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1. Nhan tryc ti€p trén don vi dong géi nhé nhat:
a). Nhdn vi 10 vién nén bao phim.
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2. Nhan trung gian:
a). Nhdan hop 2 vi x 10 vién nén bao phim.

t

& THUGG BAN THEC BON
PRESCRIPTION ONLY

BEZIAX 500
Levetiracetam mg

BEZIAX 500
Levetiracetam mg

Hap 2 vix 10 vién nén bao phim
GMP-WHO DOMESCO  Box of 2 blisters x 10 film-coated tablets

W BE2'Ax 500
Levetiracetam my

WUXS 0 05

“dxa/aH “Bixs Aeby

BEZIAX 50“ - et

Levetiracetam
THANH PHAN: M3i vign nén bao phim chia COMPOSITION: Each film-coated tablet contains:
- Levetiracetam .. 500mg - Levetiracetam ... 500 mg

- T4 duge viady -Excipients ... L ]
CHI BINH, LIEU LUONG & CACH DUNG, CHONG  INDICATIONS, DOSAGE AND ADMINISTRATION,
cHl BINH, TUONG TAC THUBC, TAC DUNG CONTRAINDICATIONS, INTERACTIONS, SIDE

KHONG MONG MUGN VA CAC THONG TIN KHAC: EFFECTS AND OTHER INFORMATIONS: Read the

package insert.

Xem trong 1 hudng dn st dyng kém theo. STORAGE: Store in 2 dry place, below 30 °C, protect
BAO QUAN: Nai kho, nhiét o dusi 30°C. trénh 4nh  from light.

sdng.

e REGISTRATION NUMBER: ...

TIEU CHUAN AP DUNG: TCCS MANUFACTURER'S SPECIFICATION

DE XA TAM TAY TRE EM KEEP OUT OF REACH OF CHILDREN

BOC KY HUONG DAN SU DUNG TRUGC KHI DUNG  READ CAREFULLY THE PACKAGE INSERT BEFORE USE

CONG TY c8 PHAN XUAT NHAP KHAU Y TE DOMESCO
DOMESCO MEDICAL IMPORT EXPORT JOINT-STOCK CORP.
86, Quic 19 30, P. Mj Pha, TP. Cao Lanh, Déng Thip
66, National road 30, My Phu Ward, Cao Lanh City, Dong Thap Province
{Dat ching nhdn IS0 9001: 2016 & ISOAEC 17025: 2005) \J
(Certified IS0 9001: 2015 & ISOAEC 17025: 2005)
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b). Nhan hop 3 vi x 10 vién nén bao phim.

R( THUSC BAN THEC BAN
PRESCRIPTION ONLY

BEZIAX 500
Levetiracetam mg

Hep 3vix 10
GMP-WHO DOMESCO  Boxof 3 blisters x 10

|

BEZIAX 500
Levetiracetam mg

vién nén bao phim
film-coated tablats

Levetiracetam

BEZIAX ),

WUXS 098
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BEZIAX 500
Levetiracetam mg

THANH PHAN: M3i vin nén bao phim chia COMPOSITION: Each film-coated
- Levetiracetam ..........cccccooevicrionrnn, 500 mg - Levetiracetam ..
S TEOUDC oo viladi - Excipients ..

tablet contains:
.. 500 mg
ve 2T,

CHI BINH, LIEU LUGNG & CACH DUNG, CHONG
CHI BINH, TUONG TAC THUGC, TAC DUNG
KHONG MONG MUGN VA CAC THONG TIN KHAC:
Xemn trong td hudng din si dyng kém theo,

BAO QUAN: Noi kho, nhigt dg duéi 30°C. trénh 4nh
sdng.

