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. Rx-THUGC BAN THEO BON

LEVPIRAM

Levetiracetam 500 mg

CTY. C6 PHAN DUST DANAPHA
253 Ding Si Thanh Khe, Tp. Da Ning
Thanh phin :
- Levetiracetam............ 500 mg

-Taduocviradl ... 1 vién
CHi BINH - LIEU DUNG - CACH DUNG - CHONG CHI BINH
Xin xem ki trong t& hudng dn sl dyng.
DE XA TAM TAY TRE EM
BOC KY HUANG DAN 50/ DUNG
TRUGC KHI DUNG :9:’ !
BAO QUAN : Noi kho, thodng, rénh nh 2, 5 .
sang, nhigt 48 dudi 30°C. o

"\ Boxof§ biisters x 10 oblong film-coated tablets

. . Rx - Prescription Drug.

LEVPIRAN

Levetiracetam 500 mg

4 Danapha

COMPOSITION :
- Levetiracetam ........... 500 mg
- Excipients g.s.f .........1 tablet

INDICATIONS, CONTRAINDICATIONS, DOSAGE & ADMINISTRATION
Please read carefully the instruction in box.

STORAGE : To be stored in a ventilation and dry place. Protect
from light, the temperature below 30'C

KEEP OUT OF REACH OF CHILDREN
Specification: In House

READ CAREFULLY THE INSTRUCTION BEFORE USE ozt
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HUONG DAN SU DUNG THUOC - POC KY HUONG DAN SU DUNG TRUOC KHI DUNG

Rx - THUOC BAN THEO PON

LEVPIRAM
THANH PHAN: MJbi vién nén bao phim chira:
e e T T — : 500 mg
- Ta dugc (lactose, avicel 102, natri docusat, aerosil, magnesi stearat,
HPMC 606, HPMC 615, maltodextrin, PEG 400, talc, titan dioxyd, oxyd
AN BTN 1o S R B A R A R RS . 1vién
DUQC LUC HOC:
Co ché chinh x4c vé tac dung chdng dong kinh cua levetiracetam chua rd rang. Hoat tinh chéng
dong kinh cua levetiracetam dugc danh gia trén suc vat.
Nghién ctru in vitro va in vivo trén ca ngua cho thdy ring levetiracetam cé kha ning tc ché sy
dong kinh ma khéng anh huéng dén noron thin kinh nhay cam. Levetiracetam trc ché dong b
¢6 tinh chon loc vé dong kinh.
Levetiracetam & nong d6 10 mcM khéng cé i luc gin két voi thu thé cua benzodiazepin,
GABA, glycin hay céc thy thé ciia N-methyl-D-aspartat.
Trén in vitro, levetiracetam khong tuong téc v6i kénh natri phu thudce dién thé hojic kénh calci
loai T, levetiracetam ciing khong lién quan dén tac dong ctia cc chét din truyén than kinh thudc
h¢ GABAergic. Tuy nhién, trén in vitro cling da giai thich dugc ring levetiracetam x4m nhép
vao ndo dé dang, va ngén ngira cac con dong kinh do bi séc dién, do cac tac nhan gy co giat
hoa hoc bao gbébm cédc chit wc ché su tong hop cac chat din truyen than kinh thudc hé
GABAergic, kénh glycin va trc ché mot phan kénh calci loai N trong céc & bao than kinh.
Vi tri gén két ¢6 tinh bdo hoa va chon loc trén mé ndo & chudt da dugc mé ta cho levetiracetam.
Thi nghiém cho thy ring vi tri két ndi nay 1a ¢ protein & ti synap SV2A, c¢6 lién quan dén chu
trinh ngoai té bao. Mic du su gin két giita levetiracetam véi protein & tai sinap SV2A chua 13
rang, nhung levetiracetam va céc chat lién quan cho thay co 4i lyc v4i protein SV2A c6 lién
quan dén tiém ning hoat tinh chéng co giat & chudt nhét. Su tuong tac gifta levetiracetam véi
protein SV2A c6 thé gép phan cho viée gidi thich co ché chéng dong kinh cua levetiracetam.
DUQC PONG HQC:
- Hép thu: Sau khi udng, levetiracetam dugc hip thu nhanh chong voi ndng d6 dinh trong huyét
twong dat dugc sau 1 gid. Thitc in khong anh hudng dén su hép thu cua thube nhung lam giam
Cmax dén 20% va kéo dai Tmax dén 1,5 gio.
- Phan bé: Levetiracetam gén két véi protein it hon 10%.
- Chuyén héa: Con dudng chuyén hoa chu yéu boi cac enzym thuy phan nhém acetamid, tao
thanh cc chat chuyén héa acid carboxylic. Khong bj anh huong boi cytochrom P450.
- Thai trir: Thoi gian bén thai cua levetiracetam trong huyét tuong khéng phu thudc theo liéu va
trung binh nim trong khoang tir 6-8 gio.
Khoang 66% liéu diing duge dao thai qua than dudi dang khong déi.
CHI PINH :
- Levetiracetam dugc chi dinh don tri liéu trong dong kinh khoi phat cuc bd c6 hodc khong c6
toan thé héa thir phat & bénh nhan vira méi chin doan dong kinh tir 16 tudi tré 1én.
- Levetiracetam duogc chi dinh diéu tri két hop:
+ Trong diéu trj dong kinh khéi phat cuc bd c6 hoic khong c6 con toan thé héa thi phat & ngudi
16m va tré em tir 4 tudi tro 1én.
+ Trong diéu tri dong kinh rung gidt co & ngudi 16n va vi thanh nién tir 12 tudi f.xvenil
Myoclonic Epilepsy). Ji/
+ Trong diéu trj dong kinh co cimg co gidt toan thé tién phét & ngudi 16n va tré tir 6 tudi trd lén
bi dong kinh toan thé tur phat.
LIEU LUQNG VA CACH DUNG: Dung theo su huéng dan cua bac sj:
Thube phai dugc uéng cung vdi mot lugng du nude va cé thé udng trongdhodc ngoai bita an.
Liéu mdi ngay dugc chia déu cho 2 14n udng.
* Don tri li¢u:
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Nguoi I6m va vi thanh nién tir 16 tudi:

Liéu khéi dau 1 250 mg hai 1an mdi ngay va ting 1én dén 500 mg hai 14n mdi ngay sau 2 tuan.
Liéu nay vén c6 thé tiép tuc ting 1én thém 250 mg hai 1an mi ngay cho mdi 2 tuan tiy thude
vao dap tng 1am sang. Liéu t6i da 12 1500 mg hai 14n mdi ngay.

* Piu tri két hop:

Newdi Iém (> 18 tudi) va vi thanh nién (12 dén 17 tudi) cén ning 50 kg tro lén

Liéu khoi ddu la 500 mg hai 1an m&i ngy. Liéu nay c6 thé bat dau ngay tir ngay dau tién cia
diéu tri.

Cén cur trén dap ng 1am sang va tinh dung nap thuoc thi c6 thé tang heu 1én t61 1500 mg hai lan
mdi ngay. Piéu chmh lidu ting Ién hodc giam xubng 500 mg hai 1n mdi ngay cho mdi khoang
thoi gian tir 2-4 tuan.

Nguoi gia (tir 65 tudi tro 1én):

Chinh lidu & ngudi gia dwa trén chirc ning than (Xem muc bénh nhén suy than).

Tré em tir 4 dén 11 tu6i va vi thanh nién (12 dén 17 tuéi) can nang it hon 50 kg:

Liéu diéu trj ban dau 1a 10 mg/kg hai lan mdi ngay.

Cén cu trén dép Ung 1am sang va tinh dung nap thuoc thi c6 thé tang liéu 1én téi 30 mg/kg hai
lan mdi ngay. Dleu chinh liéu tang 1én hodc giam xudng khong nén vuot qua 10 mg/kg hai lan
mdi ngay cho mdi 2 tuan. Thudc dugc khuyen céo nén st dung lidu diéu tri thap nhat c6 thé.
Liéu & tré em tir 50 kg trd 1én thi glong v6i lidu cuia nguoi 16m.

Thay thudc sé& lua chon ké dang thude va ham lugng cho phii hop nhét véi cén ning va liéu
lugng.

