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®

Febuxostat INN

Description: Febuxostat is a xanthine oxidase inhibitor. It is a 
non-hygroscopic, white crystalline powder.

Mode of Action: Febuxit® (Febuxostat) decreases serum uric 
acid level by inhibiting xanthine oxidase, an enzyme 
responsible for the production of uric acid. The absorption of 
Febuxostat  following oral dose administration was estimated 
to be at least 49%. Maximum plasma concentrations of 
Febuxostat  occurred between 1 to 1.5 hours post-dose. After 
multiple oral 40 mg and 80 mg once daily doses, Cmax is 
approximately 1.6 ± 0.6 mcg per mL and 2.6 ± 1.7 mcg per 
mL, respectively. The plasma protein binding of Febuxostat  is 
approximately 99.2%, (primarily to albumin). The apparent 
mean terminal elimination half-life (t1/2) of Febuxostat  is 
approximately 5 to 8 hours.

Composition:
Febuxit® 40 tablet: Each film coated tablet contains 
Febuxostat INN 40 mg.
Febuxit® 80 tablet: Each film coated tablet contains 
Febuxostat INN 80 mg.

Indication: Febuxit® is indicated for the chronic management 
of hyperuricemia in patients with gout. Febuxit® is not 
recommended for the treatment of asymptomatic 
hyperuricemia.

Dosage and administration: Febuxit® is recommended at 40 
mg or 80 mg once daily. The recommended starting dose of 
Febuxit® is 40 mg once daily. For patients who do not achieve 
a serum uric acid less than 6 mg /dL after 2 weeks with 40 
mg, Febuxit® 80 mg is recommended.

Febuxit® can be administered without regard to food or 
antacid use. No dose adjustment is necessary when 
administering Febuxostat to patients with mild to moderate 
renal or hepatic impairment.

Contraindication: Febuxostat is contraindicated in patients 
being treated with azathioprine, mercaptopurine, or 
theophylline.

Side effect: The most common adverse events associated 
with the use of Febuxostat may include liver function 
abnormalities, nausea, arthralgia, and rash.

Use in pregnancy & lactation: Pregnancy Category C: There 

are no adequate and well-controlled studies in pregnant 
women. Febuxostat should be used during pregnancy only if 
the potential benefit justifies the potential risk to the fetus.
It is not known whether this drug is excreted in human milk. 
Caution should be exercised when Febuxostat is administered 
to a nursing woman.

Use in children: The safety and efficacy of Febuxostat in 
children (under 18 years of age) has not been established.

Precaution: Gout Flare: An increase in gout flares is 
frequently observed during initiation of anti-hyperuricemic 
agents, including Febuxostat. If a gout flare occurs during 
treatment, Febuxostat need not be discontinued. Prophylactic 
therapy (i.e., non-steroidal anti-inflammatory drug (NSAID) or 
colchicine upon initiation of treatment) may be beneficial for 
up to six months.
Cardiovascular Events: A higher rate of cardiovascular 
thromboembolic events was observed in patients treated with 
Febuxostat than allopurinol in clinical trials. Monitor for signs 
and symptoms of MI and stroke.
Liver Enzyme Elevation: Transaminase elevations have been 
observed in Febuxostat -treated patients. Monitor liver function 
tests periodically.

Drug interaction: Concomitant administration of Febuxostat 
with azathioprine, mercaptopurine or theophylline could 
increase plasma concentrations of these drugs resulting in 
severe toxicity.

Overdosage: If too much Febuxostat is taken, it should be 
made known to prescriber or healthcare provider emergency.

Storage: Keep out of reach of children. Store in a dry place, 
below 25° c temperature and protect from light.

Packaging:
Febuxit® 40 tablet: Each box contains 14X3 tablets in alu-alu 
blister pack.
Febuxit® 80 tablet: Each box contains 14X2 tablets in alu-alu 
blister pack.
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†deyw·U®

†dey‡·v÷¨vU AvBGbGb
weeiY: †dey‡·v÷¨vU GKwU R¨vbw_b Aw·‡WR BbwnweUi| GwU bb-nvB‡MÖvmK-
wcK mv`v cvDWvi|

Kvh©c×wZ: †deyw·U® (†dey‡·v÷¨vU) R¨vbw_b Aw·‡WR GbRvBg‡K 
cÖwZ‡iv‡ai gva¨‡g wmiv‡g BDwiK Gwm‡Wi cwigvY Kgvq, hv BDwiK GwmW 
ˆZwii Rb¨ `vqx| gy‡L †me‡bi c‡i †dey‡·v÷¨vU Kgc‡ÿ 49% cvK¯’jx‡Z 
†kvwlZ nq| Ilya †me‡bi 1-1.5 N›Uv c‡i i‡³ †dey‡·v÷¨v‡Ui cwigvY 
m‡ev©”P gvÎvq †cŠuQvq| ˆ`wbK 40 wgMÖv I 80 wgMÖv gvÎvi K‡qKw`b 
†dey‡·v÷¨vU †meb Ki‡j Cmaxh_vµ‡g 1.6±0.6 gvB‡µvMÖvg/wjUvi Ges 
2.6±1.7 gvB‡µvMÖvg/wjUvi| cøvRgv †cÖvwU‡bi mv‡_ mshyw³ cÖvq 99.2% 
(cÖavbZ A¨vjeywgb)| †dey‡·v÷¨vU-Gi nvd-jvBd (wU1/2) cÖvq 5-8 N›Uv|

