
Presentation
PazocentTM : Each film coated tablet contains Pazopanib Hydrochloride INN equivalent to Pazopanib 200 mg.

Description
Pazopanib is a potent and selective multi-targeted receptor tyrosine kinase inhibitor that blocks tumour growth and inhibits angiogenesis. 

Indications and Uses
Pazopanib is a kinase inhibitor that is indicated for the treatment of: 
• Advanced renal cell carcinoma 
• Advanced soft tissue sarcoma with prior chemotherapy

Dosage and Administrations
800 mg orally once daily without food (at least 1 hour before or 2 hours after a meal).

Side-effects
The most common adverse reactions in patients with advanced renal cell carcinoma (≥20%) are diarrhea , hypertension, hair color changes 
(depigmentation), nausea, anorexia, and vomiting. 
The most common adverse reactions in patients with advanced soft tissue sarcoma (≥20%) are fatigue, diarrhea, nausea, decreased 
weight, hypertension, decreased appetite, hair color changes, vomiting, tumor pain, dysgeusia, headache, musculoskeletal pain, myalgia, 
gastrointestinal pain, and dyspnea. 

Contraindications
None.

Warnings & Precautions
• Increases in serum transaminase levels and bilirubin were observed. Severe and fatal hepatotoxicity has occurred. Measure liver 
chemistries before the initiation of treatment and regularly during treatment. 
• Prolonged QT intervals and torsades de pointes have been observed. Use with caution in patients at higher risk of developing QT interval 
prolongation. Monitoring electrocardiograms and electrolytes should be considered. 
• Cardiac dysfunction such as congestive heart failure and decreased left ventricular ejection fraction (LVEF) has occurred. Monitor blood 
pressure and manage hypertension promptly. Baseline and periodic evaluation of LVEF is recommended in patients at risk of cardiac 
dysfunction. 
• Fatal hemorrhagic events have been reported. Pazopanib has not been studied in patients who have a history of hemoptysis, cerebral, or 
clinically significant gastrointestinal hemorrhage in the past 6 months and should not be used in those patients.
• Arterial thromboembolic events have been observed and can be fatal. Use with caution in patients who are at increased risk for these 
events. 
• Venous thromboembolic events (VTE) have been observed, including fatal pulmonary emboli (PE). Monitor for signs and symptoms of 
VTE and PE. 
• Thrombotic microangiopathy (TMA), including thrombotic thrombocytopenic purpura (TTP) and hemolytic uremic syndrome (HUS) has 
been observed. Permanently discontinue Pazopanib if TMA occurs. 
• Gastrointestinal perforation or fistula has occurred. Fatal perforation events have occurred. Use with caution in patients at risk for 
gastrointestinal perforation or fistula.
• Reversible Posterior Leukoencephalopathy Syndrome (RPLS) has been observed and can be fatal. Permanently discontinue Pazopanib 
in patients developing RPLS. 
• Hypertension including hypertensive crisis has been observed. Blood pressure should be well controlled prior to initiating Pazopanib. 
Monitor blood pressure within one week after starting Pazopanib and frequently thereafter. 
• Interruption of therapy with Pazopanib is recommended in patients undergoing surgical procedures.
• Hypothyroidism may occur. Monitoring of thyroid function tests is recommended. 
• Proteinuria: Monitor urine protein. Interrupt treatment for 24-hour urine protein ≥3 grams and discontinue for repeat episodes despite dose 
reductions. 
• Infection: Serious infections (with or without neutropenia), some with fatal outcome, have been reported. Monitor for signs and symptoms 
and treat active infection promptly. Interrupt or discontinue Pazopanib. 
• Animal studies have demonstrated Pazopanib can severely affect organ growth and maturation during early post-natal development. The 
safety and effectiveness in pediatric patients have not been established. 
• Pazopanib can cause fetal harm when administered to a pregnant woman. Women of childbearing potential should be advised of the 
potential hazard to the fetus and to avoid becoming pregnant while taking Pazopanib. 