SBK:

TIEU CHUAN AP DUNG: TCCS

BE XA TAM TAY TRE EM
BOC KY HUGNG DAN SU DUNG TRUGC KHI DUNG

INI:IIDATIIJNS I:IIJSlGE .ﬁND nDMINIS?RATIIJN
CONTRAINDICATIONS, INTERACTIONS, SIDE
EFFECTS AND OTHER INFORMATIONS: Read the
package insert

STORAGE: Store in a dry place, below 30 °C, protect
from light,

REGISTRATION NUMBER: .............
MANUFACTURER'S SPECIFICATION

KEEP OUT OF REACH OF CHILDREN
READ CAREFULLY THE PACKAGE INSERT BEFORE USE

CONG TY cO PHAN XUAT NHAP KHAU Y TE DOMESCO
DOMESCO MEDICAL IMPORT EXPORT JOINT-STOCK CORP.
66, Qudc 1§ 30, P. My Phi, TP. Cao Linh, Béng Thép
66, National road 30, My Phu Ward, Cao Lanh City, Dong Thap Province
(Dat ching nhdn IS0 9001: 2015 & ISONEC 17025: 2005)
{Certified IS0 9001: 2015 & ISO/IEC 17025: 2005)
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hop 6 vi x 10 vién nén bao phim.

& THUGC BAN THEC BON

BEZIAX 500
Levetiracetam mg

BEZIAX 500 |
Levetiracetam mg

GMP-WHO DOMESCO Hop 6 vl x 10 vién nén bao phim
BEZIAX 5"“

THANH PHAN: MBi vign nén bao phim chifa: Levetiracetam mg

- Levetiracetam ... . 500 mg

- Ta dugc .. vika du

CHI BINH, LIEU LUNG & CACH uuus CHONG CHi nmu TUONG TAC ntuﬁc ThC nuus KHONG
MONG MUGN VA CAC THONG TIN KHAC: Xem trang ti huéng din s dung kém theo,
BAO QUAN: Noi knd, nhigt db dutsi 30 °C, trdnh anh sing.

SBK: BE XA TAM TAY TRE EM
TIEU CHUAN AP num; TCCS BOC KY HUGNG DAN SU DYNG TRUGC KHI DUNG

cONG TY c8 PHAN XUAT NHAP KHAU Y TE DOMESCO
66, Qudc 10 30, P. My Phi, TP, Cao Lanh, Béng Thap
(Bat ching nhdn 1S0 9001: 2015 & ISO/IEC 17025 2005)
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BEZIAX 500
COMPOSITION: Each film-coated tablet contains: Levelipcetarm mg
- Levetiracetam .. ... 500 mg
- Excipients ... RPT PR 4 4

INDICITIDNS DDS’.GE AND AI:IMINISTRJ\TION BUHTFIMNIJII:&TIOMS INTEH.AI:TII]NS SIDE
EFFECTS AND OTHER INFORMATIONS: Read the package insert.
STORAGE: Store in a dry place, below 30 °C, protect from light.

REGISTRATION NUMBER: ............. KEEP OUT OF REACH OF CHILDREN
MANUFACTURER'S SPECIFICATION READ CAREFULLY THE PACKAGE INSERT BEFORE USE

DOMESCO MEDICAL IMPORT EXPORT JOINT-STOCK CORP.

(Certified 1S0 9001: 2015 & ISO/IEC 17025: 2005)

66, National road 30, My Phu Ward, Cao Lanh City, Dong Thap Province jf

(
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QI@NG GIAM BOC ,»-f
\Cli'll & Phit trién

