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LERACET 500mg film-coated tablets

Levetiracetam 500mg

Box of 6 blisters x 10 film-coated tablets

Thanh phén:
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i M&i vién nén bap phim chira:
Compoaition 3
Each flin-coated tsble! conlsins. Leveiracetam 500mg Levetiracetam 500mg
G b ion. Dosaga: Chi djnh, Chéng chl dinh, Cach ding,
Plisiae udd the ericbded leafict Lidu diing va cac théng tin khac:
Storage: Do not store above 30C. Protect from light. Xem trong tér hwéng dan st dyng.
Ko it of réact of chilkorsn, Bao quan: Tranh dnh sang. Khang qua 30C,

Read carefuly enclosed leaflel before use. i =
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LERACET 500mg film-coated tablets
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Each film-coated tablet contains: Levetiracetam 500mg
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Thubc bin theo don

Dé xa tdm tay tré em

DPoc kil hwdng din siv dung trude khi ditng
Néu can thém théng tin xin héi y kién Bdc si

LERACET 500 mg film-coated tablets

THANH PHAN

M3i vién nén bao phim chia:

Hoat chdt: Levetiracetam 500 mg

1a dwpe: Croscarmellose sodium, colloidal anhydrous silica, magnesium stearate, polyvinyl
alcohol, titanium dioxide E171, talc ES53b, iron oxide yellow E172, macrogol 3350.

DUQC LUC HOC

Levetiracetam la dén chit cta pyrrolidon va khong cé lién quan vé mit héa hoc d6i véi cac thube
chéng dong kinh hién hanh.

Levetiracetam ting cudng bao vé chdng con co gidt trong nhiéu md hinh co giat cuc bd va todn
thé tién phat trén dong vat ma khong co tic dung tién co giat. Chét chuyén hoé ban dau khong c6
hoat tinh.

O ngudi, thude cé tac dung tlong ca dong kinh cuc bo va toan thé (con phong luc dang dong
kinh/dap trng kich phat doi véi kich thich anh sang) da khang dinh dugc phd rong cua dic tinh
duoc Iy tién 1am sang cia thude.

Co ché tc dung

Co ché tac dung cua levetiracetam chua duge giai thich ddy do. In vitro va in vivo cho thay
levetiracetam khong lam thay déi céc dac tinh co ban cia té bao va sy din truyén than kinh binh
thudng.

Cac nghién cliu in vitro cho thay levetiracetam tac dong lén nong do Ca*’ trong té bao than kinh
bang céch trc ché mot phén Ca’" va lam giam phong thich Ca®" tur cac nguon du trir trong té bao
than kinh. Hon nira, céc nghién ctru i vitro cho thdy levetiracetam gén két véi mot vi tri dac hiéu
0 md ndo cua loai gam nham. Vi tri gin két nay la protein 2A 0 tii synap, duoc cho la cd lién
quan dén sy vo tii va su phéng thich cac chit dén truyén thdn kinh. Nghién ctu kich thich am
thanh trén chudt bi déng kinh cho thay levetiracetam c0 ai luc nhit dinh véi protein 2A & thi
synap, tuong ung v6i hoat tinh chdng dong kinh cua thube. Diéu d6 cho thiy tuong tic gitra
levetiracetam va protein 2A & tlii synap co thé gép phin vao co ché chéng déng kinh cua thubc.

DUQC DONG HOQC
Ngwoi lon va vi thanh nién

Hap thu

Levetiracetam dugc hép thu nhanh ¢héng khi dung duong udng. Sinh kha dung duon L?.Qg luyel
dbi dat gan 100%. Nong d¢ dinh trong huyet tuong (Cmax) dat duoc 1,3 glo sau khi uox rang
thai bn dinh dat duoc sau 2 ngay vai ché do lidu 2 1an mdi ngay. Lac nong do dinh (Cp,u\) c‘hen
hinh tuong (mg 12 31 va 43 pg/ml sau don ligu 1.000 mg va sau liéu lap lai 1.000 mg hai lan mdi
ngay.

