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Febuxostat 40mg
100 Film-coated tablets
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Compaosition:
Each film-coated tablet contains:
Febuxostat.. A4
Excipient
Dosage form:

Film~coated tablet

Indications, contraindications,
precaution, dosage,
administration and other
information: Please see the
package insert inside the box
Starage: Store below 30°C, in
tigh container, protect from hight
and moisture

| Packing: Box of bottle x 100
film-coated tablets

READ THE PACKAGE INSERT
CAREFULLY BEFORE USE
KEEP OUT OF THE REACH OF
CHILDREN
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100 vién nén bao phim
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Thanh phin: ‘
Mbi vién nén bao phim 6 chua:

V:en nén bao phim

Chi dinh, chéng chi dinh, thin
trong, lidu dimg, cach ding va
cac théng tin khdc: Xinxem to
hudng dén si dung thusc

Bio quin: Trong bao bi ki, tranh
4m, trénh anhséng, & nhidt &
khéng qua 30°C

Quy céch: Hop 1o x 100 vién
nén bao phim
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Vilouric 40
Composition:
Each film-coated tablet contains:

d ion and other infc
Please see the package insert inside the box
Storage: Store below 30°C, in tigh container, protect
from light and moisture

Packing: Box of bottle x 100 film-coated tablets

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

Febuxostat 40mg

Thanh phén:
Mai vién nén bao phim c6 chua:

Dang bao ché: Vién nén bao phim

Chidinh, chéng chi dinh, than trong, liéu din
céch dung va cic théng tin khac:

Xin xem t& hudng dén sir dung thuée

Bao quan: Trong bac bi kin, trdnh dm, tranh 4nh
sang, & nhiét dé khong qué 30°C
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N 7PHO > Febuxostat 40 mg

THANH PHAN

Méi Vién nén bao phim c6 chira:

Hoar chdt: Febuxostat............ 40 mg

Ta dugc: Lactose monohydrat, microcrystalline cellulose (Avicel PH 101, Avicel PH 102),

hydroxy propyl cellulose, natri croscarmellose, poloxamer 407, aerosil, magnesi stearat, Opadry
[I 85F90627 Blue.

DANG BAO CHE VA QUY CACH PONG GOI
Vién nén bao phim

Hop 3 vi x 10 vién nén bao phim

Hop 1 lo x 100 vién nén bao phim

CAC PAC TINH DUQC LUC HQC, DUQC PONG HQOC

Pac tinh duge lyce hoc

Nhom duoc 1y: tre ché san xudt acid uric.

Ma ATC: MO4AAO3

Co ché: febuxostat (rc ché men xanthin oxidase (X0), lam giam nong d¢ acid uric trong mau. O
lieu diéu tri, febuxostat khong trc ché cac enzym khdc tham gia vao qua trinh trao dbi va tong
hop purin va pyrimidin.

Dugc luc hoc

Néng do acid uric va xanthin: O nhimg ngudi khoe manh, febuxostat din dén giam lidu phu
thudc vao nong do acid uric huyét thanh trung binh 24 gi¢ va tang ndng do xanthin huyét thanh
trung binh trong 24 gio. Ngoai ra, ¢6 sy gia ting tong xanthin tiét niéu hang ngay. Phin tram
ndng d9 acid uric trong huyét thanh giam trung binh 24 gics gitta 40% va 55% & muc dé tiép xic
40 mg va liéu 80 mg mdi ngay.

Su tai cuc cua tim: anh hudng cua febuxostat 1én su tai cuc cua tim dugc dénh&él‘é?éﬁkhoang
QTc dugc danh gia ¢ nhimg nguoi khoe manh va & bénh nhan bi gout. Febuxostat voi liéu 1én
dén 300 mg mdi ngay, & trang thai on dinh, khong cho thdy hiéu mg trén khoing TQTC.

Dic tinh dwoce dong hoc

O nguoi khoe manh, ndng do i da trong huyét tuong (Cma) va AUC cua febuxostat tang lén
theo liéu don va da lidu tir 10 mg dén 120 mg. Khong c6 su tich tu khi dung liéu diéu tri duoc
thuc hién mdi 24 gio. Febuxostat ¢6 thoi gian ban thai (t12) khoang 5-8 git. Cac thong sé duoc
dong hoc cua febuxostat cho bénh nhén tang acid uric mau va bénh gout udc tinh theo cic phan
tich dugc ddng hoc ciing twong tu nhu nhimg nghién clru wde tinh & nhitng ngudi khoe manh.



Hip thu: hw:

Su)}ﬁg Mfébu}&ﬁt\t} sau khi dung liéu ubng duoc udc tinh it nhat 49% (dva trén téng lugng thu

c}(rcnc/nbgggw ong d6 febuxostat huyét twong 16n nhit & gitra 1 dén 1 5 gid sau khi dung

thuf)c @gmhlmuon liéu 40mg va lidu 80 mg mot 1an mdi ngay, Cmax X4p xi 1,6 + 0,6 meg /

nl(l (ND%B@P#&& 6 Jt 7 meg / ml (N = 227), tuong tng. Sinh kha dung tuyét déi cia thude vién

f@bh\)@%ﬁ(&@ﬁ@ gh1en ctru. Sau khi uéng 80 mg x 1 14n / ngdy clng bira an c6 chat béo

gi Ava giam 18% AUC. Tuy nhién, khong c6 thay dbi 1am sang dang ké trong

aﬁ% n 'trdm acid uric trong huyét thanh (58% so v&i 51%). Nhu vay, febuxostat cé

thé dugc ding khi c6 hojc khong co thirc an.