Tran Thanh Phong




https://nhathuocngocanh.com/

TO HUONG DAN SU DUNG THUOC

Rx I
Thuoc ban theo don

BEZIAX 500 mg

| THANH PHAN: MGéi vién nén bao phim chita
TR PR ANINN .m0 5088545 A 5 A S s 500 mg
- Ta dugc: Microcrystallin cellulose PH102, Natri croscarmellose, Magnesi stearat, Colloidal silicon
dioxid A200, Hydroxypropyl methylcellulose 15¢P, Hydroxypropyl methylcellulose 6¢P, Polyethylen
gly(iol 6000, Tale, Titan dioxid, Mau Tartrazin lake, Mau Sicovit red, Ethanol 96 %, Nudc tinh
khiet.
DANG BAO CHE: Vién nén bao phim, diing ubng.
QUY CACH DPONG GOI:
Hop 2 vi x 10 vién, hgp 3 vi x 10 vién, hép 6 vi x 10 vién.
CHI PINH:
- Levetiracetam duoc chi dinh don tri liéu trong dong kinh cuc bd c6 hodc khong cé toan thé hoa thi
phét & bénh nhan vira méi chén doan dong kinh tir 16 tudi trd 1én.
- Levetiracetam dugc chi dinh diéu trj két hop trong:
+ Pong kinh cuc bd ¢ hoic khong cé toan thé hoa thix phat ¢ ngudi 16n va tré em tir 12 tudi trer 1én.
+ Pong kinh rung giat co & ngudi 16m va tré em tir 12 tudi.
+Dong kinh co cimg co gidt toan thé tién phat & ngudi 16n va tré em tir 12 tudi tros 1én bi dong kinh
toan thé tu phat.
LIEU LUQNG VA CACH DUNG
* Cach dung: Dung udng, lidu mdi ngay duoc chia déu cho 2 lan udng, c6 thé udng trong hodc ngoai
bira an.
* Liéu dung:
- Pon trj lidu: Lidu khoi dau 1a 250 mg x 2 lan/ngay. Can cr vao dép tng 1am sang va tinh dung nap
thubc c6 thé tang liéu 1én t&i 1500 mg x 2 lan/ngay.
- Diéu tri két hop:
Nguweoi 16m va tré em trén 12 tubi can ndng 50 kg tro lén: Liéu khoi dau 1a 500 mg x 2 lém/ngay Can
clr vao dap ung lam sang va tinh dung nap thudc cé thé tang lleu 1én t61 1500 mg X 2 lan/ngay Diéu
chinh lidu ting 1én hogc giam xubng 500 mg x 2 1dn/ngay cho mdi khoang thoi gian tir 2 - 4 tuan.
Newdi gid tir 65 tubi tré lén: Chinh lidu dua trén chirc nang than
Bénh nhdn suy gan:
Khong can chinh liéu dbi v6i bénh nhan suy gan mirc do nhe va trung binh. Ddi v6i bénh nhén suy
gan nang, d6 thanh thai creatinin c6 thé khong dénh gia dting muic do suy than. Do d6 nén giam 50 %
lidu duy tri hang ngay & ngudi 16m khi d6 thanh thai creatinin dudi 70 mL/phiit.
Benh nhan suy rhan

| CICr (mL/ phut) = EE—— Lleu lucmg

: ________ ~_50-79 500 -1000 mg x 2 lan/ngay

o 30 -49 250-750mgx 2 lanf’ngay
<30 250 - 500 mg x 2 lam’ngay

| D6i voi bénh nhan dang thim phén mau: Liéu tan cong duoc khuyén céo 1a 750 mg khi bat diu ubng;
lidu bd sung khuyén céo 1a 250 mg dén 500 mg.

*Luuy:

Khi ngung sir dung thubc: Levetiracetam 500 mg phai dugc ngung thude dén dan dé tranh nguy co
gia tang con dong kinh tr¢ lai (nguoi 16n giam 500 mg x 2 lan/ngay cho mbi 2 dén 4 tuin; tré em
khéng nén giam lidu qua 10 mg/kg x 2 lan/ngady cho mdi 2 tuin). Khong nén tu y ngung thudc ma
khong c6 y kién cna béc si.

Néu quén liéu: Hay lién hé bac si dé duge huéng dan néu quén ubng thude di liéu, khong ducrc ubng

| bu phén lidu da quén ubng.
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CHONG CHI PINH:

- Mén cam véi levetiracetam, cac dan chit khéc ctia pyrrolidon hodc bét ctr thanh phan nao cia thudc.
THAN TRONG KHI SU DUNG:

- Levetiracetam 500 mg chi dugc dung cho ngudi 16n va tré em trén 12 tudi.

