
Rx''^Zokicgtam'utlo
WHO-GMP

Thu6c ndy chi dirng lheo don thu6c
Dgc ky.huong den sb dung truoc khi dung
D6 xa tam tay trd em

Thinh phin c6ng thuc cho I vi6n:
Thanh phan hoat chat:
MOi vi6n ZOKICETAN/I 500 ch[,a 500 mg Levetiracetam.
Thanh phan te duoc:
Lactose monohydrat, Natri starch glycolat, Natri lauryl sulfat, Colloidal silicon dioxid, l\,4agnesi stearat,
Hydroxypropyl methylcellulose 606, Talc, Titan dioxid, Polyethylen glycol 6000, Polysorbai 80, Oxid
set vang.

Dqng bAo ch6: Vi6n n6n bao phim meu vdng, mot mAt tron, mdt mAi c6 gach ngang, dudng kinh
I x 16,5 mm.

Chi alinh:
ViCn ZOKICETA[,4 ch[,a ievetiracetam duoc chi dinh:
Don tri ie-r trong di6u tri con dong kinh cdc bo, co noac khorg ket fop voi con dong 6inn toan lhd
lhu pl'ar o ngJoi ion vi tndnh thieJ nien tu '6 ru6i uo 161.
Phoi hop voi cac thudc khdc d6:

. Di6u tri con d6ng kinh c\rc b9, c6 hoAc kh6ng k6t hqp vdl con d6ng kinh ioen th6 thu phat d ngudi
l6n va tr6 em tlr 1 2 tu6i trd lOn.

. DiAu tri con d6ng kinh rung giat cq d ngu'qL lon va trd em tu I 2 tuoi tro lOn bi benh d6ng kinh rung
giatcothl6u ni6n.

' Di6u tri con dong kinh todn th6 co cl}ng - co giat ti6n phdt d nguoi lon va tr6 em tu 1 2 tu6i tro l6n bi
b6nh dOng kinh toan th6 ti6n phdt.

Cdch dirng. liiu dirng:
Cach dirng: Thu6c ding du,dng u6ng, u6ng vdi mQt luqng nudc d0 va co thri u6ng cung hoqc
kh6ng cirng bBa 5n. Li6u m5i ngdy duoc chia d'du cho 2 15n u6ng.
Li6u darngi
Dqn trili0u;
Nqudi lon vA thanh thi6u nien tr 1 6 tu6i trd rcn:
Lieu khoi dau duoc khuyen c6o ld 250 mg x 2 lan/ngay, sau hai tuan nen t5ng ihanh 500 mg x 2
an/ngay. Sau do co th6 rang clir li6'. -r 2 luan ta.9 250 mg hai lin ro, ngay Luy treo dap u qg im
s;ng cho d6n i6J toi dd r, I50O rg 

^ 
2 l;n/r gay.