Ding dong thoi véi thude khang acid ¢6 chira magnesi hydroxit va nhém hydroxid véi lidu 80

mg duy nhét ctia febuxostat da thé hién lam giam viéc hép thu febuxostat (khoémg mot gid) va

lam giam 31% Cmax va giam 15% AUC«. AUC thay vi Cmax ¢6 lién quan dén anh huong cua

thude, thay ddi theo doi trong AUC khong dugc coi 1a ¢6 y nghia 1dm sang. Do d6, febuxostat cé

thé dugc ding ma khéng quan tdm dén viéc sir dung thubc khang acid.

Phén bd:

Thé tich phan bd (Vs / F) ctia febuxostat la khoang 50 L (CV ~ 40%). Sy két hop protein huyét

tuong cua febuxostat 1a khoang 99,2% (Chu yéu 14 albumin) va khong ddi trong pham vi néng

do dat dugc véi lidu 40 mg va 80 mg.

Chuyén hoéa:

Febuxostat dugc chuyén hoa thong qua uridin diphosphat glucuronosyltransferase (UGT) bao

gbm UGTIAL, UGTI1A3, UGTI1A9, va UGT2B7 va oxy héa thong qua céc enzym cytochrome

P450 (CYP) bao gbm CYP1A2, 2C8 va 2C9 va khong c6 P450 enzym. Sy dong gop tuong dbi

clia mdi enzyme trong qua trinh chuyén héa febuxostat khéng duge rd rang. Su oxy héa coa

chudi bén isobutyl dan dén sy hinh thanh ciia bén hoat chat hydroxy chuyén hoa, tat ca déu xuét

hién trong huyét twong clia ngudi & mic do thap hon nhiéu so véi febuxostat.

Trong nudc tiéu va phan, cic chit chuyén héa acyl glucuronid cia febuxostat (khoang 35% liéu),

va céc chat chuyén hoa oxy hoa, 67M-1 (~ 10% lidu), 67M-2 (~11% heu) va 67M-4, chuyen

héa tir 67M-1 (~ 14% liéu), dudng nhu 14 nhirng chét chuyén héa cha yéu cua febuxostat &

nghién ciru in vivo.

Thai trir: Febuxostat dugc thai trir qua ca gan va than. Sau khi uéng lidu 80 mg febuxostat,

khoang 49% lidu dugc bai xudt vao nude tiéu. Febuxostat (3%), dang acyl glucuronid cua thudc

3 0%) céc chit chuyén hoéa oxy hoa da biét ciia né va dang lién hop cua chung (13%), va cac

chét chuyén hoéa khéac khong xéc dinh (3%). Ngoai bai tiét trong nudc tiéu, khoan Wd}. da

dugc phét hién trong phan nhu Ia febuxostat (12%), dang acyl glucuronit cia thi:) %), cac

chét chuyén héa oxy hod da biét va cac hop chat cta ching (25%), va cac chét chuydn héa khong

xac dinh (7%). T‘

Thoi gian ban thai cudi cling cta chu ky ban thai trung binh (ti2) ctia febuxostat 1 khoang 5 dén

8 giv.

Tré em

Dugc dong hoc ciia febuxostat & bénh nhan dudi 18 tudi chua dugc nghién ciu.

Negudi cao tudi (265 tudi)

Cmax v AUC cuia febuxostat va cic chit chuyén héa cia né sau khi uéng da lidu febuxostat &

ngudi cao tudi (=65 tudi) twong tr v6i nhimg ngudi tré hon (tir 18 dén 40 tudi). Ngoai ra, néng
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do uric huyét thanh trong huyét thanh glam gilta ngudi cao tudi va cac déi tuong tré hon. Khéng
can dleu chmh liéu & benh nhan cao tudi.