- Cén phai chinh li¢u ddi véi bénh nhan suy than.

- D6i v6i bénh nhén suy gan - than nang thi chinh lidu theo danh gia chirc nang thén.

- Than trong khi ngung sir dung thubc. Levetiracetam 500 mg phdi dwoc ngung thudc dan din dé
tranh nguy co gia tang con dpng kinh tro lai.

- Da cé bao cdo vé tram cim, tw tik va cé ¥ dinh tw tiv ¢ mt s6 bénh nhén sir dung thuéc.

PHU NU CO THAI VA CHO CON BU:

- Khong nén sir dung levetiracetam trong khi mang thai trir khi théat can thiét. Nhitng nghién ctru trén
dong vét cho thiy thudc c6 giy doc tinh sinh san. Nhitng nguy co tiém 4n cho phu nit mang thai chua
10 rang.

- Levetiracetam bai tiét dugc qua sita me do d6 khong nén cho con bu khi dang diing thudc.

ANH HUONG LEN KHA NANG LAI XE VA VAN HANH MAY MOC:

Chua c6 nghién ctru dbi véi tac dong ctia thude vai lai xe va van hanh mdy méc. Do levetiracetam c6
thé gy budn ngu va choang vang vi vay nén than trong db6i v6i nhitg bénh nhan khi thyuc hién nhimng
cong viéc doi hoi k¥ nang nhu 1ai xe, van hanh may moc.

TUONG TAC VOI CAC THUOC KHAC VA CAC DANG TUONG TAC KHAC:

- Thuéc chong dpng kinh:

+ Cdc dir ligu cho thdy levetiracetam khong anh huéng dén nong dp trong huyét thanh ciia cic
thuéc chéng dong kinh (phenytoin, carbamazepin, acid valproic, phenobarbital, Iamomgm,
gabapentin va primidon) va cdc thuéc chong dong kinh nay ciing khéong dnh huéng dén duwoc
dong hoc cua levetiracetam.

+ Khong cé bang clmwg vé twong tic ldm sang & tré em ding levetiracetam dén 60 mg/kg/ngay.
M0t nghién civu vé twong tic dwgc dpng hoc 6 tré em va thanh thiéu nién bi bénh dong kinh (4-17
tudi) cho thdy levetiracetam khong dnh hwéng dén néng dp trong huyét thanh ciia carbamazepin
va valproat. Tuy nhién, do thanh thai cia levenraceram 0 tré em dung thuéc chong dpng kinh cao
hon 20 % so véi tré khong diung. Khong can thiét diéu chinh liéu.

- Probenecid:

+ Probenecid (500 mg 4 I&n/ngay), mot chdt ikc ché bai tiét tai dng thin, cho thiy irc ché dj thanh
thdi thdn cia chat chuyén héa brm dau nhung khong vrc ché dj thanh thii than ciia levetiracetam.
| Tuy nhién, néng dj ciia chit chuyén héa nay van con thap.

- Methotrexat:

+ Diang dong thoi levetiracetam va methotrexat lam giam dg thanh thai cia methotrexat, do do
lam tang hodc kéo dai nong dp methotrexat trong mdu din dén gdy doc cho co thé. Can theo dii
nong dp methotrexat va levetiracetam trong mdu ¢ bénh nhén diéu tri dong thoi véi hai loai thuéc
nay.

- Thudc trdnh thai va cdc twong tic dugc dong hoc khdc:

+ Dung Ievet:racetam 1000 mg/ngay khong anh hwéng dén dmrc dong hoc ciia thuéc tranh thai
dwong uong (ethinyl estradiol, levonorgestrel) va cic thong so npi tiet (LH va progesteron) khong
thay doi. Levetiracetam 2000 mg/ngay khong anh huong dén dwoc dong hoc ciia digoxin va
warfarin, thoi gian prothrombin khong bi bién dbi. Diing dong thoi véi digoxin, thubc tranh thai
dwong uong va warfarin khon g anh huong dén dwoc dong hoc ciia levetiracetam.

