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Rx- Thubc bin theo don
Vién nén FEBUDAY 40

(Febuxostat 40 mg)
THANH PHAN
Moivién nén bao phim chita:
Febuxostat... .40 mg

Ta duoe: Cellulc:sc vi tinh thé, Lactose monohydrat, Hydroxy propyl
cellulose, Croscarmellose natri, Colloidal silicon dioxid, Magnesi stearat,
Instacoat Universal white lCaUv 1308

nu'dc LUCHOQC

Co ché tdc dgng

Febuxostat 1a chit trc ché xanthin oxidase, hi¢u quﬂ diéu tri ctia n6 dat duoc
bing cach lam giam acid uric huyét thanh. O nong do diéu tri Febuxostat
khung tre ché cac enzym khéc tham gia vao viéc téng hop va chuyén héa cia
purin va pyrimidin.

Anh huong trén nong do acid uric va xanthin: U ngu‘t’n khoe manh,
Febuxostat giy ra su giam phu thude liéu doi Vi nong dé acid uric huyét
thanh trung binh trong vong 24 gio va lam ting nong d¢ xanthin huyét thanh
trung binh trong vong 24 gio. Ngoai ra, ¢ sy giam bai tiét acid uric nudc
ti€u hang ngay toan phan Tuong tu, co sy tang bai tiét Xanthin trong nuoc
tiéu hang ngay toan phan. Su giam ti 1€ phan tram acid uric huyet thanh
trung binh trong vong 24 gid nam trong khoang 40% - 50% & liéu 40 mg va

80 mg.

Anh huéng doi vdi sir téi khir cue & tim: Anh hudng ciia Febuxostat déi voi
s tai khur cye o tim duge ddnh gia bang khoang QTe di duge bao céo &
nguoi khoe manh binh thuong va bénh nhén gut. Febuxostat ¢ lidu Ién toi
300mg/ngay, & trang thai 6n dinh, khéng cho thay anh hudmg trén khoang
QTe.

DUQC BQNG HOQC

O nguoi khoe manh, nnng, d6 huyét trong toi da (C_) va AUC cua

Febuxostat tang ti I¢ voi licu sau khi dung liéu don va da liéu 10 mg dén
lzﬂmg Khéng cé tich lity & liéu diéu tri dugc ding moi 24 gio. Febuxostat
c6 vong doi ban thai trung binh (t, ,) kiéu bién khoang 5-8 gio.

Sur hap thu cta Febuxostat co gan phong xa sau khi dung liéu du doén it nhat
la 49% (dua trén tnng hoat tinh phéng xa duge tai hip thu tir nude tiéu).
Nung do huyét tunrng toi da ctia Febuxostat dat duge tir 1 dén 1,5 gitr sau khi
uong. Sau khi unng da liéu 40 mg va 80 mg, mét 1an/ ngay, C, . dat khoang
1,6 + 0,6 mcg/ml va 2,6 + 1,7 meg/ml tuong tmg. Sinh kha dung tuyét doi
cuavién nén Febuxostat v:fm chua dugc bao cdo.

Thé tich phan b kiéu bmn trung binh cua Febuxostat (VSS/F) 1a khoang 50
L (CV ~ 41)%) Lién két cua Febuxostat vdi protein hl.l}'f:t twong khoang
99,2% (chu yéu voi alburmn) va khong doi trong khoang nong d6 dat dugc
khi diing liéu 40mg va 80mg.

Febuxostat dugc chuyén hoa rong rdi bang su lién két qua uridin diphosphat
g’iucumnasy]tranf;ferase (UGT) enzymes gom UGTI1Al, UGTIA3,

UGT1A9va UGT2B7 va sy oxy hoa qua cytochrome P450 (CYP) enzymes
gom CYP1A2, 2C8 va 2C9 va non-P450 enzymes. Vai tro cia moi dong vi
enzyme trong qua trinh trao doi chat cua Febuxnstat la khong rd rang. Sy
oxy héa cua chudi isobutyl dan dén sy hinh th:?mh céc chat chuyen hoa
hyd:nx},: co dugc tinh, tat ca déu xay ra trong huyét trong ctia ngudi & mot

miirc d¢ thap hon nhiéu so véi Febuxostat.