\*/:’(‘{%ﬁﬁw ‘ { 49 mL/phut) hodc suy than ning (Cle; 10 den 29 mL/phut) Cmax clia febuxostat
7/ g & i\§o voi nhitng ngudi ¢6 chire ning than binh thudng (Cler 16n hon hon 80 mL /
}jﬁm)f’lﬁ{ﬂ@ & fhoi gian bén thai cuia febuxostat ting & nhitng bénh nhan bj suy thdn so vé&i
gljﬁl[g@ﬂm V ng thén binh thuong, nhung céc gi4 trj twong ty nhau gilra 3 nhém suy than. Gia
‘j}'é uxostat trung binh cao hon 1,8 1n déi véi ngudi bénh suy giam chirc ning than
L \so%i‘?ljiurfg ngudi ¢6 chire nang than binh thudng. Gia tri Cmax va AUC trung binh cho ba chét
chuyén héa c6 hoat tinh tang 1an luot gip 2- va 4 lan. Tuy nhién, phén trim néng dé acid uric
huyét thanh giam & nhiing bénh nhan suy thén so véi néng d6 & ngudi chirc nang than binh
thudng (58% & nhom chirc nang thén binh thudng va 55% & nhém suy gidam chirc nang than).
Khéng diéu chinh lidu & nhimg bénh nhén suy than nhe dén trung binh. Liéu khai diu khuyén
cdo febuxostat 1a 40 mg x 1 lan/ngay. Déi véi nhitng bénh nhén khong dat dugc sUA dum 6
mg/dL sau hai tudn vé&i 40 mg, febuxostat véi liéu 80 mg duge khuyén céo. Khéng c6 du sb liéu
& bénh nhan suy than ning; Can than trong khi st dung O nhitng bénh nhan nay. Febuxostat chua
dugc nghién ctru & bénh nhén suy than giai doan cudi dang chay than.
Suy gan:
Sau liéu 80 mg febuxostat & bénh nhan suy gan nh¢ (Child-Pugh nhém A) hodc suy gan trung
binh (Child-Pugh nhém B), mic ting trung binh tir 20% dén 30% da dugc quan sat dbi vai ca
Crmax va AUC24 & nhom suy gan dbi véi nhitng ngudi ¢6 chire ning gan binh thudng. Ngoai ra,
phén trim néng dd axit uric huyét thanh giam c6 thé so sanh gilta cac nhdm suy gan khac nhau
(62% & nhém khoe manh 49% & nhém suy gan nhe, va 48% & nhém suy gan trung binh). Khéng
diéu chinh lidu 1 cén thiét & nhitng bénh nhén suy gan nhe hodc trung binh. Khong co nghién
clru ndo duge tién hanh véi nhitng ngudi suy gan ning (Child-Pugh nhém C); Can thén trong Khi
str dung & nhitng benh nhan nay.
Gidi tinh: Sau khi udng da lidu febuxostat, Cmax va AUC24 ciia febuxostat 1a 30% va cao hon
14% ¢& nir gidi so v4i nam glO'l Tuy nhién, Cmax va AUC da higu chinh trong luong 12 tuong tu

gilra hai gidi tinh. Ngoal ra, nong d6 uric acid trong huyét thanh giam tuong tur nhau @\L‘{E\ly'“

gi6i tinh. Khéng cén diéu chinh lidu theo gioi tinh.

Chung téc: Khéng ¢6 nghién ctru duge dong hoc cu thé nao dugc tién hanh dé diéu tra t%c dong
cua chung toc.

CHI PINH
Bénh nhén bj Gout do ting acid uric huyét man tinh.

LIEU DUNG

Trong diéu tri bénh ting acid uric huyét o bénh nhdin Gout:

Liéu khéi dau 1a 40mg/1 ngay. Dbi v&i bénh nhan khong dat dugc acid uric mau dudi 6mg/dL
sau 2 tuan diéu trj vé6i liéu 40mg/ngay thi chuyén sang dung liéu 80mg/ngay.

Déi véi ngtroz cao tuéi:

Khéng can thiét phai didu chinh lidu & ngudi cao tudi.

_\\‘ ’ﬁ!@i?”u'f
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Déi véi bénh nhdn suy thdn:

Hiéu qua diéu trj va d6 an toan chua duoc danh gid day du & bénh nhan suy than ning (d6 thanh
_thai g \gatinin < 30 mL/phat).

O n thiét phai diéu chinh 1iéu d6i véi bénh nhan suy than nhe hoc trung binh.

C 1)961 V61 bgppnhdn suy gan:

COHig Yua didW) tri va an toan dbi vei bénh nhan suy gan ning chwra duge nghién ciru day da.
“lr%‘igﬁ’ﬁﬁhyﬁm 10 vGi bénh nhan suy gan nhe 12 80 mg/ngay.

Cu tri va an toan & tré em du6i 18 tudi chua duge nghién ciru diy du. Nén hoi y kién
odc dugc sy trude khi ding cho ddi tugng nay.

CACH DUNG
Thube diing theo dudng udng.
Febuxostat c6 thé dugc ubng cung hodc khéng c6 thirc &n hay céc thube khang acid.

CHONG CHI PINH
Khdng nén ding thudc v6i bénh nhan dj img hodc qué man véi bat cir thanh phén nao ciia thuée.
Chéng chi dinh véi bénh nhéan dang diéu trj bing céc thube mercaptopurin hay azathioprin.

THAN TRONG

Dot Gout cip

Sau khi bit dau dung febuxostat, thudng thiy su tang Ién ciia bénh gout. Sy gia ting nay do giam
ndng d¢ acid uric huyét thanh, din dén van dong uré tir c4c mé.

D¢ ngin ngira bénh gout khi bét diu dung febuxostat, khuyén cédo diéu tri dy phong déng thoi
v6i NSAID hoic colchicin.

Cic bién ¢6 tim mach p
Trong céc nghién ciru dbi chimg ngéu nhién, c¢6 ty 1& cao vé huyét khéi gdy tic nghév_w
vanh. Céc bién ¢d (tir vong do tim mach, nhdi mau co tim khong gy tir vong va dot quy Kk ng
gdy tr vong) & bénh nhén duge diéu trj bz“lng febuxostat so véi allopurinol. Méi quan}vhef nhén
qua véi febuxostat chua dugc thiét lap. Theo dbi dau hi¢u va triéu chirg nhdi mau co tim (MI).