- Thuc Pham v cdc thiec uéng cé chira con:

+ Sy hap thu cia levetiracetam khong bj thay doi béi thive dn, nhung roc dp hap thu co thé giam nhe.
+ Chuwa cd dit liéu ve s twong tdc cua levetiracetam voi cdc thicc uong cé chiva con.

- Chua co dix liéu ) vé anh huwéng ciia cdc thudc khdng acid doi véi sw hip thu levetiracetam.

TAC DUNG KHONG MONG MUON:

Cic phdn tng phu thuong gap nhit la viém miii hong, buén ngii, nhirc dau, mét méi va chéng
mdt.

Bing tém tit cdc tic dung khong mong muon:

Tdc dung khéng mong muon dwec bdo cdo trong cdc nghién ciru lam sang (nguwoi lon, thanh thiéu
nién, tré em va tré so sinh > 1 thdng) va div ligu trén thi truong dwoc liét ké trong bang sau. [\ /
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Cac hé co quan Tan suat Cic tac dung khong mong muon
)]
Nhiém trung va nhiém | Rat thuomg | Viém miii hong.
ky sinh trung gdap
Hiém gdp Nhiém khuan.
Réi loan mau va hé tao | Jr gdp Giam tiéu cau, giam bach cau.
mau Hiém gdp | Giam huyét cu (giam bach cau, mat bach ciu hat).
Réi loan hé miéndich | Hiém gdp | Phan tmg thudc véi céc bach cdu ua eosin va triéu chimg
toan than, qua man (bao gdbm phii mach va séc phan v¢).
Roi loan dinh dudng va | Thuromg gdp | Biéng an.
chuyén hoa It gap Giam cén, ting can.

Hiém gdp Téang natri mau.

R6i loan tim than Thuong gap Tram cam, thu dich, hung héang, lo au, mét ngu, céng
thang, cau git.

It gap C6 y dinh tu t, roi loan tAm than, hanh vi bat thuong, a0
gidc, gian dit, 1 14n, hoang loan, tim trang thay doi, kich
dong.

Hiém gdp Tu tir, rdi loan nhén céach, suy nghi bat thuong.

R6i loan hé than kinh

Rat thuong
gap

Budn ngu, nhirc dau.

va céc bién chimg

Thuong gap | Co giat, roi loan tién dinh, chong mat, budn ngu, run.
It gap Chung hay quén, suy giam tri nhd, bét hop tac, mat diéu
hoa, di cam, ri loan chu y.
Hiém gap Chimg mua von, rdi loan van dong, chimg ting dong.
R&i loan thi luc It gap Nhin d6i, nhin mo.
Roi loan tai va tai trong | Thuong gdp | Chong mit.
R&i loan trung that, Thuong gap | Ho.
nguc va hé ho hz‘ip
R&i loan tiéu hoa Thuong gdp | Pau bung, tiéu chay, kho tiéu, budn nén, non.
Hiém gap Viém tuy.
R6i loan hé gan mat It gap X¢ét nghiém chirc nang gan bat thudng.
Hiém gap Suy gan, viém gan.
Réi loan da va md dudi | Thuweong gdp | Phat ban.
da It gap Rung téc, cham, ngira.
Hiém gdp Hoai tir doc té bao, hdi chung Stevens-Johnson, hong ban
da dang.
Rai loan co xurong va It gap Yéu co, dau co.
mo lién két
Réi loan chung va Thieong gdp | Suy nhuge, mét moi.
duong dung
Chén thuong, ngd doc | /r gap Chén thuong.

(*) Tac dung phu dugc thé hién theo mirc do va tan so giam dan dugc xé4c dinh nhu sau: Rit thuong
gap (ADR > 1/10); thuong gap (NIOO < ADR < 1/10); it gdp (1/1000 < ADR < 1/100); hiém gip
(1/10.000 < ADR < 1/1000) va rat hiém gap (ADR < 1/10.000).

Thong bao cho béc si nhimg tac dung khong mong mudn gap phai khi sir dung thudc.

