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R, Thudc ban theo don

/... CEREPAX®
8 ©&w Levetiracetam
-Vi:é:g__;rién bao phim

THANH PHAN: L&

CEREPAX 250: M&i vién chifa:

Hoat chat: Levetiracetam...................250 mg

T4 dugc: Povidon, natri croscarmellose, magnesi stearat, opadry 1l blue.

CEREPAX 500: Mdi vién chifa:

Hoat chat: Levetiracetam..................500 mg

T4 dugc: Povidon, natri croscarmellose, magnesi stearat, opadry Il white, oxyd sit vang.
CEREPAX 750: M&i vién chifa:

Hoat chat: Levetiracetam...................750 mg

Td dugc: Povidon, natri croscarmellose, magnesi stearat, opadry Il white, sunset yellow lake.
CEREPAX 1000: M&i vién chifa:

Hoat chét: Levetiracetam................1000 mg
Td dugc: Povidon, natri croscamellose, magnesi stearat, opadry |l white.
MO TA SAN PHAM: W

CEREPAX 250: Vién nén hinh oval, bao phim mau xanh dudng.

CEREPAX 500: Vién nén dai bao phim mau vang, mdt mat tron, mft mat cé vach bé doi.
CEREPAX 750: Vién nén dai bao phim mau cam.

CEREPAX 1000: Vién nén dai bao phim mau tring, mot mat tran, mot mat ¢6 vach bé déi.

DUGC LUC HOC:
Levetiracetam 14 m@t chdt dong phan clia piracetam. Thudc dugc ding hé trg trong diéu tri dong kinh
cuc bé. Co ché& chinh xac clia thudic tc dung chéng dong kinh chua dugc biét ro.

DUGC PONG HOC:
Levetiracetam dugc hap thu d& dang qua dudng tiéu hoa vdi kh& dung sinh hoc gdn 100%. Nong dg | .

dinh trong huyét tuong thudng dat dugc trong 1,3 gid sau khi udng va trang théi dn dinh dat dugc sau -

2 ngay. Lién két vdi protein huyét tuong ¢ midc thdp (nhd hon 10%). Levetiracetam khéng dugc
chuyén héa nhiéu, khodng 25% lidu ubng dugc chuyén hoa bing sy hydroxyl hoa thanh cdc chét
chuyén héa bat hoat. Khodng 95% lidu udng dugc thi tri qua nutc tiéu dudi dang khdng ddi va cac
chdt chuyén hoa. Thai gian ban hily thii tnr trong huyét tuong 13 khodng 7 gid & ngudi 16n va tré em
tir 12 tudi tré 18n. Levetiracetam dugc phan phdi vao sifa me.

CHI DINH:

CEREE’AX dugc chl dinh trong hd trg diéu tri cdc con co gidt cuc bd & ngudi I6n va tré em tif 4 tudi
trd 18n c6 b&nh ddng kinh.

CEREPAX dugc chi dinh trong hd trg diéu trj cic con rung giat co & ngudi I6n va tré em tir 12 tudi trd
Ién ¢6 bénh ddng kinh rung gidt ca.

CEREPAX dugc chi djnh trong hé trg diu tri cdc con co giat toan thé & ngudi I6n va tré em tir 6 tudi
trd 18n c¢6 bénh dong kinh toan thé ty phat.

CACH DUNG - LIEU DUNG:
Céc con ddng kinh cuc bd
Ngudi I6n va vi thanh nién tir 16 tudi trd Ién
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Diéu trj khdi ddu 1000 mg/ngay dugc chia lam 2 1dn/ngay (500 mg x 2 lin/ngay), liéu ding hing
ngay c6 thé tang thém 1000 mg/ngay cho mdi 2 tudn, dén t6i da 3000 mg/ngay.

Tré em tr 4 tudi dén dudi 16 tudi

Diéu trj khdi ddu 20 mg/kg/ngay, dugc chia 1am 2 Idn/ngdy (10 mg/kg x 2 ldn/ngdy), liéu diing
hdng ngay c6 thé ting thém 20 mg/kg mdi 2 tudn, cho dén liéu hing ngdy dugc khuyén cdo 60
mg/kg/ngay (30 mg/kg x 2 ldn/ngay).