Use in special population

Pregnancy and Lactation
Pregnancy Category D. Pazopanib can cause fetal harm when administered to a pregnant woman. There are no adequate and 
well-controlled studies of Pazopanib in pregnant women. 
It is not known whether Pazopanib is excreted in human milk. Because many drugs are excreted in human milk and because of the 
potential for serious adverse reactions in nursing infants from Pazopanib, a decision should be made whether to discontinue nursing or to 
discontinue the drug, taking into account the importance of the drug to the mother.

Pediatric Use
The safety and effectiveness of Pazopanib in pediatric patients have not been established.

Geriatric Use
No overall differences in safety or effectiveness of Pazopanib were observed between these patients and younger patients 
Hepatic Impairment: An analysis of data from a pharmacokinetic study of Pazopanib in patients with varying degrees of hepatic dysfunction 
suggested that no dose adjustment is required in patients with mild hepatic impairment.
Renal Impairment: Renal impairment is not expected to influence Pazopanib exposure, and dose adjustment is not necessary.

Drug Interactions 
• CYP3 A4 Inhibitors: Avoid use of strong CYP3A4 inhibitors. If co-administration is warranted, reduce the dose of Pazopanib to 400 mg
• CYP3A4 Inducers: Consider an alternate concomitant medication with no or minimal enzyme induction potential or avoid Pazopanib
• CYP Substrates: Concomitant use of Pazopanib with agents with narrow therapeutic windows that are metabolized by CYP3A4, CYP2D6, 
or CYP2C8 is not recommended
• Concomitant use of Pazopanib and simvastatin increases the risk of ALT elevations and should be undertaken with caution and close 
monitoring
• Drugs that Raise Gastric pH: Avoid concomitant use of Pazopanib with drugs that raise gastric pH. Consider short-acting antacids in place 
of proton pump inhibitor s (PPIs) and H2 receptor antagonists. Separate antacid and Pazopanib dosing by several hours. 

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

Commercial Pack
PazocentTM : Each box contains 1 blister strip of 10 tablets.

Dc¯’vcb
c¨v‡Rv‡m›U TM: cÖwZwU wdj¥ †Kv‡UW U¨ve‡j‡U i‡q‡Q c¨v‡Rvcvwbe nvB‡Wªv‡K¬vivBW hv c¨v‡Rvcvwbe 200 wg.MÖv. Gi mgZzj¨|

weeiY 
c¨v‡Rvcvwbe GKwU kw³kvjx gvwë Uvi‡M‡UW UvB‡ivwmb KvB‡bR wi‡mÞvi BbwnweUi hv wUDgv‡ii e„w× Ges A¨vwÄI‡R‡bwmm G evuav †`q| 

wb‡`©kbv Ges e¨envi
c¨v‡Rvcvwbe GKwU KvB‡bR BbwnweUi hv -
• A¨vWfvÝW e„‡°i K¨vÝv‡ii wPwKrmvq wb‡`©wkZ
• c~‡e© †K‡gv‡_ivwc cvIqv A¨vWfvÝW mdU wUmy¨ mvi‡Kvgv wPwKrmvqI wb‡`©wkZ

†mebgvÎv I wewa
800 wg.MÖv. ˆ`wbK GKevi, Lvwj †c‡U (1 NÈv Lvev‡ii c~‡e© A_ev 2 NÈv Lvev‡ii c‡i)|