QUA LIEU VA CACH XU TRIi:
Triéu chimg: Budn ngu, kich dong, gy g0, tram cam, suy giam y thirc, suy ho hép va hén mé.

Xir tri qud liéu:

Néu qua lidu cp thi ¢6 thé rira da day hogc tang cudng gdy non. Chua co thuoc giai doc dac hidu ddi
Vi levetiracetam. Xu tri qua lidu chu yéu diéu tri triéu chung va c6 thé tham phan méu. Hi¢u qua

thim phan mau 14 60 % dbi voi levetiracetam va 74 % d6i v6i chit chuyén hoa dau tién.
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DUQC LUC HQC:

Hoat chat levetiracetam la dan chét pyrrolidon (dong phan S cua a-ethyl-2-oxo-1-pyrrolidin acetamid)
va khong ¢6 lién quan vé mit héa hoc dbi véi cac thude chdng dong kinh hién hanh.

Co ché tdc dung:

- Co ché tac dung cua levetiracetam chua dugc biét r6 nhung c6 vé khac véi cac o ché tac dung cua
nhitng thudc chong dong kinh hién nay. Cac thir nghiém in vitro va in vivo cho rang levetiracetam
khong lam thay dbi dac tinh co ban cta té bao va su dan truyén than kmh binh thuong. ‘

- Cac nghién ctru in vitro cho théy levetiracetam tac dong 1én ndng d6 C a * trong té bao than kinh bang
cach tc ché mot phin dong Ca®* loai N va lam giam sy phong thich Ca®" tir cdc ngudn du trit trong té
bao than kinh. Ngoai ra, thudc con lam dao nguoe mot phan sy giam dong GABA va glycin gdy nén do
cam tmg v6i k&m va cic beta-carbolin. Hon nita, trong cac nghi€n ctru in vitro, levetiracetam cho thay
gin két voi mot vi tri dic hidu & md ndo cua loai gam nham. Vi tri gin két nay la protem 2A ¢ tai
synap, dugc cho 1a ¢d lién _quan dén sy vo tii va su phong thich cac chét din truyén than kinh.
Levetiracetam va cac chit dong déng lién quan c6 4i luc nhit dinh dé gan két voi protein 2A & nang
| synap, diéu nay twong tmg véi hoat tinh bao vé chéng co giat cta thude trong nghién ciru trén mo
hinh chudt bi dong kinh dudi kich thich am thanh. Phéat hi¢n nay cho thdy su tuong tac giira
levetiracetam va protein 2A & tui synap c6 thé gép phan vao co ché tac dung chéng dong kinh cua
levetiracetam.

Duge luc hoc:

- Levetiracetam ting cudng bao vé chdng con co _gidt trong nhiéu mé hinh co git cuc bd va toan thé
tién phat trén dong vat ma khong c6 tac dung tién co gidt. Chét chuyén héa ban dau khong c6 hoat
tinh.

- O ngudi, thube c6 tac dung trong ca dong kinh cuc bd va toan thé (con phong luc dang dong kinh/
dap umg kich phat ddi véi kich thich anh sang) da khing dinh duoc phd rong cua dic tinh duge Iy tién
lam sang cua thude.

DUQC PONG HQC:

- Levetiracetam 14 chat c6 tinh thdm va hoa tan trong nudc cao. Dac tinh duge dong hoc tuyén tinh va
khong phu thude thoi gian voi su bién dbi thap trong va gifra céc ca thé. P9 thanh thai cta thudc
khong bi thay doi khi dung da liéu. Chua c6 bang chimg vé sy khéc biét giita céc c4 thé c6 lién quan
dén gidi tinh, ching tdc hodc thoi gian trong ngay. Didc tinh dugc dong hoc 1a tuong duong & nguoi
tinh nguyén khoe manh va bénh nhan dong kinh.