Lidu khuyén cdo cho tré em va vi thanh nién:

L Liéu khoi dau: 10 mg/kg hai 1an mdi Liéu t6i da: 30 mg/kg hai 1an mdi
Céan nang . y
ngay ngay
Tu25kg | 250 mg hai 1an mdi ngay 750 mg hai 14n mdi ngay
Tu 50 kg M | 500 mg hai 1an mdi ngay 1500 mg hai 1an mdi ngay

M: Liéu & tré em va vi thanh nién tir 50 kg tro 1én thi gidng véi lidu ctia ngudi 16m.

Tré so sinh va tré dudi 4 tudi hodc tré duedi 25 ke:

Khong nén sir dung levetiracetam cho tré dudi 4 tudi do chura cé du dir liéu chitng minh tinh an
toan cta thude va hiéu qua diéu trj.

Bénh nhdn suy than:

Liéu hang ngay duoc didu chinh duya trén chirc ning than theo bang dudi day. Pé sir dung bang
nay can phai tinh do thanh thai creatinin (CICr) mL/phuit.

Chinh liu ddi véi bénh nhan suy giam chirc ning thin

g D¢ thanh thai creatinin .3 5 % £
Nhom (mL/phi) Liéu luong va tan suat
Binh thudng >80 500-1500 mg hai 1an mdi ngay
Nhe 50-79 500-1000 mg hai 1an mdi ngay
Trung binh 30-49 250-750 mg hai lan moi P%%yi//
Nang <30 250-500 mg hai 1an mdi #Eéy
Bénh than giai doan cudi phai ) 500-1000 mg mot lan méi ngay
tham phan (1) (2)

(1)Liéu tan cong khuyén cdo 12 750 mg cho ngay dau tién diéu trj v6j|levetiracetam.

(2) Liéu bd sung khuyén cdo 14 250-500 mg sau khi thAm phan.
//
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Bénh nhan Suy gan:

Khéng cin chinh lidu dbi véi bénh nhin suy gan tir mirc d nhe dén trung binh. Déi véi bénh
nhan suy gan ning thi do thanh thai creatinin c6 thé khong danh gia hét duge muc do suy than.
Vi v@y nén giam 50% liéu duy tri hang ngay khi d6 thanh thai creatinin du¢i 70 mL/phut.
CHONG CHi PINH:

Min cam véi Levetiracetam, c4c dan chat khac cta pyrrolidon hodc bét cir thinh phan ndo cua
thude.

THAN TRONG:

Levetiracetam chi duge dung cho ngudi 16n va tré em trén 4 tudi. Can phai chinh liéu déi véi
bénh nhén suy than.

D6i véi bénh nhan suy gan- -than ning thi chinh lidu theo danh gia chirc nang thén.

Khéng dugc ngimg thude dot ‘ngdt do nguy co lam ting tan xudt cic con dong kinh. Khi mudn
ngimg levetiracetam duong udng, can ngimg tir tir bing c4ch giam lidu di 1 g cach 2 tuin mot
1an.

THOI KY MANG THAI

Néu c6 thai hodc nghi ngd ¢6 thai, hay thong béo cho béc sy.

Khong nén str dung Levetiracetam trong khi mang thai trir phi that can thlet Nhitng nghién ctru
trén dong vat cho thay thudc cé gay ddc tinh sinh san. Nhitng nguy co tlem 4n cho ngudi chua rd
rang. Vigc ngimg diéu tri thudc dong kinh c6 thé 1am tinh trang bénh trdm trong thém va c6 thé
gay hai doi véi ngudi me va thai nhi.

THOI KY CHO CON BU

Levetiracetam bai tiét dugc qua sita me. Vi vdy, khong nén cho con ba khi dang dung thube trir
khi that cén thiét.