Febuxostat duoc bai tiét bﬁng ca hai duong gan va than. Sau khi un:mg lidu
80 mg Febuxostat dugc gin "'C, khoang 49% liéu dung duge tim thdy trong
nudc tiéu dudi dang B ebuxnstat khong doi (3%), dang glucummd acyl
(30%), cac dang chuyén hoa do ‘oxy hoa va dang lién hop cuané (13%), cac
chét chuyén hoa L khong duge biét khéc (3%). Ngoai sy bai tiét qua nudc tidu,
khoang 45% liéu ding dugc tim thay trong phin dudi dang Febuxostat
khong doi (12%} dang glucummd acyl (1%), chit chuyén héa oxy hoa va
dang lién hop ctia n6 (25%), va cac chit chuyén héa khac khong dugce biét
(7%).

CHIPINH

Eheu tri chitng tang acid uric huyét khi tinh thé urat da hinh thfmh (bao gom
tién sir, sir hién dién ciia u cuc (hat tophi) va/hodc viém khép do git).

LIEU LUQONG VA CACHDUNG

Liéu khuyén cdo cua Febuxostat 1a 40 | mg hodc 80 mg/lan/ ngay. Co the
diing thuée ma khéng cin quan tdm dén thirc &n hodc sir dung céc thude
khang acid.

Liéu Febuxostat 80 mg dugc khuyen c4o su dung ¢ bénh nhan khong dat
mitc acid uric huyét (sUA) nhé hon 6 mg/dl sau 2 tuan dung liéu 40 mg.

Liéu Febuxostat 120 mg ngay mot 1an c6 thé duge xem x:} néu chi s6 acid
uric huyét thanh > 6 mg/dl (357 umol/1) sau 2-4 tuan dung lieu 80 mg.

Muec tidu diéu tri 1a giam va duy tri acid uric huyét thanh dudi 6 mg/dl
(35 ?p.mﬂlfl) Kiém tra dé dat muc tiéu né}', sUA <6mg/dl co thé duge thue
hién sé'm nhét 14 2 tudn sau khi bit ddu diéu tri Febuxostat.

Ngdin ngua con gut cap
Sau khi khéi ddu diéu tri véi Febuxostat, sur gia tang con gut -::ap thuong
xuyén dugc bdo cdo. Sy ting nay 1a do thay ddi chi so acid uric huyét thanh,
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két qud cia wige huy djog umte tir khoody i & ma, Dy phong con g cip

véri mit thude ching viém khong steroid (NSAID) hay colchicine dupe

khuyén cio khi khéi diiu diga tr) vii Febuxostat. Khuyén cio dy phong com

glldphﬂlﬁt_lﬁﬁﬂdng. T_\’niumn it cip xdy ra trong qui trinh diéu tr wii

Febuxestat, cin nmme tiép te sir dynp. Com git edp nén dwoc kidm sodt

ddng thin, khi thich hop & fimg bénh nhin.

i mlviny bk e fiie b

= Bénh nhén suy thin: Khong ciin didu chinh lidu & binh nhin suy thiin nhe
hode trung binh. Hidw qui vi an todn thﬂngduwd&uhgiﬁdﬂy [T
nihimy biinh nhiin suy thin nigng () thanh théi creatinin <30 mlphat).

= Bénh nhiin suy gan: Lifu khuyén cdo & bénh nhin suy gan nhe 13 80 mg,
Nhimg thing tin cf sin & bénh nhin suy gan trung binh 1 hgn ehé. Higu
que va an todn cia Febuxostat chia dupe bio cdo & bénh nhin suy gan
Tng,

= Mg cao udi: Khéng cin didfuchinh i

- Tré em vl thanh thifu nién; Khiémg co kinh nghiém & iré e Vi thank
thidu nién, vige sir dyng Febuxostat & nhitng bignh nhin nay khing duge
khuyén clo.

- Bénh nhin ghép tang: Khéng o6 kinh nghi¢m & bénh nhan ghép tang, st

dyung Febuxostat & nhitng bdnh ndein ndy khdng dieoc kbovén cio.

