
Presentation
Regocent    : Each tablet contains Regorafenib Monohydrate INN eq. to Regorafenib 40 mg.

Description
Regorafenib is a kinase inhibitor and it inhibits multiple membrane-bound and intracellular kinases involved in 
normal cellular functions and in pathologic processes such as oncogenesis, tumor angiogenesis, and 
maintenance of the tumor microenvironment. Regorafenib or its major human active metabolites M-2 and M-5 
inhibits the activity of RET, VEGFR1, VEGFR2, VEGFR3, KIT, PDGFR-alpha, PDGFR-beta, FGFR1, FGFR2, 
TIE2, DDR2, Trk2A, Eph2A, RAF-1, BRAF, BRAFV600E, SAPK2, PTK5, and Abl. Due to its inhibitory 
functions, regorafenib can inhibit the progression of certain solid tumors.

Indications and Uses
Regorafenib is a kinase inhibitor that is indicated: 
• For the treatment of metastatic colorectal cancer (CRC) after disease progression on or intolerance to  
 fluoropyrimidine-based chemotherapy, anti-VEGF therapy and anti-EGFR therapy.
• For the treatment of unresectable or metastatic gastrointestinal stromal tumours (GIST) after disease 
progression on or intolerance to prior treatment with imatinib and sunitinib.
• For the treatment of hepatocellular carcinoma (HCC) in patients who have been previously treated with 
sorafenib 

Dosage and Administrations
• Metastatic colorectal cancer (CRC): 160 mg orally, once daily for the first 21 days of each 28-day cycle.
• Gastrointestinal stromal tumours (GIST): 160 mg orally, once daily for the first 21 days of each 28-day cycle.
• Hepatocellular carcinoma (HCC): 160 mg orally, once daily for the first 21 days of each 28-day cycle. 

Side-effects
The most common side effects (≥30%) are asthenia/fatigue, decreased appetite and food intake, hand-foot 
skin reaction (HFSR) [palmar-plantar erythrodysesthesia (PPE)], diarrhea, mucositis, weight loss, infection, 
hypertension, and dysphonia.

Contraindications
None

Warnings & Precautions
• Hemorrhage: Permanently discontinue regorafenib for severe or life-threatening hemorrhage. 
• Dermatological toxicity: Interrupt and then reduce or discontinue regorafenib depending on severity and 
persistence of dermatologic toxicity.
• Hypertension: Temporarily or permanently discontinue regorafenib for severe or uncontrolled hypertension.
• Cardiac ischemia and infarction: Withhold regorafenib for new or acute cardiac ischemia/infarction and 
resume only after resolution of acute ischemic events.
• Reversible Posterior Leukoencephalopathy Syndrome (RPLS): Discontinue regorafenib.
• Gastrointestinal perforation or fistulae: Discontinue regorafenib.
• Wound healing complications: Stop regorafenib before surgery. Discontinue in patients with wound 
dehiscence. 
• Embryofetal toxicity: Can cause fetal harm. Advise women of potential risk to a fetus.

Pregnancy and Lactation
Regorafenib is Pregnancy Category D. Based on its mechanism of action, Regorafenib can cause fetal harm 
when administered to a pregnant woman. There are no adequate and well-controlled studies with Regorafenib 
in pregnant women.  Based on animal reproduction studies Regorafenib was seen to cause embryolethal and 
teratogenic defects and also increased the incidences of cardiovascular, genitourinary, and skeletal 
malformations in animals. Advice pregnant women or women with reproductive potential of the potential 
hazards of Regorafenib to the fetus.

There is no information regarding the presence of regorafenib or its metabolites being excreted in human milk. 
Regorafenib and its metabolites were excreted in rat milk and because of the potential for serious adverse 
reactions in nursing infants from Regorafenib, a decision should be made whether to discontinue nursing or 
discontinue the drug, taking into account the importance of the drug to the mother. 

Pediatric Use
The safety and effectiveness of Regorafenib in pediatric patients less than 18 years have not been 
established. 

Geriatric Use
No overall differences in safety or effectiveness were observed between adult subjects and younger subjects.

Hepatic Impairment
No clinically important differences in the mean exposure of regorafenib or the active metabolites M-2 and M-5 
were observed in patients with hepatocellular carcinoma and mild (Child-Pugh A) or moderate (Child-Pugh B) 
hepatic impairment compared to patients with normal hepatic function. No dose adjustment is recommended 
in patients with mild or moderate hepatic impairment. Closely monitor patients with hepatic impairment for 
adverse reactions.