CEREPAX dugc uﬁ'ng_ trong hodc ngoai bira an.
Bang 1: Hutng din liéu ding theo trong lugng cho tré em

Liéwngay
Trong lugng 20 mg/kg/ngay 40 mg/kg/ngay 60 mg/kg/ngay
(2 14n/ngay) (2 ldn/ngay) (2 1dn/ngay)
20,1 - 40 kg 500 mg/ngay 1000 mg/ngay 1500 mg/ngay
' (2 ldn/ngay) (2 lan/ngay) (2 lan/ngay)
> 40 kg 1000 mg/ngay 2000 mg/ngay 3000 mg/ngay
(2 lin/ngay) (2 1dn/ngay) (2 lan/ngay)

Con rung gi4t co & ngudi 1Gn va tré em tir 12 tudi trd 1én c6 bénh dong kinh rung git co.
Piéu tri khdi ddu 1000 mg/ngay, dugc chia 1am 2 14n / ngay (500 mg x 2 1dn/ngdy), liéu ding c6 thé
ting thém 1000 mg/ngay mdi 2 tudn, cho d&n lidu hing ngay dugc khuyén cdo 1a 3000 mg/ngay.
Con co giat toan thé nguyén phat
Ngudi I6n va vj thanh nién tur 16 tudi trd lén
Pidu trj khdi ddu 1000 mg/ngay dugc chia 1am 2 Iin / ngdy (500 mg x 2 ldn/ngay), liéu diing héng
ngay c6 thd ting thém 1000 mg/ngdy cho mdi 2 tudn, dén t6i da 3000 mg/ngay.
Tré em tif 6 tudi dén dudi 16 tudi
Pidu tri khdi ddu 20 mg/kg/ngdy, dugc chia 1am 2 I4n / ngay (10 mg/kg x 2 lin/ngay), liéu dung
hiing ngay c6 thé ting thém 20 mg/kg mdi 2 tudn, cho dén liu hing ngay dugc khuyén céo 60
mg/kg/ngdy (30 mg/kg x 2 lan/ngay).
Trudng hop suy than & ngudi Ién
C4n chinh lidu tily theo miic d6 suy thin clia timg b&nh nhén tham chiéu theo bang 2. Pé sir dung
bang nay cdn tinh d§ thanh thai creatinin clia bénh nhan (CLcr) mi/phat. CLer (mi/phit) cd thé dude
tinh dya vao creatinin huyét thanh (mg/dL) theo cong thic duGi day:

[140 - tudi bénh nhan (ndm)] x trong lugng bénh nhan (kg)
72 x creatinin huyét thanh (mg/dL)

ClLer (n gi6i) = 0,85 x. Cler (nam gidi)

CLcr (nam gi6i) =

Bing 2. C4n chinh liéu theo mic do suy than

Nh6m bénh nhén cr:’a‘ii;';:"(:m:m) Liéu lugng (mg) Tén s&

Binh thubing > 80 500 dén 1500 M3i 12 gid
Nhe 50 — 80 500 dén 1000 M3i 12 gio
| Trung binh 30 - 50 250 dén 750 M3 12 gib
N&ng <30 250 dén 500 M3i 12 git
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Trj ligu vdi levetiracetam khdng dugc ngung dot ngét ¢ thé ngung tir tr levetiracetam dudng ubng
bang cdch gidm dén ligu 1000 mg/ngdy cho mdi 2 tudn.

CHONG CHI DINH:
Khong dung & cdc bénh nhan min cm vdi levetiracetam hodc v6i bat ct thanh phdn nao clia thudc.

LUU Y VA THAN TRONG:

- Nén dung thén trong & bénh nhén suy gan, suy than, trdi qua loc méu.

- Néu cd trigu chiing loan thdn kinh (40 gic,..) va triéu chiing vé hanh vi (kich dong, lo Iing..) xay
ra, nén giam liéu ding.

- Ngiing thubc dot ngdt c6 thé din dén gia ting tin s& con dong kinh.

- Tré em: An todn va hiéu qua diéu tri & tré em <4 tui chua dudc xdc dinh.

Phy nif ¢co thai va cho con bi: Levetiracetam thudc phdn nhém C céc thudc dung trong thai ky.

