HU’UNG DAN NAY DANH .'. Tai Ii\éu théllg tin°thu6c\c.hoAngudi bénh,

Buoi dai dién cua nguoi bénh

CHO TRE EM GAI (MOI DO
TUOI) VA PHU N’ c6 KHA
NANG MANG THAI DANG
PUQC DIEU TRI BANG
VALPROATE

HUGONG DAN DANH CHO
BENH NHAN SU’ DUNG
VALPROATE VE TRANH

THAI VA THAI .K‘Y

Vui long doc cung voii to’
hwdong dan st dung thudc
dé c6 théng tin déy da

VALPROATE

TRANH THAI VA THAI Ki: NHO’NG DIEU CAN BIET

Hudng dan nay cung cap thong tin quan trong vé nguy co khi st dung
Valproate trong thai ky.
Né&u cd bat ky cdu hdi ndo, hay hédi bac si, nit hd sinh hodc dwoc si cla ban.

GIO HUONG DAN NAY. BAN CO THE CAN DOC LAI.

Théng tin vé sén phdm xin xem tai trang sé 15-17
Tai liéu tham khédo: To hwdng ddn st dung clia sén phdm Depakine 200mg/ml duyét ngay 18 thdng 04 ndm 2025 béi

Cuc Qudn Ly Dwoc Viét Nam
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Tai liéu thong tinthudc cho nguwdi bénh, Tai liéu théng tin thudc_cha ngudi bénh,

ngudi dai dién clia ngudi bénh Nhﬁ‘ng nguy co’ d.6i Vé’i em ngudidaidiéncﬂ%ﬁ:ﬁh\:
2 bé khi dung Vaproate trong / /_./ \ \

Thong tin quan &= - thaiky? .y

trong cin nhé

~ Valproate I3 thudc hiéu qua diéu tri déng kinh va réi

- Liéu cang cao thi nguy co’ cang I&n, nhwng
. loan ludng cuc.

ngay ca liéu thap ciing c6 nguy co.

.. Khong nén dung valproate cho phu nit hodc tré em gai

. (moi db tusi) trir khi khdng con Iya chon nao khac. Viéc sir dung valproate trong thai ky cé Viéc dung valproate khi mang thai cé thé
thé gay ra di tat bAm sinh nghiém trong. anh hudng dén su phat trién than kinh

Diéu nay |a do valproate cé thé gy hai nghiém trong cho thai nhi
néu dugc st dung trong thoi ky mang thai.

cua tré khi lon lén.
o Khoang 30-40 tré mau gido trén
moi 100 tré cé thé gdp cac van dé
vé phat trién than kinh nhu:

" O phu nir diéu tri bing valproate,
khoang 11 trén mdi 100 tré cé thé bj
di tdt bAm sinh, trong khi ty |& nay &

Néu ban dang dung valproate va cé kha nang mang thai: e ; : , o
dan so6 chung la khoang 2—3 tré trén

0 Ludn s dung bién phap tranh thai hiéu qua.

. . , o o e moi 100 tré. o Cham biét di va néi.
o Khong (,iu'o'c ngrng st dung bién phap tranh thai vao bat ky o Tri thdng minh thap hon so véi
thoi diém nao. tré cung tudi.

" X Cac loai di tat bam sinh nao cé o Ky nang ndi va ngdn ngit kém
Néu ban muon co con: gl Ul te y g g g

o Trao ddi vdi bac si trudce khi ngirng bién phap thé xay ra? 0 Van de ve trinhg.
tranh thai. © * Céc dj tat dwoc ghi nhan khi dung
o Khéng bao gio ngirng valproate, trir khi bac si yéu cau valproate cé thé bao gom:
ban, vi tinh trang cta ban cé thé tr& nén nghiém trong . nr .
o Di dang xuong cot song (spina

hon. g
" bifida — gai d6i cot song).

Tré cling cé nguy co cao mac chirng tu
ky hodc cdc réi loan trong phé ty ky, va

" nguy co ngay cang tdng mac rdi loan
tang dong giam chu y (ADHD).

Néu ban dang dung valproate va mang thai:
o Khong dugc nglrng dung valproate —vi bénh déng kinh
hodc roi loan lwéng cuc cla ban cd thé trd nén nghiém
trong hon.
o Hay trao d6i ngay véi bac si vé céc lya chon diéu tri va nhitng
diéu ban can biét. Bac si sé giai thich néu ban can chuyén sang
phuong phap diéu tri khac va cach thyc hién.