CHONG CHI DJNH
Qud miln v bt cir thinh phin nio cia thude,

Bénh nhan dang di-i'.'lu Ir] vin azmthiopnn, mercapiopunn, hodc theophyilng

{xem Twomg tic thudc).

CANHBAOVATHANTRONG

Com git edp

B nggan ngira com git cip khi khér diu dida trf vii Febuxostat, dicu trj dyr
phing ddng thin v mdt ching viém khéng steroid (NSAID) hodic
colchicine dirge khuyén cao( xem Lidu hegmg vi cch dimg).

Bnly W i mgek
Trong cie nghién i Kiém mwf“ nhién due béo cho, o matLy 1 cao
hem et cie tnadmg hop huyét

nhéi méau co tim khing gy tir vong vi it quy khing giy i vong) trong

bénh nhdin duge diéu trj vai Febuxostat [0.74/100 P-Y (95% C10.36-1.37)]

50 viri allopuring] [0G01 00 PY {95% CI 0,16-1,53)) M mei guean hg
nhéin qua win Febuxostat chira dipe thic E.ﬁ.p.'ﬁmdﬁn;h:dﬂu hidu vit tridu
chiimg cia mhidE maw cortim (M) v danguy,

Lk e g ;

Trong cic nghién ciui kiém sodt nglu nhién duge bio cdo, ting
transaminase lim hom 3 1o gidd han trén cds ndke bink thiedmg (LILN) 48
dige bio cio (AST: 2%, 2%, v ALT:- 3%, 2% wong (mg & nhimg bénh
nhiin derge ditu tri vivi Febuwoostat v allapurinol). Khbng o bio cio vé mdl

quan hé giia litu logng-14c dyng ddi vii sy g men transamingse :{l&i‘;

Kiémitra chire ning gan duge khuyén cio, vi dy: 2 vii4 théng sau hi bit
didutr viri Febuxostat vidinh ki sau do.

Réi bogm fuyén gidp

Thng gid trj TSH (=55 I/ ml) duge béo cdo & bénh nhin diku i 1du did
viri Febuxostat (5.0%). Cn thin trong khi sir dyng Febuxostat o nhimg
bénh whdn od thay ddi chire nfing tuyén gidp.

Tréem:

Higu qua v an todn cia Febuxostat chim dwge thidt 1p & bénh nhin tré em
elercri 18 i T

Ting actd uric mdu thiecdp:

Khdng cb nghién ciru duge bdo cio & nhimg binh nhitn tng acid uric mau
thir cip (bao gdm cd ngudi ghép tang); khong khuyén cio sit d
Febuxostal & nhitng béah ohin mi tf I hinh thinh urate duge ting 1Enu:£
nhiéy ({ dy: bgnh dc tinh vit diéu trj bénh, i chimg Lesch-Nyhan). Trong
it i1 tnetmg bop, ndng ¢ cia xanthin trong mede tiéu cd thé thng di dé cd
ling dong trong dudmp tiénidu.

ANH HUONG CUA THUOC PEN KHA NANG LAI XE VA VAN
HANHMAY MOC g
Febuxostat o6 thé inh hudmgg 18n kha ning 14i xe hojie viin hdnh miy mie.

PHUNT MANG THAIVA CHOCON BU .
Chura cé nghién ciru ddy di cia Febuxostat & phy nlt mang thai. Khing nén
sir dung Febuxostat trong sudt thi gian mang thai trir khi dgi ich mang lpi
cao b nguy cotiém ting 05 v thai nhi.