TAC DONG CUA THUOC POI VOI NGUOI LAI XE, VAN HANH MAY MOC VA
NGUOI LAM VIEC TREN CAO

Chua c6 nghién ctru dbi véi tac dong cua thube v6i nguoi dang lai xe,van hanh mdy méc va
ngudi 1am viée trén cao. Do tinh nhay cam trén mdi c4 nhan c6 thé khac nhau nén mét s bénh
nhan c6 thé budn ngl hodc ¢6 cdc tridu chumg ¢6 lién quan dén hé than kinh trung wong, dac biét
tai thoi diém bét dau didu tri hodc sau khi ting lidu. Vi vay nén than trong db6i v6i nhimg bénh
nhan khi thyc hién nhimg cong viéc doi hoi k§ ndng, vi du: 14i xe, van hanh may mdc. Ngudi ta
khuyen c4o cac bénh nhan khdng nén 14i xe hodc vdn hanh may méc cho dén khi biét chic chin
rang kha nang thyuc hién cac hoat dong nay ctia ho khong bi anh hudng béi thudc.

TAC DUNG KHONG MONG MUON (ADR):

- Rat thuong xay ra:

+ Céc r6i loan chung: suy nhuge, mét méi.

+ Céc rbi loan hé than kinh: budn ngt

- Hay xay ra:

+ Céc ro0i loan he thAn kinh: mét tri nhd, mét didu hoa, co giat, chodng vang, dau dau, run, rbi
loan thang béng, rbi loan tip trung, suy giam tri nho.

+ Cac roi loan tAm than: kich dong, trAm cam, khong 6n dinh tinh cam, hanh vi thu dich, mét
ngu, s¢ hai, rdi loan tinh cach, suy nghi khong binh thuong.

+ Cac r01 loan tleu hoéa: dau bung, tiéu chay, kho ticu, budn nén, noN. ’W

+ Céac rdi loan vé gan mat: suy gan, viém gan, bat thudng trong thir nghiém chirc na

+ Céc rdi loan chuyén hoéa va dinh dudng: chan an, tdng can. Nguy co chan an ting cao hon khi
dung pho1 hop levetiracetam v&i topiramat. ,

+ Céc r0i logn ve tai va tién dinh: choang vang.

+ Cac ro: loan mat song thi, m& mét.

+ Cac rdi loan v& co xwong va mo lién két: dau co.

+ Chén thuong, nhi®m doc va céc bién chimg do thi thuat: chén thuong do tai nan.

+ Cac nhlem khuén va nhim ky sinh tring: nhiém khuén, viém miii hong.

+Cac r01 loan ho hip, 1dng nguc va trung that: ho nhiéu.

+ Céc rdi loan da va dudi da: ndi man, eczema, ngira, rung téc-16n§. Trong mot s6 trudmg hop,
O 15
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ngudi ta thay rung toc-16ng sé hoi phuc khl ngung thudc levetiracetam.
+ Céac rbi loan mau va hé lymphoé: giam tiéu cau.
- Ngoai ra, c4c phan tmg phu sau da dugc ghi nhan trong cac bao cao sau khi thude duoc dua ra
thi truomg. Céc dit 1iéu khong du dé hd trg ude tinh ti 1 méi méic trong cong ddng dugce didu tri.
+ Céc rdi loan vé méu va hé bach huyét: giam bach ciu, giam bach cau trung tinh, giam toan bd
huyét cau (véi tre ché tuy xuong xéc dinh dugc trong mot sb trudong hop).
+ Céc rdi loan tdm than: hanh vi bat thuong, gian di, lo ling, bdi réi, do giac, rdi loan tAm than,
tur tir, tim céch tur tir va ¢6 y mudn tur ti.
+ Céc rdi loan cua hé than kinh: ¢6 cam gic bat thudng.
+ Cac rbi loan vé da va mé dudi da: rung téc, trong mot sb truong hop quan sat thdy hdi phuc
khi ngung dung levetiracetam.
+ Céc rdi loan tiéu hoa: viém tuy.
+ Céc r6i loan gan méat: viém gan, suy gan.
Thong bdo ngay cho Bdc si nhitng tic dung khong mong muén gdp phdi khi sir dung thuoc
TUONG TAC THUOC :
Levetiracetam 1000 mg mdi ngay khong anh huéng dén dugc dong hoc cua cac thudc tranh thai
duong udng (ethinyl estradiol va lcvonorgesh-el) va cic thong sb noi tiét (LH va progesteron)
khong bi thay ddi. Levetiracetam 2000 mg mdi ngay khong anh hudng dén duoc dong hoc cua
digoxin, warfarin va thoi gian thrombin kKhong bi thay ddi. Viée ding chung cac thude digoxin,
thudc tranh thai duong uong va warfarin khong anh huong t6i dugc dong hoc clia levetiracetam.
Céc dir liéu da chi ra rang levetiracetam khong anh hudng dén ndng do trong huyét twong cua
cdc thubc khang dong kinh khéc (phenytoin, carbamazepin, valproic acid, phenobarbital,
lamotrigin, gabapentin va primidon) va céc thudc khang dong kinh khac ciing khong anh hudng
dén dugc .ddng hoc cua levetiracetam.
QUA LIEU VA CACH XU TRIi:
-Triéu chitng:
Budn ngt, kich dong, gay gd, suy giam y thirc, suy ho hp va hon mé.
Xir tri qua liéu:
Néu qua liéu cdp thi c6 thé rra da day hodc ting cudng gdy non. Chua cé thudc giai doc déc
higu dbi véi levetiracetam. Xir tri qué liéu chu yéu didu tri triéu chimg va c6 thé thdm tich. Hiéu
qué tham tich la 60% ddi voi levetiracetam va 74% dbi voi chat chuyén hoa diu tién.
KHUYEN CAO:

- Khong dung thude quéa han ghi trén hop, hodc thudc c6 nghi ngd vé chit luong ctia thude nhu:
vién bj udt, bi bién mau.
- Néu can thém thong tin, xin hoi y kién bdc st

TRINH BAY VA BAO QUAN :
- Thube dong hop 5 vi x 10 vién nén bao phim, c6 kém t& hudng dén sir dung. Vl/

- Dé thudc noi kho thoang, tranh anh séng, nhiét d¢ khéng qua 30°C.

PE XA TAM TAY TRE EM. \

- Han dung : 36 thang ké tir ngay san xuét Tiéu chuan ap dung : TCCS

Thubc dwoc sin xudt tai: [
CONG TY CO PHAN DUQC DANAPHA
253 - Diing Si Thanh Khé - TP Pa ning
Tel: 0511.3760130 Fax: 0511.3760127  Email: Info@danapha.com
Dién thoai tu van: 0511 37601 31

Va phén phoi trén toan quoc _
~ugay (thdng o nim 2016
3 GIAM bOC
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HUOGNG DAN SU DUNG THUOC - PQC KY HUGNG DAN SUDUNG TRUGC KHI DUNG
PE XA TAM TAY TRE EM

Rx - THUOC BAN THEO PON

LEVPIRAM
THANH PHAN: M3i vién nén bao phim chira:

« LevellPaCetam . icuvccinsvssrsissnissvivmmomoninsisispevmidn et ess poibnainsin : 500 mg

- T4 dugc (Lactose, Avicel 102, Natri docusat, Aerosil, Magnesi

stearat, HPMC 606, HPMC 615, Maltodextrin, PEG 400, Talc, Titan

dioxyd, OXyd s&t VANE) VIIA Gll....v.eerreersrenssreesssemssssasssssessssesssesssssssss : 1vién

MO T)g SAN PHAM: Vién nén dai bao phim mau ving, mét mit nhin, mit kia c6 vach
ngang. Canh va thanh vién lanh 13n.

QUY CACH PONG GOI: Hop 5 vi x 10 vién nén bao phim, c6 kém t& huéng din sir dung.
THUOC DUNG CHO BENH Gi:

- Levetiracetam dugc chi dinh don trj li¢u trong d¢ng kinh khdi phéat cuc by co hodic khong
c6 toan thé hoa thir phét & bénh nhén vira méi chin doén dong kinh tir 16 tudi tré 1én.

- Levetiracetam dugc chi dinh didu trj két hop:

+ Trong didu tri dong kinh khéi phét cuc bd ¢ hoiic khong c6 con toan thé héa thir phét &
ngudi 16n va tré em tir 4 tudi trd 1én.