Anh hwong dén gan

P ¢6 bdo cdo hau marketing vé tir vong do suy gan va khong gy tir vong & bénh nhan dang
ding febuxostat, mac dui céc béo cdo da chira ddy dit thong tin cin thiét v& kha ning co thé xay

ra. Trong cé4c nghién ctru doi ching ngau nhién, transaminase 16n hon ba 1in.

gi6i han trén cia binh thuong (ULN) da duoc quan sat thiy (AST: 2%, 2%, va ALT: 3%, 2%)
trong febuxostat va nhitg bénh nhan duoc didu trj allopurinol, twong mg). Khéng c6 méi quan

h¢ ligu hiéu dung déi véi nhitng transaminase nay. o
Nhan thiy bang xét nghi¢m chirc nang gan (ALT, AST, alkalin phosphatase, bilirubin toan phén),

[a m§t dudng co s& trude khi bat dau sir dung febuxostat.

Do xét nghiém gan ngay 14p tirc & nhitng bénh nhin bio cdo cac triéu chimg, c6 thé cho thdy tén
thuong gan, bao gém mét mdi, chan an, dau bung trén, kho chiu, nuéce tiéu sim mau hodc vang
da. Trong l&m sang, néu bénh nhan duoc c6 cac xét nghiém gan bét thuong (ALT 16n hon ba I4n



s0 v6i binh thuong), nén ngimg diéu trj bing febuxostat va x4c dinh nguyén nhan.

Khong nén bit diu lai febuxostat & nhirng bénh nhan nay néu khong c6 mot giai thich rd rang
nguyén nhan gy nén bt thuong & gan.

Bénh nhan c6 ALT huyét thanh 16n hon ba lin so binh thudong cing bilirubin toan phan huyét
thanh lorn hcrn hai 14n so v&i binh thuong ma khéng do nguyén nhén khac thi ¢6 nguy co bj tén
' trong do thudc va khong nén dung febuxostat. D6i voi bénh nhan ¢6 ALT huyét
ubin thap hon va c6 thé do mdt nguyén nhén khéc, diéu tri bing febuxostat c¢6

Phu nik ¢6 thai va phu ni¥ cho con bi
Phy ni¥ co thai

Phén loai C: chua co6 nghién ciru day d nao cho phu nir c6 thai. Febuxostat nén dugc sir dung
trong thoi ky mang thai chi khi loi ich dugc khing dinh giam bét nguy co dén bao thai.
Febuxostat khong gy quéi thai & chuét va tho & lidu ubng dén 48 mg/kg (40 va 51 lan phoi
nhiém & ngudi véi 80 mg/ngay trong sudt thoi gian hinh thanh co thé. Tuy nhién, ty 1¢ so sinh
tang va giam trong lugng co thé ting dugc quan sat thiy khi chudt mang thai dugc diéu tri voi
lidu duong ubng 1én dén 48 mg/kg (40 1an phoi nhiém huyét twong & ngudi & 80 mg/ngay) trong
qué trinh hinh thanh co thé va trong giai doan tiét sira.
Phu nit cho con bu

Febuxostat dugc bai tiét trong sira chudt. Chwa ¢6 bang chimg dé chimg minh c6 bai tit o
nguoi. Vi nhiéu loai thudc duoc bai tiét trong sira me, can than trong khi sir dung febuxostat &
phu nit dang cho con bu.

Tré em

Tinh an toan va hiéu qua & bénh nhén nhi dudi 18 tudi chua duoc xéc 1ap.

Ngudi cao tudi

Khéng cin chinh lidu & bénh nhén cao tudi. Trong céc nghién ciru 1dm sang vé febuxostat 16% &
do tudi tix 65 trd 1én, 4% & d6 tudi tir 75 trd 18n. So sanh & cdc nhém tudi khac nhau, khong ¢
sir khac biét c6 y nghia 1am sang v& sy khac biét cua tinh an toan va hidu qua véi ngudi gia.
Cmax va AUCa4 cia febuxostat sau khi ubng nhiéu liéu URI & nhiing ngudi cao tudi (=65 tudi)
twong ty nhu nhitng ngudi tré tudi hon (tir 18 dén 40 tudi).

Suy thin

Khong diéu chinh lidu & nhitng bénh nhén suy than nhe hodc trung binh (Cle: 30 dén 89
mL/phit). Lidu khai dau duge khuyén cdo cia febuxostat 12 40 mg x 1 1an /ngay. Déi v6i bénh
nhén khéng dat duoc mét sUA it hon 6 mg/dL sau hai tuan véi 40 mg, febuxostat vai liéu 80 mg
duoc khuyén céo.

Khéng ¢6 du s lidu & bénh nhén suy thin nang (Cler dudi 30 mL/phit); Do d6, can than trong &
nhitng bénh nhéan nay.



Suy gan

Khéng cén diéu chinh lidu & nhirng bénh nhan suy gan nhe hodc trung binh (Child-Pugh nhém A
hozc B). Khong ¢6 nghién ctru nao dugce tién hanh & nhitng bénh nhan suy gan ndng (ChildPugh
nhém C), do d6, can than trong & nhimg bénh nhan nay.