cvk¦©cÖwZwµqv
A¨vWfvÝW e„‡°i K¨vÝv‡ii (≥20%) †ivMx‡`i g‡a¨ c¨v‡Rvcvwbe Gi cvk¦©cÖwZwµqv¸‡jvi g‡a¨ †ekx †`Lv hvq Wvqwiqv, D”P i³Pvc, Pz‡ji iO cwieZ©b (wWwcM‡g‡Èkb), ewg ewg 
fve, ¶yav g›`v, ewg|
A¨vWfvÝW mdU wUm¨y mvi‡Kvgvi (≥20%) †ivMx‡`i g‡a¨ c¨v‡Rvcvwbe Gi cvk¦©cÖwZwµqv¸‡jvi g‡a¨ †ekx †`Lv hvq `ye©jZv, Wvqwiqv, ewg ewg fve, †÷vgvUvBUxm, ewg ewg fve, 
IRb nªvm, D”P i³Pvc, ¶yav g›`v, Pz‡ji iO cwieZ©b, ewg, wUDgv‡i e¨_v, wWmMvqwmqv, gv_v e¨_v, †ckx e¨_v, gvqvjwRqv, †c‡U e¨_v Ges wW¯úwbqv|

cÖwZwb‡`©kbv
†bB|
   
mZK©Zv
• wmivg UªvÝGgvB‡bR Ges wewjiæwe‡bi gvÎvi e„w× †`Lv †h‡Z cv‡i| hK…‡Zi ¸iæZi welv³Zv †`Lv †h‡Z cv‡i| wPwKZmv ïiæi Av‡M Ges wbqwgZ wPwKrmvi mgq hK…‡Zi 
†Kgvw÷ªR¸wji cwigvc Ki‡Z n‡e|
• `xN©vwqZ wKD wU (QT) BÈvifvj Ges U‡m©Wm wW c‡q›Um †`Lv †h‡Z cv‡i| wKD wU BÈvifvj `xN©vqb weKv‡ki D”P SzuwKi †ivMx‡`i g‡a¨ mveavbZvi mv‡_ e¨envi Ki‡Z n‡e| 
B‡j‡±ªvKvwW©IMÖvg Ges B‡j‡±ªvjvBU¸wj ch©‡e¶Y Ki‡Z n‡e|
• KvwW©qvK AKvh©KvwiZv †hgb KbwRw÷f nvU© †dBwjIi Ges †jd&U †fw›UªKzjvi B‡RKkb d¨©vKk‡bi (GjwfBGd) nªvm †`Lv w`‡Z cv‡i| i³Pvc wbix¶Y Ki‡Z n‡e Ges D”P 
i³Pvc `ªæZ wbqš¿Y Ki‡Z n‡e| KvwW©qvK AKvh©KvwiZvi SzuwK i‡q‡Q †hme †ivMx‡`i †¶‡Î Gj wf B Gd Gi †emjvBb Ges ch©vqµwgK ch©‡e¶Y Ki‡Z n‡e|
• gvivZœK i³¶iY NUbv †`Lv w`‡Z cv‡i| wPwKrmv ïiæi 6 gvm †h mKj †ivMx‡`i †n‡gvcwUwmm, †mwieªvj ev M¨v‡÷ªvBb‡U÷vBbvj i³¶i‡Yi BwZnvm i‡q‡Q Ggb †ivMx‡`i g‡a¨ 
cv‡Rvcvwb‡ei Z_¨ †bB Ges mKj †ivMx‡`i g‡a¨ c¨v‡Rvcvwb‡ei e¨envi Kiv †_‡K weiZ _vK‡Z n‡e|
• Avi‡Uwiqvj †_ªv‡¤^vG¤^wjK B‡f›U †`Lv w`‡Z cv‡i Ges GUvi djvdj gvivZœK n‡Z cv‡i| Ggb †ivMx‡`i g‡a¨ c¨v‡Rvcvwb‡ei e¨envi mZK©Zvi mv‡_ e¨envi Ki‡Z n‡e|
