
Sunitinib 50 mg 

Sunicent
Presentation
Sunicent   50: Each capsule contains Sunitinib Malate INN eq. to  Sunitinib 50 mg.

Description
Sunitinib is a multi-targeted receptor tyrosine kinase (RTK) inhibitor. These include all receptors for 
platelet-derived growth factor (PDGF-Rs) and vascular endothelial growth factor receptors (VEGFRs), 
which play a role in both tumor angiogenesis and tumor cell proliferation. The simultaneous inhibition of 
these targets reduces tumor vascularization and triggers cancer cell apoptosis and thus results in tumor 
shrinkage. Sunitinib also inhibits CD117 (c-KIT), the receptor tyrosine kinase that drives the majority of 
gastrointestinal stromal cell tumors. It is recommended as a second-line therapy for patients whose 
tumors develop mutations in c-KIT that make them resistant to Imatinib. Sunitinib is indicated for the 
treatment of renal cell carcinoma (RCC) and Imatinib-resistant gastrointestinal stromal tumor (GIST). 
GIST does not generally respond to standard chemotherapy or radiation and before Sunitinib, Imatinib 
resistant patients had no further treatment options.
 
Indications and Uses
Sunitinib is a kinase inhibitor that is indicated: 
  For the treatment of gastrointestinal stromal tumor (GIST) after disease progression on or intolerance 
  to imatinib mesylate. 
  For the treatment of advanced renal cell carcinoma (RCC).
  For the adjuvant treatment of adult patients at high risk of recurrent RCC following nephrectomy.
  For the treatment of progressive, well-differentiated pancreatic neuroendocrine tumors (pNET) in 
  patients with unresectable locally advanced or metastatic disease.

Dosage and Administrations
  GIST and Advanced RCC: 50 mg orally once daily, with or without food, 4 weeks on treatment followed 
  by 2 weeks off.
  Adjuvant RCC: 50 mg orally once daily, with or without food, 4 weeks on treatment followed by 2 
  weeks off for nine 6-week cycles.
  Dose Modification: Dose interruptions and/or dose adjustments of 12.5 mg recommended based on 
  individual safety and tolerability.
 
Side-effects
The most common adverse reactions (≥25%) of Sunitinib are fatigue/asthenia, diarrhea, 
mucositis/stomatitis, nausea, decreased appetite/anorexia, vomiting, abdominal pain, hand-foot 
syndrome, hypertension, bleeding events, dysgeusia/altered taste, dyspepsia, and thrombocytopenia.

Contraindications
None.