Phén b

Chua co dir ligu ve phén bd trong mé G nguoi. Ca levetirgserrmya hét chuyén hoa ban dau cua
nd déu khéng gin két dang ké voi protem huyet//gﬂ) 9% Thé tich phan bd cua
levetiracetam |a khoang 0,5 dén 0,7 I/kg, tri s6 nay g @oan b co thé,



Ch uyén hoa

O ngudi levetiracetam hau nhu it chuyén héa. Con dudng chuyén héa chii yéu (24% cua lidu) 1a
thiy phan nhom acetamide béng men. Cac dang dong phan clia men gan cytochrome Pysy khong
tham gia vao qud trinh chuyen hoa chét ban dau, ucb L057. Da do ludng dugc sy thiy phan nhom
acetamide & nhiéu mé bao gdm ca cic té bao mau. Chét chuyén héa ucb L057 khéng co hoat tinh
duoc Ii hoc.

Nguoi ta ciing xde dinh duge hai chit chuyén hoa it. Mot chat thu duge boi hydroxyl héa vong
pyrrolidone (1,6% cua lidu) va chat con lai thu duorc boi mo vong pyrrolidone (0,9% cua lidu).
Céc thanh phan khac khong xéc dinh ductc chi chiém 0,6% cua lidu.

Ngudi ta khong thiy c¢é bang chirng vé sy chuyén déi ddi hinh invivo cla levetiracetam va ca
chét chuyén héa ban dau cua né.

Invitro, levetiracetam va ca chat chuyén hoéa ban dau cta n6 duoe thdy l1a khéng tre ché dang
d6ng phan chinh cua men gan ngufji cytochrome Pysp (CYP3A4, 2A6, 2C9, 2D6, 2E1 va 1A2),
glucuronyl transferasc (UGTIAI va UGT1AG6) va cac qud trinh epoxide hydroxylase. Ngoai ra,
levetuacetam khong anh huong dén glucuronyl hod acid valproic trén invitro.

O t& bao gan ngudi nudi cay, levetiracetam it hoac khong anh hudng Ién su tiép hop
ethinylestradiol hay CYP1A1/2. O ndng do cao (680 pg/ml ) levetiracetam gay kich ung nhe
CYP2B6 va (,YP3A4 tuy nhién & nhitng ndng dd gan voi Co,y dat duge sau khi dung lidu 13p lai
1.500 mg hai 1dn mdi ngay, cic tac dong nay co dugce xem | khdng lién quan sinh hoc. Vi vay
Levetiracetam khong thé tuong tac véi céc chat khac hodc nguoc lai.

Thai trir _

Thoi gian ban thai trong huyét twong ¢ ngudi la 7 = | gio va khéng thay déi theo lidu, duong
ding hodc dung liéu lap lai. D6 thanh thai toan than trung binh la 0,96 ml/phat/kg.

Duong thai tror chinh 1a qua dudng tiéu, chiém trung binh 95% cua ligu (khoang 93% cua liéu
dugc thai trir trong vong 48 gid). Chi ¢6 0,3% cua lidu thai trir qua phan.

Trong 48 gidy dau, Iuorng thai tror tich luy qua dudng tiéu ciia levetiracetam va chét chuyén hoa
ban ddu ctia n6 tuong ung 12 66% va 24% cua Ileu D thanh thai thén cua levetiracetam va ucb
L057 tuong (ng 12.0,6 va 4,2 ml/phat/kg cho [hay rang levetiracetam thai trir qua loc cau than vai
sy tai hép thu & 6ng than va ch{) thdy chét chuyen hod ban dau ciing thai trir qua bai tiét chu dong
qua 6ng than cling véi loc cAu than. Su thai trir levetiracetam ¢6 tuong quan véi do thanh thai
creatinine.