Tai kham dinh ky vdi bac si chuyén khoa — it nhat moi
nam mot lan.

Khi bat dau diéu tri va trong moi 1an tai khdm hang ndm, ban va bac
sT chuyén khoa s& cling doc Mau Xac nhan Nguy co Hang ndm nham
dam bao rang ban d3 hiéu rd cac nguy co lién quan dén viéc sir dung
valproate trong thai ky va sy can thiét phai tranh mang thai trong
th&i gian dung valproate.

Trang 4

o Di dang mat va hop so, vi du nhv
st moi.

o Di dang tay chan, tim, than, duwong
tiét niéu, co quan sinh duc va mat
c6 thé anh hudng dén thi luec.

o Van dé vé thinh gidc hodc diéc.



Tai liéu théng tin thudc cho nguwdi bénh, Tai liéu théng tin thudc cho ngudi bénh,
ngudi dai dién cha ngudi bénh ngudi dai dién cha nguwdi bénh

Toi la phu nit trwdng thanh

3 Tranh thai (bién phap ngtra thai) W~ o
Diéu nay co y nghia gi voi toi?

Ea

Luén st dung bién phap tranh thai hiéu "TOI BAT DAU DIEU TR| BANG VALPROATE"
qua do béc st khuyén nghij trong suét

thoi gian ban dung valproate.

Bac si chuyén khoa sé giai thich cho ban ly do vi sao valproate la
loai thudc phu ho'p véi ban va tat ca cac nguy co da biét lién
N N y L quan dén thuéc. Bac si chi nén ké don valproate cho ban néu
Diéu nay nham ngan ngura viéc mang khéng con phwong phap diéu tri nao khac hiéu qua.

thai trong khi dang dung valproate, vi

thuéc cé thé gy hai cho thai nhi.

'—.,'—l ~ Ban chi nén duoc diéu tri bang valproate néu ban khéng
. e s e~ ) dang mang thai va dang st dung bién phap tranh thai hiéu
Vui long gap bac si, bac si phu khoa/san quég & & ANg DIen phap '
khoa, nit ho sinh, diéu duéng hodc duwoc
st dé duoc tu van day dd vé phuong " Bac si s& yéu cau ban lam kiém tra thir thai va tv van cho ban
phép tranh thai phu hop nhat véi ban vé cac phuong phap tranh thai phu hop.

. Ban can tai kham dinh ky v&i bac s chuyén khoa it nhat moi
nam mét lan dé danh gid lai viéc diéu tri.
Ban phai st dung bién phap tranh thai

ngay ca khi hién tai khong c6 quan hé Tai thoi diém bat dau diéu tri va trong moi [an tai kham hang ndm,

tinh duc, trr khi cé ly do chac chan cho ban va béc si chuyén khoa sé& cuing doc Mau Xac nhan Nguy co Hang
thay ban khéng cé nguy co mang thai. - ndm nham dam bao rang ban d3 hiéu r& cac nguy co lién quan dén
Bac si chuyén khoa s& trao d6i diéu nay viéc sir dung valproate trong thai ky va sy can thiét phai tranh

v&i ban. mang thai trong thoi gian dung thudc.
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Tai liéu théng tin thudc cho ngudi bénh,
ngudi dai dién cta ngudi bénh

Tai liéu théng tin thudc cho ngudi bénh,
ngudi dai dién cha ngwdi bénh

"TOI DANG DUNG VAPROATE "TOI DANG DUNG VALPROATE
VA KHONG €O KE HOACH MANG THAI VA CO KE HOACH MANG THAI"

Khdng dwoc ngirng sir dung bién phap tranh thai
hodc ngirng dung valproate. Hay trao doi v&i bac

Sos S Ludn sir dung bién phap tranh thai hiéu qua, ngay
si trudec.

O
O ca khi ban hién tai khong quan hé tinh duc:

o S dung bién phap tranh thai trong sudt thoi

gian ban dung valproate 0 Béc si chuyén khoa cé thé can thay déi diéu tri

bang valproate tir sém, trwdc khi ban mang thai

o Khdng dwoc ngirng str dung bién phap tranh — diéu nay nham ddm bdo tinh trang bénh cla
thai vao bat ky théi diém nao. ban dwoc kiém soat 6n dinh.

o Diéu quan trong la ban khéng nén mang thai
cho dén khi da thdo ludn k¥ céc lva chon diéu

hay ndi chuyén v&i bac si, bac si phu khoa/san tri voi bac st chuyén khoa.

khoa, nif ho sinh, nhan vién tai phong kham ké o Tai kham dinh ky véi béc si chuyén khoa — it

O Néu ban can tw van vé phuong phép tranh thai,
m hoach héa gia dinh, hodc diéu dudng. nhat méi n3m maét [&n.