Téng acid uric miu thir phat

Khong c6 nghién clru nao duofc thue hién & nhitng bénh nhén bi tang acid uric mau thir phat (bao
uoi nhan co quan cay ghep), febuxostat khong duoc khuyen céo dung cho bénh nhan

TUONG TAC THUOC VOI CAC THUOC KHAC VA CAC LOAI TUONG TAC KHAC
Anh huéng cia febuxostat ddi véi cac loai thube khac

Cdc chat gdy nghién Xanthin Oxidase - Azathioprin, Mercaptopurin va Theophyllin: Febuxostat
1a mt chat e ché XO. Mot nghién ciru twong tac gitta thudc va thude danh gia hidu qua cua
febuxostat 1én dong hoc cua theophyllin (mot chit nén XO0) & nhitng ngudi Khoe manh cho théy
ding chung febuxostat véi theophyllin dan dén sy gia ting khoang 400 lan sé luong 1-
methylxanthin, mot trong nhitng chét chuyén héa chinh ctia theophyllin, bai tiét trong nuée tiéu.
Vi sy an toan lau dai ctia viée tiép xtic voi 1-methylxanthin & ngudi khéng dugc biét, hay than
trong khi déng sir dung febuxostat véi theophyllin.

Nghién ctru tuong téc thudc cia febuxostat véi cac thube khac duge chuyén héa bai XQ (vi dt
mercaptopurin va azathioprin) chua duge tién hanh. Tac dung tc ché XO bai febuxostat £6fhé
lam ting nong d trong huyét twong cla cac thudc nay din dén déc tinh. febuxostat duge chéng
chi dinh & nhirng bénh nhan dang diéu tri bing azathioprin hoic mercaptopurin. Azathioprine va
mercaptopurin chuyén héa théng qua ba con dudng chinh, mdt trong d6 1a trung gian bdi XO.
Mic du cac nghién ctru tuong tic thube febuxostat véi azathioprin va mercaptopurin chua dugc
thuc hién, dong thoi dung allopurinol [mét thudc &c ché xanthin oxidase] véi azathioprin hodc
mercaptopurin da dugc bdo cdo gay ting dang ké ndng do trong huyét tuong cua nhiing thudc
ndy. Vi febuxostat 1a chit irc ché xanthin oxidase, nén né cé thé wrc ché qué trinh chuyén hoa
trung gian XO cua azathioprin va mercaptopurin din dén ting ndng do azathioprin trong huyét
tuong hodc mercaptopurin cé thé gay ra doc tinh nghiém trong.

Thude chuyén héa bsi P450:

Céc nghién ciru in vitro cho thay febuxostat khong trc ché enzym P450 CYP1A2, 2C9, 2C19,
2D6 hodc 3A4 va no ciing khong cam tmg CYP1A2, 2B6, 2C9, 2C19, hoic 3A4 & ndng do co
tac dung trong lam sang. Nhu vay, tuong tic duge dong hoc gitra febuxostat va céc thude chuyén
hoa boi cac enzym CYP nay 1a khong ¢o.

Anh huéng ctia thude khac 1én febuxostat



Febuxostat duge chuyén héa qua lién hop va oxy hoa thong qua cac enzym chuyén héa. Sy tham
gia clia m&i loai ddng vi enzym khong rd rang. Tuong tac thudce febuxostat va mét thude tre ché
hodc cam g mét déng vi enzym noi chung 14 khéng mong dgi.

Nghién ciru twong tac thude In vivo

Theophyllin: Khong can diéu chinh liéu cho theophyllin khi diing déng thoi véi febuxostat. Viée
str dung febuxostat (80 mg x 1 lan/ngay) véi theophyllin lam ting 6% Cmax va 6,5% AUC cua
theophyllin. Nhing thay déi nay khéong duoc coi 1a ¢6 ¥ nghia thong ké. Tuy nhién, nghién ciru
cung cho thdy su gia tﬁng khoang 400 lan trong 56 luong 1 Methylxanthm (mot trong nhimg chét

~._ngay) 1a 2 12% Cmax va 7% & AUC24 cua febuxostat. Ngoai ra, dung colchlcm (0,6 mgx2
N %?’Eggf‘y}ffm febuxostat (120 mg mdi ngay) 1dm giam Cpax hodic AUC ctia colchicin 11% déi voi
ca lidu AM va PM. Nhu'ng thay dbi nay khéng c6 y nghia trong 14m sang.

Naproxen: Khong can diéu chinh liu cho febuxostat hodc naproxen khi cung sir dung. Sir dung
febuxostat (80 mg mét lan/ngay) véi naproxen (500 mg x 2 lan/ngay) din dén ting Cmax 28% va
tang AUC cia febuxostat 40%. Sy gia ting nay khdng c6 y nghia trong 1am sang. Ngoai ra,
khéng ¢6 thay dbi dang ke nao trong Cmax hodic AUC naproxen (dudi 2%).

Indomethacin: Khong cin didu chinh lidu cho ca febuxostat hodc indomethacin khi hai thude
duoc ddng sur dung. Str dung febuxostat (80 mg mét 1an/ngay) v6i indomethacin (50 mg hai lan
mdi ngay) khéng gay ra bat ky thay ddi dang ké nao trong Cmax hodc AUC cua febuxostat hoiic
indomethacin (it hon 7%).