TrA em va thanh thi6u ni6n duvi 1 6 tuOi:
SU an toan va hiCu qua cia levetiracetam d trd em va thanh thi6u ni6n duoi 1 6 iu6i khi di6u tri don tri
chua du,oc thi6t lap.
Di6u tri ph6i hop:
Ngudi |on (> 1 B tu6i) va thanh thi6u nien 11 2 den 1 7 tudi) c,n nAng tu 5A kg td E.n:
Lieudiautr khoidaula500mgx2lan/ngdy.Li6undyc6thObdtdauvaongeydauti6ndi6utrj.
Tuy thuoc vao dep ung lam sang va kha nang dung nap thu6c, li6u hang ngay c6 th6 ting l6n d6n
T 500 mg x 2 lan/ng;y. Cd thd dieu chinh li6u Gng l6n hoac giam xu6ng 500 mg hai lAn m6i ng2ry cho
m6i 2 -4tuan.
Tro en t v a rhann fi eu nen t tu I / den I 7 luoil c;n Fana dJ o, qA hg
Thu6c vi6n khdng phar hop cho tr6 em can neng duol 25 kg. n6n ding dang bao ch6 phar hop nhu
dung dich uOng.
Can s0,dung li0u di0u tri thap nhai c6 hi6u qua.
Li6u khdi dau cho tr6 em hoac thanh thi6u ni6n 25 kg n6n dirng 250 mg x 2 lan/ngey vdi li6u t6i da
754 ao ^? lant1g.y.
L cu d lra em lu 50lg trd ler tuong tu nl'u lieu rg, o ror.
l\QUOt CaO lUOt (tV 65 tUAt tro len):
CindeucnnhlieuobgnhnhAncaotLoib:suygom(huun;rgtl-dn(\emphan S.r'rhdn").
Suythan:
Li6u h2rng ngdy phai duoc dieu chinh tary theo chOc ndng than.
Ei6u chinh li6u luong d6i voi benh nhan ngudi ldn vd thanh thi6u ni6n ning hon 50 kg voi ch&c
ndng than suygiem:
Cl., 50 - 79 ml/ph,U1,73 m' ; Cu cdch 12 gio ding 500 1 000 mg.
C1",30 - 49 ml/ph[lv1 ,73 m': Cu cdch 12 gid daing 250 - 750 mg.
Cl., < 30 ml/ph[t/i ,73 m'?: Cu cach 12 gid ding 250 - 500 mg.
Belh nhal thim tach ndu: Dung l'du ban dau 750 mg. saL d6 d .rg 500 - ' 000 mg roi r qay nol
lar. bo sung rhen 250 - 500 mg sau m6i ran rhAm rach mau.
DiCu chinh llOu luong d6i vdi benh nhen tr6 em var thanh thi6u ni6n ndng duoi 50 kg voi chuc nang
Lha1"-y giam:
C1.,50 - 79 ml/ph0t: 1 0 den 20 mg/kg x 2 lan/ngdy
Cl 30 4qnr.phut.5ddn 15mg/hg,2lbnlngay.
Cl - 30 m,/phur: 5den 10 Tg/l gr2 ldn/ngay.
Berf nhan tham taLh rau: Dung lidL bdn dau 15 mg/kg. sau do durg i0 - 20 ng/kg n oi rqay mot
:an. b6 srng lrem 5 - 1 0 rgrlg tu" rO',;n llr;m tdcl- mdu.
Suy gan:.
Kh6ng cAn hi6u chinh.li6u levetiracetam khi darng cho benh nhan suy gan nhe hoec vla. O benh
nhan suy gan ning, n6u cdn cr.lr vdo Cl", se d6nh gie thdp m(Ic d6 suy than, vi vay lieu duy tri d cdc
berh nnan co Cr . b0 ml.'plrl L73 m can d/qc giam di mor nua.
MOt s6 luu y dac bi6t va, x& li thu6c tru6c va sau khi srl dung thu6c:
Kh6ng c6 y6u cAu ddc bi6t v6 xir 117 thu6c sau khi s& dung.

Ch5ng chi dinh:
Que men v6i levetiraceiam ho6c c5c rJSn chSt cia pyrolidon hoec voi bit ki thenh phan ndo cia thu6c.

Canh biio va thAn trcng khi ding thu5c:
Cec tinh trang can than trong:
Nging thudc: Khong duoc ngung thuoc d6t ngot do nguy co lem teng tan suat cdc con d6ng.kinh.
Khi mu6n ngung levetiracetam, can nglng t0 tU beng c6ch giam li6u di 1 g cach 2 tuen mot lan-(vi
ou: O ngJ oi lon va ihaln tr;eu rien co c;n nAng irdn 50 "g G'ir 5OO mg hai,dn m6i ngay cno m6i 2
d6n 4 tuan; d trd em va thanh thidu ni6n can ndng duoi 50 kg: Kh6ng non giam liou qu6 'l 0 mg/kg hai
lan m6i ngay cho m6i 2luan).
Phen tffig di Ong: Co th6 xay ra cdc phan ung da nghi6m ireng d bCnh nhan st]l dung levetiracetam (hai
chapng Stevens.Johnson, hoai tr) bieu bi nh em doc). Cdn ngung thu6c ngay ldp trlc vd 6p dung c6c
bien phap d.eu rr i rhay lhe.
Suy then hoec suy ganr Can di0u chinh li6u khi dung levetiracetam cho b0nh nhan suy than vi ieng
nguyco ngo d6c thu6c. Vdi nhi,ng bdnh nhan suy gan ndng, can danh gid choc nang than truoc khi
bAt dau si]r duno thu6c.
TrAm cAn ua/hLdc c6 i/ dinh tV t&: fhu6c co the lam khdi phat hodc tram trong hon nh[ng r6i loan
iam than sen cd d bonh nhan. Trong trudng hqp nhu,vay, can giam liou hoAc nglng thuoc va theo
doi b6nh nhan chdtche.
Dd c6 bdo c6o v6 cdc trudng hop tu sat, c6 hanh d6ng tu set & b6nh nhan s& dung levetiracetam.
Thu6c iam t5ng nguy co c6 \i nghi hoec hAnh vi tu sat. Vi vay can theo d6i sAt b6nh nhan. Bac sy ke
don cAn cAn nh5c gioa nguy co tu set cia bOnh nhan va loi ich cia vi6c dieu tri voi levetiracetam
776 em; Thu6c dang vi6n kh6ng th ich ho-p darng cho tr6 so sinhva tre em dudi 6 tu6i.
D6 an toen va hi6u qua cia thu6c (dang dung dich va vi6n uOng) chua du'oc xdc lep d trd duqi l
thdng tu6i bi con dong kinh cuc b6, 6 tr6 du,oi 1 2 tu6i mdc dong kinh rung giat co ihi6u nien hoac bi
d6no kinh toan th6 ti6n Dhat.
Ngioicaotuo;:Klolgcdsu(hacbietvedqantoalcuathudconquoitu65tJ6iilol6n.Tulnhien
con chua co dLl du lieu de ddnh gia hi6u qua cia thu6c 6 nh6m d5i tuong ndy, so sanh voi nh6m
lgroi tre tJo .

