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Maquette san pham LEVETSTAD 500

Hinh thée: THONG TIN BE GIOI THIEU THUOC CHO CANBQ Y TE

THANH PHAN
M®Bi vién nén bao phim chila:
Levetiracetam
T4 duge vira di

Mo TA
Vién nén hinh bAu dyc, bao phim mau vang, hai mat khum, mdt mét khdc vach, mt mat tron.

DUGC LUC HoC
Levetiracetam |4 dAn xudt ciia pyrrolidon (d6ng phan S ciia alpha-ethyl-2-oxo-1-pyrrolidin
acetamid), c6 cdu trc hba hoc khong lién quan dén nhiing thuic chéng dong kinh hién co.
Levetiracetam ngén ngifa con ddng kinh trén pham vi rhng véi mé hinh ddng kinh cyc by
vA toan thé ha nguyén phat trén dong vat ma khdng Anh hubing dén khuynh hudng gdy co
gi4t. Chat chuyén héa chinh khong c6 hoat tinh. O ngudi, sy tic dong trén ca dong kinh
cuc b va toan thé hoa nguyn phat (phong dién kifu d6ng kinh/ d4p (ing kich phat gay ra
bl dnh sdng) dd chimg minh tac dyng duge Iy phé rdng clia levetiracetam.

DUgC BONG HOC
Lavetiracetam dugc hdp thu d8 dang qua dubng tiéu hoa voi sinh khi dyng gdn 100%; ndng
df dinh trong huy&t tuong dat dugc sau khi ubng khoéng 1,3 ity va dat trang théi 6n dinh sau
2 ngay. Ty 18 gén k&t véi protein huy8t tuong rat ft, dudi 10%. Levetiracetam khong bj chuyén
héa nhiéu, khodng 25% libu udng bi hydroxyl héa thanh chét chuyén hoa khong co hoat tinh.
Khodng 95% lidu ubng bj dao théi dudi dang khong déi va chdt chuyén hoa trong nube tidu.
Thisl glan ban théi frong huyt tuong & nguis 16n VA trd tir 12 tuBi trs 1en khoang 7 it  tré
nhd han thai glan ban thai ¢ thé ngln hon. Levetiracetam dupc bai tigt qua siia me.

CHI BINH
Bon trf
Dibu trj ddng kinh khdi phét cuc bd kém theo hodc khdng kém theo con toan thé hoa thir
phét & benh nhén tir 16 tubl tré 1én vira moi duge chén dodn dong kinh.

Diéu tr] ph6i hap

- Trong diéu tr| ddng kinh khi phét cuc by kém theo hoic khong kém theo can todn thé hoa
thit phét & ngubi 16n va tré tir 12 tudi trds 1&n b dng Kinh.

- Trong diéu trj can dong kinh rung giat co & ngutsi I6n va dong kinh giat co thigu nién & tré tir
12 tuBi trd &n.

- Trong diéu trj ddng kinh co citng co gidt toan thé hoa nguyén phat & ngudi Ion va trd tir 12
tudi bj dong Kinh toan thé hoa ty phat.

LIEU LUGNG VA CACH DUNG
Céch ding
Levetstad 500 dugc dung bAng dubing udng vai mOt lugng nutc vira dii va c6 thé ubing
trong hodc ngoai biia an.

Li€u lugng
on tr|

= Bénh nhan tlr 16 tui trds lan:

LI6u khdi ddu 260 m x 2 14n/ngay va tang 18n 500 mg x 2 14n/ngay sau 2 tufin. Liu ndy co

thé tiéip tuc tang thém 250 mg x 2 1dn/ngay mdi 2 tudn tly theo dap ng 1Am sang. Lidutd

da 1500 mg x 2 14n/ngay.