Nguwoi gia

Thaoi gian ban huy tang khoang 40% (10 dén 11 gio) & ngudi gia do suy giam chire ning thin

Tré em (4 dén 12 tudi)

Tho'l gian ban huy cua levetiracetam la 6 gi¢ sau khi ubng don lidu 20 mg/kg G tré bi dong kinh
(4 dén 12 tudi). Nong do dlnh trong huyet tuong duge quan sat thiy sau khi ubng khoang 0,5-1
gid. Néng do dinh trong huyét tuong va dién tich dudi dudng cong tang tuyén tinh va ti 1& thuén
v6i lidu. Thoi gian ban thai 1a khoang 5 gio.

Suy thin /
D¢ thanh thai toan than cia ca levetiracetam va chét chuyén hoé ban déu ctia né ttmnggqﬁhj /(/é‘i
d6 thanh thai creatinine. Chinh vi vy, ddi v&i bénh nhén suy than mac dé trung binh va nddg can
chinh lidu duy tri hang ngay ciia Levetiracetam dya trén dd thanh thai creatinine.

O bénh nhén bénh than giai doan cudi ¢ vo niéu, thoi gian ban huy gitra cc giai doan tham tach
va trong giai doan thdm tach tuong ting 12 khoang 25 va 3,1 gid. Ty sudt loai levetiracetam la
51% trong mdt chu ki thdm tach chuin 4 gio.

Suy gan

l(hEmg c6 sy thay déi vé duge d6ng hoc cua ]evetilac i )d h nhan suy gan mire do nhe




giam thanh thai thin. Khéng cdn chinh liéu & bénh nhin suy gan mirc dé nhe dén trung binh, O
bénh nhin suy gan nang, d6 thanh thai creatinine ¢d thé khong danh gia hét duge mac do suy
than. Do d6, nén giam 50% liéu duy trl hang ngay khi d¢ thanh thai creatinine < 70 ml/phdt,

CHI DINH
Dung don tri lidu trong didu tri cic con co gidt khai phat cuc bd ¢o hodc khong ¢d toan thé hoa
thir phat & nhiig bénh nhdn mdi duge chan dodn déng kinh tir 16 twdi trér 1én.
Diing diéu tri két hgp trong cac trudng hgp sau:
- Pidu trj cic con co gift khoi phat cuc bo & bénh nhan dong kinh tir I thang tum tre 1én.
- Diéu tr| déng kinh rung gidt co & ngudi 1én va e vi thanh nién tir 12 tudi (Juvenlie
Myoclonic Epilepsy).
- Didu tri cée con co cimg co glat toan the tién phét & ngudi Ién va tré tir 12 i tro 1én bi
ddng kinh toan the nguyén phat (vé can).

LILU DUNG VA CACH DUNG

Lidu ding:

Thude cd thé ubng cling hojic khdng cling véi bita dn, lidgu mdi ngay dirge chia déu cho hai lén
udng.

Don tri li¢u

Ngirdi 16m va thanh thiéu nién tir 16 tuéi tro lén:

Lidu thong thudng: tir 1000 mg (2 vién) dén 3000 mg {6 vién) mdi ngay.

Khi bat dau ding levetiracetam, bac si s€ ke lidu thép hon trong 2 tudn trude khi st dung lidu
thong thudng thap nhat.

Da tri lidu

Ngwoi lom va tré vi thanh nién {12-17 tum} nang 30 kg hode hon:

Lidu thong thuong: tir 1000 mg (2 vién) dén 3000 mg (6 vién) mdi ngdy.

Tré so sinh (6-23 thang), tré em (2-11 tudi), tré vi thanh nién (12-17 tudi) ning duoi 50 kg:
Béc sT s& ké toa thube phi hgp voi tudi, can nang va lidu.

Dung dich udng 13 dang phil hap véi teé so sinh va tré em dudi 6 tudi,

Lidu théng thuong: tir 20mg/kg dén 60me/kg trong luong co thé mai ngay.

Tré so sinh (1-6 thang)

Dung dich uéng la dang pho hop vl tre so sinh.

