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Rx: Thude nay chi dang theo don thude
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‘ VE-SB 1000

E?U'OC P_HA_’,‘_”L'D jiracetam 1000 mg/100 ml
CRC3 HA Mi 1\;/ ~/Pé xa tam tay tré em

fuwong dan siv dung trude khi ding

Thanh phén:

M&i tii dung dich chira:

Thémh phdn hoat chdt : Levetiracetam 1000 mg

Thanh phan td dicoc: Natri chlorid, natri acetate trihydrat, glacial acetic acid, nugc cét pha
fiém.,

Dang bao ché: Dung dich tiém truyén

Mo ta: Dung dich ddng nhét trong sudt

pH: 4,0 - 6,0

Chi dinh
Pon trj liéu: Con dong kinh khai phét cuc bg ¢6 hodc khéng cd toan thé hoa thir phat & ngudi
161 va thanh thiéu nién tir 16 tudi tré 1én mdi duge chén doan dong kinh.
Piéu tri két hop:
- Con dong kinh khoi phat cuc bd ¢6 hosic khéng co con toan thé hoa thir phét & ngudi
|6n. thanh thiéu nién va tré em = 4 tudi
_ Con giét co & ngudi 16n va thanh thidu nién > 12 tudi bj dong kinh giét co thiéu nién
(Juvenile Myoclonic Epilepsy)
- Con co cimg co giat toan thé tién phat & ngudi 16n va thanh thiéu nién > 12 tudi bi
dong kinh toan thé vo can.
Thube droc ding nhu mét ligu phap thay thé tam thoi khi dung dudng ubng khong kha thi.

Lidu dung va cich diing

Pon tri liéu:

Ngudi 16n va thanh thiéu nién > 16 wbi: Bit ddu 250 mg x 2 lan/ngdy, tang 500 mg x 2
lan/ngay sau 2 tudn, c6 thé tiép tuc ting thém 250 mg x 2 lan/ngdy mdi 2 tudn ty dap (mg,
t6i da 1500 mg x 2 lan/ngay.

Sy an toan va hi¢u qua clia levetiracetam & tré em va thanh thiéu nién < 16 tudi khi sir dung
don trj liéu chua dugec thiét 1ap.

Diéu tri két hop:

o Nguwdi l6n (= 18 tudi) va thanh thidu nién (12-17 tudi) > 50kg:

Khéi diu 500 mg x 2 lan/ngay, tay dap img va dung nap c6 thé ting t6i 1500 mg x 2
lAn/ngay, c6 thé chinh lidu ting hodic giam 500 mg X 2 1in/ngay mdi 2-4 tuan.

Thoi gian diéu tri: Khong ¢6 kinh nghiém v&i viéc diing levetiracetam tinh mach trong thoi
gian dai hon 4 ngay.

Ngimg thuéc: Néu levetiracetam phai ngung thube thi nén giam din liéu diéu tri (vi dy nhu &
ngudi 16n va thanh thiéu nién ngng hon 50 ke: giam 500 mg x 2 lan/ ngay tir hai dén bon
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tudn; & tré em va thanh thiéu nién c6 trong lugng dudi 50 kg: giam lidu khong nén vuot quéa
10 mg/kg x 2 lan/ngay, hai tuAn mot 1an).

o Tré 4-11 tudi va thanh thiéu nién (12-17 tudi) < 50kg:

Khoi diu 10 mg/kg x 2 lan/ngay, tuy dép img va dung nap c6 thé tang t¢i 30 mg x 2 lan/ngay.
Chinh lidu tang hoic giam khong vuot qua 10 mghke x 2 lAn/ngay mdi 2 tudn. Nén sir dung
lidu thip nhat c6 higu qua.

