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VOCANZ 40mg; 80mg

Vién nén bao phim Febuxostat 40 mg; 80 mg

THANH PHAN

Mbi vién nén bao phim 40 mg chia:
PO i 40 mg
Mdi vién nén bao phim 80 mg chia:
Febrmostat e ot Bapie e u s S 80 mg

Ta dugc: Cellulose vi tinh thé, Lactose monohydrat, Hydroxypropyl
cellulose, Natri croscarmellose, Silicon dioxid keo, Magnesi stearat,
Instacoat universal green IC-U-6334.

DANG BAO CHE: Vién nén bao phim ding dudng uéng

CHi DINH
Diéu tri tang acid uric mé&u khi tinh thé urat da hinh thanh (bao gdm
tién stt, sy hién dién cla u cyc (hat tophi) va/hoiic viem khép do gat).

Khong khuyén céo sif dung Febuxostat dé didu tri tang acid uric mau
khong triéu ching.

LIEU LUGNG VA CACH DUNG

Liéu khuyén cio clia Febuxostat 13 40 mg hodic 80 mg/ldn/ ngay. Lidu
khéi ddu khuyén cdo 13 40mg/ngay, c6 thg dung thudc cang hodc khéng
cling véi thic an hodc cac thuSe khang acid.
Liéu Febuxostat 80 mg dugc khuyén céo sif dung 3 bénh nhan khong dat
muc acid uric huy€t (SUA) nhd hon 6 mg/dl sau 2 tudn ding lidu 40 mg.
Lidu Febuxostat 120 mg ngay mot 13n c6 thé dugc xem xét néu chi s6
acid uric huyét thanh > 6 mg/dl (357 pmol/l) sau 2-4 tuin dung lidu 80
mg.

Muc tiéu diéu trj 12 gidm va duy tri acid uric huyét thanh du6i 6 mg/dl
(357umol/l). Kiém tra dé€ dat muyc tiéu ndy, sUA <6mg/dl c6 thé dat dugc
s6m nhat 12 2 tudn sau khi bdt ddu diéu trj Febuxostat.

Dy phong con gat cép trong it nhat 6 thang dugc khuyén céo.
Febuxostat c6 thé ubng ciing hoiic khong cing thic an hodc antacid.
Ngan ngita con gat cdp:

Sau khi khdi ddu didu tri vi Febuxostat, sy gia tang con gat cdp thudng
xuyén dugc bao céo. Sy ting ndy |a do thay ddi chi s8 acid uric huyét
thanh, két qui cla viéc huy dong urate tif kho dy trit & mo. Dy phong
con gt cdp vai mot thubc chdng viém khong steroid (NSAID) hay
colchicin dugc khuyén céo khi khdi du diéu tri véi Febuxostat. Khuyén
cao dy phong con gat cdp it nhat 13 6 thang. Néu con git cdp xdy ra
trong qua trinh diéu trj v6i Febuxostat, cin ngung tiép tyc s dung. Con
git cAp nén dugc kiém soat ddng thdi, khi thich hop, & timg bénh nhan.
(Xem CANH BAO VA THAN TRONG)

CHONG CHi BlNﬂ- :
Quands Vo e dﬂhﬁnh phinn oprin, mercaptopurin

viéc tang con gt cdp thuon
néng do acid uric trong huyég(

mo.
4u didu tri v6i Febuxostat, didu tri

thiét 13p. Theo ddi cac ddu hiéu va trigu ching clia nhdi méu cd tim (M1)
va dot quy.

Tang men gan

Trong cac nghién ciu ngdu nhién c6 d6i ching dugc bdo céo, tang
transaminase 16n hon 3 1dn giéi han trén clia mic binh thudng (ULN) da
dugc béo cho (AST: 2%, 2%, va ALT: 3%, 2% tuang (ng & nhing bénh

nhan dugc didu trj voi Febuxostat va allopurinol). Khong c6 béo cio vé
méi quan hé gida liéu lugng-tac dung ddi voi sy ting men transaminase

nay. Kiém tra chdc nang gan dugc khuyén céo, vi du: 2 va 4 thang sau

khi bit ddu diéu trj voi Febuxostat va dinh ky sau dé.