Levetiracetam kh6ng dugc dung cho phu n mang thai. Levetiracetam bai tiét qua sita me. C4n phai

quyét dinh ngung cho con bt hay ngung ding thudc.

Tég dong cha thudc khi ldi xe va vdn hanh mdy mdc: Levetiracetam c6 thé gdy ra chéng mit va

budn ngl. Do d6, bénh nhan duge khuyén khéng nén i xe va van hanh may mac. W

TAC DYNG KHONG MONG MUON:

- Céc tac dung khdng mong mudn lién quan dén levetiracetam thudng gdp la: Budn ngd, mét moi
va chéng mit. _

- Biéng 4n, tidu chdy, kho tiéu, bubn nén, ting can hoic gidm cén, dau co, mat diéu hoa, nhic dau,
mat tri nhd, run, chéng mit, nhin déi, va phat ban c6 thé xdy ra nhung it thubng xuyén han.

- Céc tic dung phu khéc, bao gém: Dj cdm, viém tuy, suy gan va viém gan. D3 cd cac bdo cdo vé
viéc ting ty 18 mic phdi cac bénh nhiém tring nhe nhu cAm lanh thdng thudng va nhiém trung
dudng ho hdp trén. Cing c6 thé xudt hién finh trang rung toc, trong mot s6 truang hgp, t6c moc
lai khi ngung dung levetiracetam.

- Céc tac dung khong mong mudn khic dugc béo cdo, bao gdm: Hanh vi bét thudng, gdy @b, tic
gidn, lo I3ng, 30 gidc An 19N, cdu kinh va cdc roi loan than kinh; nhiing tic dung phy ndy c6 thé
phd bién & tré em hon I3 ngudi I6n. Loan tao médu nhu: Gidm bach cdu trung tinh, gidm toan thé
huy&t cdu va c6 thé xay ra sy gidm lugng tiéu cu.

Théng bédo cho béc sT nhifng tic dyng khing mong mudn gdp phai khi sit dung thude.

TUGNG TAC THUOC:

Tiém ning tudng tic thudc giiia levetiracetam va cac thuéc chéng dong kinh khac nhu carbamazepin,
gabapentin, lamotrigin, phenobarbital, phenytoin, primidon va valproat da dugc danh gid qua néng do
trong huyét thanh clia levetiracetam va cac thudc chdng dong kinh nay trong nghién ciu 1dm sang c6
kiém ching v6i gia dugc. DI lidu ndy cho thdy levetiracetam khong &nh hubng dén ndng do trong
huy8t tuong clia cic thudc chdng dong kinh khéc va cc thudc chbng dong kinh nay khong &nh hubing
dén dugc dong hoc cla levetiracetam.

QUA LIEU VA CACH XU TRI:
Triéu ching: Budn ngil, kich dong, hung hing, gidm y thic, suy ho hdp va hon mé.
X tri* Khong ¢6 thudc gidi doc dic higu. C6 thé loai trir thudc chua duge hdp thu bang céch gy ndn
hoic rifa da day. Bénh nhén cin dugc diéu trj hd trg. Loc méau nén dugc xem xét & cac bénh nhan co
suy than.
TRINH BAY:
CEREPAX 250: Hp 6 vi x 10 vién nén bao phim
Hop 3 vi x 10 vién nén bao phim
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CEREPAX 500: Hop 6 vi x 10 vién nén bao phim .

CEREPAX 750: Hgp 6 vi x 10 vién nén bao phim
Hop 3 vi x 10 vién nén bao phim
CEREPAX 1000: Hop 6 vi x 10 vién nén bao phim
HOp 3 vi x 10 vién nén bao phim -
BAO QUAN: { nhiét do dusi 30°C, noi khé rdo, tranh nh séng.
HAN DUNG: 36 théng ké tir ngdy sin xuit. Khdng diing thudc khi qua han sir dung.
NGAY XET LAI T0 HUGNG DAN SIJ DUNG: ...

BE XA TAM TAY TRE EM
BOC KY HUGNG DAN SU DUNG TRUGC KHIDUNG """ i s
_ KHONG DUNG QUA LIEU CHi BINH V&= \
NEU CAN THEM THONG TIN, XIN HOI ¥ KIEN BAC ST/ .
Nha sin xudt: :
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