Regorafenib is not recommended for use in patients with severe hepatic impairment (Child-Pugh Class C) as 
it has not been studied in this population.

Renal Impairment
No dose adjustment is recommended for patients with mild renal impairment. Limited pharmacokinetic data 
are available from patients with moderate renal impairment (CLcr 30-59 mL/min/1.73m2). Regorafenib has not 
been studied in patients with severe renal impairment or end-stage renal disease. 

Females and Males of Reproductive Potential 
Contraception: Use effective contraception during treatment and up to 2 months after completion of therapy. 
Infertility: There are no data on the effect of regorafenib on human fertility. Results from animal studies 
indicate that regorafenib can impair male and female fertility
 
Drug Interactions
• CYP3A4 Inhibitors: Avoid concomitant use of strong CYP3A4 inhibitors with Regorafenib.
• CYP3A4 Inducers: Avoid concomitant use of strong CYP3A4 inducers with Regorafenib.

Storage
Do not store above 30 0C. Keep away from light and out of the reach of children.

Commercial Pack
Regocent   : Each box contains 1 blister strip of 10 tablets.
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Dc¯’vcb
†i‡Mv‡m›U   : cÖwZwU U¨ve‡j‡U i‡q‡Q †i‡Mviv‡dwbe g‡bvnvB‡WªU AvBGbGb hv †i‡Mviv‡dwbe 40 wg.MÖv. Gi mgZzj¨|

weeiY 
†i‡Mviv‡dwbe GKwU KvB‡bR wb‡ivaK| †i‡Mviv‡dwbe †m mKj wSwj Ave× Ges Af¨šÍixY KvB‡bR †K evuav †`q hviv mvaviY 
†Kv‡li wµqv Ges c¨v_jwRK cÖwµqv †hgb Ab‡KvwRb, wUDgvi GbwRI‡R‡bwmm Ges wUDgvi e„w× mnvqK mg~n‡K wbqš¿Y 
K‡i| †i‡Mviv‡dwbe A_ev Gi gyL¨ †gUv‡evjvBU Gg-2 Ges Gg-5 RET, VEGFR1, VEGFR2, VEGFR3, KIT, 
PDGFR-alpha, PDGFR-beta, FGFR1, FGFR2, TIE2, DDR2, Trk2A, Eph2A, RAF-1, 
BRAF, BRAFV600E, SAPK2, PTK5, Ges Abl eû KvB‡bR‡K evuav cÖ`vb K‡i _v‡K| †i‡Mviv‡dwb‡ei 
wb‡ivaKvix Kvh©KvwiZvi Rb¨ GUv †ek wKQz mwjW wUDgv‡ii AMÖMwZ `gb Ki‡Z cv‡i|

wb‡`©kbv Ges e¨envi
†i‡Mviv‡dwbe GKwU KvB‡bR wb‡ivaK hv wb‡`©wkZ:
• †gUv÷¨vwUK K‡jv‡i±vj K¨vÝvi hv‡`i KvÝv‡ii AMÖMwZ n‡q‡Q A_ev d¬y‡ivcvBwiwgwWb †K‡gv‡_ivwc, GwÈ- wf B wR Gd 
†_ivwc Ges GwÈ-B wR Gd Avi †_ivwc Amnbxq Zv‡`i wPwKrmvq e¨venvi Kiv n‡q _v‡K|
• †h mKj †ivMxi M¨v‡÷ªvB‡›UmUvBbvj ‡÷ªvgvj wUDgvi A¯¿cÖPv‡i A¶g ev ¯’vbvšÍwiZ n‡q‡Q Ges BgvwUwbe Ges mywbwUwbe 
cÖv_wgK wPwKrmvq e¨_© n‡q‡Q|
• †h mKj e„°xq †Kv‡li Kvwm©bgv †ivMx‡K cÖv_wgK fv‡e †mviv‡dwbe w`‡q wPwKrmv Kiv n‡q‡Q|