Vién nén Febuxostat chda lactose. Bénh nhan c6 van dé vé di truyén

khong dung nap galactose, thiéu hyt Lapp lactase hodc kém hap thu

glucose-galactase khong nén si dung thubc nay.

ANH HUGNG CUA THUOC PEN KHA NANG LAI XE VA VAN HANH
MAY MOC 5

Bubn ngi, chong mat, dj cam va md mit di dugc bao céo khi st dung
Febuxostat. Bénh nhan nén than trong trudc khi lai xe, sif dung may méc
thiét bj hoac tham gia vao cac hoat dong nguy hiém.

sU DUNG THUOGC TREN CAC POI TUGNG PAC BIET

Phu ni¥ ¢6 thai

Chua c6 nghién ctu dy du clia Febuxostat & phu n mang thai. Khong

nén st dung Febuxostat trong sudt thi gian mang thai trif khi lgi ich’_,\ Y
mang lai cao hon nguy co tiém tang d6i véi thai nhi. e
Febuxostat khong gy quai thai trén chudt va thd khi udng liéu dén 48, &=~ 1
mg/kg (tuong dng gdp 40 va 51 14n ndng do thubc trong huyét tuong sof » =i
véi ligu 80 mg/ngay cho dién tich b& mit co thé) trong thdi ky tao cacsl . ~ °
cd quan. Tuy nhién, viéc tang ti 18 tif vong cia chuft so sinh va giém? S5 2
khéi lugng ca thé chudt sd sinh dugc ghi nhan khi chuét mang thai duge ™
diéu trj vai Iiéué:’en dén 48 mg/kg (gdp 40 1dn néng do thubc trong huy&t =
tong so vdi liéu 80 mg/ngay) trong thdi ky tao cac co quan va thai ky ¢ d o ¢
chogonbﬁ. g/ngay) trong y q YagAN L

Phy nii cho con bi

Febuxostat dugc bai tiét vao sifa clia chudt. Chua biét rd ligu thudc co
bai tiét trong sila me hay khong. Bdi vi nhidu thudc dugc bai tiét trong

;uﬁa me nén nén than trong khi sit dung § Febuxostat cho phu ni cho con

'I'ré em :
/:;l toan va hiéu qua trén bénh nhan nhj du6i 18 tui chua dugc nghién

Ngudi cao tudi LT e

Khong cén hiéu chinh lidu trén bénh nhan cao tudi. Trong t8ng s6 d6i
tugng trong cac nghién ciu 1am sang dugc bao céo clia Febuxostat, 16%
tif 65 tudi trd 18n, trong dé 4% Ia tif 75 wdi trd Ién. So sinh cic nhém
tdi khac nhau, khong c6 sy khac biét 1am sang dang k€ nao dugc ghi
nhdn nhung sy nhay cdm véi thuc cao hon & cac bénh nhan cao tudi
hon khong thé loai trit. Cmax va AUC24 ciia Febuxostat sau khi ubng

Febuxostat trén bénh nhan cao téi (265 wéi .
nhan tré hon (18-40 twdi) ) tuong ty v6i nhing bénh

Bénh nhan suy thin

Khong cin hiéu chinh liéu trén bénh nh
(Cler 30-89 ml/phat). bénh nhan suy than nhe va trung bin
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Khong cb nghién cllu nao dugc bao céo trén nhing bénh nhan tang acid
uric thir cip (bao gdm bénh nhan ghép tang); Febuxostat khong dugc
khuyn cdo khi slf dung trén nhing bénh nhan c6 tf 1& hinh thanh urat
ca0 (VD bénh 4c tinh va dibu tri bénh, hoi ching Lesch-Nyhan). I.\ldng
0 xanthin trong nuoc tidu, trong mdt s& hiém trudng hop, tang di gay

ra 1dng dong trong dudng tiét nidu.