Didu trj phdl hgp

Ngutsi 16n (2 18 tui) va tré vi thanh nién (12 - 17 tubi) c6 can ndng 2 50 kg:

Liéu khoi ddu 500 mg x 2 |dn/ngay. Tly theo dap (ng Iam sang va kha ndng dung nap, 6

thé téng 18n 1500 mg x 2 [dn/ngay. C6 thé thém 500 mg x 2 18n/ngay mdi 2 - 4 tudn.

- Bénh nhan = 65 tudi va bénh nhan suy chifc nang than:

Liéu hdng ngay dugc diéu chinh theo chilc nang than

"

00 thanh thai creatinin i Libu Khoang cach gitia 2 liéu

(mi/phat) | (mg) | (gld)
>80 | 500-1800 = . &
. | 800-1000 [ = 12
L | 250-750 12
[~ 250- 500 12
Bénh than gial doan cubl 500-1000 24"
dang dugc thdm phén
* Sau khl thdm phan, lidu b6 sung khuyén cdo tu 250 - 500 mg.
- B@nh nhén suy gan

a Khong cén chinh liéu d6i véi bnh nhan suy gan tif mic d nhe dén trung binh. DEI voi
bénh nhan suy gan nang thi do thanh thai creatinin ¢6 thé khong dénh gid hét duge mic
a6 suy than. VI vy nén gldm 50% liéu duy trl hang ngay khi do thanh thai creatinin < 70
mi/phit/1,73 m.

CHONG CHI DINH
Mdn cam véi levetiracetam, din chét khdc cia pyrrolidon, hodc bat ky thanh phdn nao
khéc ciia thubc

THAN TRONG

= Ngung thude; Khong nén ngung thubic dot ngOt dé trdnh nguy cd gia tang cdc can dong
kinh. Khi nglmg thudic, phai gidm liéu levetiracetam ddn dén 1 g/ngay, cdch quing 2 tuén.

= Suy thgn: Biéu chinh liéu theo chic nang than.

= Xu hudng ty t: Ty tls, ¢ gdng ty tl, hay cd ¥ dinh ty tlt dugc quan sat thdy & nhiing bénh
nhén st dyng thudc chng dong kinh,

Kich thuwée A4 (210 x 297 mm)

TUONG TAC THUGC

- Cdc thudc chdng ding kinh khde: Khong c6 tuong téc duge dong dang ké vé mat lam
sang véi céc thudc chng dong kinh khdc (carbamazepin, gabapentin, lamotrigin,
phenobarbital, phenytoin, primidon, acid valproic). O tré nhd, dd thanh thai levetiracetam
tang 22% khi sit dyng ddng thdi véi nhiing thudc chdng dong Kinh gay c&m (ng men gan.
Tuy nhién, khong c4n diéu chinh lidu.

- Thire n: Thitc &n khdng lam thay di mic d6 h&p thu ma chi lam gidm nhe t6c do hap thu
levetiracetam.

PHY NU ¢0 THAI VA CHO CON BU
Phy nif co thai L
Chua c6 céc nghién citu ddy di va co kiém soat trén phy nif mang thai. C4c nghién clu trén
ddng vat cho thay levetiracatam c6 gy dfc tinh phét trién. Vi vay chi nén diing levetiracetam
cho phy nl mang thai khi Igi fch mang lai cao hon nguy co tiém 4n cho bao thai.
Phy nit cho con bi
Levetiracetam bai tiét dugc qua siia me. Do nhiing phén (ing c6 hai nghiém trong tiém 4n
trén tré dang bl sifa me, cdn can nhac tdm quan trong clia thubc d6i voi ngudi me khi
quyét dinh ngling thudc hay ngimg cho con ba.

ANH HUGNG TREN KHA NANG LAI XE VA VAN HANH MAY MGC
Chua cd nghidn ciu anh hulng clia thubc trén kha nang I4i xe va van hanh may méc. Do
tinh nhay cam trén mdi ca thé c6 thé khac nhau nén mot s6 bénh nhan c6 thé budn ngls
hoéc 6 nhiing trigu chiing khéc lién quan dén thdn kinh trung wong, dZc biét khi bt ddu
diéu trj hay sau khi tng liéu. VI vay cn than trong d6i véi nhiing bénh nhan khi thyc hign
cdng viéc doi hdi ky nang nhu 14i xe, van hanh may méc. B&nh nhan khong nén 4 xe hay
van hanh may cho dén khi biét chdc chdn thubic khong anh huling dén cAc hoat dong nay.