+ Trong diéu tri dong kinh rung gi4t co & ngudi 16n va vi thanh nién tir 12 tudi (Juvenile
Myoclonic Epilepsy). .

+ Trong didu trj dong kinh co clmg co gidt toan thé tién phét & ngudi 16n va tré tir 6 tudi tré
1én bj dong kinh toan thé ty phat.

NEN DUNG THUOC NAY NHU THE NAO VA LIEU LUQNG:

Diing theo sy huéng dan ciia béc si:

Thudc phai dwgc uéng cling véi mot lugng di nude va ¢ thé udng trong hoic ngodi bira in.
Liéu mdi ngay dugc chia déu cho 2 14n ubng.

* Don trj ligu: ‘

Nguoi lom va vi thanh nién tir 16 tudi:

Liéu khéi d4u 12 250 mg hai 14n mbi ngdy va ting 1én dén 500 mg hai 1in m&i ngay sau 2
tudn. Liu nay vin c6 thé tiép tuc tang 1én thém 250 mg hai 14n m&i ngdy cho méi 2 tuln tiy
thudc vao dap ung 1dm sang. Liéu tdi da 13 1500 mg hai 14n m&i ngay.

* Didu trj kép hop:

Nguoi Ion (> 18 tuoi) va vi thanh nién (12 dén 17 tuéi) cdn ning 50 kg trd lén

Liééu khéi dAu 1a 500 mg hai 14n m8i ngay. Lidu ndy c6 thé bit dAu ngay tir ngay dAu tién cia
diéu trj.

Cin cir trén d4p ing 14m sang va tinh dung nap thudc thi c6 thé ting lidu 1én t6i 1500 mg hai
1an mdi ngay. Piéu chinh litu ting 1én hoic giam xudng 500 mg hai 14n m3i ngay cho mdi
khoéng thoi gian tir 2-4 tudn.

Nguoi gia (ti 65 tudi tro Ién):

Chinh liéu & ngudi gia dya trén chirc ning thén (Xem myc bénh nhén suy than).

Tré em tix 4 dén 1] tudi va vi thanh nién (12 dén 17 tudi) cén ndng it hon 50 kg:

Liéu diu trj ban du 13 10 mg/kg hai 1dn mdi ngay. |

Ciin cir trén d4p {mg 14m sang va tinh dung nap thudc thi c6 thé ting lidu lén t6i 30 m

hai 1dn m3i ngay. Diu chinh liéu ting 1én hoic gidm xubng khong nén vugt qué 10 mg/kg
hai lﬁén mdi ngdy cho mdi 2 tulin. Thudc dwge khuyén cdo nén sir dung lidu diéu trj thép nhét
c6 the. -

Lié‘u & tré em tir 50 kg tr&r 1én thi gidng véi lidu ciia ngudi 16m.

Thay thudc s lya chon ké dang thudc va ham lugng cho phit hop nhiit v6i cén niing va lidu
lugng. -l

(U 18




Liéu khuyén c4o cho tré em va vj thanh nién;

Liéu khéi ddu: 10 mg/kg hai lin mdi | Liéu ti da: 30 mg/kg hai 14n mbi
Cén ngng ;

ngay ngay
T¥25kg | 250 mg hai 1dn m&i ngay 750 mg hai 1dn mdi ngay
Tt 50 kg © | 500 mg hai 1in m&i ngay 1500 mg hai 1dn mdi ngay

M: Licu & tré em va vj th?mh nién tir 50 kg tré& 1én thi gidng véi liéu cia ngudi 16n.

Tré so sinh va tré dudi 4 tudi hodc tré dudi 25 kg:

Khoéng nén sir dung levetlracetam cho tré dudi 4 tudi do chua c6 da dir liéu chirng minh tinh
an toan ctia thudc va hiéu qua didu tri.

Bgnh nhadn suy thdn:

Liéu hang ngay dugc diéu chinh dya trén chirc niing thdn theo bang du6i day. Dé sir dung
bang nay cén phai tinh d§ thanh thai creatinin (CICr) mL/pht.