Warnings & Precautions 
  Hepatotoxicity, including fatal liver failure, has been observed. Monitor liver function tests before 
  initiation of treatment, during each cycle of treatment, and as clinically indicated. Interrupt SUNICENT 
  for Grade 3 or 4 drug-related hepatic adverse reactions and discontinue if there is no resolution. Do 
  not restart SUNICENT if patients experience severe changes in liver function tests or have signs and 
  symptoms of liver failure.
  Cardiovascular events including myocardial ischemia, myocardial infarction, left ventricular ejection 
  fraction declines to below the lower limit of normal and cardiac failure including death have occurred. 
  Monitor patients for signs and symptoms of congestive heart failure. Discontinue SUNICENT for 
  clinical manifestations of congestive heart failure.
• Prolonged QT intervals and Torsade de Pointes have been observed. Monitor patients at higher risk for 
  developing QT interval prolongation. Consider monitoring of electrocardiograms and electrolytes.
• Hypertension may occur. Monitor blood pressure and treat as needed.
• Hemorrhagic events, including tumor-related hemorrhage, and viscous perforation (both with fatal 
  events) have occurred. Perform serial complete blood counts and physical examinations. 
• Cases of Tumor Lysis Syndrome (TLS) (some fatal) have been reported primarily in patients with RCC 
  and GIST with high tumor burden. Monitor these patients closely and treat as clinically indicated.
• Thrombotic microangiopathy (TMA), including thrombotic thrombocytopenic purpura and hemolytic 
  uremic syndrome, sometimes leading to renal failure or a fatal outcome, has been reported. 
  Discontinue SUNICENT in patients developing TMA. 
• Proteinuria, including renal failure or a fatal outcome, has occurred. Monitor urine protein. Interrupt 
  treatment for 24-hour urine protein ≥3 grams. Discontinue for repeat episodes of protein ≥3 grams 
  despite dose reductions or nephrotic syndrome.
• Necrotizing fasciitis, erythema multiforme, Stevens-Johnson syndrome (SJS), and toxic epidermal 
  necrolysis (TEN) (some fatal) have occurred. Discontinue SUNICENT if these events occur. 
• Thyroid dysfunction may occur. Patients with signs and/or symptoms suggestive of hypothyroidism or 
  hyperthyroidism should have laboratory monitoring of thyroid function performed and be treated as per 
  standard medical practice.
• Hypoglycemia may occur. Check blood glucose levels regularly and assess if antidiabetic drug dose 
  modifications are required. 
• Osteonecrosis of the jaw has been reported. Consider preventive dentistry prior to treatment with 
  SUNICENT. If possible, avoid invasive dental procedures, particularly in patients receiving intravenous 
  bisphosphonate therapy. 
• Wound Healing: Impaired wound healing has occurred with SUNICENT. Temporary interruption of 
  therapy with SUNICENT is recommended in patients undergoing major surgical procedures. 
• Embryo-Fetal Toxicity: Can cause fetal harm. Advise patients of potential risk to a fetus and to use 
  effective contraception.
 
Pregnancy and Lactation
Based on animal reproduction studies and its mechanism of action, SUNICENT can cause fetal harm 
when administered to a pregnant woman. There are no available data in pregnant women to inform a 
drug-associated risk. In animal developmental and reproductive toxicology studies, oral administration of 
sunitinib to pregnant rats and rabbits throughout organogenesis resulted in teratogenicity 
(embryolethality, craniofacial and skeletal malformations) at 5.5 and 0.3 times the AUC in patients 
administered the recommended daily doses (RDD), respectively. Advise pregnant women or females of 
reproductive potential of the potential hazard to a fetus.
The background risk of major birth defects and miscarriage for the indicated populations are unknown. 
However, the estimated background risk in the United States (U.S.) general population of major birth 
defects is 2%–4% and of miscarriage is 15%–20% of clinically recognized pregnancies. 
There is no information regarding the presence of sunitinib and its metabolites in human milk. Sunitinib 
and its metabolites were excreted in rat milk at concentrations up to 12-fold higher than in plasma. 
Because of the potential for serious adverse reactions in breastfed infants from SUNICENT, advise a 
lactating woman not to breastfeed during treatment with SUNICENT and for at least 4 weeks after the 
last dose.
 
Pediatric Use
The safety and effectiveness of sunitinib in pediatric patients have not been established. 

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

Hepatic Impairment
No dose adjustment to the starting dose is required when administering SUNICENT to patients with 
Child-Pugh Class A or B hepatic impairment. Sunitinib and its primary metabolite are primarily 
metabolized by the liver. Systemic exposures after a single dose of SUNICENT were similar in patients 
with mild or moderate (Child-Pugh Class A and B) hepatic impairment compared to patients with normal 
hepatic function. SUNICENT was not studied in patients with severe (Child-Pugh Class C) hepatic 
impairment. Studies in cancer patients have excluded patients with ALT or AST >2.5 × ULN or, if due to 
liver metastases, >5.0 × ULN.

Renal Impairment
No adjustment to the starting dose is required when administering SUNICENT to patients with mild 
(CLcr 50–80 mL/min), moderate (CLcr 30–<50 mL/min), or severe (CLcr <30 mL/min) renal impairment 
who are not on dialysis. In patients with end-stage renal disease (ESRD) on hemodialysis, no 
adjustment to the starting dose is required. However, compared to patients with normal renal function, 
the sunitinib exposure is 47% lower in patients with ESRD on hemodialysis. Therefore, the subsequent 
doses may be increased gradually up to 2-fold based on safety and tolerability.