Ngudi cao tu01 {tir 65 tudi tré 1én)

Khuyén cdo diéu chinh liéu & nhing bénh nhén cao tudi bj suy giam chlic ndng thin (xem muc
bénh nhin suy thén ¢ dudi day)

Ngudi suy th{ln

Liéu hang ng'ly nén duge didu chinh dya trén chirc ning than.

Déi voi nguol 16n, tham khao bang sau va diéu chinh liéu theo chi ddn. D& sir dung bang I1euf
diing nay, can phéi ude tinh dg thanh thai creatinine (CLer) (ml/phat) cua bénh nhan. Co th

tinh CLer (ml/phit) dua (rén viée xac dinh creatinine huyét thanh (mg/dl) cho ngudi 16n val yih
thiéu nién c6 cén nang tir 50 kg tror1én theo cong thiic dudi diy:

CLer (m! phat) = {[140 — wdi (ndm})] x can nang (kg)} : [72 x creatinine huyér thanh (mg/dl)] x
(0,85 déi véi phu niv).

Sau do, Cler duoc Chcu chinh theo dién tich bé mit co thé (BSA) nhu sau:

CLer (ml/phiat/1,73 m®) = CLer (ml/phit) : BSA (m*) x 1.73 m™.

Didu chirh lidu cho ngudi 16n va thanh thidu nién ¢d cin nang tir 50 kg tro Ién bi suy giam chic

néng than: s

‘ B¢ thanh thai cpf’atw N, —— e

e do suy thin PR luong va s6 1an diong
Mircdo/suy ths (ml/phat/1 ffg, ApONG [TV \\b& IV {_g ]
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tham phan (1)

Binh thuong > 80 | 500 - 1500 mg x 2 lan/ngay
Nhe 50-79 | 500 - 1000 mg x 2 lan/ngay
Trung binh 3049 | 250 — 750 mg x 2 lan/ngay
Nang , g BBl | 250 ~ 500 mg x 2 lan/ngay
Benh than giai doan cudi phai : 500 — 1000 mg x 1 lan/ngdy (2)

(1): Lteu tdn cong Ixhu)cn cao la ?\U mg cho ngay dau tién diéu tri voi levetiracetam.
(2): Lidu bd sung khuyén céo 13 250 — 500 mg sau khi tham phan.
O tré em bi suy than, phai didu chinh liéu dung dya trén chic ning than vi su thanh thai
levetiracetam lién quan dén chirc ning than. Khuyén céo nay dya trén nghién ctu & bénh nhén
ngudi lon bi suy thén.
CLer (ml/phat/1,73 m?) cé thé duge ude tinh bang cach xac dinh ndng do creatinine trong huyét
thanh (mg/dl) d6i v&i thanh thiéu nién va tré em theo cong thitc dudi day (cong thic Schwartz):
CLer (ml/phiit/1,73 m?®) = chiéu cao (em) x ks : ndng do creatinine trong huyét thanh (mg/dl).

Ks = 0,45 v6i tré dudi | woi; ks = 0,55 tré em dudi 134= tudi va nir thanh thanh nién; ks = 0,7
v&i nam thanh thiéu nién.
Piéu chinh lidu cho tré so sinh, tré em, thanh thiéu nién c6 can nang duéi SO kg bi suy giam chirc

ndng than:

Mirc do suy
than

D& thanh thai
creatinine

(ml/phat/1,73 m?) |

~ Liéu | Iucmg va sb lan dung

Tré so sinh | — 6 théng tudi ‘

Tre so sinh tr 6 — 23 thanﬁ
tré em va thanh thiéu nién |

dudi 50 kg

Binh thudng = 80 F j - Q_I_Jtlg/kg x 2 lan/ngay L 10 -30 mg/kg x 2 Ianmgay

| Nhe 50 - 79 | 7—14 mg/kg x 2 lan/ngay 10 — 70 0 mg/kg x 2 lan/ngay
Trung binh 30 49 3,5 10,5 mg/kg x 2 [an/ngay | 5-15 mgkgx?2 Iam’ngay
Ning <30 13,5- ’?ﬂ’l_g{’kgnx 2 lan/ngay | 5— 10 mg/kg x 2 lan/ngay
Bénh nhén
giai doan 7 - 14 mg/kg x 1 lan/ngay (1) | 10 —20 mg/kg x | lan/ngay |
cudi phai : 3) (2)(4) ‘
thdm phén