Lidu khuyén cdo cho tré em va thanh thiéu nién:

Can ning Licu khoi dau: Liéu tdi da:
10 mg/kg x 2 lan/ngdy 30 mg/kg x 2 lAn/ngay
15kg® 150 mg x 2 lan/ngay 450 mg x 2 lan/ngay
20 kg M 200 mg x 2 lan/ngay 600 mg x 2 lan/ngay
25 kg 250 mg x 2 lan/ngay 750 mg x 2 lan/ngay
Tir 50 kg @ 500 mg x 2 lan/ngay 1500 mg x 2 lan/ngdy |
M Tré em tur 25 kg tr xudng nén bat dau diéu tri bang dung dich uong levetiracetam 100
mg/ml.

(2 idu lvgng & tré em va thanh thiéu nién tir 50 kg trd 1én giéng nhu & ngudi lon.

o Déi twong diic biét:

Nauwdi cao tudi (trén 65 uéi): Khuyén cdo higu chinh liu ¢ nhimg ngudi cao tudi bi suy

giam chirc néng thén ( xem bang higu chinh 1idu & Suy than)

Suy than:

- Liéu diing hang ngay phai dugc cd nhan héa theo chirc nang than, hiéu chinh dua trén do
thanh thai creatinin ctia bénh nhan (CLcr) tinh bang ml/phut.

i o (140 —tudi)x cin ning (kg)
Cler (ml/phtt) = 757" 5ng d6 creatinin huyét thanh (mg/m
Sau d6 CLer dugc didu chinh cho viing bé mit co thé (BSA) nhu sau:

5% 0,85 (véinit)

Clor (m/phitg/1573 m?) = S UIPRE) 5173

D54 (m2)
Pidu chinh liéu & ngudi bénh trudng thanh va vi thanh nién > 50 kg v6i chirc nang than suy
giam:
( Creatinine clearance .
\, h' L -~ -
R (ml/phtt/1,73m?) ieu. g
Binh thudng >80 300 dén 1500 mg x 2 lan/ngay
Nhe 50-79 500 dén 1000 mg x 2 lan/ngay
Trung binh 30-49 250 dén 750 mg x 2 lan/ngdy
Ning <30 250 dén 500 mg x 2 lan/ngay
Ngudi bénh than giai doan - £ A s
1 ; (2)
B”E"‘ tréi qua loc mau® 500 dén 100 mg x 1 lan/ngay

(DLidu nap 750 mg dugc khuyén cdo vao ngdy dAu tién didu tri bang levetiracetam.

(®sau khi loc mau, nén ding li¢u bd sung 250 dén 500 mg.

. Pbi v6i tré suy than, liéu levetiracetam ciin phai dugc diéu chinh dya trén chirc nang than
vi kha néng thanh thai levetiracetam cd lién quan dén chirc nang thén.
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CLer tinh biing ml/phit /1,73 m2 c6 thé duge ude tinh tir creatinin huyét thanh (mg/dl), dbi
v&i thanh thiéu nién va tré em, sir dung cong thirc sau (cong thirc Schwartz):

Chiéu cao (cm)x ks

I {phi =
CiCr(mi/phiit/1,73 m2) Nong d creatinin huyét thanh (mg/ nil)

ks= 0,55 & tré em dudi 13 tudi va & nit vi thanh nién; ks = 0,7 & nam thanh nién.

Pidu chinh lidu dung cho tré em (=

4 tudi) va thanh thiéu nién < 50 kg véi chirc nang than

suy giam:
r Nhom Creatinine clearance Liéu duing
(ml/phit/1,73m?)
Binh thudng > 80 10 dén 30 mgkg (0,1 dén 0,3
ml/kg) x 2 lan/ngay
Nhe 50 - 79 10 dén 20 mgkg (0,1 dén 0,2
ml/kg) x 2 lan/ngay
, Trung binh 30 —49 5 dén 15 mgkg (0.05 dén 0,15
\ ml/kg) x 2 lan/ngay
Nang <30 5 dén 10 mgkg (0,05 dén 0,1
ml/kg) x 2 lan/ngay
Ngudi bénh thén giai doan - 10 dén 20 mgkg (0,1 dén 0.2
cubi trai qua loc mau™) ml/kg) x 1 1an/ngay®

MLi&u 15 mg/kg (0,15ml/kg) duge K
(Sau khi loc mau, nén ding liéu bd
Suy gan

huyén c4o vao ngdy dau tién diéu trj bang levetiracetam.
sung 5 dén 10 mg/kg (0,05 dén 0,1 ml/kg).