TUONG TAC THUOC
Thubic A co cht clia Xanthin oxidase (X0) . Y
Febuxostat 13 mdt chdt dc ché xanthin oxidase. Nghién ctiu tUong tac

thufic clia Febuxostat vii cac thuic dugc chuyén hoa bdi X0 ('vi du,
theophyllin, mercaptopurin, azathioprin) chua dugc béo céo. Sy Uc ché
clia XO bdi Febuxostat c6 thé gly tang ndng do trong huyét tuong cua
cac thuBc ndy din dén dic tinh. Febuxostat dugc chdng chil dinh @
nhiing bénh nhan dugc didu tri bing azathioprin, mercaptopurin, hodc
theophyllin (xem CHONG CHI DINH)

Thubc héa trj liéu gay djc t&€ bao

Nghién ci tuong tac thubc clia Febuxostat vGi thu6c hoa tri gdy doc t€
bao khong dugc bao céo. Khong cb s& lidu vé sy an toan clia Febuxostat
trong subt qué trinh hoa trj liéu gay ddc té bao.

Céc nghién clu tuong tac thudc in vivo

Duya trén céc nghién cdu vé tuong tac thubc & ngudi khée manh, Febux-
ostat khong cb tuong tac co y nghia lam sang véi colchicin, indometha-
cin, hydrochlorothiazide, warfarin hodc desipramin. Vi vy, Febuxostat
6 thé dugc s dung dbng thdi véi cac thudc nay.

TAC DUNG KHONG MONG MUON
Cicﬁcdungkhhgnmgmﬂnthu&ngg@pnhﬂ't
Trong ba nghién ctu 1am sang ngdu nhién c6 d6i chiing dugc béo céo
trong thi gian tr 6 dén 12 thang, cac tac dung khong mong mubn sau
. day da dugc bao cho bdi cac bac si diéu trj c6 lién quan dén thudc
nghién ciu. Bang 1 dubi day t6ng két cac tac dung khong mong mudn
béo cao dty |& it thdp nhét 12 1% & nhom diéu trj voi Febuxostat va 16n
hon it nhét 0,5% so v&i nhom gid dugc.
Téc dyng khong mong mudn thudng gap nhat din dén viéc ngung diéu
tri 13 céc bét thudng chdc nang gan: 1,8% véi Febuxostat 40 mg; 1,2%
véi Febuxostat B0 mg va 0,9% voi d6i tugng dugc diéu tri bang allopuri-
nol.
Ngodi cic phan (ng bt Igi dugc trinh bay trong Bang 1, chong mat
duoc bao c40 >1% d6i tugng didu trj véi Febuxostat mic da khong 16n

‘hon qué 0,5% so voi gid dugc.
[ Bang 1: Trén nghién ciu co d6i chiing dugc béo cio, tic dung khong
| mong mudn xdy ra & 1% bénh nhén diu tri vai Febuxostat va l6n hon it
nh&t 0,5% so véi nhing bénh nhan ding gid dugc
| Téc dyng khong mong | Gia dugc Febuxostat Allopurinol*
mudn 40 mg/ngay|80 mg/ngay
s Bt thudng chic nang gan|  6,6% 4,6% 4,2%
| Budn non 07% | 11% | 1,3% 0,8%
[ Daukhop 0% 11% | 07% 0,7%
0,7% 05% | 1,6% 1,6%

Bénh nhan si
1i8u 200 mg va 1122 ngudi ding liéu 300 mg dya vao mdc df suy thir

3y ra trén <1% bénh nhan va 16n hon 1 ngudi dugc diéu trj v6i

4 oan hé théng bach huyé thi€u mau, ban xuét huyét
t phi(.tﬁngbadl céu/ gidm bach cdu, gidm bach ciu
thé huyét cAu, phi dai lach, gidm tidu ciu.
£ tim: con dau thét ngyc, rung tam nhi/cudng dong tam
tim, ECG bét thudng, danh tréng ngyc, nhip tim cham
n dau byng, 3o bon, khd miéng, kho tidu,
y, bénh trio nguoc da day, kho chiu dudng tiéu hoa,
- dai tign phan c6 mau, loét migng,

7.3k Wi eoag tm (hiry

i %a va tiéu chay - ; :
L tan s an Tﬂl;f SlllY nhugc, NgUC fiﬂu/khb_Chlu: Qhu
cim thiy bét thudng, (6i loan dang di, cac triéu chidng
dau, khét nu6c.