Lactoser Thuoc nay ch&a laciose. BOnh nhan c6 van de di truyon hi6m g6p v6 khdng dung nap
galactose, ihi0u enzym Lapp lactasehoAckenr hapthuglucose-galactosekh6ng nondingthu6cnay.

S& dqng thu6c cho phU nip c6 thai va cho con bi:
Thoi ki,c6thai:
Khong c6 dar th6ng tin v0 vl6c s& dung levetiracetam d phll nir mang thai. Tni tr*dng hop thuc su
can thi6t, kh6nq s[r c]Ung levetiracetam cho phu nO mang thai hoac phu nO d dO iu6i sinh d6 nhung
khdng ep dung cdc bi6n ph6p trAnh thai hOu hi6u.
Thoi ki cho con bi:
t6'/a+ir--6+-mh^iri^+^,-an,-h^\/11/A\/rh^h^th,r/An.irn,n^+h,,A^^6^nh,,nn,h,,Ai-^nhir

Do rgui co xdy ra rjc oien Lo co hai ngl.iem lrorg vqi tre bu ne can .an lnic d6i vie( ngurq cho
cor bu hoac ngu rq oung rhuou. car cu tr6n mu, do can thi6t su dunq tl.u6. cho me.

Anh huong cira thuiic lOn kha neng l6i xe, van hanh mey m6c:
Levetiracetamc6anhhu,dngnh6hodctrungbinhd6nkhdndngla xevas&dungmdymoc.
Do su,nhay cam c6 nhan c6 thO khdc nhau, mot s6 bOnh nhan co th6 cdm thSy bu6n ngo hodc cdc
trieu chOng than kinh trung uong kh6c, dec bl6t la khi b6t dAu di6u tri hoec sau khi tdng-ti6u. Do d6,
can than trong khi s& dung cho cdc b6nh nhan ldi xe hoAc van hdnh mdy moc. Benh nhan khOng nen
ld xe hoec si,dung may m6c thi6t bi cho toi khi ndo duu-c x6c dtnh rAng kha neng thuc hien c6;hoat
d6ng nhu vay kh6ng bi anh hudng.