(1): Liéu ldn cong ]\hLI\fLI‘l cdo la 10,5 mg/kg cho ngd) dau tién diéu l|| voi levetiracetam.
(2): Liéu tén cng khuyen cao la 15 mg/kg cho ngay dau tién diéu tri voi levetiracetam.

7 mg/kg sau khi tham phan.
(4): Liéu bo sung khuyén cao 1a 5 — 10 mg/kg sau khi thdm phén

(3): Liéu bo sung khuycn cao la 3,5

Nguoi suy gan:

Khéng cén didu chinh liéu & bénh nhéan suy gan tir nhe dén trung binh. Déi vai bénh nhan\\ gap
ndng thi do thanh thai creatinine cd thé khéng dénh gi4 hér duge mirc dd suy Ihfm Vit \VEQ, men
giam 50% lidu duy tri hang ngay khi do thanh thai creatinine dudi 60 ml/phit/1,73 m”.

Cdch dung:

3 = _—_ A - . a . .

Udng levetiracetam voi lugng chat long vira du (vi du nhu nudce)
e o w g A .

Thoi gian diéu tri:

B ) ~ 5 e . % . . -
Levetiracetam duoc si dung lau dai theo chi dan cua béc si.
Khéng nén nging diéu trj voi levetiracetam néu khong cé su chi dan cua bédce s vi ¢6 thé lam ting

con dong kinh.

Béc sT s& giam liéu tir tir néu mudn ding dicu trj voi levetiracetam.

CHONG CHI DINH

olAM POC

wm Grong g Siin



Man cam vai levetiracetam, bat cir dan chat pyrrelidon nao, hodéc hét ¢l thanh phén nao cua
thude.

TAC PUNG KHONG MONG MUON

Che tac dung khong mong mudn thudng gip nhit 1a viém miii, budn ngd, nhirc ddu, mét moi va
chong mit. Céc téc dung khéng mong mudn duge trinh bay dudi ddy dua trén cac thl nghiém
lam sang c6 d6i chimg gid duge & tt ¢ cdc chi dinh nghién clu véi tong sé 3.416 bénh nhén
diéu tr] bang levetiracelam, Cac dif lidu ndy duoc bd sung véi vide sir dung levetiracetam trong
cée nghién cru mo réng nhin mé tuong Gng cling nhu trong kinh nghiém sau khi luu hanh thude.
Tac dung khdng mong mubn clia levetiracetam noi chung la tuong tu gitia cac nhom tudi (nguoi
Iém va tre em) va gitta cdc chi dinh dong kinh da dugc phé duyét.

Céc tac dung khéng mong mudn duoe bio cdo trong cac nghién ciru Jam sang (& ngudi 16n, thanh
thiu nién, ré em va tré so sinh hon 1 thang woi) va tir kinh nghiém sau khi luu hanh duogc liét ké
trong bang dudi day trén mdi hé co quan va tn sé xudt hién. Céc tac dung khéng mong muén
duoc liét ké theo thir tr giam din mirc nghiém trong va tan s& xudt hién dugce quy uge nhu sau:
rit hay gap (=1/10%; thudng gip (>1/100 to <1/10); it gap (>1/1,000 to <1/100); hiém gip
(=1/10,000 to <1/1,000) va rat hiém gap (<1/10.000).