Hydrochlorothiazid: Khéng cin diéu chinh lidu cho febuxostat khi dung ddng tl‘r i voi
hydrochlorothlamd Vige sir dung febuxostat (80 mg) vai hydrochlorothiazid (50 mg) khdgﬁﬂ/

dén bat ky sy thay ddi 1am sang dang ké vé Cpax hodic AUC ciia febuxostat (dudi 4%), va ndng
d¢ acid uric khong b: anh huéng dang ké.

Warfarin: Khong can diéu chinh lidu khi ding warfarin khi sir dung ddng thoi véi febuxostat.
Udng febuxostat (80 mg mot 1in /ngay) v6i warfarin khéng anh huéng dén dugce ddéng hoc cia
warfarin ¢ nhitng ngudi khoe manh. Hoat dong ciia INR va Factor VII ciing khéng bi dnh huong.
Desagramm Khéng bat budc phai diu chinh lidu. Febuxostat da dugc chimg minh 1a chit Gc
ché yéu ctia CYP2D6. Ding febuxostat (120 mg x 1 lin/ngay) véi desipramin (25 mg) lam tang
Cumax (16%) va AUC (22%) desipramin, ¢6 lién quan giira sy suy giam 17% 2- -hydroxydesipramin
dén ty 18 trao dbi cht desipramin (dya trén AUC).

TAC DUNG KHONG MONG MUON
Phan loai theo tan sudt xay ra ADR

R4t thuong gap > 1/10

Thuong géip < 1/10 nhung > 1/100

it gap < 1/100 nhung > 1/1000

Hiém gap < 1/1000 nhung > 1/10 000



Rét hiém gap < 1/10 000

Nghién ciru 1am sang

Thirong gap

Trong ba nghién ctru 14m sang ngiu nhién, dugc kiém soat (Cac nghién ciru 1, 2 va 3), tir 6 dén
12 théng tudi, cdc phan tng phy sau ddy dugc bdo cdo bai bac si diéu trj lién quan dén nghién
ctru thudc. Céac phan ung bt lgi béo cdo & ty 1& it nhit 1% trong diéu trj Nhoém diéu trj voi
febuxostat va it nhét 0,5% so vdi gia duoc: chirc ning gan bét thudng, budn nén, dau khap, phat
ban.

“u hon mét ddi tuong diéu trj véi lleu tir 40 mg dén 240 mg febuxostat. Danh sach
5m c4c phan {mg phu (it hon 1% dbi tugng) lién quan dén co quan hé théng cac

\‘\;‘lﬁg}-ﬁ’/\ﬁh cau, giam bach ciu trung tinh, suy nhuoc toan than, giam lach, giam tIeu cau.

an tim mach: dau thit nguc, rung tdm nhi , tiéng thét tim, bit thuong ECG, danh tréng
nguc, nhip xoang xoang, nhip tim nhanh.

+ Réi loan tai va nhi: diéc, 0 tai, chéng mit.

+ R&i loan mét: thi luc mo.

+ Réi loan da day-rugt: dau bung, dau bung, tdo bén, khé miéng, chirg kho tiéu, dﬁy hoi, di
ngoai thuong xuyén, viém da day, trao ngugc da day thuc quan, duong tiéu hdéa khé chiu, dau
nudu, ting huyét ap, phan c6 mau tuoi, loét miéng, viém tuy, loét da day, ndn.

+ Céc 16i loan thuong gip: suy nhuge, dau nguc/khé chiu, phu né, mét moéi, cam théy bét
thuong, roi loan véan dong, triéu chimg giéng cam, khéi u, dau, khat.

+ Réi loan gan mét: bénh s6i mat/viém tai mét, gan nhiém ma, viém gan, gan to.

+ Rbi loan hé théng mién dich: qua man cam.

+ Nhiém triing va ky sinh trung: herpes zoster. ' 3
+ Chuyén héa va réi loan dinh duéng chan an, chan an giam/ting, mét nudc, dai th }ok’d\rd{g
tang cholesterol, ting dudng huyét, ting lipid méau, ting triglycerid mau, ha kali huyét, g Am/tang
cin ‘

+ Réi loan co xwong va mé lién két: viém khép, khép cimg, sung khép, co co thit/co gidt/kin/
yéu, dau co xuong/ctmg khép, dau co.

+ Réi loan hé than kinh: thay dbi khau vi, rdi loan can bing, tai bién mach mau ndo, Guillain-
Barré, héi chimg, nhirc ddu, dau nira dau, giam huyét ap, ha huyét ap, nhdi mau, budn ngu, tm
thén, suy nhugc, migraine, paresthesia, budn ngu, con thiéu mau cyc bo thoéng qua, run.

+ Réi loan tam théan: kich déng, lo léng, trdm cam, mat ngl, d& c4u gian, giam ham mudn tinh
duc, lo lang, hoang loan, thay dbi nhan cach.

+ Réi loan vé than va niéu: tiéu mau, nephrolithiasis, pollakiuria, protein niéu, suy than.