Drug Interactions
  CYP3A4 Inhibitors: Consider dose reduction of SUNICENT when administered with strong CYP3A4 
  inhibitors.
  CYP3A4 Inducers: Consider dose increase of SUNICENT when administered with CYP3A4 inducers.

Storage
Do not store above 300 C. Keep out of the reach of children.

Commercial Pack
Sunicent    50: Each box contains 3 blister strips of 4 capsules.

Dc¯’vcb

mywb‡m›U   50: cÖwZwU K¨vcmy‡j i‡q‡Q mywbwUwbe g¨v‡jU AvBGbGb hv mywbwUwbe 50 wg.MÖv. Gi mgZzj¨|

weeiY 

mywbwUwbe GKwU gvwë Uvi‡M‡UW wi‡mÞvi UvB‡ivwmb KvB‡bR (Avi wU †K) BbwnweUi| wUDgvi A¨vwÄI‡R‡bwmm Ges 

wUDgvi †mj cÖwjdv‡ikb K‡i Ggb me cvwU‡jU-wWivBf&W †MÖv_ d¨v±i (wcwW wRGd Avi Gm) I f¨v¯‹zjvi 

G‡Ûvw_wjqvj †MÖv_ d¨v±i Gi wi‡mÞvi (wf B wR Gd Avi Gm) GUv‡Z AšÍf©z³ Av‡Q| GB Uvi‡MU¸‡jvi GKm‡½ 

Bbwnwekb wUDgvi f¨v¯‹zjvivB‡Rkb Kwg‡q †`q Ges K¨vÝvi †mj A¨vccUwmm wUªMvi K‡i hvi d‡j wUDgvi msKzwPZ 

nq| mywYwUwbe wmwW 117 (wm-wKU) wi‡mÞvi UvB‡ivwmb KvB‡bR †K I BbwnweU K‡i †hUv M¨vm‡UªvB‡›U&mUvBbvj 

m‡Uªvgvj †mj wUDgvi Gi Rb¨ `vqx| GUv BgvwUwbe †iwmm‡U›U wm-wKU wgD‡Ukb nIqv †ivMx‡`i †m‡KÛ jvBb †_ivwc 

wn‡m‡e Abz‡gvw`Z| mywbwUwbe †ibvj †mj Kvwm©‡bvgv (Avi wm wm) Ges BgvwUwbe-‡iwmm‡U›U M¨vm‡UªvB‡›U&mUvBbvj 

m‡Uªvgvj wUDgvi (wR AvB Gm wU) †Z wb‡`©wkZ| wR AvB Gm wU †Z mvaviYZ †K‡gv‡_ivwc wKsev †iwW‡qkb w`‡q †Kvb 

dj cvIqv hvq bv Ges GB Kvi‡b mywbwUwbe Gi Av‡M BgvwUwbe †iwmm‡U›U †ivMx‡`i Ab¨ †Kvb wPwKrmv e¨e¯’v wQj bv|

wb‡`©kbv Ges e¨envi

mywbwUwbe GKwU UvB‡ivwmb KvB‡bR BbwnweUi hv 

 BgvwUwbe †gmvB‡jU Gi cÖwZ Amnbxq Ges †iv‡Mi cÖejZv e„w× †c‡j †m †¶‡Î M¨vm‡UªvB‡›U&mUvBbvj m‡Uªvgvj 

 wUDgvi Gi wPwKrmvq wb‡`©wkZ|

 A¨vWfvbm&W e„‡°i K¨vÝv‡ii wPwKrmvq wb‡`©wkZ|

 †b‡d«±wg Kivi cieZ©x‡Z, evievi e„‡°i KvÝv‡ii D”P SzuwK m¤úbœ cÖvß eq¯‹ †ivMx‡`i A¨vW&Rz‡f›U wPwKrmvq  