Chinh liéu d4i véi bénh nhan suy giam chirc ning than

Nhém 22;:2;}1 (trl:,él]_: ohit) Lidu lwgng va tin suét

Binh thuong >80 500-1500 mg hai 1dn mdi ngay
Nhe 50-79 500-1000 mg hai 14n m&i ngay
Trung binh 30-49 250-750 mg hai 14n m¥&i ngay
Ning <30 250-500 mg hai 14n mdi ngdy
?féf’ pﬁn ﬂf;f; i‘,’%ﬁ M |- 500-1000 mg mot in mdi ngdy (2)

(1) Lléu tAn cong khuyén cdo 12 750 mg cho ngdy dau tién diéu trj voi levetiracetam.

(2) Lidu bd sung khuyén c4o 12 250-500 mg sau khi thdm phén.

Bénh nhan suy gan:

Khéng can chinh liéu d6i v6i bénh nhén suy gan tr mirc d6 nhe dén trung binh. Déi véi bénh
nhén suy gan ning thi d§ thanh thai creatinin cé thé khong dénh gia hét dugc mirc do suy
thén. Vi vdy nén gidm 50% lidu duy tri hing ngdy khi do thanh thai creatinin dudi 70
mL/phft.

KHI NAO KHONG NEN DUNG THUOC NAY:

M3n cam véi Levetiracetam, céc din chét khéc cua pyrrolidon hodc bét ctr thanh phan nao
cia thude.

TAC DUNG KHONG MONG MUON (ADR):
- Rét thudng xay ra:

+ Céc r61 loan chung: suy nhuqc, mét moi.
+ Céc rdi loan hé than kinh: budn ngit

- Hay xé}j ra: )

+ Céc roi loan h¢ th?m kinh: mét tri nhG, mét hoa, co gidt, chodng véing, dau dau, run,
rbi loan thing bing, rbi loan tdp trung, suy giam tr{nhé.

+ C4c r6i loan tAm than: kich ddng, trim cdm, khong on dinh tinh cam, hanh vi thi dich, mét
ngt, s¢ hi, réi loan tinh cach, suy nghi khong binh thiromg.

+ Céc rdi loan tiéu héa: dau bung, tiéu chay, khé tiéu, budn nén, nén. o
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+ Céc rdi loan vé gan mit: suy gan, viém gan, bat thudng trong thir nghiém chirc ning gan.

+ Céc rdi loan chuyén héa va dinh dudng: chan #n, ting cin. Nguy co chan #n ting cao hon
khi diing phéi hqp levetiracetam v&i topiramat.

+ Céc r0i loan vc tai va tién dinh: choéng véng.

+Cac rﬁl loan mét song thi, m& mit.

+ Céc rbi loan vé& co xuong v mé lién két: dau co.

+ Chan thuong, nhiém doc va cac bién chimg do thi thuft: chin thuong do tai nan.

+ Cac nhiém khuén va nhidm ky sinh tring: nhiém khuén, viém mili hong.

+ Céc rbi loan ho hép, 16ng ngyc va trung thét: ho nhiéu.

+ C4c rbi loan da va dudi da: nbi man, eczema, ngira, rung t6c-16ng. Trong mot s truomg
hop, ngudi ta thiy rung toc-16ng s& hdi phyc khi ngung thudc levetiracetam.

+ Céc rdi loan mau va hé lympho: giam tiéu cau.

- Ngoai ra, cac phan img phy sau da duge ghi nhdn trong cdc bao cdo sau khi thudc dugc dua
ra th; trromg. Céc dir liéu khong di dé hd trg wéc tinh ti 16 méi mic trong cfng dong duge
diéu tr;

+ Céc rbi loan vé mau va hé bach huyét: giam bach cdu, giam bach cdu trung tinh, giam toan
bd huyet chu (véi trc ché tuy xuong xac dinh dugc trong mdt s6 truong hqp)

+ Céc rbi loan tAm than: hanh vi bit thtrfmg, gin dit, lo ldng, béi rdi, 4o gide, rbi logn tim
than, ty tu, tim cach tu tr va c6 ¥ mudn ty .

+ Cac r01 loan cfla hé thén kinh: ¢6 cam gidc bit thudng.