+ Hé thong sinh san: dau nguc, réi loan cuong duong, chimg gynecomastia.

+ Réi loan hé hip: viém phé quan, ho, khé thd, chimg bap dui, miii khd, xoang gdy tang huyét
ap, phut hong, tic nghén duong hé hap, hit hoi, ¢é hong kich thich, nhiém trung duong hé hép
trén.
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CONG TY " ‘ki]oan mé da va dudi da: rung toc, phi mat, viém da, chup da, hoai tit, cham, thay déi mau
€0 PHANtSC,) tﬁ g trudng toc bat thucmg tang cuong da, 10t da, chun0 budn non, ngira, tAy da chét, ddi
DU‘JU P'J"“‘Maq' da'/ thay ddi sic t6, ton thuong da, miii da bt thuong, ndi may day.
& ;,-.ioz_m mach mau: cao huyét ap, ha huyét ap.
5 §qfénarl«ieting
= Tpﬁ .//?han img bat lgi da dugc x4c dinh trong qua trinh sir dung febuxostat. Boi vi nhitng phan tng
nay duoc béo cdo tu nguyén tir mot quan thé cé kich thude khong chac chin, khong phai lic nao
ciing c6 thé udc tinh mdt cach ddng tin cay.
Réi loan gan mar: suy gan (mot s tir vong), vang da, cac truong hop nghiém trong cia chirc
nang gan bét thudng.
R6i logn hé thong mién dich: qué man, phan (mg phan vé.
Réi logn mo co xwong va mé lién két: rhabdomyolysis.
Réi loan tém than: hanh vi tdm thin bao gdm ca nhitng v nghi hung di.
RSi loan vé thin va bai tiét: viém than that dng dan.
Réi loan da va mé dudi da: phat ban, hdi chimg Stevens Johnson, phan (g da nhay cam.
Huéng din xir tri ADR
Céc ADR nhe thudng hét sau vai ngay diing thude.
Khi xay ra cac ADR nghiém trong nhu phan ng phan vé, hdi chirng Stevens Johnson,...can
ngung ding thude, thay dbi thude didu tri phi hop va cin theo ddi lam sang chit ché va diéu tri
céc phan (g ¢6 hai.
Phai 1am xét nghiém chirc nang gan ctia ngudi bénh hang tudn néu két qua bat thuomg. Ngimg
thude néu tinh trang trd nén xdu hon.
Can theo ddi cac bién cd trén tim mach va ngimg thude néu can,
Pé ngan ngira bénh gout khi bit diu ding febuxostat, khuyén cdo diéu tri du phong dohg
vii NSAID hoac colchicin.
Can tuan thi ding theo chi dinh va xem thém muc Thdn rrong.
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QUA LIEU VA CACH XU TRi

Febuxostat dwoc nghién ctru & nhing ngudi khoe manh véi lidu 300 mg mdi ngay trong 7 ngay
ma khong ¢6 bang chimg vé& ddc tinh lidu luong. Khéng c6 béo céo ding qud liéu febuxostat
trong lam sang. Bénh nhén nén dugc didu tri bing cach chita triéu ching va hd tro néu c¢d qua
lieu.

CAC DAU HIEU CAN LUU Y VA KHUYEN CAO
Khong co.

BAO QUAN
Trong bao bi kin,tranh am, tranh anh sang, & nhiét d6 khong qué 30°C.

HAN DUNG



36 thang ké tir ngy san Xuét. 28 ngay sau 1an m& ndp lo dau tién.
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S6 52 o'Lgi, phuong Hoa Loi, thi x4 Bén Cat, tinh Binh Duong

NGAY XEM XET SUA DOI CAP NHAT LAI NOI DUNG HUONG [DAN-SU DUNG
THUOC: dd/mm/yyyy
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VILOURIC 40

Febuxostat 40 mg
Poc ky huéng din sir dung trirde khi ding. Dé xa tim tay tré em. Thong bso ho bic
si hodc dugc sinhirng tic dung khong mong muén gip phai khi sir dung thud
Thubc nay chi dung theo don ciia bdc si.

Thanh phan
Moi Vién nén bao phim c6 chira:
Hoat chdt: Febuxostat............ 40 mg
Ta duwge: Lactose monohydrat, microcrystalline cellulose (Avicel PH 101, Avicel PH 102),
hydroxy propyl cellulose, natri croscarmellose, poloxamer 407, aerosil, magnesi stearat, Opadry
Il 85F90627 Blue.
M6 ta san phim
Vién nén bao phim hinh tru, hai mat 16i, mau xanh, canh va thanh vién lanh [an.
Quy cach dong goi
Hop 3 vix 10 vién nén bao phim
Hop 1 lo x 100 vién nén bao phim
Thudc ding cho bénh gi?
Febuxostat la thudc ké don, thude te ché xanthin oxidase, st dung gitp giam nong do acid uric
mau ¢ nguot [6n bi bénh gout.
Chua duoc chimg minh febuxostat an toan va hiéu qua o tré em diroi 18 tuoi.
Nén dung thude nay nhw thé niao va liéu lwgng?
Dung khi ¢6 chi dinh cua béc si.
Dung thudc theo huéng din cia bac si hodc duge si. Xem huéng dan trén nhin va hoi lai béac si
hodc dugc si néu ban khong chéc chéan.
Febuxostat c thé dugc uéng cung hodc khong cé thic an.
Febuxostat c6 thé dugc udng cling véi céc thudc khang acid (céc antacid).
Bénh gout ¢6 thé xudt hién céc dot cép khi ban udng febuxostat, khong duoc dimg thude néu ban
xudt hién dot cap. Bac si c6 thé giri ban thudc khdc dé déi pho véi dot cap dé.
Cén ¢6 su kiém tra chic chan ctia bac si trong qua trinh sir dung febuxostat.
Thuéc chi ditng khi cé sw ké don ciia bdc si.
Khi nao khéng nén ding thudc nay?
Qud min cam véi duge chat hodc véi bét ky ta duge nao.
Pang diéu trj bing thudc azathioprin hay mercaptopurin.
Tré dudi 18 tudi.
Tac dung khong mong muén
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Céc van d& vé tim. Mot sb it 1én con dau tim, dot quy va cdc con dau tim nguy hiém dén tinh
mang duoc quan sat thdy trong nghién ctru lam sang. Khéng chic chin nguyén nhan do
febuxostat .