Khéng can didu chinh lidu & bénh nhan suy gan tir nhe dén trung binh. O bénh nhan suy gan

A

niing, d6 thanh thai creatinin c6 the

danh gié thip mirc do suy than. Do do khuyén cdo giam

50% lidu duy tri hang ngay khi do thanh thai creatinin < 60 ml /phit /1,73m?.
Cich dung: LEVE-SB 1000 dung dich tiém truyén chi nén thyc hién trong 15 phat.

Chuvén ddi dudong dung:

s

Khi chuyén levetiracetam tir dudng udng sang dudng tinh mach, tdng liéu hang ngay ban dau
duong tinh mach nén tuong duong tdng lidu hang ngay va s6 lan ding cua dudng ubng.

' Khi két thic thoi gian cén diéu tri

levetiracetam dudng tinh mach, ngudi bénh nén dugc

chuyén sang dudng udng véi liéu lugng tuong duong v&i thng lidu va sb lan dung cua duong

tinh mach.
Chéng chi dinh
Man cam v6i hoat chét hodc cac din

xut pyrrolidone khéc hogic bat k¥ t4 dugc ndo.

Ciinh bdo va thin trong khi diing thude

Ngimg thude

Thube chéng dong kinh, bao gdm levetiracetam, khi ngimg thudc nén giam dan lidu diéu tri

dé giam thiéu kha néing téing tan sudt
Suy than

co giét.

Viée diing levetiracetam cho bénh nhan suy than <6 thé can didu chinh liéu. O nhimg bénh
nhan cé chirc niing gan bj suy gidm nghiém trong, khuyén céo danh gia chirc nang thén trude

khi chon lidu.
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Tén thuong than cip tinh

Viéc sir dung levetiracetam &t hiém khi lién quan dén tn thuong thén cép tinh, v6i thoi gian
khoi phét tix vai ngay dén vai thang.

6 luong té bao mau

Céc trudng hop hiém gap cla viée giam s6 lugng té bao mau (giam bach cAu, mit bach cau
hat, giam tiéu cAu va pancytopenia) dd duge md ta lién quan dén viéc dung levetiracetam,
thuong vao lic bt dau diéu tri. Theo ddi s luong té bao mau hoan toan dugce khuyén cdo &
nhitng bénh nhén bi suy yéu nghiém trong, s6t, nhiém tring tai phat hodc r&i loan dong mau.
Tu tir

Hanh vi tu tit, b ¥ tu tir d& duge béo céo & nhimg bénh nhan dugc didu trj bang thubc chong
dong kinh (bao gbm levetiracetam). Mot phén tich téng hop céc thir nghi¢m ngiu nhién c6
d6i chimg gia dugc vé céc san phém thudc chéng dong kinh da cho thdy mot nguy co gia tang
suy nghi ty tir va hanh vi. Co ché ciia rii ro nay chua dugc biét.

Do d6 bénh nhén cin dugc theo doi cac d4u hiéu ca trdm cam va / hogc ¥ nghi, hanh vi tw
sat va xem xét diu tri thich hop. Bénh nhan (va ngudi chdm so6¢ bénh nhan) nén dugc tu van
y t& néu c6 déu higu trdm cam va / hogc ¥ thic, hanh vi tyr tir xuét hién.

Tré em

Dit lidu c6 sin & tré em khong goi ¥ tic dong dén tang truong va tudi day thi. Tuy nhién,
viéc anh huong lau dai dén hoc tép, tri thong minh, tang truong, chire ning noi tiét, tudi day
thi va sinh dé & tré em van chua dugc biét.

Ta duoc

Depaki c6 chira natri, cin xem xét trén nhiing bénh nhan c6 ché do an ubng kiém soét natri.

Sir dung thubc cho phu nir c6 thai va cho con b

Phu nir c6 thai:

Levetiracetam khong duge khuyén cdo trong thoi gian mang thai va & phu nit c6 kha nang
mang thai khong sit dung bién phap tranh thai trir khi cén thiét vé mit lam sang.