 wb‡`©wkZ| 

 †h mKj †ivMxi I‡qj wWdvivbwm‡q‡UW c¨vbwµqvwUK wbD‡iv G‡ÛvµvBb wUDgvi (wc Gb B wU) i‡q‡Q Ges hv‡`i  

 wUDgvi ¯’vbxqfv‡e AMÖMwZkxj Ges †gUv÷¨vwUK A¯¿cÖPv‡i A‡hvM¨|

†mebgvÎv I wewa

 M¨vm‡UªvB‡›U&mUvBbvj m‡Uªvgvj wUDgvi Ges AMÖmi nIqv e„‡°i K¨vÝvit gyL w`‡q †me‡bi gvÎv 50 wg.MÖv. ˆ`wbK  

 GKevi, Lvevi c~‡e© A_ev c‡i, 4 mßvn Uvbv †me‡bi ci 2 mßvn eÜ ivL‡Z n‡e|  

 A¨vW&Rz‡f›U e„‡°i K¨vÝvit gyL w`‡q †me‡bi gvÎv 50 wg.MÖv. ˆ`wbK GKevi, Lvevi c~‡e© A_ev c‡i, 4 mßvn Uvbv  

 †me‡bi ci 2 mßvn eÜ ivL‡Z n‡e 9 wU 6-mßvn P‡µi Rb¨|

 †WvR cwieZ©b t e¨w³MZ wbivcËv Ges mnbkxjZv Dci wbf©i K‡i wb‡`©wkZ gvÎv 12.5 wg.MÖv.| 

    

cvk¦©cÖwZwµqv

mywbwUwbe Gi weiƒc-cÖwZwµqv¸‡jvi g‡a¨ †ekx †`Lv hvq `ye©jZv, Wvqwiqv, †÷vgvUvBUxm, ewg ewg fve, ÿzav g›`v, ewg, 

†cU e¨_v, nvZ-cv wm‡Ûªvg, D”P i³Pvc, i³cvZ NUv, wWm‡Mwmqv / ¯^v` cwieZ©bZb, e`nRg Ges 

†_Öv‡¤^vmvB‡Uvwcwbqv|

cÖwZwb‡`©kb

†Kvb cÖwZwb‡`©kbv †bB|

mZK©Zv

Mf©ve¯’vq  Ges ¯Íb¨`vbKv‡j e¨venvi

cï cÖRb‡bi M‡elYv Ges Kg©cÖwµqvi Dci wbf©i K‡i avibv Kiv nq mywbwUwbe åz‡bi ¶wZ mvab K‡i| Mf©eZx 

gwnjv‡`i Ilya m¤úwK©Z †Kvb SzuwK i‡q‡Q wKbv Zvi ch©vß Z_¨ †bB| cï‡`i †¶‡Î mywbwUwbe A‡bK D”P gvÎvi 

welwµqv K‡i| Mf©eZx gwnjv‡`i åz‡bi SzuwK m¤ú‡K© Rvbv‡Z n‡e| 

Rb¥ ÎzwU Ges Mf©mÖv‡ei mwVK RbmsL¨v Rvbv hvqwb| hy³iv‡óªi gyL¨ Rb¥ ÎzwU †gvU RbmsL¨vi 2-4% Ges Mf©mÖv‡ei 

cwigvY †gvV RbmsL¨vi 15-20%| mywbwUwbe ¯Íb¨`vbKv‡j gvZ…`z‡» wbM©Z nevi †Kvb Z_¨ †bB| Bu`y‡ii `y‡» mywbwUwbe 

wbM©Z nevi Z_¨ i‡q‡Q| mywbwUwbe wkï‡`i ¶wZ Ki‡Z cv‡i weavq gv‡q‡`i mywbwUwbe MÖnYKv‡j ¯Íb`vb Ges †kl Ilza 