Nguini ta khing biét lifu thude cé bii tét rong sin me hay khiag.
Febuxostat khdmg nén s dung & phy nit cho con b,
TUONG TAC THUOC

Thude nhdm Xethin aridase (00 -

Febuxostat I mit chit ire ché xanthin oxidase, Nghién ¢t twong t4e thube
ciia Febuxostat v ciic thude duge chuyén hia bai XO(vi dy, theophyllin,
mercapiapurin, sathiopring chua dige bio sfdo. S e chit cia X0 b
Febuxostat o6 thé gay ting ndng 40 trong huyét tuemyg cin che thisbe niy din
dén dic tinh. Febuxostat dge chivng chi dinh & nhimg bénh nhin duge diéu
trj biing azathioprin, mercaptopunn, hoje theophyllin (xem I:'_‘l'lémg chi
dinh),

hoi tim mach (b vong do bénh tim mach,

Thutehoe tri gy dc 1 o

Wythign ciru teomg tic i Febuxostat v thude hoa tri giy e 1€ bio
khéng duge bao cio. Khéng ob sb ligu v sy an toin cia Febuxostal trong
sudit que trinh hoa i ligw gy djeeé bio, .

e nghidn et eemg feie thude in vivo

Dhea trén el nghi®n cini v tieemg te thide & ngani khée manh, Febuxastat
khing oo twong the ob ¥ nghia Bm sing v colchicin, indomethacin,
hydrochlorathinzid, warfarin hofie desipramin. Vi vy, Febuxostat cd the
dhrpe sir dyngding thin vin cic thudc ndy.

TAC DUNG KHONG MONG MUON

Thirimg g§ i

Trong ba iénl:t'lulﬁmmcdiiﬁnanﬁuuhiﬂnmmm;&?u,z
sl 3) trong thén gian i 6 dén 12 cac tbe dyng khidng mong niuon sau
dity 4k duge béo cio bai cée bic si didu tri cb lién quan dén thude nghién
eiru, B [ dudi dy téng két cde tic dung khong mong mion bio clo & ty
1 it thiip nhit 13 1% & nhom didu i voi Febuxostat vi it nhit L 0.5% lon
homiao i nhém giddage,

The khing mong mudn thusmg gap nhit diin ddn vide ngumg dicu m 14
ciie bt thidmg chize ndng gan:-1.8% vii Febuxostat 40 mg: 1.2% vii
Febuxostat £0 mg vi 0,9% vin 46i fgng dirge didu trj bing allopurinol,
Ngodi chc phin img bat lgi duye trinh biy trong Beng /, ching mit duge
b0 efio>1 %% dbi tuemg dié tr] v Febuxostat midc di khing phai ity I him
harn (0,5%6 50 win i duoc,

| Tinblie 1 Trén nghin cins kiém sodt dup bao co, the dyng khing mong madn
| ady 1" bimh nldn ditu ) vin Febuxestat vi it nhit 0,5% lin bon so v
nivimeg quansis trén benh nhin ding gei duge |
Tiic dyng khing | Gid duye Febuxostst allopurinal*
Mong 06 | 40 mgingdy | B0 mg/ngiy
Bt thustmg chise
6 6% 4.6 4.2%
nkng gas
Budn i 7% J.1% 1% 0,54
au khip o 1.4% 0.7% 0.7%
‘Phat han= 0.7 0.5% 1.6% L6t
* Blnh nhiin s dung allopurisol, 10 ding liéu 100 mg, 145; déng lidu 200 mg va
1122: dhisng iy 300 mg dira vio miire 8§ suy thin

Itgip

M verode rif fogn b thiong bock b thidu miu, ban xudt huyd gidm
tiéu ciu ty phit, tng bach ciu/ giam bach céu, gidm bach cdu trung tinh,
giam todn thé huyét ciu, phi dgi tich, gidm tide ciu,

Cilr vt devgrer v i com dan thit ngire, rang thm nll.{-'mamg ding tam nhi,
tiéng thii tim, ECG bt thudmg, ddnh trdng ngiec, ahip tim chim xoang,
nhipiim Akanh.

Tiad v heckmg roli frad tromgF: dide, 1 tad, chéng matL

R vt v o thi It b e,

Raf doer tién héa: churimg bung, dau bung, tho ban, kid migng, kho tidu,
diiy hai, viem dadiy, bénh irdo nguee da diy, kb chijo didmg tidu boa, dan
muréru, th huyét, toan dich vi, dai tign phin co miu, loét migng, viém wy,
Lot chp iy, mon mes v tigw chdy

Roi boan todn thdn v fai v tri diong: suy nhuge, ngye dau'khé chiju, phii né,
mét i, eam thily bit thudmg, ri egn déng i, cic tridu ciimg gidng i
wim, dau, khist mrdc.