Rét hay gap| Thuong gip Hiém gap

Nhiém khuan va
nhiém ky sinh
tring

Viégm miit

Nhiém khuin
hong

e o Giam toan bo huyét cdu,
Réi loan mau v

Giam tidu céu, giam bach
hé bach huyét

cau 2
giam bach cdu hat.

giam bach cau trung tinh,

1161 chirng phat ban do

Ro1 loan hé
mién dich toan than,
Qué min (bao gbm phu

mach va phan vé)

thudc voi tang bach cau 4i
toan va nhigu tri¢y ching

Réi loan chuyén

has va dinh Chan an Sut edn, tAing cén (31am natri hn}-’él
dudng
_ Nf) lire tur tu, }?‘dinh tur o, |
Tram cam, roi loan tdm than, hanh vi /

R&i loan tdm
than

chbng dbi/gay
han, lo léng,
mét ngd, bon
chén/kich thich

bat thuong, ao gide, gidn
dir, trang thai I lan, con
hoang sg, khéng 6n dinh
vé cam xuc/thay doi tdm
trang, lo u

Thuc hién hanh vi&u?\l\.ﬁ'._f
roi foan tinh cach, SLW

i . o
nght bat thuong

R&i loan hé than
kinh

Budn ngl,
dau dau

Co gidt, rHi
locan tién dinh,
chong mait, hdn
mé, run

M4t tri nhé, suy giam tri
nho, su phéi hop bét
thuong/mat didu hoa, di
cam, 161 Iggl’g_jiwhﬁ ¥

Mia gidt — muaa von, rol
loan van dfng, ching
ting dong

R&1 loan vé mat

Rot loan tal va

Chong méit

[/ conG Y NG\

=/ COPHAN V=¥
%\ THIET Bi J




mé dao
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Chéan thuong

Nguy co chén &n cao hon khi levetiracetam dugc dung dong thoi véi topiramate.

Trong vai truong hop rung toc cd thé hoi phuc sau khi ngung st dung levetiracetam.

Uc ché tily xwong duoc xac dinh trong mét s6 trudng hop glam toan bd huyet cau.

Hay thong bdo cho bdc st biit cit tdc dung khong mong mubn néo gip phai trong khi diéu tri.

THAN TRONG

Thén trong & doi tugng tré nho.

Theo thuc hanh 1am sang hién hanh, néu phai ngung diéu trj véi levetiracetam thi phal giam liéu
dan dan (vi du & ngudi 16n: giam 500 mg hal ldn mai ngay cho mdi hai hodc bbn tudn; o tre em,
khong nén giam liéu qua 100mg/kg hai lan m&i ngay cho mdi hai tudn).

Nén didu chinh lidu khi sir dung levetiracetam cho bénh nhan suy thin. Voi bénh nhan suy gan
néng, nén danh gia chirc nang than truge khi chon licu dung.

Pa c6 béo cdo v& viée tu i, ¢b gang ty to va ¢6 ¥ dinh ty tr o bénh nhan duge diéu tri bing
levetiracetam. Can khuyén bénh nhan thong bao ngay bt cir triéu ching trdm cam va/hodc v dinh
tur tir ndo cho béc st diéu tri.

TUONG TAC THUOC
Hﬁy théng bio cho béc sT hodc duge si clia ban v& nhirng thudc ma ban di hodc da 0
gin day ké cd nhing thuoc khong k¢ toa.

Levetlracetam c6 thé uong trong hodc ngoai bira an. Khéng ding thic an hodc do uong ¢6 chira

cdn trong khi didu tri véi Levetiracetam.

Cac dir liéu cho thiy levetiracetam khong anh huong dén ndng do trong huyét thanh cua céc
thuéc chdng dong kinh hién hanh (phenytoin, car bamazepme valprmc phenobarbital.
lamotrigine, gabapentine va primidone) va cdc thude k kinh nay ciing khong anh
huéng dén duge dong hoc ctia levetiracetam,

re—chS
T - LW

(}\O ‘?5725

FoAaTH



D9 thanh thai cta levetiracetam & tré ding céac thuéc chéng dong kinh kich tmg men cao hon
22% so voi tre khong dung. Tuy nhién, khong khuyén céo didu chinh lidu. Levetiracetam kkhong
anh huong dén nong do trong huyét tuong clua carbamazepine, valproate, topiramate hoic
lamotrigine.