cÖ‡qv‡Mi 4 mßvn ch©šÍ weiZ _vKvi Dc‡`k w`‡Z n‡e| 

wkï‡`i †¶‡Î e¨envi

wkï‡`i †¶‡Î mywbwUwb‡ei wbivcËv I Kvh©KvwiZv cÖwZwôZ bq|

eq¯‹‡`i †¶‡Î e¨envi

wbivcËv I Kvh©KvwiZvi cv_©K¨ cvIqv hvqwb|

hK…‡Zi mgm¨v

g…`y †_‡K gvSvwi (PvBì-wcDn K¬vm G Ges we) hK…‡Zi AKvh©KvwiZvi †¶‡Î gvÎv mgš^‡qi cÖ‡qvRb †bB| mywbwUwbe 

Ges Gi cÖv_wgK †gUv‡evjvBU Gi wecvK hK…‡Z n‡q _v‡K| ZxeÖ hK…‡Zi AKvh©KvwiZvi †¶‡Î †Kvb Z_¨ †bB|

e„‡°i mgm¨v

g…`y, gvSvwi Ges ZxeÖ e„‡°i AKviRKvwiZvi †¶‡Î gvÎv mgš^‡qi cÖ‡qvRb †bB| e„‡°i †kl ch©v‡q †iv‡Mi Ges 