• gvivZœK cvj‡gvbvwi G‡¤^vwj (wc B) mn †fbvm †_ªv‡¤^vG‡¤^vwjK B‡f›U¸wj (wf wU B) n‡Z cv‡i| wf wU B Ges wc B Gi j¶Y I Dcm‡M©i Rb¨ wbix¶Y Ki‡Z n‡e|
• †_ªv‡¤^vwUK gvB‡µvGwÄIc¨vw_ (wU Gg G) mn †_ªv‡¤^vwUK †_ªv‡¤^vmvB‡Uv‡cwbK cvicyiv (wU wU wc) Ges wn‡gvjvBwUK BD‡iwgK wmb‡Wªvg (GBP BD Gm) Gi ch©‡e¶Y †`Lv wM‡q‡Q| 
hw` wU Gg G nq Z‡e ¯’vqxfv‡e c¨v‡Rvcvwb‡ei e¨envi eÜ Ki‡Z n‡e|
• M¨v‡÷ªvBb‡U÷vBbvj wQ`ª ev wd÷zjv †`Lv †h‡Z cv‡i| M¨v‡÷ªvBb‡U÷vBbvj wQ`ª ev wd÷zjvi †ivMx‡`i g‡a¨ mveavbZvi mv‡_ e¨envi Ki‡Z n‡e|
• wifvªwm‡ej †cv‡÷wiqi wjD‡KvG‡Ýd¨v‡jvc¨vw_ wm‡Ûªvg (Avi wc Gj Gm) †`Lv †h‡Z cv‡i Ges Gi djvdj gvivZœK n‡Z cv‡i| Avi wc Gj Gm AvµvšÍ †ivMx‡`i g‡a¨ 
c¨v‡Rvcvwb‡ei e¨envi ¯’vqxfv‡e eÜ Ki‡Z n‡e|
• D”P i³Pv‡ci msKU mn D”P i³Pvc †`Lv w`‡Z cv‡i| c¨v‡Rvcvwbe w`‡q wPwKrmv ïiæ Kivi c~‡e© i³Pvc fvjfv‡e wbqš¿Y Ki‡Z n‡e| c¨v‡Rvcvwbe ïiæ Kivi GK mßv‡ni ga¨ 
Ges Zvic‡i NbNb i³Pvc ch©‡e¶Y Ki‡Z n‡e|
• A‡¯¿vcPv‡ii cÖwµqvaxb †ivMx‡`i †¶‡Î c¨v‡Rvcvwb‡ei e¨envi Kiv †_‡K weiZ _vK‡Z n‡e| 
• †cÖvwUwbDwiqv: g~‡Îi †cÖvwUb ch©‡e¶Y Ki‡Z n‡e| g~‡Îi †cÖvwUb ≥3 MÖvg n‡j wPwKrmv †_‡K weiZ ivL‡Z n‡e Ges cybive„wË n‡j c¨v‡Rvcvwb‡ei e¨envi ¯’vqxfv‡e eÜ Ki‡Z 
n‡e|
• msµgY: ¸iæZi msµg‡Yi (wbD‡Uªv‡cwbqv mn ev Qvov) mv‡_ gvivZœK cwiYwZi SzuwK i‡q‡Q| j¶Y I Dcm‡M©i Rb¨ wbix¶Y Ki‡Z n‡e Ges kxNªB mwµq msµg‡Yi wPwKrmv 
Ki‡Z n‡e| c¨v‡Rvcvwb‡ei e¨envi weiZ ev ¯’vqxfv‡e eÜ Ki‡Z n‡e|
• cÖvYx M‡elYvq cÖgvwYZ n‡q‡Q †h c¨v‡Rvcvwbe åæ‡Yi e„w× Ges cwic°Zvq gvivZœK fv‡e cÖfve †dj‡Z cv‡i| wkï †ivMx‡`i g‡a¨ c¨v‡Rvcvwb‡ei myi¶v Ges Kvh©KvwiZvi 
cÖwZwôZ ‡Kvb Z_¨ †bB|
• åƒ‡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|
• mšÍvb Rb¥`v‡bi m¤¢ve¨ gwnjv‡`i åƒ‡Yi m¤¢ve¨ wec` m¤c‡K© civgk© †`Iqv DwPZ Ges c¨v‡Rvcvwbe MÖn‡Yi mgq Mf©aviY †_‡K weiZ _vK‡Z n‡e|

