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Magquette san phdm Febustad 80
Hinh thirc: THONG TIN BE GIOI THIEU THUOC CHO CANBOQ Y TE

Kich thuwdc A4 (210 x 297 mm)

THANH PHAN:
M&i vién nén bao phim Febustad 80 chia:
FEhIDOStAt ... 80 mg
TAOMEWEAAN ... s 1 vién
mo TA

Vién nén dai, bao phim mau vang, hai mat khum, mdt mat khic s8
“80", mdt mat khic vach.

DUC LUC HOC
Febuxostat {fc ché xanthin oxidase, 1 enzym xic tac chuyén
hoa hypoxanthin thanh xanthin va xanthin thanh acid uric.
Béng cdch ngdn chan san xudt acid uric, febuxostat lam giam
ndng dd trong huyét thanh clia acid uric. Febuxostat tac dong
rat it trén cac enzym khdc tham gia tng hop va chuyén hoa
purin va pyrimidin.

DUgc BONG HOC
Febuxostat dugc hdp thu nhanh va tot sau khi udng. Mac du ding
thudc véi bifa an giau chat béo c6 lam giam ndng do dinh va mifc
tiép xiic trong huyét tuong, nhung diéu nay khong co v ngha ldm
sang, febuxostat co thé udng cung hodc khong cling véi thic An.
Miic gén ket vdi protein huyét tuong khodng 99%. Febuxostat
duoc chuyén héa rong rai nhd syt lién hgp théng qua hé enzym
uridin diphosphat glucuronosyltransferase (UDPGT) va oxy héa
théng qua céc isoenzym thujc hé cytochrom P450; cic chat
chuyén hoa co hoat tinh dugc hinh thanh chil y&u bi UGT1A1,
UGT1A8, UGT1A9 va CYP1A1, CYP1A2, CYP2C8 hay CYP2C9.
Febuxostat ¢ thi gian ban thai trung binh cudi cuing khodng 5 -
8 git. Khodng mot nifa lidu ding duge dao thai qua nudc tiéu va
phdn con lai dao thi qua phan.

CHi BINH
Chi dinh trong diéu trj ting acid uric huy&t man tinh & nhiing
bénh nhan da co ling dong urat (bao gém tién sif bénh, hodc
dd c6 hat tophi va/hodc viém khdp gat. Febuxostat khong dugc
khuy&n cao cho diéutri ting acid uric huyét khang triéu ching.

LIEU LUGNG VA CACH DUNG
Febustad dugc ding duong udng va khdng phu thudc vao biia
in va thudc khdng acid.

Liéu ding

- Khuy&n cdo lidu khoi ddu clia febuxostat trong kiém sodt acid
uric huy&t & bénh nhan bj gt 1a 40 mg x 1 1An/ngay.

- Liéu cha febuxostat ¢6 thé ting dén 80 mg x 1 lin/ngay &
nhiing bénh nhan khong dat dugc ndng d urat huyét thanh
dudi 6 mg/dL sau 2 tudn diéu tri véi febuxostat véi lidu 40 mg x 1
I4n/ngay. CA thé xem xét tAng liéu t6i 120 mg x 1 14n/ngay néu
néng dd acid uric huy&t thanh > 6 mg/dL sau 2 - 4 tudn diéu trj.

- Khuy&n cdo sif dung thuc it nhat 6 thang dé dy phong con gt
tai phat.

- Khaing cén diéu chinh liéu & b&nh nhan suy than nhe d&n vira
hodc suy gan nhe.

- Tré em: Hiéu qua va an todn clia febuxostat chua dugc thiét 1dp
cho tré dudi 18 tudi.

- Ngu/di cao tudi- Khding cdn diéu chinh liéu.

Febuxostat 80 mg

CHONG CHi BINH

- Qua man véi bat ky thanh phdn nao cla thudc.

- Dung chung véi azathioprin, mercaptopurin hodc theophyllin.

THAN TRONG

- Gut tdi phat: Su gia tAng con gut tAi phdt thuting dugc nhdn
thdy khi bt ddu diéu tri véi thudc chdng tang acid uric huyét,
bao gbm ca febuxostat. NEu con git tdi phat xdy ra trong khi
diéu tri, khdng cdn ngung febuxostat. Difu tri dyf phong trong
sdu thing c6 thé c6 ich (nhu diing thudc chdng viém khéng
steroid (NSAID) hay colchicin khi bat ddu diéu trj).