Thay déi sinh Iy trong thai k¥ ¢6 thé anh huéng dén ndng do levetiracetam Néng do
levetiracetam trong huyét tuong bi giam da dugc quan sat thay trong thai ky, dac biét ro rét
trong 3 thang cubi thai ky. Can dam béo theo d5i thich hop cho phu nir ¢6 thai duge diéu tri
béng levetiracetam. Ngimg didu trj chéng dong kinh c6 thé dan dén triéu chimg cép tinh ma
¢6 thé gy hai cho me va thai nhi.

Phu nit cho con bi:

Levetiracetam dugc bai tiét qua sira me. Do d6, khong nén dung & phu nir cho con bii. Néu
cin diéu tri bang levetiracetam, cén nhéc lgi ich/ nguy co cla viée didu tri so voi tim quan
trong cua viéc cho con bu.

Kha nZing sinh san:
Khong anh huong dén kha nang sinh sn trong céc nghién ciru trén dong Vvat. O ngudi, chua
¢6 siin dit liéu 14m sang, nguy co tiém 4n 1a chua rd.

Anh hudng ciia thudc 1én kha niing lii xe, vin hanh may moe

Levetiracetam c6 anh huéng nho hogc trung binh dén kha ning l4i xe va sir dung may moc. Do
d6 nhay cam khdc nhau, mot 6 bénh nhén co thé cam thiy budn ngt hodc céc trigu chimg lién
quan dén hg than kinh trung wong khac, dic biét 14 vao ltc bét diu diéu tri hogc sau khi ting

lidu. Do d6. cin than trong & nhimg bénh nhan thyc hign céc cong viéc ¢6 tay nghé cao, vi du:
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lai xe hogic van hanh mdy moc.

Tuong tic, twong ky, ciia thude

Véi cde thuée chong d@ong kinh khdc:

Dt liéu tir cdc nghién ciru lam sang chi ra levetiracetam khong anh huong dén ndng do trong
huyét thanh cua cic san pham thudc chéng dong kinh hién c6 (phenytoin, carbamazepine,
valproic acid, phenobarbital, lamotrigine, gabapentin va primidone) va cac san phim thude
chdng dong kinh nay khong anh huodng dén duge dong hoc cia levetiracetam.

Digoxin

Levetiracetam 1000 mg/ ngdy khong anh huong dén dugc dong hoc va duge luc hoc cua
digoxin 0,25 mg/ngay. Digoxin khi cling dudng dung khong anh hudng dén duge dong hoc cua
levetiracetam.

Wafurin

Levetiracetam 1000 mg/ ngay khong anh hudng dén duge luc hoc cua wafarin R va S. Thoi gian
prothrombin khéng bi anh hudng bai levetiracetam. Wafarin khi cling dudng ding khong anh
huong dén duge dong hoc cua levetiracetam.

Probenecid

Probenecid 13 mat chét 1am giam do thanh thai than clia chét chuyén hoa, nhung khong phai ctia
levetiracetam.

Methotrexate

St dung dong thoi levetiracetam va methotrexate d% dugc bo cdo 1a lam giam dd thanh thai
methotrexate, dan dén ndng do methotrexate trong méu ting / kéo dai dén mirc doc hai tiém an.
Chn theo d3i ndng do methotrexate va levetiracetam trong mau & nhimg bénh nhan duge diéu tri
ddng thi v6i hai loai thude.

Thudc trénh thai va céc twong tdc diege dong hoc khdc

Levetiracetam 1000 mg mdi ngdy khong anh huéng dén duge dong hoc cuia thudc trénh thai
(ethinylestradiol va levonorgestrel); céc thong s noi tiét (hormon luizingtein va progesterone)
khong thay doi. Levetiracetam 2000 mg mdi ngay khong anh huong dén duge dong hoc cua
digoxin va warfarin; thoi gian prothrombin khong thay dbi. Ding ddng thoi véi digoxin, thube
tranh thai va warfarin khong anh huong dén dugc dong hoc ctia levetiracetam.