†mebgvÎv I wewa
• †gUv÷¨vwUK K‡jv‡i±vj K¨vÝvi: 160 wg.MÖv. gyL w`‡q, ˆ`wbK GKevi cÖwZ 28 w`‡bi P‡µi cÖ_g 21 w`b|
• M¨v‡÷ªvB‡›UmUvBbvj ‡÷ªvgvj wUDgvi: 160 wg.MÖv. gyL w`‡q, ˆ`wbK GKevi cÖwZ 28 w`‡bi P‡µi cÖ_g 21 w`b|
• e„°xq †Kv‡li Kvwm©bgv: 160 wg.MÖv. gyL w`‡q, ˆ`wbK GKevi cÖwZ 28 w`‡bi P‡µi cÖ_g 21 w`b|

cvk¦©cÖwZwµqv
me‡_‡K j¶Yxq cvk¦©-cÖwZwµqvi (≥30%) g‡a¨ i‡q‡Q `ye©jZv, ¶yavg›`v, nvZ-cv Pvgov cvk¦©cÖwZwµqv, Wvqwiqv, 
cwicvKZ‡š¿i Av¯Íi‡bi cÖ`vn, IRb nªvm, msµvgK †ivM, D”P-i³Pvc Ges K_v ejvi mgm¨v|

cÖwZwb‡`©kbv
†bB|   

mZK©Zv
• i³¶iY: gvivZ¡K ev cÖvYNvZx i³¶iY n‡j †i‡Mviv‡dwb‡ei e¨envi cy‡ivcywi ev` w`‡Z n‡e|
• P‡g©i ¶wZmvab: P‡g©i ¶wZmva‡bi ZxeªZv Gi Dci wfwË K‡i †i‡Mviv‡dwb‡ei e¨env‡i cÖ_‡g mvgwqK weiwZ w`‡Z n‡e 
Ges cieZ©x‡Z cÖ‡qvRb n‡j Kwg‡q A_ev eÜ K‡i w`‡Z n‡e|
• D”P i³Pvc: gvivZ¡K A_ev Awbqwš¿Z D”P i³Pvc n‡j †i‡Mviv‡dwb‡ei e¨envi mvgwqKfv‡e A_ev ¯’vqx fv‡e eÜ Ki‡Z 
n‡e|
• KvwW©qvK Bm‡Kwgqv Ges BbdvK©kb: bZzb A_ev GwKDU KvwW©qvK Bm‡Kwgqv/BbdvK©k‡bi †ivMx‡`i †¶‡Î †i‡Mviv‡dwb‡ei 
e¨envi eÜ ivL‡Z n‡e Ges cieZ©x‡Z †iv‡Mi mgvavb n‡j Avevi ïiæ Ki‡Z n‡e|
• wifvwm©ej †cv‡÷wiqi wjD‡KvG‡Ýdv‡jvc¨vw_ wm‡Ûªvg (Avi wc Gj Gm): †i‡Mviv‡dwb‡ei e¨envi eÜ Ki‡Z n‡e|
• M¨v‡÷ªvB‡›UmUvBbvj wQ`ª A_ev wd÷zjv: †i‡Mviv‡dwb‡ei e¨envi eÜ Ki‡Z n‡e|  
• ¶Z wbivg‡qi RwUjZv: A‡¯¿vcPvi Gi Av‡M †i‡Mviv‡dwb‡ei e¨envi eÜ Ki‡Z n‡e| 
• åƒ‡Yi ¶wZmvab: åƒ‡Yi ¶wZmvab n‡Z cv‡i| SzuwKi e¨vcv‡i †ivMx‡K Rvbv‡Z n‡e|

Mf©ve¯’vq Ges ¯Íb¨`vbKv‡j e¨venvi
†i‡Mviv‡dwbe GKwU †cÖM‡bwÝ K¨vUv‡Mvwi-wW Jla| Kg©cÖwµqvi Dci wbf©i K‡i aviYv Kiv hvq †h Mf©eZx gwnjv‡`i 
†i‡Mviv‡dwbe †`qv n‡j Zv åæ‡Yi ¶wZ mvab K‡i| Mf©eZx gwnjv‡`i Ilya m¤cwK©Z †Kvb SzuwK i‡q‡Q wKbv Zvi ch©vß Z_¨ 
†bB| cÖvYx cÖRbb Aa¨q‡bi wfwË‡Z †`Lv wM‡q‡Q †h †i‡Mviv‡dwb‡ei Kvi‡b cÖvYx‡`i g‡a¨ G¤^ªv‡qvwj_vj Ges †Uiv‡Uv‡RwbK 
mgm¨v †`Lv †`q Ges KvwW©IfvmKzjvi, †Rwb‡UvBDwibvwi Ges nv‡oi weK…wZi cÖeYZv e„w× cvq|

