
Frutinib
Fruquintinib INN

Composition: 
Frutinib 5 capsule: Each capsule contains Fruquintinib INN 5 mg.

Pharmacology: Fruquintinib is a small molecule kinase inhibitor of vascular 
endothelial growth factor receptors (VEGFR)-1, -2, and -3 with IC50 values of 33, 
35, and 0.5 nM, respectively. In vitro studies showed fruquintinib inhibited 
VEGF-mediated endothelial cell proliferation and tubular formation. In vitro and in 
vivo studies showed fruquintinib inhibited VEGF-induced VEGFR-2 phosphorylation. 
In vivo studies showed fruquintinib inhibited tumor growth in a tumor xenograft 
mouse model of colon cancer.

Indications: Fruquintinib is a kinase inhibitor indicated for the treatment of adult 
patients with metastatic colorectal cancer (mCRC) who have been previously 
treated with fluoropyrimidine, oxaliplatin, and irinotecan-based chemotherapy, an 
anti-VEGF therapy, and, if RAS wild type and medically appropriate, an anti-EGFR 
therapy.

Dosage and Administration: The recommended dose of Fruquintinib is 5 mg orally 
once daily for the first 21 days of each 28-day cycle until disease progression or 
unacceptable toxicity. Take Fruquintinib with or without food at approximately the 
same time each day. Swallow the Fruquintinib capsule whole. Take a missed dose if 
less than 12 hours have passed since the missed scheduled dose. Do not take two 
doses on the same day to make up for a missed dose. Do not take an additional 
dose if vomiting occurs after taking Fruquintinib but continue with the next scheduled 
dose.

Dose Modification: Recommended Dose Reductions for Fruquintinib.
First dose reduction 4 mg orally once daily. Second dose reduction 3 mg orally once daily.
Permanently discontinue Fruquintinib in patients unable to tolerate 3 mg orally once daily.

Contraindications: None.

Warning & Precaution:
Hypertension: Fruquintinib can cause hypertension. Do not initiate Fruquintinib 
unless blood pressure is adequately controlled. Monitor blood pressure weekly the 
first month, at least monthly thereafter.

Hemorrhagic Events: Fruquintinib can cause serious hemorrhagic events, which 
may be fatal. Permanently discontinue Fruquintinib in patients with severe or 
life-threatening hemorrhage.

Infections: Fruquintinib can cause an increased risk of infections, including fatal 
infections.

Side Effects: The following clinically significant adverse reactions are described 
elsewhere in the labeling:
• Hypertension 
• Hemorrhagic Events
• Infections
• Gastrointestinal Perforation
• Hepatotoxicity
• Proteinuria
• Palmar-Plantar Erythrodysesthesia (PPE) 
• Posterior Reversible Encephalopathy Syndrome (PRES)

Use in specific populations
Pregnancy Risk Summary: Based on findings in animal studies and its mechanism 
of action, Fruquintinib can cause fetal harm when administered to a pregnant 
woman.

Lactation Risk Summary: There are no data regarding the presence of fruquintinib or 
its metabolites in human milk or its effects on a breastfed child or on milk production.
Females and Males of Reproductive: Females of childbearing potential and males 
with female partners of childbearing potential should use effective contraception 
during treatment and for 2 weeks after the last dose of Fruquintinib.

Pediatric Use: The safety and efficacy of Fruquintinib in patients younger than 18 
years of age have not been established.

Geriatric Use: There were no observed overall differences in safety and 
effectiveness of Fruquintinib in geriatric compared to younger patients.

Hepatic Impairment: No dosage adjustment is recommended for patients with mild 
hepatic impairment. Fruquintinib is not recommended for use in patients with severe 
hepatic impairment.

Drug Interactions:
Strong CYP3A Inducers: Avoid concomitant use of drugs that are strong CYP3A 
inducers with Fruquintinib.

Moderate CYP3A Inducers: If possible, avoid concomitant use of drugs that are 
moderate CYP3A inducers with Fruquintinib. If it is not possible to avoid concomitant 
use of a moderate CYP3A inducer and Fruquintinib, continue to administer 
Fruquintinib at the recommended dosage. 

Overdose: None.

Storage: Do not store above 25°C. Protect from light. Keep out of the reach of 
children.