Dcv`vb: †deyw·U® 40 U¨ve‡jU: cÖwZwU wdj¥ †Kv‡UW U¨ve‡j‡U Av‡Q 
†dey‡·v÷¨vU AvBGbGb 40 wgMÖv|
†deyw·U® 80 U¨ve‡jU: cÖwZwU wdj¥ †Kv‡UW U¨ve‡j‡U Av‡Q †dey‡·v÷¨vU 
AvBGbGb 80 wgMÖv|

wb‡`©kbv: †deyw·U® evZ †iv‡M cwijwÿZ nvBcviBDwi‡mwgqvi wPwKrmvq 
wb‡`©wkZ| †hLv‡b nvBcviBDwi‡mwgqvi †Kv‡bv jÿY †bB †mLv‡b Bnv wb‡`©wkZ 
bq|

gvÎv I cÖ‡qvMwewa: †deyw·U® 40 wgMÖv A_ev 80 wgMÖv w`‡b GKevi e¨envi 
Ki‡Z n‡e| †h me †ivMx‡`i †deyw·U® 40 wgMÖv Øviv wmiv‡g BDwiK Gwm‡Wi 
gvÎv 2 mßvn c‡i 6 wgMÖv/‡WwmwjUvi-Gi wb‡P bv‡g bv Zv‡`i †ÿ‡Î †deyw·U® 
80 wgMÖv wb‡`©wkZ| Lv`¨ ev G›Uvwm‡Wi mv‡_ †deyw·U® †me‡bi †ÿ‡Î †Kv‡bv 
m¤úK© †bB| †h me †ivMxi wKWbx I wjfv‡i mgm¨v Av‡Q Zv‡`i †ÿ‡Î 
†dey‡·v÷¨vU-Gi gvÎv ms‡kva‡bi cÖ‡qvRb †bB|

weiæ× e¨envi (†hme †ÿ‡Î e¨envi Kiv hv‡e bv): †h mKj †ivMx A¨vRvw_IwcÖb, 
gviK¨vc‡UvwcDwib ev w_IdvBwjb e¨envi Ki‡Q Zv‡`i †ÿ‡Î †dey‡·v÷¨vU  
e¨envi Kiv hv‡e bv|

cvk¦©cÖwZwµqv: wjfv‡i mgm¨v, ewg ewg fve, Aw¯’mwÜ‡Z e¨_v I Pvgov‡Z jvj 
`vM nIqv|

Mf©ve¯’v I ¯Íb¨`vbKv‡j e¨envi: Mfv©e¯’vi Rb¨ K¨vUvMwi ÔwmÕ Ilya| Mfv©e¯’vq 
e¨env‡ii chv©ß Z_¨ cvIqv hvqwb, Z‡e h‡Lvb åæ‡Yi ÿwZi Zzjbvq my¯’Zvi 
AwaK wbðqZv hyw³m½Z cÖgvwYZ n‡e ZLbB †dey‡·v÷¨vU †`qv †h‡Z cv‡i| 
†dey‡·v÷¨vU ¯Íb¨`vbKvixi `y‡» wbtm„Z nq wKbv Rvbv hvqwb| ¯Íb¨`vbKvix 
gv‡q‡`i †ÿ‡Î mveavbZv Aej¤^b Ki‡Z n‡e|

wkï‡`i †ÿ‡Î e¨envi:
wkï †ivMx‡`i (18 eQ‡ii Kg) †ÿ‡Î †dey‡·v÷¨vU-Gi wbivcËv I Kvh©KvwiZv 
GL‡bv cÖwZwôZ nqwb|

mZK©Zv: wKQz wKQz †ivMxi †ÿ‡Î †dey‡·v÷¨vU †meb ïiæi cÖ_‡g ev‡Zi e¨_v 
†e‡o hvevi m¤¢vebv _v‡K| ZLb †dey‡·v÷¨vU eÜ bv K‡i Gi mv‡_ e¨_vi Ilya 
ev †KvjwPwPb 6 gvm ch©šÍ e¨envi Ki‡Z n‡e|

nv‡U©i Ges †÷ªv‡Ki †ivMx‡`i †ÿ‡Î Wv³v‡ii civgk© Abyhvqx e¨envi Ki‡Z 
n‡e|

wjfvi mwVKfv‡e KvR Ki‡Q wKbv Zv jÿ¨ ivL‡Z n‡e|

Ab¨ Ily‡ai mv‡_ cÖwZwµqv: †dey‡·v÷¨vU-Gi mv‡_ A¨vRvw_IwcÖb, 
gviK¨vc‡UvwcDwib ev w_IdvBwj‡bi e¨env‡i welwµqvi m¤¢vebv _v‡K|

gvÎvwaK¨: hw` gvÎvwZwi³ †dey‡·v÷¨vU †meb Kiv nq, †m‡ÿ‡Î wPwKrm‡Ki 
mnvqZv wb‡Z n‡e|

msiÿY: wkï‡`i bvMv‡ji evB‡i ivLyb| Av‡jv †_‡K `~‡i, 25° †m. ZvcgvÎvi 
wb‡P Ges ï®‹ ¯’v‡b ivLyb|

Dc¯’vcbv:
†deyw·U® 40 U¨ve‡jU: cÖwZwU KvU©‡b A¨vjy A¨vjy weø÷vi c¨v‡K Av‡Q 14×3 
U¨ve‡jU|
†deyw·U® 80 U¨ve‡jU: cÖwZwU KvU©‡b A¨vjy A¨vjy weø÷vi c¨v‡K Av‡Q 14×2 
U¨ve‡jU|