- Nong d thube trong huyet tuong ¢6 thé du tinh duoc dua trén liéu uéng levetiracetam theo mg/kg
trong lugng co thé do thudc hép thu hoan toan va tuyén tinh. Vi vay, khong can thiét phai theo ddi
ndng do thube trong huyét tuong.

- Nguoi ta cling quan sét thdy c¢6 mdi lién quan dang ké gitra ndng do thude trong nude bot va trong
huyét twong & ngudi 16n va tré em (ty 1 nong do thude trong nude bot/ndng do thude trong huyét
tuong 12 khoang tir 1 dén 1,7 d6i véi dang vién nén dung udng).

Nguwoi lom va vi thanh nién:

Hap thu:

- Levetiracetam dugc hap thu nhanh sau khi uéng. Sinh kha dung tuyét d6i duong uong dat gan 100 %.
Nong do dinh trong huyet tuong (Cmax) dat khoang 1,3 gits sau khi udng. Trang thai on dinh dat duoc
sau 2 ngay véi ché do liéu 2 1an moi ngay Céc nong do dinh (Cmax) dién hinh tuong Ung 1a 31 va 43
ug/ml sau don liéu 1000 mg va sau lidu 1ap lai 1000 mg hai 1an mbi ngay.

- Mitc d6 hap thu khong phu thude vao liéu va khong bj anh huéng boi thie an.

Phdn bé:

Chua co dir liéu phén b trong md & ngudi. Ca levetiracetam va chét chuyén héa ban diu ciia n6 déu
khong gin két dang ké voi protein huyet tuong (< 10 %). Thé tich phan b6 cua levetiracetam 1a
khoang 0,5 dén 0,7 L/kg, tri s6 nay gan véi thé tich nudce toan bd co thé.

Bién d@oi sinh hoc:

- O nguoi, levetiracetam hu nhu it chuyén hoa. Con duong chuyén héa chu yéu (24 % cia liéu) 1a thuy
phan nhom acetamid bang men. Céac dang dong phan ciia men gan cytochrom Psso khong tham gia vao
qua trinh tao chat chuyén hoa ban dau (ucb LO57). Pa do luong dugce sy thiy phan nhom acetamid ¢
nhiéu mé bao gdm ca cac t& bao mau. Chat chuyen héa ucb LOS7 khong ¢6 hoat tinh duoc hoc.

- Ngudi ta ciing xac dinh dugc hai chit chuyén héa it. Mot chit thu duoc bai hydroxyl héa vong
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pyrrolidon (1,6 % cua lidu) va chét con lai thu duge béi md vong pyrrohdon (0,9 % cua liéu).

- Céc thanh phan khac khong xéc dinh duoc chi chiém 0,6 % cua liéu.

- Ngudi ta khong thay ¢6 bang chimg vé su chuyén doi doi hinh in vivo cua levetiracetam va ca chat
chuyén héa ban diu cta né.

- In vitro, levetiracetam va ca chat chuyén hoa ban dau cua né duogc thiy 1a khong e ché cac dang
df‘mg phén chinh cia men gan ngudi cytochrom Pyso (CYP3A4, 2A6, 2C9, 2C19, 2D6, 2E1 va 1A2),
glucuronyl transferase (UGT1A1 va UGT1A6) va cac quéa trinh epoxid hydroxylase. Ngoai ra,
levetiracetam khong anh huong den glucuronyl hoéa acid valproic trén in vitro.

- O té bao gan ngudi nudi cdy, levetlracetam it hoac khong anh hudng lén sy tiép hop cua
ethinylestradiol hay CYP1A1/2. O nong dd cao (680 pg/ml) levetiracetam gay kich irng nhe CYP2B6
va CYP3A4, tuy nhién, ¢ nong do gan véi Cpay dat duoc sau khi dung liéu lap lai 1500 mg hai lan
moi ngay, cac tac dong nay khong duge xem la ¢é lién quan sinh hoc. Vi vdy, levetiracetam khong
thé twong tac v6i cac chat khac hodc nguoc lai.