Tuqng tac, tuong ky cia thu6c:
Tuong tec cua thuoc voi cec thu6c khec va c6c loai tuong tdc kh6c:
Udclhuor korgclanohinh-Khongconargcl-urgransargvalponqracthuocgiudlevetira.olamva
cecthu6c chOng d6ng kinh khac.
Cdc d0, li6u tru,6'c khl luu hanh thu6c tu cec nghion oou iam sdno ii6n hanh tren nqu oi lon cho they
levetiracetam khong anh hu,d,ng d6n n6ng d6 trong nuy6t thanh c0a cdc thuoc chdnq dong kinh
khdc (phenytoin, carbamazepin, acid valproic, phenobarbitai, lamotngin, gabapentin va primidon)
va cac thuOc chOng d6ng kinh khac cing khong anh hudnq den duoc d6nq hoc cia levetiracetam.
Gi6ngnhudnguo lon,kh6ngcobangchungvetuongtaithuriccoSTnghialamsangtrenb6nhnhi
darng levetiracetam l0n toi 60 mg/kg/ngdy.
\4ol d6nngdnoi .,L.e-uorgUcdJocdonohoctrenlreemv;thanhthieunienbi donql.:rl-(4
denlTtuoi)da'acnhandreutrihOthqpvoilevetiracetamu6ngkhonglamdnhhu,dngd6nndngd6
Lronq huyel rl'anh o t dng rnar on dinh Lid carbdmazepin va va proat dJng donq thoi. Tuy nl^ien. dLl
I Ou cho thdy d6 thanh thei levetiracetam cao hon 20% d trd em dJng thu6c ch6ng dong kinh cam
ulgenzyn. K^orq,a ududrd r r nl'i pu.
Probenecid: Probenecid (ii6u 500 mg x 4 lAn/ngay), m6t ch6t uc cho bar tiet tar 6ng than, cho thay
a|c cho dd thanh thai qua than cira ch6t chuy6n h6a ban dAu nhung khdng Oc ch6 sU,thanh thai qua
than cara evet racetam.Tuynhi6n n6ngd6cirach6tchuy6n hoa ndyvinduytri dmLi,cth5p.
Methatrexat. Darng ddng thol levetiracetam va rnethotrexat lam giam dO thanh thai c0a methotrexat,
dan den tafg hoac keo dai n6ng d6 methotrexat trong m6u d6n muc c6 th6 d6c hai. N6n theo d6i
cAn than ndng dO methotrexat va leveiiracetam trong mau d nh.lng benh nhan dreu tri dong thoi har
loai thuoc nay.
wo n ta ttd.','tt o;duonguonq-dioa in rowartdttn Lieuleveli,aLetam rOOOmgmoingaykhong
inh hudng d6n du,o'c d6ng hoc c0a cac thu6c tr6nh ihai du,ong u6ng-(ethtnyl estradiol va
levonorgestrel) va c6c th6ng s6 n6 t 0t 1fl va progesteron) kh6ng bi thay d6i. Liau levetiracetam
2000 ro ro .o,/ khorg anl' hdong den oLo cjo.u I oc cJd dioo/in vi wana.il: tho, gian'l'roror .ro1g b o.en ooi Viq. dung cl. ro /a lc to. dqo,'r t1.o- .ranl- tlai duong uong .a
warfarin khOng anh hudng t6i duoc d0ng hQc cLla levetiracetam.
fhuo' nhuaF I,dng.-Dd co rl-uno bio, do do. ;p ,e g aT fio- qJa -vetitd(erdT ht Lorq clJ1q
voi thu6c nhuan trang th6m ih6u macrogol. Do do, t.anh uong thu6c nhuan trang thah th6u
macrogol trong vong '1 gid trudc va 1 gid sau khi u0ng levetlracetam.
Thuc en.ve d6 u6ng co cori MOc al6 h6p thu cia levetiracetam kh6ng bi anh hu,dng bdi th(,c dn
nhungt6c_d6 hepthu bi g am nhe.
Chua co sEn du i6u ve tuong tActhu6c giOa levetiracetam vd d6 u6ng co c6n.
Tuong ky cia thu6c:
DokhOngc6c6cnghi6ncuu\,6tinhtuongkyciathu6c,kh6ngtr6nlanthuocnay!o cacthudckhac.

Tac dung khdng mong mu5n:
Cdc phan ung co hai duo-c phan nhom theo t;n suit: Rat thuong gap (ADR > 1/10), thu,dng gap
(1/100 <ADR < 1/10), it gap (1/1.000 s ADR < 1/100), hi6m g?p (1/10.000 <ADR < 1/1.000), ret
hi6m gap (ADR < 1 /1 o.OCO); kh6ng th6 $oc uong tin suAt duoc li6t k6 "Chua ro tan suet' .

Thupng gep:
Ti6u h6a: Chdn dn. ndn.
Mi6n dich: B6nh nhi6m khuin
Co..rong. Dauga,
Thankinh:Suynhuoc chdngmdl,daudau, matngar.
Tamthanrlanhvlbetthuong,tramcam,camgiAccdngth6ng,hanhvld6 khang,bantinh,r6iloan
khi sdc cdm x jc thet ihuong.
HO hap: Ho, viom hong, vi6m miri.
Khac: Met mdi. dau
ADR nghien trang:
Da: Fo -. J - g )I.\ er)-Johrso1. hoar lu bi6u bi nhiem cl6c do l^uou.
N,4"- G ;r 'd. oor q te odo. g dn t pu cau.
Gan: Suy gan
Tam than: Y dinh iu sAt, tu,sat.
Huong dan cdch x&triADR:
(l 'a, .a, d o-dn ung da nghier Irorg rhoi chunq Slevens-Johnson. hoat tu b eu bt nhier dor r.

rar 10,.o l uoungayvaepourgcdcbicnphepdieJt.itlayrhe.
-.o,ct-uo-ol'gpthLo' l;mkhui ohatnodctr6rrror gr 01 thrnq,oi roarlarll'ansalLooben.
nhan can giam ieu hodc ngarng thu6cvd theo doi benh nhan chetche.
-norgbaocrooiecynhulgta( dJlg.hongnorgruo. gdpplaikhtcu dJ19t1u6..

