. )
Valproat gén két véi protein huyét tromg rét nhidu. Viéc gén
két vdi protein phu thudc lidu dung va rm'l(; b&o hoa.
Valproat durgcc bai tiét chi yéu qua nwoc tiéu sau khi chuyén
hé6a bang cach lién hop glucuronide va béta-oxy hod,
Valproat ¢t thé duoc thdm tach, nhung thdm fach mé&u chi
anh hudn% 18n phan ty do cla valproat (khoang 10%).
Tuong phan voi hiu hét cac thube chéng déng kinh khac,
valproat khéng gay cdm (rng véi cac enzym thude hé théng
chuyén hoa cytochrome P450, do dé valproat khéng lam
thuc day sy chuyén hoa phan cat chinh no, hodc clia cac
chét thubc khac nhu 1 estrogen, progestogen va cac thubc
chéng déng méu dang uéng.

QUI CACH BONG GOI

Hop 1 lo polypropylen chira 40 vién nén khang acid da day
mau trang.

BAO QU%N
D& thubc ngoai tm nhin va tim tay cua tré em.

il

Khong di dung thud | (i i Smm—
ong duoc dung thudc qué thoi han sir dyung co ghi bén —

n%oai hép thude.

Bao quan thude & nhigt d6 khong qua 30°C, noi kho.

Khéng dugc loai bo thuée vao nudc thai hodc thang rac thai

gia dinh. Hay héi dugc sT cach hiy bé nhirng thubc khong

dv‘anﬁ niza ndy. Bidu ndy sé gilp bao v& moi trudng.

HAN DUNG: 36 thang ké tir ngay san xuét.

TIEU CHUAN: TCCS.

TEN VA DIA CHI CO' S&' SAN XUAT THUOC:

Sanofi-Aventis S.A.

Ctra. C-35 La Batlloria a Hostalric, Km 63.09, 17404 - Riells i

Viabrea (Girona), Tadl Ban Nha.

Lgl KHUYEN CHUNG

BBéng kinh la mt bénh 2’ than kinh. D6 la mét bidu hién bat

thuéng cap tinh hay nhat théi ve chire nang hoat déng dién

clia ndo, gay ra cac con dgng kinh. Cac con déng kinh cé thé

t4i xay ra trong mét khodng théi gian no dé trong subt cude

doi nguoi bénh. A

C6 nhidu hinh thirc bidu hign cua nhimg con dong kinh nay va

chiing tién trién theo nhiéu cach khac nhau: khdng chi co

mot loai bénh dong kinh ma Ja nhiéu thé loai khac nhau.

Tuwong tu, khong chi co mét thube didu ti ma 1a nhidu

thudc didu tri; bac sT didu tri sé ké don mét thubc didu tri

thich hop nhat cho trwdng hep dac biét cia ban.

Bé bao dam cho thudc ban dung c6 hidu qua, quan trong

la phai theo céc &1 khuyén clia bac siva tuan thu:

- Liéu dting méi ngay

- Thoi diém dung thude trong ngay

- Thai gian diéu tr, ndi chung la lau dai 3

- Loi khuyén vé sinh hoat: tranh lam viéc qua sire, thiéu
ngu va udng requ.

Thay d6i liéu dung va nhét 1a ngung dot ngdt didu tr, co

thé {am t4i xuét hién cac con dong kinh.

DUNG QUEN MANG THEO THUOC BEN NGUOI NEU

BAN PHA' DIXANHA. 792615/ 150x 315 mm