Bdo ngay cho bac si néu ban dang mang thai hoac
nghi ngo cé thai. Khong dugc ngirng dung

valproate cho dén khi ban d3 thao luan vdi bac si. Trong lan kham nay, ban va bac si sé cung doc Mau
Xac nhan Nguy co Hang ndm dé dam bdo rang ban

e . e x L ' hiéu ré cac nguy co lién quan dén viéc s&r dun

Tai kham dinh ky v&i bac si chuyén khoa it nhat moi nam Buy e a " o Y 8
Ay 1% M . . ) s~ valproate trong thai ky va sy can thiét phai tranh

mot lan. Trong lan kham hang nam, ban va bac si sé . O L

cung doc Mau Xac nhan Nguy co Hang nam dé dam bao mang thai trong thoi gian diéu tri.

rang ban da hiéu rd cic nguy co lién quan dén viéc sl

dung valproate trong thai ky va su can thiét phai tranh
mang thai trong thoi gian dung thudc.
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Tai liéu théng tin thudc cho ngudi bénh, Tai liéu théng tin thudc cho ngudi bénh,
nguwoi dai dién clia ngudi bénh ngudi dai dién cta nguoi bénh

ne LN Y & . ~ ~e
5 Toi la tré em gai (moi do tudi

I 4

2
"TOI DANG DUNG VAPROATE y €6 y nghia gi voi toi?

VA NGHI NGO €O THAI HOAC PANG MANG THAI "

Ban duoc ké don valproate dé diéu tri bénh dong kinh, va day la
mot loai thudc quan trong giup ban duy tri strc khoée 6n dinh.

Khong dwoc ngirng dung valproate - vi bénh dong kinh hoac
réi loan lwdng cuwe cda ban cd thé trd nén nghiém trong hon.

Hay trao d6i ngay véi bac si chuyén khoa vé céc lya chon ~
diéu trj va nhirng diéu ban can biét. Bac si s& giai thich néu OJ
ban can chuyén sang phuong phap diéu trj khac va cich i g

thuc hién.

phai cdc van dé sirc khoe rat nghiém trong.

.'/\ Tré sinh ra ti phu nit dwoc diéu tri bang valproate cé thé gdp

v v

Tdi c6 thé dang mang
o, . thai hoac da mang thai
* Di tat bam sinh va

e e w1 . R [N Bac si s& kiém tra dé : (~
- Van dé vé phat trién than kinh va hoc tap. J dam bao ring ban J@

T A L2 5 a ~ dang khong mang thai
Ca hai yéu t6 nay déu cé thé anh hudng nghiém trong dén

Tré sinh ra tlr me dung valproate trong thai ky cé nguy co cao - .
hon bij: Téi van chua bat dau

¢6 kinh nguyét

cudc sdng cla tré. Ngay khl‘Aban_ACO k~y klr)h Hay thong bao ngay véi bac
3 4 heo dai rst chit cha: nguyét dau tién, hay bdo s cua ban. )
Ban se dugc theo doi rat chat ché: cho cha me hoac ngudi Béc si s& hudng dan ban can
D& dam béo tinh trang bénh ctia ban glam ho hop phdp cla g, g g5 ke cho ban mot loai  Pralamel
ban. Khong dwoc nglrng dung

i8 2418 e thudc tranh thai, goi la thuéc . b
duoc kiém soat tot. Ban s& can dén gip bac si X : ol valproate néu chua hdi vy
ngra thai, ngay ca khi ban

Pong thoi theo ddi sy phat trién cla f? thao luan ve viéc dieu  ppans 6 quan hé tinh dyc. G 2@ S
thai nhi. fl Ban nén ludn sir dung bién
phap trdnh thai trong suét
thoi gian dung valproate.
Trong lan khdm nay, ban va béc si sé cung
doc Mau Xac nhan Nguy co Hang ndm dé
dam bao rang ban hiéu ré cac nguy co lién )
quan dén viéc s&r dung valproate trong Du trong bat ky truedng hgp nao, ban cling can dén gap bac si it nhat moi
thai ky. O nam mot lan. Trong [an kham nay, bac si sé:
) o kiém tra xem valproate c6 con la loai thudc phu hop vai ban hay khéng,

o trao d6i vdi ban vé viéc s dung valproate, va

o yéu cau ban (hodc cha me/ngudi gidm hd hop phdp) xac nhan rang ban

da hiéu rd tat cd cac khuyén nghi nay.