Probenecid (lidu 500 mg bén 1dn mdi ngay), mot chat tre ché bai tiét tai ong thén, cho thy irc ché
dd thanh thai thén cua chat chuyén hod ban dau nhung khong ché thanh thai than cua
levetiracetam. Tuy nhién, ndng do cua chat chuyén hoa nay van duy tri & mic thdp. Nguoi ta cho
rang céc thude khac thai trir boi bai tiét chi dong qua 6ng than cling 6 thé 1am giam do thanh
thai than clia chét chuyén hod. Tac dong cua levetiracetam Ién probenecid chua duge nghién ciu
va ciing chua biét tdc dong clia levetiracetam 18n céc thube duoe bai tiét chu dong khac, vi du
nhu cac thude chdng viém non-steroid (NSAIDs), cac sulfonamide va methotrexate.
Levetiracetam lidu 1000 mg mdi ngay khéng anh huong dén duoc dong hoc cua céc thude tranh
thai dudng ubng (ethinyl estradiol va levonorgestrel) va céc théng s noi tiét (LH va
progesterone) khong bi thay ddi. Levetiracetam lidu 2000 mg mdi ngay khéng anh huong dén
duge dong hoc cua digoxin, thube tranh thai dudng udng va warfarin khong anh huong (61 duoce
dong hoc cua levetiracetam.

Chua ¢6 dif lidu vé anh hudng cua céc thudc khang acid dbi vdi su hzflp thu cua levetiracetam
khong bi anh hudng boi thie an nhung ti 1& hrflp thu bi giam nhe.

Chua ¢6 dit ligu vé tuong tac thube gitra levetiracetam va db ubng c6 con.

SUDUNG THUOC CHO PHU NU CO THAI VA CHO CON BU

Chua c6 du dir ligu vé viée sir dung levetiracetam ¢ phy nir ¢6 thai. Nhing nghién ctu trén dong
vat da cho thay thude ¢é gdy ddc tinh sinh san. Ngudi ta chua biét nguy co tiém an déi véi con
ngudi. Khong nén su dung Levetiracetam trong khi mang thai trur khi thét can thiét,

Glong nhu céc thube chbng dcmg kinh khac, sy thay doi sinh ly trong thai ki c6 thé anh huong
dén ndng d¢ levetiracetam. DA c6 bdo céo vé viée giam ndng do levetiracetam trong thai ki.
Levetiracetam dugc biét di qua siia nguoi, do vay khéng nén cho con b khi dung levetiracetam.
Tuy nhién, néu levetiracetam cdn thiét duoc st dung & phu nit cho con bu, cdn xem xét loi
ich/nguy co, c¢dn nhic tdm quan trong clia viée cho con b,

TAC PONG TREN KHA NANG LAI XE VA VAN HANH MAY MOC

Do tinh nhay cam cta mdi ca nhén cé thé khac nhau, mét sd bénh nhan ¢6 thé budn ngi hoic o
cac triéu ching khac co lién quan dén hé than kinh trung uong tai thoi diém bat déu diéu tri hodc :
sau khi tang liéu. Vi vay nén than trong khi l4i xe hogc van hanh may maée.

QUA LIEU
Tri¢u chitng £

Buon ngu, kich dong, gay g g0, suy giam v thirc, tram cam, suy ho hap va hén mé da duoc quan sat
thdy trong qua lidu v6i levetiracetam.

Xu’ i qud !:eu

Néu qué lidu clp thi c¢6 thé rua da day hodc gy non. Chua ¢o thube giai doc dic hleﬁ\g\ 0
levetiracetam. Xu tri qua lieu chu yéu diéu tri tricu ching va co thé thdm tach mau. Hign it
maéy tham tach 1a 60% ddi véi levetiracetam va 74% ddi vai chit chuyén hoa dau tién.

BAO QUAN:
Bao quan & nhiét do khong qua 30°C, tranh anh séng
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