Thai trit:

- Thoi gian ban thai trong huyét twong & ngudi 16n 1a 7 + 1 gio va khong thay ddi theo lidu, dudng
ding hay dung liéu 13p lai. P§ thanh thai toan phan trung binh 13 0,96 ml/phut/kg.

- Pudng thai trir chinh 1a qua duong tiéu, chiém trung binh 95 % cta lidu (khoang 93 % cua li¢u duge
thai trir trong vong 48 gi¢). Chi ¢6 0,3 % cua lidu thai trir qua phén.

- Trong 48 gio dau, lugng thai trir tich liy qua duong tiéu cua levetiracetam va chit chuyén hoéa ban
dAu cua né tuong tmg 1a 66 % va 24 % cua liéu. D9 thanh thai than cua levetiracetam va ucb LO57
tuong tmg la 0,6 va 4,2 ml/phut/kg cho thay levetiracetam thai trir qua loc ciu than voi sy tai hap thu
ké d6 & 6ng than va cho thdy chat chuyén héa ban diu ciing thai trir qua bai tiét chi dong qua 6ng
than ciing voi loc cau than. Sur thai trir levetiracetam c6 tuong quan véi do thanh thai creatinin.

Nguwoi gia:

Thoi gian ban thai tang khoang 40 % (10 - 11 gio) ¢ nguoi gia do suy giam chirc nang thén.

Tré em (4 - 12 tudi):

- Thoi gian ban thai cua levetiracetam la 6 gio sau khi ubng don liéu 20 mg/kg & tré bi dong kinh. Do
thanh thai toan phan la 1,43 ml/phut/kg.

- Levetiracetam nhanh chong dugce hép thu sau khi ubng da liéu (20 - 60 mg/kg/ngay) ¢ tré bi dong
kinh (4 — 12 tudi). Nong d6 dinh trong huyét twong duge quan sat thdy sau khi uong khoang 0,5-1
gio. Nong d6 dinh trong huyét twong va dién tich dudi duong cong tang tuyen tinh va ty 1€ thuan véi
liéu. Thoi gian béan thai 1a khoang 5 gi¢. D9 thanh thai toan phan cta thube 1a 1,1 ml/phit/kg.

| Suy thén:

Do thanh thai toan phin cua ca levetiracetam va chét chuyén héa ban diu cia nd tuong quan voi do
thanh thai creatinin. Vi vy, dbi v6i bénh nhan suy thin muc d trung binh va ning can chinh liéu duy
tri hang ngay cua levetiracetam dua tren d6 thanh thai creatinin.

O bénh nhan bénh than giai doan cudi c6 v6 niéu, thoi gian ban thai gitra cac giai doan tham tach va
trong giai doan tham tach tuong ung la khoang 25 va 3.1 gio. Ty suét loai levetiracetam 13 51 % trong
mdt chu ky thdm tach chuan 4 gio.

Suy gan:

Khong c6 su thay doi vé duoc dong hoc clia levetiracetam & bénh nhén suy gan mirc d§ nhe (Child-
Pugh A) va trung binh (Child-Pugh B). O nhirng bénh nhan suy gan ning (Child-Pugh C), do thanh
thai toan phan cua levetiracetam bang 50 % so véi ngudi binh thuong, cha yéu la do giam thanh thai
than. Khong can chinh liéu & bénh nhén suy gan mirc dd nhe dén trung binh. O bénh nhan suy gan
ndng, d§ thanh thai creatinin c6 thé khong danh gia hét duge mic d suy than. Do d6, nén giam 50 %\
liéu duy tri hang ngay khi do thanh thai creatinin < 70 ml/phut. ~3
BAO QUAN Noi kho, nhi¢t do dudi 30 °C, tranh anh sang. %
HAN DUNG: 36 thang ké tir ngay san xuét.

THUOC NAY CHI DUNG THEO PON CUA BAC SI.

POC KY HUONG DAN SU DUNG TRUGC KHI DUNG.

NEU CAN THEM THONG TIN XIN HOI Y KIEN BAC SI.

PE XA TAM TAY TRE EM.
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