Packing:
Frutinib 5 Capsule: Each HDPE container of Frutinib 5 contains 21 capsules, a 
silica gel desiccant and polyester coil with a child resistent closure.
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d«zwUwbe
d«zKzBbwUwbe AvBGbGb

Dcv`vb:
d«zwUwbe 5 K¨vcmyj: cÖwZwU K¨vcmy‡j Av‡Q d«zKzBbwUwbe AvBGbGb 5 wg.MÖv.|

dvg©v‡KvjwR: d«zKzBbwUwbe nj fv¯‹yjvi G‡Ûv‡_wjqvj †MÖv_ d¨v±i wi‡mÞi (VEGFR)-1, -2, Ges -3 
Gi GKwU KvB‡bR BbwnweUi hvi IC50 gvb h_vµ‡g 33, 35, Ges 0.5nM| Bb wf‡Uªv M‡elYvq †`Lv 
†M‡Q, d«zKzBbwUwbe wfBwRGd-ga¨¯’ G‡Ûv‡_wjqvj †Kv‡li we¯Ívi Ges wUDeyjvi MVb‡K evav †`q| Bb 
wf‡Uªv Ges wf‡fv M‡elYvq †`Lv †M‡Q d«zKzBbwUwbe VEGF-cÖ‡ivwPZ VEGFR-2 dm‡dvivB‡jkb‡K 
evav †`q|

wb‡`©kbv: d«zKzBbwUwbe nj †gUv÷¨vwUK †Kv‡jv‡i±vj K¨vÝv‡i AvµvšÍ cÖvß eq¯‹ †ivMx‡`i wPwKrmvi Rb¨ 
wb‡`©wkZ GKwU KvB‡bR BbwnweUi (mCRC) hv‡`i c~‡e© d¬y‡ivcvBwiwgwWb, A·vwjcø¨vwUb Ges 
Bwi‡bv‡UKvb-wfwËK †K‡gv‡_ivwc, GKwU A¨vw›U-wfBwRGd †_ivwc, Ges, IqvBì UvBc RAS wPwKrmvq 
Dchy³ GKwU A¨vw›U-EGFR †_ivwc †`qv n‡q‡Q|

gvÎv I †mebwewa: d«zKzBbwUwbe Gi cÖ¯ÍvweZ †WvR nj 5 wgwjMÖvg gy‡L gy‡L cÖwZw`b GKevi| cÖwZwU 
28-w`‡bi P‡µi cÖ_g 21 w`b LvIqvi ci 7 w`b eÜ ivL‡Z n‡e| IlyawU †iv‡Mi AMÖMwZ ev AMÖnY‡hvM¨ 
welv³Zvq bv hvIqv ch©šÍ MÖnY Ki‡Z n‡e| cÖwZw`b GKB mg‡q Lvev‡ii mv‡_ ev QvovB d«zKzBbwUwbe 
†L‡Z n‡e| d«zKzBbwUwbe K¨vcmyj cy‡ivUv wM‡j †djyb| †WvR wgm Kivi mgq 12 N›Uvi Kg n‡j wgmW 
†WvR MÖnY Ki‡Z n‡e| d«zKzBbwUwbe MÖn‡Yi c‡i hw` ewg nq Z‡e AwZwi³ †WvR bv wb‡q cieZ©x wba©vwiZ 
†WvRwU Pvwj‡q †h‡Z n‡e|

gvÎv mgš^q: d«zKzBbwUwbe Gi Rb¨ cÖ¯ÍvweZ †WvR n«vm: cÖ_g †WvR n«vm 4 wgwjMÖvg gy‡L gy‡L w`‡b GKevi| 
wØZxq †WvR n«vm 3 wgwjMÖvg gy‡L gy‡L w`‡b GKevi| cÖwZw`b GKevi gy‡L gy‡L 3 wgwjMÖvg mn¨ Ki‡Z 
A¶g †ivMx‡`i d«zKzBbwUwbe ¯’vqxfv‡e eÜ Ki‡Z n‡e|

cÖwZwb‡`©kbv: bvB|

mveavbZv I c~e©mZK©Zv: D”P i³Pvc: d«zKzBbwUwbe D”P i³Pv‡ci KviY n‡Z cv‡i| i³Pvc ch©vßfv‡e 
wbqš¿Y bv Kiv ch©šÍ d«zKzBbwUwbe ïiæ Kiv hv‡e bv| cÖ_g gv‡m mvßvwnK i³Pvc wbix¶Y Kiæb, Zvic‡i 
AšÍZ cÖwZ gv‡m GKevi|

†n‡gv‡iwRK NUbv: d«zKzBbwUwbe ¸iæZi i³¶iYRwbZ NUbv NUv‡Z cv‡i, hv gvivZ¥K n‡Z cv‡i| ¸iæZi 
ev cÖvYNvZx i³¶i‡Yi †ivMx‡`i †¶‡Î d«zKzBbwUwbe ¯’vqxfv‡e eÜ ivL‡Z n‡e|

msµgY: d«zKzBbwUwbe gvivZ¥K msµgY mn †iv‡Mi SyuwK evov‡Z cv‡i|

weiƒc cÖfve: wbgœwjwLZ cÖwZK~j cÖwZwµqv¸wj cwiwjw¶Z nq:

• D”P i³Pvc 
• †n‡gv‡iwRK B‡f›U 
• msµgY 
• M¨v‡÷ªvBb‡U÷vBbvj wQ`ª 
• †ncv‡UvUw·wmwU 
• †cÖvwUbywiqv 
• cvjgvi-cø¨v›Uvi Gwi‡_ªvwW‡m‡_wmqv 
• †cv‡÷wiqi wifvwm©ej Gb‡mdv‡jvc¨vw_ wm‡Ûªvg (PRES) 

we‡kl Rb‡Mvôxi Dci cÖ‡qvM:

Mf©ve¯’vi SzuwK: cÖvYx Aa¨q‡bi djvdj Ges Kvh©cÖYvjxi Dci wfwË K‡i cvIqv Z_¨g‡Z, d«zKzBbwUwbe 
Mf©eZx gwnjv‡K †`Iqv n‡j åæ‡Yi ¶wZ n‡Z cv‡i|

¯Íb¨`v‡bi SzuwK: gvby‡li `y‡a d«zKzBbwUwbe ev Gi †gUv‡evjvB‡Ui Dcw¯’wZ ev ey‡Ki `ya LvIqv‡bv wkï ev 
`ya Drcv`‡bi Dci Gi cÖfve m¤ú‡K© †Kv‡bv Z_¨ †bB|

gwnjv Ges cÖRbb cyiæl: mšÍvb m¤¢vev gwnjv Ges mšÍvb avi‡Yi m¤¢vebvi gwnjv‡`i d«zKzBbwUwbe Gi 
†WvR †kl nIqvi ci 2 mßv‡ni Rb¨ Kvh©Ki Mf©wb‡ivaK e¨envi Kiv DwPZ|

†cwWqvwUªK e¨envi: 18 eQ‡ii Kg eqmx †ivMx‡`i g‡a¨ d«zKzBbwUwbe Gi wbivcËv Ges Kvh©KvwiZv 
cÖwZwôZ nqwb|

†RwiqvwUªK e¨envi: Aí eq¯‹ †ivMx‡`i Zzjbvq †RwiqvwUªK †ivMx‡`i †ÿ‡Î d«zKzBbwUwbe Gi wbivcËv 
Ges Kvh©KvwiZvi †Kv‡bv mvgwMÖK cv_©K¨ j¶¨ Kiv hvqwb|

†ncvwUK cÖwZeÜKZv: nvjKv †ncvwUK cÖwZeÜKZvhy³ †ivMx‡`i Rb¨ †Kv‡bv †WvR mvgÄm¨ Kivi 
cÖ‡qvRb †bB| ¸iæZi †ncvwUK cÖwZeÜKZvhy³ †ivMx‡`i e¨env‡ii Rb¨ d«zKzBbwUwbe mycvwik Kiv nq 
bv|

Ab¨vb¨ Jly‡ai mv‡_ cÖwZwµqv:

kw³kvjx CYP3A Inducers: d«zKzBbwUwbe Gi mv‡_ kw³kvjx CYP3A cÖfveK Ily‡ai mn‡hv‡M 
e¨envi Gwo‡q Pj‡Z n‡e|

gvSvwi CYP3A cÖfveK: hw` m¤¢e nq, d«zKzBbwUwbe-Gi mv‡_ gvSvwi CYP3A cÖfveK Ily‡ai 
GK‡hv‡M e¨envi Gwo‡q Pj‡Z n‡e| hw` GKwU gvSvwi CYP3A cÖfveK Ges d«zKzBbwUwbe GKmv‡_ 
e¨envi Gov‡bv m¤¢e bv nq Z‡e cÖ¯ÍvweZ †Wv‡R  d«zKzBbwUwbe cwiPvjbv Kiv Pvwj‡q  †h‡Z n‡e|

gvÎvwaK cÖ‡qvM: bvB|

msiÿY: 250 †m. Gi Dc‡i msiÿb Kiv hv‡e bv | Av‡jv †_‡K `~‡i ivLyb| Ilya wkï‡`i bvMv‡ji evB‡i 
ivLyb| 

mieivn:

d«zwUwbe 5 K¨vcmyjt cÖwZwU GBPwWwcB K‡›UBbv‡i Av‡Q d«zwUwbe 5 Gi 21 wU K¨vcmyj, GK c¨v‡KU wmwjKv 
†Rj I PvBì †iwR‡÷›U K¨vc|
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