- Anh huéng trén tim mach; Khong khuyén cdo sii dung
febuxostat trén bénh nhan c6 bénh tim thifu mau cuc b hodc
suy tim sung huy&t man tinh. TV I8 bj cac bi€n c6 thuyén tic
huy&t khdi tim mach da dugc nhdn thdy & nhiing bénh nhén
dugc diéu tri bing febuxostat cao han allopurinol trong cac thir
nghiém Iam sang. Theo ddi cdc dau hiéu va triéu chitng nhdi
mdu catim va dgt quy.

- Anh hudng trén gan: Da co béo cdo vé suy gan, doi khi co tir
vong. Khang thé loai trif nguyén nhén do sif dung thudc. N&u
phét hién tdn thuong gan, ngung sif dung febuxostat tam thai
va danh gid nguyén nhan c6 thé co & bénh nhan, sau do diéu tri
nguyén nhan néu cé thé d& phyc héi hoic dn dinh bénh. Khéng
dung lai febuxostat néu tdn thudng gan dugc xac nhan va khéng
tim thay nguyé&n nhan khac.

- Dj tng/mén cam vdi thudc: Bénh nhan nén dugc biét va theo
ddi chit ché cac diu higu va tridu ching clia phan iing dj
ng/mén cam. Ngung diéu trj vdi febuxostat ngay néu ¢6 phin
{ing dj dng/min cadm nang nhu hdi ching Stevens-Johnson.
Néu céc phan (ng di (ng/mén cam ting bao gdm hdi chimg
Stevens-Johnson va phan (ng phan vé cdp/sdc phan vé,
khong sl dung lai febuxostat cho bénh nhan thém bat ky 1in
nao nifa.

- Réi foan tuyén gidp: Tang gid tri TSH (> 5,5 plWml) duge quan
st thay & b&nh nhdn st dung febuxostat 1du dai (5,5%). Cdn
than trong diing febuxostat cho bénh nhan thay déi chiic ning
tuy&n giap.

- Febustad chia lactose. B&nh nhéan bj bénh khéng dung nap
galactose di truyén hi€m gip, thiu hut Lapp lactase hodc
chiing kém hap thu glucose - galactose khong diing ché phdm
nay.

TUGNG TAC THUDC

-Do dc ché xanthin oxidase nén lam ting ndng do
mercaptopurin hodc azathioprin, do dd khong nén sit dung
febuxostat ciing véi cac thudc trén. Tuong ty, khi ding ddng
thoi febuxostat vai theophyllin, cdn theo ddi néng do cla
theophyilin.

- Febuxostat dugc chuyén hoa thong qua hé enzym uridin
diphosphat glucuronosyltransferase, ¢ thé anh huting dén miic
tiép xdc véi febuxostat. Theo ddi acid uric huy&t thanh 1 - 2 tudn
sau khi bt ddu diéu trj vGi chdt cdm ng glucuronid manh.
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Magquette san phdm Febustad 80

Hinh thiec: THONG TIN BE GIO| THIEU THUOC CHO CANBO Y TE

Kich thuwéc A4 (210 x 297 mm)

PHU NO' ¢O THAI VA CHO CON BU
Phy nif co thai
Chua co nghién clu ddy di va duge kifm soédt t&t & phy nii co
thai. Chi nén dung febuxostat trong thai ky khi lgi ich cao hon
nguy co tiém &n ddi voi thai nhi.

Phy nif cho con bi

Febuxostat dugc bai tiét vao sita chudt me. Chua biét thudc cé
bai tiét vao slia ngudi hay khong. BBi vi ¢6 nhidu thusc duge bai
tiét vao sla me, nén than trong khi dung febuxostat cha phu nii
cho con ba.

ANH HUGNG TREN KHA NANG LAI XE VA VAN HANH MAY
moC
Budn ngl, chong mét, di cdm va mo mat da dudc bao cdo khi
sif dung febuxostat. B&nh nhan nén than trong trudc khi lai xe,
sif dung may mdc hodc tham gia vao cdc hoat dong nguy hiém
cho d&n khi chdc chin ring febuxostat khéng gy anh huding
x&u dén viéc thyc hién cdc hoat dong nay.