†i‡Mviv‡dwbe A_ev Zvi †gUv‡evjvBU¸‡jvi ¯Íb¨`vbKv‡j gvZ…`y‡» wbM©Z nevi †Kvb Z_¨ †bB| Z‡e Bu`y‡ii `y‡» 
†i‡Mviv‡dwbe Ges Zvi †gUvejvBU¸‡jv wbM©Z nq Ges beRvZK wkï‡`i g‡a¨ †i‡Mviv‡dwb‡ei Zxeª cvk¦© cÖwZwµqvi Kvi‡b 
gv‡qi Kv‡Q Jl‡ai ¸iæË¡ we‡ePbv K‡i wm×všÍ wb‡Z n‡e †h Jla eÜ Ki‡Z n‡e bvwK ¯Íb¨`vb eÜ Ki‡Z n‡e|

wkï‡`i †¶‡Î e¨venvi 
18 eQi Gi Kg eqmx wkï‡`i †¶‡Î †i‡Mviv‡dwb‡ei wbivcËv I Kvh©KvwiZv cÖwZwôZ bq| 

eq¯‹‡`i †¶‡Î e¨venvi 
cÖvß eq¯‹ †ivMx Ges Kgeqmx †ivMx‡`i g‡a¨ wbivcËv I Kvh©KvwiZvi †Kvb cv_©K¨ cvIqv hvqwb|

hK…‡Zi Amg Kvh©KvwiZv
mvaviY hK…‡Zi Kvh©KvwiZvi †ivMx‡`i Ges g„`y (PvBì-cvM G) A_ev gvSvwi (PvBì-cvM we) hK…‡Zi AKvh©KvwiZvi †ivMx‡`i 
g‡a¨ †i‡Mviv‡dwbe Ges Zvi †gUv‡evjvBU¸‡jvi Kvh©KvwiZvi †Kvb cv_©K¨ †`Lv hvqwb| g„`y †_‡K gvSvwi hK…‡Zi 
AKvh©KvwiZvi †¶‡Î gvÎv mgš^‡qi cÖ‡qvRb †bB| Z‡e hK…‡Zi AKvh©KvwiZvi †ivMx‡`i fvj †Lqvj Ki‡Z n‡e †h †Kvb cvk¦© 
cÖwZwµqv ïiæ n‡”Q wKbv|

Zxeª hK…‡Zi AKvh©KvwiZvi (PvBì-cvM K¬vm wm) †ivMx‡`i †i‡Mviv‡dwbe bv †`qvB fvj|

e„‡°i Amg Kvh©KvwiZv
g„`y e„‡°i AKvh©KvwiZvi †¶‡Î gvÎv mgš^‡qi cÖ‡qvRb †bB| gvSvwi e„‡°i AKvh©KvwiZvi †ivMx‡`i Lye mxwgZ Z_¨ cvIqv 
wM‡q‡Q Ges Zxeª e„‡°i AKvh©KvwiZvi †¶‡Î †i‡Mviv‡dwb‡ei †Kvb Z_¨ †bB| 

WªvM B›Uvi¨vKkb
• CYP3A4 wb‡ivaK: Zxeª CYP3A4 wb‡iva‡Ki mv‡_ †i‡Mviv‡dwbe e¨envi Kiv †_‡K weiZ _vK‡Z n‡e|
• CYP3A4 cÖfveK: Zxeª CYP3A4 cÖfve‡Ki mv‡_ †i‡Mviv‡dwbe e¨envi Kiv †_‡K weiZ _vK‡Z n‡e|

cÖRbb Gi †hvM¨ gwnjv Ges cyiæl‡`i g‡a¨ e¨envi
Rb¥weiwZKiY: †i‡Mviv‡dwbe w`‡q wPwKrmv PjvKvjxb mg‡q Ges wPwKrmv †k‡l cieZ©x 2 gvm Rb¥weiwZKiY Jla e¨venvi 
Ki‡Z ne|
eÜ¨vZ¡: eÜ¨v‡Z¡i †¶‡Î †i‡Mviv‡dwb‡ei cÖwZwµqv m¤c‡K© †Kvb Z_¨ cvIqv hvqwb| cÖvYx‡`i Dci cwi¶vi Z_¨ Bw½Z K‡i 
†h, †i‡Mviv‡dwb‡ei Kvi‡b cyiæl Ges gwnjv‡`i g‡a¨ eÜ¨vZ¡ n‡Z cv‡i| 

msi¶Y
30 0 ‡m. Gi Dc‡i msiÿY Kiv n‡Z weiZ _vKzb| Av‡jv †_‡K `~‡i Ges wkï‡`i bvMv‡ji evB‡i ivLyb||

evwYwR¨K †gvoK
†i‡Mv‡m›U   : cÖwZwU ev‡· i‡q‡Q 10wU U¨ve‡j‡Ui 1wU weø÷vi w÷ªc|

†i‡Mv‡m›U
†i‡Mviv‡dwbe
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