we‡kl †ivMx‡`i †¶‡Î e¨envi

Mf©ve¯’vq Ges šÍb¨`vbKv‡j e¨envi
†cÖM‡bwÝ K¨vUvMwi-wW| c¨v‡Rvcvwbe åæ‡bi ¶wZ mvab K‡i| Mf©eZx gwnjv‡`i Ilya m¤cwK©Z †Kvb SzuwK i‡q‡Q wKbv Zvi ch©vß Z_¨ cvIqv hvqwb| 
c¨v‡Rvcvwbe šÍb¨`vbKv‡j gvZ…`y‡» wbM©Z nevi †Kvb Z_¨ †bB| A‡bK Ilya gvby‡li `y‡a wbtm„Z nq Ges c¨v‡Rvcvwbe †_‡K wkï‡`i gvivZœK weiƒc cÖwZwµqvi m¤¢vebv _vKvi 
Kvi‡Y, gv‡qi Rb¨ Ily‡ai ¸iæZ¡‡K we‡ePbvq †i‡L šÍb¨`vb eÜ Ki‡Z ev Ilya eÜ Kivi wm×všÍ MÖnY Ki‡Z n‡e|

wkï‡`i †¶‡Î e¨envit 
wkï‡`i †¶‡Î c¨v‡Rvcvwb‡ei wbivcËv I Kvh©KvwiZvi †Kvb ch©vß Z_¨ †bB| 

eq¯‹‡`i †¶‡Î e¨envit 
wbivcËv I Kvh©KvwiZvi cv_©K¨ cvIqv hvqwb|

hK…‡Zi AKvh©KvwiZvt
g„`y hK…‡Zi AKvh©KvwiZvi †¶‡Î gvÎv mgš^‡qi cÖ‡qvRb †bB| 

e„‡°i AKvh©KvwiZvt
g„`y, gvSvwi Ges Zxeª e„‡°i AKvh©KvwiZvi †¶‡Î gvÎv mgš^‡qi cÖ‡qvRb †bB| 

WªvM B›UviG¨vKkbt  
•  CYP3A4 wb‡ivaKt c¨v‡Rvcvwb‡ei cvkvcvwk kw³kvjx CYP3A4 wb‡iva‡Ki e¨venvi †_‡K weiZ _vK‡Z n‡e| hw` e¨envi Awbevh© nq, Zvn‡j c¨v‡Rvcvwb‡ei gvÎv 400 
wgwjMÖv‡g Kwg‡q w`‡Z n‡e
• CYP3A4 cÖfveKt c¨v‡Rvcvwb‡ei cvkvcvwk kw³kvjx CYP3A4 cÖfve‡Ki e¨venvi †_‡K weiZ _vK‡Z n‡e
• CYP mve‡÷ªUmt Ggb me Ilya hvi †_ivwcDwUK DB‡Ûv msKxY© Ges †h¸‡jv CYP3A4, CYP2D6, ev CYP2C8 Øviv wecvKhy³, †m mKj Ily‡ai mv‡_ GKBmv‡_ e¨envi 
†_‡K weiZ _vK‡Z n‡e
• c¨v‡Rvcvwbe  Ges wmgfv÷¨vwU‡bi GK‡hv‡M e¨env‡ii d‡j G Gj wU D”PZvi SzuwK i‡q‡Q Ges e¨envi mZK©Zvi mv‡_ wbweo ch©‡e¶‡Yi gva¨‡g Ki‡Z n‡e
• †h mKj Ilya M¨vw÷ªK wcGBP e„w× K‡it M¨vw÷ªK wcGBP e„w× K‡i Ggb Ily‡ai mv‡_ c¨v‡Rvcvwb‡ei GKBmv‡_ e¨envi Gwo‡q Pj‡Z n‡e

msi¶Yt
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 †gvoKt
c¨v‡Rv‡m›U TM : cÖwZwU ev‡· i‡q‡Q 10wU U¨ve‡j‡Ui 1wU weø÷vi w÷ªc|
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