TAC DUNG KHONG MONG MUON
Thudng gap

- Chuyén hda vé dinh dudng: Can git tai phat.

- Thén kinh: Dau diu.

- Tiéw héa: Tidu chay, bubn non.

- Gan - mat: Bat thuding chiic ndng gan.

- Da va md duidi da: NBi ban.

- Téng thé: Phil.
itgap

- Ngi tiét: Tang hormon kich thich tuyén gidp.

- Chuyén hoa va dinh du@ing: Bénh dai thao dubing, tang lipid mau,
giam sy thém n, téng can.

- Tam than: Giam tinh duc, mat nqU.

- Thén kinh: Chong mat, di cam, liét nlia ngudsi, budn ngl, thay
ddi vj giac, gidm xac gidc, giam khiu gidc.

- Tim:Rung nhi, danh tréing nguc, ECG b4t thudng.

- Mach: Tang huy&t ap, do bitng, nong bifng.

- HG hép: Kho thd, viem phé quan, nhidm tring dubng hd hip
trén, ho.

- Tiéu hda: Pau bung, ddy bung, hi ching trao ngugc da day -
thic quan, ndn, khé miéng, khoé tiéu, tdo bon, thubng xuyén tiéu
chay, ddy hoi, kho chiu dubing tidu hoa.

- Gan - mat: Soi mat.

- Da va mé dudi da: Viém da, may day, ngifa, mat mau da, ton
thuong da, dom xudt huyét, phat ban dang vét, phat ban dat
sdn, phat ban dang né.

- Co xudng va ma lién két: Dau khdp, viém khép, dau co, dau co
xuong, yéu co, co thét ¢o, cng co, viém bao hoat dich.

- Thén va tiét nigu: Suy than, s6i than, tiu ra méu, tiéu dat,
protein nigu.

- Sinh sdn va tuyén vii: RGi loan cugng duong.

- Téing thé: Mét méi, dau nguc, khd chiu & nguc.

Febustad

Febuxostat 80 mg

Hiém gap

- Mau va bach huyét: Giam toan thé huyét cdu, gidm tiéu cdu,

- Mién djch: Phan (ing phan vé, man cam vdi thuc.

- Mét: Mo mit,

- Chuyén hda va dinh dudng: Gidm can, ting sy thém &n hoic
chan an.

- T4m thdn: Cing thing.

- Taiva tai trong: U tai.

- Tiéu hda: Vigm tuy, loét miéng.

- Gan - mat: Vliém gan, vang da, ton thudng gan.

- Da va md dudi da: Hoai tf thugng bi nhim ddc, hoi ching
Stevens - Johnson, phit mach, phan (ing cia thudc véi bach cdu
&i toan va céc trigu chiing t8ng thé, phét ban toan than, hdong
ban, phat ban troc vay, phat ban dang nang, phat ban mun mi
mun nudic, phat ban ngifa, phat ban dang ban dd, phat ban dang
sdi, rung toc, ting tiét md hoi.

- Ca xvdng khdp va ma lién két: Tiéu ca van, ciing khép, cling co
- Xuong.

- Thén va tiét niéu: Viém than k& - 6ng than, tiéu gap.

- Téng thé: Khat nudc.

QUA LIEU VA XU TRi
Febuxostat d3 dugc nghién cliu 6 ngutii khde manh vdi li8u 18n
dén 300 mg mdi ngay trong 7 ngay ma khéng thdy c6 bling
chiing v& ddc tinh lién quan d&n lidu. Khang co bao cdo vé qud
liéu febuxostat trong cdc nghién ciu lam sang. Bénh nhén cdn
dugc didu tri trigu chiing va cham sac hd trg khi bj qud liéu.

BAO QUAN: Trong bao bi kin, nai khd. Nhigt do khdng qua 30°C.

HAN DUNG: 24 thang ké tif ngay san xuét.

DONG GOI: Vi 10 vién. Hop 3 vi.

TIEU CHUAN AP DUNG: Tiéu chudn nha san xudt.

THUGC NAY CHI g&m: THEO DON CUA BAC ST
D0C KY HUGNG DAN SU DUNG TRUGC KHI DUNG
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Tai liéu théng tin cho can bd y té
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