R-ffﬁwgmuﬁr: w0 mAtvidm b mdt, gan nhidm md, vifm gan, gan to,
Rési togn hé thing mién dich: qui min.

Réi logm trao d8i chat v dink dwdmg: chdn &n, gidm/iling thém an, mdt
nnérc, dai théo duimg, ting cholesterol mau, ting duimg huyéy, ting lipid
misiar, i inghyveenid mdw, hy kadd mén, giam/sing trong lrgmg.

Rebi fogut cor ewrerngg vebomds lién kér: vigm khém, cimg khip, sumg khip, co thi
co'co i’ cdng co'nhuge oo, dan oo xuomg/eimg oo, dan oo,

Rii logn b thang thin kink: vj gidc thay ¢6i, rdi logn cin bing, 1ni bién
mipch mdu ndo, hii chimg Guillain-Barré, nhie diu, liét nhg bin thin, gidm
cam gide, giam khiru gidc, hinmé, suy giam tinh thin, dag nia diw, dj cam,
budin ngi, thitw mdu ey b thodng qua, run,

Rof fogm wim then: kich ddng. lo fu, trim cam, mit ngd, d& bi kich thich,
giam ham mudn tinh dye, cing thing, hodng logn, thay ddi tinh céch.

Ly v rili Jogn ede md dudi dee: mung e, phi mach, viém da, chimg da vé
ndi, blm miw, chim boi nhifm, thay d6i miu 16c, 16 ting tnrimg bil
thastmg, ting Gt mo héi, 161 da, xuit huyét dwdi da, min cam anh sing,
i, ban xudt huyét, sir dii min dathay d5i siic 16 da, 16n thuong da, da cd
i bt thiimg, niimé day.

Rt fogn mgeh mdn: 36 bimg milt, Bng huyét dp, ho huyét ap,

Cee thimg =0 phing thi nghifm: kéo dii thii gian kich hopt mit phin
thromipoplastin, thng crestine, gidm bicarbonate, ting natri, bt thirimg
EEG, thing duimg huydt, ing cholesterol, ting wniglyeenide, idng amylase,



https#nhathtecngocanhcom/™ e

tang kali, tang TSH, giam tiéu cdu, giam hematocrit, giam hemoglobin, tang
MCV, giam hong cau, ting creatinin, ting uré mau, ting ty I¢
BUN/creatinin, ting creatine phosphokinase (CPK), tang phosphatase
kiém, ting LDH, ting PSA, tang/giam luong nute tiéu, giam lymphocyte.
bach cdu trung tinh giam, ting/giam WBC, xét nghiém dong mau bat
thudng, ting LDL, kéo dai thoi gian prothrombin, d6i mau nudc tiéw, nwdc |
tiéu dwong tinh véi té bao bach cau va protein. peree - N .
Théng bdo cho bdc sy cdac tic dung khong mong muon gip ﬁﬁiﬁhi diing
thuc. |

QUALIEU -

Nghién ciru & cac ddi tuong khoe manh ding Febuxostat voi ligu legng Ién
dén 300 mg/ngay trong 7 ngdy ma khong c6 bang chimg vé gidi han liéu
doc. Khong cé qué liéu clia Febuxostat durgc bio cdo trong cac nghicn ciru
1am sang. Truong hop qué liéu, bénh nhén can dugc dicu tri triéu chimg va
chamsoéc ho trg. _ "‘\ h .
PONG GOI: Hép 3 vi x 10 vién nén bao phim | -
BAO QUAN: Bio quan du6i 30°C. Trénh am vaanh sang.
HAN DUNG: 24 thang ké tir ngay san xuat.

Khéng diing thubc khi da hét han si dung.

Poc ki hudng dan sir dung trieée khi diing.

Néu cin thém théng tin, xin hoi y kién bdc s.

Giir thuéc trdanh xa tam tay tré em.

Nha san xuat:

MSN LABORATORIES PRIVATE LIMITED
Plot No.42 ANRICH Industrial Estate,

Bollaram, Medak District 502323, Telangana, An D.

B31358-01
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