Rurgu

Khéng c6 dit liéu vé sy twong téc cia levetiracetam vGi ruQu.

Téc dung khong mong mubn ciia thude

Céc tac dung phy thuong giip nhét [a viém miii hong, budn ngu, dau dau, mét moi va chong mat.
Céc tac dung khdng mong mubn cia levetiracetam duge liét ké trong bang dudi day theo cac
hé co quan va tn suft gip (Thuong gip: ADR > 1/100; it gip: 1/1000 < ADR < 1/100; Hiém
gap: ADR <1/1000; Khong duoc biét dén: Khong thé u6c lugng duge tir cac dir ligu o san)

Hé co quan Danh muc tan suat

RAt phd bién Phé bién Khong phd bién | Hiem
Nhiém trang va | Viém miii hong Nhiém trung
nhiém déc
R&i loan mau va Giam tiéu cau, | Pancytopenia,
hé théng bach giam bach cdu | giam bach cau,
huyét mét bach cau hat
R6i loan hé Phan (g thudc
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thong mién dich

v6i bach cdu m
acid va triéu
ching toan than
(DRESS)

Qua min (bao
gdm phi mach
va sdc phan vé)

R&i loan chuyén
hoa va dinh
dudn,

Chéan an

T#ng cén, giam
cén

Ha Natri mau

ROi loan tdm
than

Tram cam, hung
hiang, lo lﬁng.
mat ngu, cing
thing/kho chiju

C6 y tu i, roi
loan tam thén,
hanh vi bit
thudng, ao gidc,
tic gidn, trang
thai hon loan,
hoang s¢ tén
cong. anh huong
dén tam trang
thay ddi, kich
dong

Ty tir, roi loan
nhan céch, suy
ngh bat thuong

R&i loan than
kinh

Budn ngu, dau

co giat, roi loan
cin bang, chong
mat, 1o do, run

Mit trf nhd, suy
giam ~ tri nho,
phdi hop bt
thuong / mat
didu hoa, cam
giac khac
thudng, xao tron
trong sur chu y

Chirng mua von,
rbi loan vén
dong, chimg tang
dong

[ o A* 5
RoOi loan mat

nhin  déi, tam
nhin mo

ngyc va trung
thit

R&i loan tién Chéng mit
dinh
R&i loan ho hap, Ho

R6i  loan tiéu
hoa

Pau byng, tiéu
chay, kho ti€u,
ndn mira, budn
non

Viém tuy

R6i loan gan
mat

Xét nghiém
chire niang gan
bat thudng

Suy gan, viém
gan

R6i loan than va
tiét niéu

Tén thuong than
cip tinh

R6i loan da va
md dudi da

Phat ban

Cham, rung toc,
nglra

Hoai tir ngoai bi
doc hai, hoi
chimg Stevens-
Johnson,  héng
ban da dang

Roi loan md co

Yéu co, dau co

Tiéu co vén va
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xuong va mo ting creatine
lién két phosphokinase
mau*

R&i loan chung Suy nhuge / mét

moi
Chan  thuong, Chan thuong
ngd doc va bién
ching phire tap J
*Ty 16 mac bénh cao hon déng k& & bénh nhan ngudi Nhat so voi bénh nhan khong phai
ngudi Nhat.

Théng bdo cho bic si nhitng tdc dung khéng mong mudn gip phdi khi si dung th ubc

Qua liéu va cdch xir tri

Tri¢u ching:

Bét tinh, kich dong, hung hang, suy gidm nhan thirc, suy ho hap va hon mé da duge quan sat
v6i qué lidu levetiracetam.

Xir tri:

( Sau khi qué lidu cp co thé lam rong da day bing cdch gy non. Chua c6 thudc giai doc dac
hiéu déi v6i levetiracetam. Xir tri qué lidu chii yéu la diéu tri trigu chimg va ¢6 thé bao gbm
viéc thim tich méu. Hi¢u sudt may tham tach 1a 60% d6i v6i levetiracetam va 74% ddi voi
chét chuyén héa chinh.