Trong moi trudng hop, néu ban cé bat ky cau hoi nao, hdy hdi bac si hodc
? cha me/ngudi giam ho cda ban.

Khéng dwoc ngirng dung valproate néu chuwa héi y kién bac si
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Trang 12

Tai liéu thdng tin thudc cho ngudi bénh,
nguwoi dai dién clia ngudi bénh

Tai liéu théng tin thudc cho ngudi bénh,
ngudi dai dién cla ngudi bénh

6 THE BENH NHAN

Thé bénh nhan st dung Valproate
Nhirng diéu ban can biét va thwc hién

TAat ca cac tré em gai va phu nir dang str dung valproate va c6 kha nang mang thai:

+ Valproate c6 thé gay hai nghiém trong cho thai nhi khi nguw®i me st dung thudc nay trong
th&i ky mang thai.

+ Luén s dung bién phap tranh thai hiéu qué va khodng gian doan trong subt thoi gian diéu tri
bang valproate.

+  Néu ban nghi rang minh dang mang thai: Hay dat lich hen khan cép v&i bac si.

+  Tham kham bac si chuyén khoa it nhat méi nam mét lan.

Nam gi&i sir dung valproate:

« Cé nguy co tiém &n gay rdi loan van dong va phat trién tri tué & tré em khi ngwdi cha st
dung valproate trong vong 3 thang trwéc khi thy thai.

+ Hay thdo luan v&i bac sivé nguy co tiém &n nay va sw can thiét cta viéc siv dung bién phap
tranh thai hiéu qua.

Thé bénh nhan s dung Valproate
Nhirng diéu ban can biét va thwc hién
+  Valproate la mét loai thudc hiéu qua dé diéu tri dong kinh va réi loan lwéng cuc.

Diéu nay ap dung cho tat ca tré em gai va phu nir dang str dung valproate c6 kha nang

mang thai, cling nhw nam gi¢i dang str dung valproate:

+  Doc ky to hwdng dan siv dung trwede khi dung.

* Khobng bao gi® duorc ty y nglrng dung valproate trir khi c6 chi dinh ctia bac si, vi tinh trang
bénh cla ban c6 thé tr& nén nghiém trong hon.

+ Néu ban dang c6 y dinh sinh con, khéng dwoc ngirng sir dung valproate va bién phap tranh
thai trwdc khi trao dbi véi bac si.

+ Yéu cau bac si cung cép cho ban hwéng dan danh cho bénh nhan

Hay giir thé nay cén than dé ban luén biét phai lam gi.

Trang 13




Trang 14

Tai liéu thong tin thudc cho ngudi bénh,
nguoi dai dién clia ngudi bénh

TO' HUONG DAN
sU’ DUNG THUOC

Cac thong tin trén dwoc tham khao tir t& Hwdng dan si dung (HDSD) cla san pham
Depakine 200mg/ml (thanh phan: natri valproate 200mg). Sanofi Aventis Viét Nam
hién 13 ch( s& hitu cda 03 san phdm chira hoat chat valproate. D& xem thém thoéng
tin HDSD cua cac sdn phdm nay, vui long quét m3 QR:

Depakine Depakine Depakine
Chrono 500mg Tab 200mg 200mg/ ml

Trang 15



Tai liéu théng tin thudc cho ngudi bénh,
nguwoi dai dién clia ngudi bénh

TO HUONG DAN
sU’ DUNG THUOC

Tén thudc: DEPAKINE® 200 mg/ml.

Chi dinh: Thudc chong dong kinh. Thudc nay dwoc chi dinh dé diéu tri

cac thé dong kinh khac nhau.

Ch(‘?ng chi dinh: Khong dugc stv dung Depakine 200 mg/ml dung dich

thudc udng trong cac trwdng hop sau day:

- Phu nir mang thai, trir khi khdng c6 phwong phap diéu tri thay thé nao
phu hgp (xem phan Canh bao va than trong khi dung thuoc va St
dung thudc cho phu ni¥ co thai, cho con bu sira me).

- Phu nlr c6 kha ndang mang thai, trlv khi dap (ng cac diéu kién cla
chwong trinh phong nglra mang thai (xem phan Canh bao va than
trong khi dung thudc va St dung thudc cho phu nir c6 thai, cho con bu
sira me).