Nhitng téc dung khéng mong mudn thuong gip bao gdm:

+ Céc bat thuong vé gan

+ Budn nén

+Nbi ban

+ Céc dot Gout cap tinh

+ Viém khép

i ndi ban va xuét hién cac tac dung khong mong mudn anh hudng dén ban hay
6 thé cac tac dung khong mong mudng khong do febuxostat. Cén tham khao
a duoc si.
||+ Néhi&’hﬂlwwn phirng thué’c hoiic thye phém gi khi dang sir dung thude nay?
‘\\ O‘@m@m febuxostat d6i vai bénh nhdn dang st dung mercaptopurin/azathioprin.
\'€3n lam gi ot 1in quén khong ding thube?
D\ﬁ{m@g{t@fﬁ'ﬁ/éay khi nhé ra. Bé qua liéu da quén néu né gan nhu la thoi gian cho li EMh
tiép theo. Khong nén ding thubc thém dé tao nén lidu da quén.
CAn bio quén thudc nay nhwr thé nao?
Bao quan trong bao bi kin, tranh Am, tranh anh sang, ¢ nhiét d¢ khong qua 30°C

Nhirng diu hiéu va tri¢u ching khi ding thude qua liéu

Bénh nhén xuét hién triéu chimg hon mé hodc khong thd duge.

Cén lam gi khi ding thude qua lidu kKhuyén cdo?

Ngimng thudc va dua bénh nhén dén céc co sd y té gan nhit dé duge diéu tri triéu chimg va theo
doi.

Nhitng diéu cin than trong khi ding thude nay?

Chi dung theo huéng dén ctia bac si hodc duge si.

Thén trong v6i bénh nhan dang diéu tri bing cic thudc mercaptopurin/azathioprin.

Khéng nén dung febuxostat d6i v6i bénh nhan suy than ning, c6 tién sir xo vira dong mach
va/hodic nhdi mau co tim hoic suy tim xung huyét, c6 thay dbi chirc nang tuyén gidp; bénh nhén
c6 dot Gout cap, ling dong xanthin; bénh nhan rdi loan chirc nang gan; bénh nhan réi loan tuyén
giap.

Bénh nhan dugc ghép tang: chua 6 kinh nghiém diéu tri.

Thudc ¢6 chira lactose, do d6 khong nén dung cho bénh nhan khéng dung nap galactose, thiéu
hut Lapp lactase, kém hap thu glucose — galactose.

Ste dung & phu nir c6 thai:

Chua ¢6 nghién ctru diy di va kiém soat & phy nir ¢6 thai. Thude chi dugce sir dung trong thoi ki
mang thai khi lgi ich 16n hon nguy co d6i véi bao thai.

Swr dung o phu nit cho con bu:

g ALY
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Chua c¢6 nghién clru 10 rang vé viéc febuxostat ¢ bai tiét vao sira me hay khéng. Khong nén
dung febuxostat cho phu nif cho con bu.

Anh hiedmg ciia thuée 1én kha ndng 1di xe va vdn hanh mdy moc:

Budn ngi, chéng mit va mo miét di duoc bao cao khi sir dung febuxostat. Khong nén ding
febuxostat khi 1ai xe va van hanh méay moéc.

Khi nao cin tham vén bac si, dugc si?

Tham vén bac sT néu gip phai tic dung khéng mong mudn khi sir dung thuée.

Néu cin thém théng tin xin hoi y kién bac st hodc duoc si.

Bio quan

Trong bao bi kin,tranh am, tranh anh sang, & nhiét do khong qua 30°C.

Han dung ciia thude

36 thang ké tir ngdy san xuat. 28 ngdy sau lin m& nip lo dau tién.

Tén, dia chi, biéu twgng (néu c6) ciia co' s sin xudt

CONG TY CO PHAN DUQC PHAM MEDISUN }

$6 521, khu phé An Loi, phuong Hoa Lei, thi x4 Bén 41, tinh Binh Duong

Ngay xem xét sira dbi cap nhat lai ngi dung huéng An sir dung thubc: dd/mm/yyyy
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