Piic tinh dugc lye hoe

Ma ATC: N03AX14

Nhém téc dung duge Iy: Thude chong dong kinh

Levetiracetam 12 mdt din xuét pyrrolidone (S-enantiomer cua a-etyl-2-oxo-1-pyrrolidine
acetamide) va khong ¢6 lién quan vé mit hoa hoc véi cée thuée chéng dong kinh hign hanh..
Levetiracetam tang cudng bao vé chéng con co giét trong nhidu mé hinh con co giat cuc bd
va toan thé tién phét trén dong vat ma khdng c6 tac dong gly co giat. Chét chuyén héa chinh
khong c6 hoat tinh. & ngudi, thude ¢6 tac dung trong ca dong kinh cuc bd va toan thé (con
phéng dién dang dong kinh/ddp tmg d6i v&i kich thich 4nh sang) da khéng dinh ddc tinh duoc
Iy phé rong cuia levetiracetam.

Co ché tac dung:

Co ché téc dung ctia levetiracetam van chua dugc gii thich ddy du nhung c6 vé khac véi cac
co ché tac dung cua nhifng thubc chéng dong kinh hién hanh. Cac thir nghiém in vitro va in
vivo goi ¥ ring levetiracetam khong lam thay d8i cée dic tinh co ban cta té bao va sy din
truyén than kinh binh thudng.

Céc nghién ctru in vitro cho théy levetiracetam tac dong lén ndng do Ca®* trong té bao thin
kinh bing céch e ché mdt phan dong Ca?* loai N va lam giam phoéng thich Ca®" tir céc
ngudn dy trir trong té bao than kinh. Ngoi ra thudc con 1am hdi phuc mot phan vige giam sit
nhitng dong ion qua cbng glycine va GABA gdy ra bai kém va cac B-carboline. Hon nira,
trong céc nghién ciu in vitro, levetiracetam cho théy ¢6 gén két voi mot vi tri ddc hiéu & mo
ndo ciia loi gam nhAm. Vi tri gfin két ny 1a protein 2A & tii synap, duge cho 13 ¢6 lién quan
dén su v& tai va sy phong thich cée chat dan truyén than kinh ra khoi t€ bao (exocytosis).
Levetiracetam v cdc chét ddng dang lién quan c6 i luc nhét dinh dé gén két v6i protein 2A
& thi synap, diéu nay twong ng v6i hoat tinh bao vé chéng dong kinh cua thudc trong nghién
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ctru trén mo hinh chudt bi dong kinh dudi kich thich 4m thanh. Phét hién nay goi ¥ ring

tuong tac giira levetiracetam va protein 2A ¢ tai synap c6 thé gop phén véo co ché tac dung

chéng dong kinh cta thude.

Pic tinh dwge djng hoc

Phin bb:

Chua c6 sin di liéu phan bd trong md & ngudi.

Ci levetiracetam va chat chuyén héa chinh cia n6 déu khong gén két dang ké vai protein

huyét twong (< 10%).

Thé tich phan b6 cia levetiracetam la khoang 0,5 dén 0.7 Vkg, tri sb nay gan véi thé tich

nude toan bd co thé.

Chuyén héa:

O ngudi, levetiracetam khéng dugc chuyén hoa rong rai. Con dudng chuyén héa chi yéu

(24% cia liéu) la thiry phan nhém acetamide biing men. Céc dang dong phén ctia men gan

cytochrome P450 khong tham gia véo qud trinh tao chit chuyén héa chinh, ucb L057. Da do

lwong duge sy thity phan nhom acetamide & nhidu md bao gdm ca céc € bao méu. Chat

chuyén héa ucb 1057 khong c6 hoat tinh dugc 1y hoc.

Hai chét chuyén hoa phy ciing da dugc xdc dinh. Mt chét thu duoc bai hydroxyl hoa vong

pyrrolidone (1,6% cua lidu) va chét con lai thu duoc bsi mé vong pyrrolidone (0,9% cua

liéu).

Céc thanh phan khéc khong xéc dinh dugc chi chiém 0,6% cuia liéu.