TAC DYUNG PHY
Rét thuong gap

- Nhiém tring va nhidm ky sinh tring: Viém mii hong.

- Hé thén kinh: Bubn ngd, dau ddu.
Thudng gap

- Chuyén hoa va dinh duBng: Chén an.

- Tam thdn: Trdm cam, hanh vi thi dich/ hung hang, lo u, mat ngli, cang thing/ kich dong,

- Hé thdn kinh: Co giat, rdi loan thang béing, chodng vang, ngli lim, run.

- Tai va tai trong: Chong mét.

- Ho hdp, I6ng ngyc va trung that: Ho.

- Hiéu hoa: Bau bung, tiéu chay, kho tidu, budn non, non.

- Dava m6 dudi da: Phét ban.

- R@i loan chung va tinh trang tai chd diing thubc: Suy nhuge/ mét méi.
ltgap

- Méuva hé bach huy&t: Gidm tidu cdu, gidm bach cdu.

~ Chuyén hda va dinh duing: Syt c4n hoac tang can.

= Tam thdn: C6 gdng ty tir, c6 ¢ nghT ty tir, 61 loan tam th&n, hanh vi bat thubsng, 2o gi4g,
gian do, 1&n, d& hodng so/ tinh khi that thuding, kich dong. '

- H@ thdn kinh: M&t trf nhé, suy gidm trf nhé, ph6i hgp b4t thuiing/ mét diéu hoa, dj cam, r6i
loan tép trung.

~ MAt: Chiing nhin ddi, nhin md.

- Gan mat: Thif nghigm chitc ndng gan bt thubing.

- Da, mb dudi da: Rung téc, cham, nglia.

- Coxuong va md lién két: Y&u cg, dau co.

- Chén thuang, nhidm ddc va cc bign chiing do thii thuat: Ch&n thudng.
Hiém gap

- NhiBim triing va nhi#m ky sinh triing: Nhim triing.

- Mauva h¢ bach huy8t: Giam toan thé huy8t cdu, gidm bach c4u trung tinh.

- Tam thén: Ty ti, r6i loan nhan cach, suy nght b4t thuiing.

- Hé thdn kinh: Maa giat - mda von, r6i loan van dong, ting dong.

- Tiéu héa: Viém tuy

- Gan mat: Suy gan, viém gan.

- Da, md dudi da: Hoai tir biu bi nhim doc, hi chiing Stevens-Johnson, héng ban da dang.

QUA LIEU
Trigu chitng
Bun ngi, kich dong, hung hing, suy gidm y thirc, suy ho h&p va hon ma.
Didu tr}
Trong trubing hop qué liéu cp, co thé gay ndn hodic rifa da day dé loai bd thuc. Khong c6
thuc gidi dgc déc hidu cho levetiracetam, Dibu tri qud liu chi y&u didu trj triéuthing va
cd thé thdm phén méu. Hidu qué thdm phan dat dugc khodng 60% d6i voi levetiracetam va
74% d6i voi chat chuyén héa chinh.

BAO QUAN: Trong bao bi kin, nai khd. Nhiét Ao khong qu 30°C.

HAN DUNG: 36 thang ké tif ngay san xuét. i

DONG GOI: Vi10vien. HOp3vi,  VI10vien. HOp6vi.  Vi10vién. Hop 10vi. .

TIEU CHUAN AP DYNG: Tiéu chudn nha s&n xuat.

THUGC NAY CHi DUNG THEO BON COA BAC ST
20C K¥ HUONG DAN SU DYNG TRUGC KHI DUNG
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