+ Cac rbi loan v& da va mé dudi da: rung téc, trong mdt sb trudong hop quan sat thay ‘hoi
phuc khi ngung dung levetiracetam. 1
+ Céc r01 loan ti€u hoa: viém tuy. i
+ Céc r6i loan gan mat: viém gan, suy gan. f
Thang bdo ngay cho Bdc si nhitng tic duyng khong mong muon gip phéi khi sir tf;mg
thuic

NEN TRANH DUNG NHUNG THUOC HOAC THUC PHAM Gi KHI PANG SU
DUNG THUOC NAY :

Levetiracetam 1000 mg mdi ngiy khong anh huong dén duge dong hoc cla cac thuoc tranh
thai duong ubng (ethinyl estradiol va levonorgestrel) va céc thong sb ndi tiét (LH va
progesteron) khong bi thay ddi. Levetiracetam 2000 mg m&i ngay khong &nh hudng dén
duge dong hoc cua digoxin, wargarm va thoi gian thrombin khéng bi thay ddi. Viéc ding
chung céc thudc digoxin, thudc tranh thai duong ubng va warfarin khong anh huéng t6i
dugc dong hoc cua levetiracetam.

Céc dir llf;l.l d4 chi ra ring levetiracetam khéng anh huéng dén ndng do trong huyét twong
cia céc thudc khéng dong kinh khéc (phenytoin, carbamazepm valproic acid, phenobarbital,
lamotrigin, gabapentin va primidon) va cac thudc khang dong kinh khéc ciing khox}gimh
hudng dcn dugc dong hoc clia levetiracetam. y
CAN LAM GI KHI MQT LAN QUEN KHONG DUNG THUOC: '
Uong ngay liéu da quén khi nh¢ ra. Néu liéu d2 quén qué 2 gio thi bo qua va cho den Iléu
tiép theo. .
CAN BAO QUAN THUOC NAY NHU THE NAO: | GG s
Pé thubc noi khé thodng, tranh énh séng, nhit 4 khdng qua 30°C N
NHUNG DAU HIEU VA TRIEU CHUNG KHI DUNG THUOC QUA LIEU:
Trigu chumg: Budn ngy, kich dong, gy go, suy giam y thic, suy hd hép va hon mé.
CAN PHAI LAM GI KHI DUNG THUOC QUA LIEU KHUYEN CAO:

hiéu dbi véi levetiracetam. Xir tri qua lidu chu yéu dicu trj tnéu chimg va c6 EH

Hiéu qua tham tich 1a 60% dbi vdi levetiracetam va 74% déi v6i chét huyen,hga Hﬁlﬂ Err P l;:‘ \
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NHUNG PIEU CAN THAN TRONG KHI DUNG THUOC NAY:

Levetiracetam chi dugc ding cho ngudi 16n va tré em trén 4 tudi. Cin phai chinh lidu dbi véi
bénh nhén suy thén.

Doi v6i bénh nhén suy gan-thén ning thi chinh lidu theo d4nh gia chirc ning thén.

Khong dugc ngimg thudc dot ngdt do nguy co 1am ting tin xuét cac con dong kinh. Khi muén
ngimg levetiracetam dutmg udng, can ngimg tir tir bing céch gidm lidu di 1 g c4ch 2 tudn mot
lan.

KHI NAO CAN THAM VAN BAC Si, DUQC Si:

Khi téc dung khéng mong mudn kéo dai hodic néu cin thém théng tin, xin hoi ¥ kién béc si hotic
dugc si.

HAN DUNG CUA THUOC: 36 thang ké tir ngdy sén xudt

BIEU TUQNG CUA CO SO SAN XUAT s

4| Danapha

PHARMACEUTICAL JSC

| Ngy xem xét sira ddi, c4p nhét ndi dung huéng din st dung thubc:

Thudc dwpe sin xudt tai:
CONG TY CO PHAN DUGC DANAPHA
253 - Diing Si Thanh Khé - TP Pa ning
Tel: 0511.3760130 Fax: 0511.3760127  Email: Info@danapha.com
Pién thoai tw van: 0511.3760131
Va phdn phdi trén toan quéc

D Niing, ngayiSthing 5 nam 2016
_ TONG GIAM POC

21