Quii lidu vd ciich xr! tri:
Ou5liSu:
Tri6u clttrr.tg: Bu6n ng ar. kich dOng, hung han, suy giam )7 thuc, suy hd hap va hon m e.
Xu tri: N6u bOnh nhan bi quii li6u nghiem trong, cin g6y n6n hodc nia da day. Kh6ng c6 thu6c
gidr do, o.c hr- . ,o o. li.Leran. v, vay (d1 Lier hinl. dii:r tri l.idu churg vi thdm tacr mau
n6u can thi6t. Tham i.ich mdu co the thai tr; duoc khoang 60'; luong levetiracelamvdT4'k cec
chAtchuyon h6a chinh.

Dec tinh duoc luc hoc:' 
Nh6mduocli: Thu6cch6ng d6ngkinh.
MaATC: N03AX14.
(evFlirdLFlan.d;n^J;lp!roid;1 lamotrhu<icch6nocogiatcocautrLChoal-or"longlienoudnden
c6c thu6c didu tri d6ng kinh khdc hiOn co. Co chO tdc dung cara levetiracetam chua du'oc biet ro. O
oorqvar..ei.:'ra,prar-rorgbaovetlrorgaid.oLrolcoqiardordo-dooonqclerl.oacloachat.
Thuoc chi bdo ve rat it [rch thrch du,qi muc toi da va c6c test nguong, nhung bao ve duoc con co giat
toan th6 thu ph;t sau co giat cuc bo clo hai hoa chdt gay co giat taJia, co rinung ddc tinn g 6ng rinu
phuchopcogiatcucbqtho,phittoanthodngu'o Levetiracetamcongcodactinhucchedmdhlnh
chuotdaduoclamgiamnguongkichthich,tuongtq,ngu,o bicond6ngkinhcucb6phuchop.
Levetiracetam kh6ng c6 6i Juc vqr cac thu the benzodiazepin. acid gamaaminobutyric (GABA),
glycin hay N-methyl D-aspartat (NNIDA). Thu6c tdc dung th6ng qua m6t vi tri gan d;c h Cu coa md
rao. cJora o'ore'r 24 cra tui syrap lprotoin SV2A7. S , gan hpt 1al.o rfo ho, pl'Lc. oao hia v) co
trnh chat chon loc lap th6. Levet racetam chi gdn khu.trir vdo mdng t6 b2ro synap d he TKTW md
khong 95n vao cdc m6 ngoai vi. Levetiracelan i,c cho su barng ph6t nhu,ng khOng anh hu,dng tdi
kich thich than kinh binh thudng vi th0 thu6c ngan ngua c6 chon loc tinh d6ng bO qua mGc coa su
bing phat dang d6ng kinh va su lan iruyon cira con d6ng kinh.

Ddc tinh duoc dong hoc:
Hep thu: Khi darng dudng u6ng, thudc nhanh ch6ng hap thu tu 6ng ti6u hoa v6i sinh kha dUng
xap xi 1 00%.
Phinb6:Ndngd6t6idatrongm,ruthu,ongdat.du,qctrongvdngl,3giov€rtrangtha.;nb;ngalat
duo-c sau 2 ngay. Ti le thu6c li6n k6t protein huy6t iu,ong thap, it hon 1 0%. V. khoeng 0,7 I it/kg.
Chuydn hoa: Krodrg 25oo idJ odlg duqc lvdro\y hoa th;rl- ( hat chuyen hoa hhong .o noal .rrl .

Levetiracetam lhOngco;i uccaovd c6cCYP isoenzymvac0ng kh0ng &cchecAcisoenzymnay.
Thai tru: 95" o lieu dung duoc thai tru qua nu6c ti6u du,oi dang nguyen ven ban dau vd chat chuy6n
h6,a. Nl}a doi thai tru huyet tu,ong cira levetiracetam khoang 6 . B gio o' nguol lon ve1r6 em tron 1 2
tu6 , c6 th6 ngdn hon 6 t16 n h6. Levetiracetam duqc bdi xuSt qua soa me, thu6c co th6 duoc ihai trfi,
ra khd co iha nho th6m tirch m6u.

Quy c6ch d6ng g6i: H6p 3 vi x 1 0 vi6n n6n bao phim.
HOp 10 vi x 10 vi6n nen bao phim.

Diau ki6n bao quan, h?n darng, tieu chu6n chSt luong coa thu6c:
Di6u ki6n bao quin: DO d, nhi6t dO du,oi 300C, tr,rnh 6m va anh sang.
Hqn dung cda thu6c: ib lhdng he tir ng y 5in ,ual.
Yia" 

^hi'ah ^h4i 
l'"^n^.Taa<