Wvqvwjwmm †ivMx‡`i †¶‡Î gvÎv mgš^‡qi cÖ‡qvRb †bB|

WªvM B›UviG¨vKkb

 CYP3A4 wb‡ivaK t mywbwUwb‡ei gvÎv mgš^q Ki‡Z n‡e|

 CYP3A4 cÖfveK t mywbwUwb‡ei gvÎv evov‡Z n‡e|

msi¶Y

30 0†m. Gi Dci msi¶Y Kiv †_‡K weiZ _vKzb| wkï‡`i bvMv‡ji evwn‡i ivLyb|

evwYwR¨K †gvoK

mywb‡m›U    50: cÖwZwU ev‡· i‡q‡Q 4 wU K¨vcmy‡ji 3wU weø÷vi|
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hK…‡Zi AKvh©KvwiZvi Rb¨ welwµqv †`Lv w`‡Z cv‡i| hK…‡Zi Kvh©KvwiZv wPwKrmv ïiæi c~‡e©, wPwKrmv PjvKvjxb 
Ges wb‡`©kbv Abymv‡i ch©‡e¶‡Y ivL‡Z n‡e| †MÖW 3 Ges †MÖW 4 Jla msµvšÍ hK…‡Zi cvk¦©cÖwZwµqvi Rb¨ Jla 
†meb eÜ ivL‡Z n‡e hw` Jla †meb mvgwqK eÜ ivLvi ciI DbœwZ bv nq|
ü`wc‡Ûi i³víZv, ü`wc‡Ûi Kjvwebó Ges evg ü`cÖ‡Kv‡óª wbM©g‡bi cwigvY mvaviY gvÎvi Kg Ges ü`wc‡Ûi 
Kg©¶gZv nªv‡mi d‡j g„Zz¨ I n‡Z cv‡i| †ivMx‡`i ü`wc‡Ûi AKvh©KvwiZvi j¶Y Ges Dcm‡M©i Rb¨ ch©‡e¶‡Y 
ivL‡Z n‡e| ü`wc‡Ûi AKvh©KvwiZv cÖKvk †c‡j mywbwUwbe †meb eÜ Ki‡Z n‡e|
Amg ü`¯ú›`b n‡j †h mKj †ivMxi Amg ü`¯ú›`b nIqvi D”PgvÎvi SzuwK i‡q‡Q Zv‡`i ch©‡e¶‡Y ivL‡Z n‡e| 
B‡j±ªWvBqvMÖvg Ges B‡j±ªjvBU Gi gvÎv ch©‡e¶Y we‡ePbv Ki‡Z n‡e|
D”P i³Pvc †`Lv w`‡Z cv‡i| i³Pvc ch©‡e¶‡Y ivL‡Z n‡e Ges wPwKrmv Ki‡Z n‡e|
wUDgv‡ii i³cvZ Ges AvVv‡jv Zijhy³ wQ`Ö n‡Z cv‡i| avivevwnKfv‡e m¤ú~Y© i³ †Kvl MYbv Ges kvixwiK 
cix¶v Ki‡Z n‡e|
hK…Z †Kv‡li Kviwm‡bvgv Ges M¨vm‡UªvB‡›U&mUvBbvj m‡Uªvgvj wUDgv‡ii †ivMx‡`i wUDgvi jvBwmm wm‡Ûªvg †`Lv 
†M‡Q| GmKj †ivMx‡`i Mfxi fv‡e ch©‡e¶Y Ki‡Z n‡e Ges wb‡`©kbv Abyhvqx wPwKrmv Ki‡Z n‡e| 
_Ö‡¤^vwUK gvB‡µvA¨vwÄIc¨vw_ (wU Gg G), _Ö‡¤^vwUK †_Öv‡¤^vmvBU‡cwbK cviwcDiv Ges †ngjvBwUK BD‡iwgK 
wm‡ÛÖvg e„‡°i AKvh©KvwiZvi Rb¨ `vqx| wU Gg G n‡j wPwKrmv eÜ Ki‡Z n‡e|
‡cÖvwUbDwiqv, e„‡°i AKvh©KvwiZv GgbwK gvivZ¥K cwiYwZ n‡Z cv‡i| gy‡Îi †cÖvwU‡bi gvÎv ch©‡e¶Y Ki‡Z n‡e 
Ges †cÖvwUb ≥ 3 MÖvg Gi †ekx n‡j wPwKrmv eÜ Ki‡Z n‡e|
†Y‡µvUvBwRs d¨vmvBwUm, BivB‡_gv gvwëdg©, w÷‡fÝ-Rbmb wm‡Ûªvg (Gm wR Gm), Ges Uw·K GwcWvg©vj 
†Y‡µvjvBwmm (wU B Gb) n‡Z cv‡i| GmKj †¶‡Î mywbwUwbe eÜ ivL‡Z n‡e|
MjMÖwš’i AKvh©KvwiZv †`Lv w`‡Z cv‡i| nvB‡cv_vBi‡qwWRg ev nvBcvi_vBi‡qwWR‡gi Rb¨ ch©‡e¶Y ivL‡Z n‡e 
Ges wPwKrmv Ki‡Z n‡e|
Møy‡KvR míZv †`Lv hvq| i‡³ Møy‡Kv‡Ri gvÎv wbqwgZ cix¶v Ki‡Z n‡e Ges GwÈ Wvqv‡ewUK Jl‡ai gvÎv 
cwieZ©b Ki‡Z n‡e cÖ‡qvRb Abymv‡i| 
†Pvqv‡ji nvu‡oi cPbe¨vwa †`Lv †h‡Z cv‡i| mywbwUwb‡ei wPwKrmv ïiæi c~‡e© `šÍ wPwKrmv wb‡Z n‡e| †hmKj †ivMx 
wkivq cÖ`v‡bi wemdm‡dv‡bU MÖnb K‡i Zv‡`i †¶‡Î `vu‡Zi kj¨wPwKrmv †_‡K weiZ _vK‡Z n‡e|
mywbwUwbe e¨venv‡ii d‡j ¶Z wbivg‡q evuav †`Lv w`‡Z cv‡i| mvgwqK wPwKrmv eÜ ivL‡Z n‡e|
å‚‡Yi ¶wZmvab n‡Z cv‡i| SzuwKi e¨vcv‡i †ivMx‡K Rvbv‡Z n‡e Ges Mf©wb‡ivaK Jla MÖnb Ki‡Z civgk© w`‡Z 
n‡e|
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