- Tién str qua man voi natri valproat hodc bat clv thanh phan nao cua
thudc.

- Viém gan cép tinh

- Viém gan man tinh

- Tién s ca nhan hay gia dinh c6 bénh gan nang, nhat 1a khi lién quan
dén thudc,

- R&i loan chuyén hoéa porphyrin,

- Bénh nhan da biét c6 rdi loan chu trinh chuyén héa uré,

- Bénh nhan bj thiéu hut carnitine nguyén phat, chwa duoc diéu tri

- Bénh nhan da biét co roi loan ti thé do dot bién gen trong nhan té bao
ma hoa cho enzym polymerase cua ti thé y (POLG). Tré em duéi 2 tudi
nghi ng® co lién quan dén roi loan POLG.

St dung chung v&i co St. John.

NEU CO NGHI NGO, PHAI HOI Y KIEN BAC SI HAY DUQC Si CUA

BAN.

Liéu dung: Liéu khai dau thong thuwong la 10 — 15 mg/kg thé trong, sau

do co the tang tw tr dén liéu toi wu trong vong 1 — 2 tuan.

Liéu dung trung binh hang ngay:

- Tré so sinh va tré em: 30 mg/kg thé trong (dung dang xird, dung dich
thudc udng hoac dang hat phéng thich kéo dai la toét nhat).

Thiéu nién va nguoi 1&n: tlr 20-30 mg/kg thé trong (dung dang vién nén
hodc vién nén phong thich kéo dai hoac dang hat phong thich kéo dai
la tOt nhat).

Trang 16

Tai liéu théng tin thudc cho ngudi bénh,
ngudi dai dién cta nguoi bénh

Liéu téi da hang ngay: Nguwoi I&n: 2500 mg/ngay. Tré em trén 20 kg: 35

mg/kg/ngay. Tré em dwéi 20 kg: trwdng hop nang cé thé tang liéu nhwng chi

& nhirng bénh nhan cé thé theo déi dwoc ndng dd huyét twong cla valproat.

Khi dung liéu trén 40 mg/kg/ngay can theo ddi thdng sb vé huyét hoc va hoa

sinh lam sang.

Ké don thudc cu thé bang sb mili gram (mg) khong ghi s mili lit (ml) vi xy-

lanh ¢6 vach phan liéu mili gram (mg) dé 14y thubc udng. Néu don thubc dwoc

ghi theo mili lit (ml), hay héi bac s hodc dwoc si. Tét nhat nén ké don valproat
dwéi dang don trj liéu va véi liéu diéu tri thAp nhat cé hiéu qua.

Kh&i dau diéu tri:

- Néu bénh nhan da va dang diéu tri trwdc day véi cac thube chdng dong
kinh khac, bat dau tir tr v&i natri valproat cho dén khi dat dwoc liéu tdi wu
trong khodng 2 tudn va sau do co thé gidm liéu cac thudc chdng ddng kinh
kia tly thudc vao hiéu qua diéu tri kiém soat con ddng kinh;

- Néu bénh nhan chwa dung thuéc chéng ddng kinh nao khac, tét nhat 1a
tang liéu dung kiéu bac thang ctr méi 2-3 ngay cho dén khi dat dwoc liéu
tdi wu trong khoang 1 tuan.

- Khi can, cé thé diéu tri phdi hop natri valproat v&i thuéc chdéng déng kinh
khac nhwng phai bat dau tw to.

Cach dung: Buong ubng. Dung thubc tét nhat 1a gitra biva &n, thdng thudng:

- Chia liéu dung lam 2 1an dbi v&i bénh nhan dwéi 1 tudi.

- Chia liéu dung 1am 3 1an dbi v&i bénh nhan trén 1 tubi.

Th&i gian diéu tri: Tuyét ddi tuan theo liéu dung va thoi gian diéu tri dwoc chi

dinh cho ban, dac biét la khdng dwgc ngwng diéu tri khi khéng co y kién cua

bac sT.

Céac van dé can lwu y trong qua trinh stir dung thudc: xin xem théng tin chi

tiét tlr trang 3 dén trang 11 cla tai liéu nay.

Co s& cung cap tai liéu thong tin
thubc : Céng ty TNHH Sanofi
Aventis Viét Nam- Phong 14.01
Tang 14 va Tang 15, Thap 2, Toa
nha The Nexus, 3A-3B Ton Duc
Thang, Phwong Sai Gon, Thanh
phé H6 Chi Minh, Viét Nam.
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