Khong thdy c6 bang chimg v& sy chuyén ddi ddi hiuh in vivo cua levetiracetam va ca chét

chuyén héa chinh cla né.

Thai trir:

Thoi gian ban hiy trong huyét tuong & ngudi 16n 1a 7+1 gior va khong thay ddi theo liéu,

dudng dung, hodc dung lidu lap lai. D§ thanh thai toan than trung binh 13 0,96 ml/phit/kg.

Pudng thai trir chinh 12 qua dudng tidu, chiém trung binh 95% cua liu (khoang 93% cua ligu

duge thai trir trong vong 48 gid). Chi ¢6 0,3% cua lidu thai trir qua phan.

Trong 48 gidr dAu, luong thai trir tich 8y qua dudng tidu ciia levetiracetam va chét chuyén

héa chinh cia né tuong (ng la 66% va 24% clia lidu.

P thanh thai thén cta levetiracetam va uch L057 tuong tmg 12 0,6 va 4,2 ml/phat/kg cho

théy réing levetiracetam thai trir qua loc chu than voi sy tai hép thu ké d6 & &ng than va cho
l thiy chit chuyén hoa chinh cling thi trir qua bai tiét chii dong qua dng than cing vdi loc cu

than. Su thai trir levetiracetam 6 twong quan véi do thanh thai creatinine.

Nhém bénh nhén dic biét:

+ Tré em (4 dén 12 tudi): Thoi gian bén huy cia levetiracetam & tré bj dong kinh (6 dén 12

tubi) 1a 6 gior sau khi udng lidu don 20 mg/kg. DO thanh thai biéu kién dugc diéu chinh theo

can nang cao hon khoang 30% so v&i d6 thanh thai & ngudi 16m bi dong kinh.

Levetiracetam nhanh chong duge hép thu sau khi ubng lidu 1ap lai (20 dén 60 mg/kg/ngay) &

tré bi dong kinh (4-12 tudi). Nong do dinh trong huyét tuong dugc quan sat thay sau khi ubng

khoang 0,5-1 gid. Nong do dinh trong huyét twong va dién tich dudi dudng cong tang tuyén

tinh va ty 1¢ thuan v6i lidu. Thoi gian ban hily 12 khoang 5 giv. D thanh thai bidu kién toan

than cia thude 1a 1,1 ml/phat/kg.

+ Ngudi cao tudi: Thoi gian ban hiy tang khoang 40% (10 dén 11 giv) & ngudi cao tudi do

suy giam chirc néng thén.
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+ Suy than: D thanh thai biéu Lién todn thin ciia ca levetiracetam va chét chuyén hoa chinh
clia né twong quan véi do thanh thai creatinine. Chinh vi véy, dbi voi bénh nhan suy thén
mite d6 trung binh va ndng cAn chinh lidu duy tri hang ngay cua levetiracetam dua trén do
thanh thai creatinine.
& bénh nhén ngudi 16n bénh than giai doan cubi ¢6 v niéu, thoi gian bén hiy gitra céc giai
doan thdm téch va trong giai doan tham téch twong Ung la khoang 25 va 3,1 gio.
Ty suét loai levetiracetam 1a 51% trong mot chu ky thim tach dién hinh 4 gid.
+ Suy gan: Khong co su thay dbi vé& do thanh thai cia levetiracetam & bénh nhéan suy gan
murc d6 nhe va trung binh.
& hau hét nhimg bénh nhan suy gan ning, do thanh thai cia levetiracetam giam trén 50% do
suy thén ddng thoi.
Quy cach dong goi:
Tai 100 ml.
Bio quén: Bao quan trong bao bi kin, trdnh 4m, tranh dnh séng, nhiét do dudi 30°C.
Han diing: 30 thang k& tir ngay san Xuét.
Tiéu chudn chét luwgng: Tiéu chufn co so

{ Nha san xuét

cpPCiHN
Céng ty b phin duge phim CPC1 Ha Noi
Cum cbng nghiép Ha Binh Phuong, Thudng Tin, Ha Noi
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