At: soi mat/viem thi mat, gan

Eammmm&lﬂm qué mdn.
wﬁﬂwﬂﬂm Herpes zoster.

né, mét mdi,

giding nhu cam, nhiém ma, viém gan, gan
an gan m

Cac bién ching: tham tim :
R i - chan an, gidm/ting thém dn, mat
i théo dudng, tang cholesterol mau, tang dudng huyét, ting
ﬂﬁ?g,mda{al:’tmng "iglyiefide méu, h§ kali mau, guém/wng trong lugng.
% li - viém khép, cting khép, sung khip, co
ang co/nhugc €O, dau co xuong/cling cd, dau cd.
inh; vi giac thay déi, rGi loan can bang, tai bién
hoi ching Guillain-Barré, nhdc ddu, liét nhe ban than,
im khdu gi4c, hén mé, suy gidm tinh thin, dau nda
ngd, thiéu méu cuc bé thoang qua, run.
. kich dong, lo 4u, trdm cdm, mét ngd, dé bi kich
uc, cang thing, hodng loan, thay déi tinh

thét co/co giav/ ¢

n
mach mau ndo,
gidm cam giac, gi
dau, dj cam, buﬁp

thich, gidm ham mudn tinh d

cach. :

: i : viem phé& quan, ho,kho thd, chiy
mau cam, kho mi, tang tiét xoang canh mii, hong pht né, tic nghén
dudng hd hdp, hit hai, ngtfa hong, nhiém tring dudng hé hap trén.

va r0i | i da: rung toc, phit mach, viém da, chdng da
vé ndi, bAm mau, cham bdi nhiém, thay déi mau toc, toc tang trudng
bt thudng, tang tiét mé hoi, 16t da, xust huyét dusi da, man cam énh
sang, ngda, ban xudt huy&t, sy d6i mau da/thay ddi sic 15 da, t6n thuong
da, da c6 mai bt thudng, ndi mé day.

- dd biing mat, tang huyét &p, ha huyét ap.

Thong béo cho bac s§ cac tac dung khong mong muén gap phéi khi

diing thuéc.
i - kéo dai thai gian kich hoat mot phdn

thromboplastin, tang creatin, gidm bicarbonate, tang natri, bat thudng
EEG, ting dudng huy&, tang cholesterol, ting triglyceride, tdng
amylase, ting kali, ting TSH, giam tiéu cdu, gidm hematocrit, giam
hemoglobin, tang MCV, gidm héng cdu, ting creatinin, tng uré mau,
ting ty l& BUN/creatinin, ting creatin phosphokinase (CPK), ting
phosphatase kidm, tang LDH, ting PSA, tang/gidm lugng nudc tiéu,
gidm lymphocyte, bach cdu trung tinh gidm, tang/giam WBC, xét
nghiém dong méau bét thudng, tang LDL, kéo dai thdi gian prothrombin,
d6i mau nuéc tiéu, nuéc tiéu duong tinh véi t& bao bach cdu va protein.

Thong béo cho béc sy céc tic dyung khon, 6n i khi
oo Bl 4 dyng khong mong mudn gip phdi khi

QUA LIEU

Nghién ctu & cac d6i tugng khée manh dang Febuxostat véi lidu lugng
lén dén 300 mg/ngay trong 7 ngay ma khong c6 bing chiing vé gidi han
Inéu_dac.‘KhOng c6 qua lidu clia Febuxostat dugc béo cao trong cac
nghién cdu lam sang. Trudng hop qua liéu, bénh nhan cén dugc diéu tri
triéu chiing va chim soc hd trg.

dung allopurinol, 10 ngudi daing lidu 100mg, 145 ngudi WNG GOI: Hop 1 vi x 10 vién nén bao phim

BAO QUAN: Noi kho rio, tranh 4nh séng, nhi i
J ; iét do duéi 30°C
HAN DUNG: 24 thang ké tit ngay san xt?a't.

rong cac nghién clu pha 2,3 dugc béo cdo, cac tac dung khong mong

Khéng ding thudc khi da hét h

i an stt dung.
Boc ky huéng ddn sit dung trudc khi ding.
Néu cdn thém thong tin, xin hdi  kién bac sy.
Gid thuc tranh xa tdm tay tré em.
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