
Presentation
Dasacent™ 50: Each film coated tablet contains Dasatinib monohydrate INN eqv. to Dasatinib 50 mg.
Dasacent™ 100: Each film coated tablet contains Dasatinib monohydrate INN eqv. to Dasatinib 100 mg.
Dasacent™ 140: Each film coated tablet contains Dasatinib monohydrate INN eqv. to Dasatinib 140 mg.

Description
Dasatinib, at nanomolar concentrations, inhibits the following kinases: BCR-ABL, SRC family (SRC, LCK, YES, FYN), 
c-KIT, EPHA2, and PDGFRβ. Based on modeling studies, dasatinib is predicted to bind to multiple conformations of the 
ABL kinase. In vitro, dasatinib was active in leukemic cell lines representing variants of imatinib mesylate-sensitive and 
resistant disease. Dasatinib inhibited the growth of chronic myeloid leukemia (CML) and acute lymphoblastic leukemia 
(ALL) cell lines overexpressing BCR-ABL. Under the conditions of the assays, dasatinib could overcome imatinib 
resistance resulting from BCR-ABL kinase domain mutations, activation of alternate signaling pathways involving the SRC 
family kinases (LYN, HCK), and multi-drug resistance gene overexpression.

Indications and Uses
Dasatinib is a kinase inhibitor indicated for the treatment of 
• newly diagnosed adults with Philadelphia chromosome-positive (Ph+) chronic myeloid leukemia (CML) in chronic phase
• adults with chronic, accelerated, or myeloid or lymphoid blast phase Ph+ CML with resistance or intolerance to prior 
therapy including imatinib
• adults with Philadelphia chromosome-positive acute lymphoblastic leukemia (Ph+ ALL) with resistance or intolerance to 
prior therapy
• pediatric patients with Ph+ CML in chronic phase

Dosage and Administrations
• Chronic phase CML in adults: 100 mg once daily.
• Accelerated phase CML, myeloid or lymphoid blast phase CML, or Ph+ ALL in adults: 140 mg once daily.
• Chronic phase CML in pediatrics: starting dose based on body weight.
• Administer orally, with or without a meal. Do not crush, cut, or chew tablets. 

Side Effects
Most common adverse reactions (≥15%) in patients included myelosuppression, fluid retention events, diarrhea, headache, 
skin rash, hemorrhage, dyspnea, fatigue, nausea, and musculoskeletal pain.

Warning & Precautions
• Myelosuppression and Bleeding Events: Severe thrombocytopenia, neutropenia, and anemia may occur. Use caution 
if used concomitantly with medications that inhibit platelet function or anticoagulants. Monitor complete blood counts 
regularly. Transfuse and interrupt DASATINIB when indicated
• Fluid Retention: Fluid retention, sometimes severe, including pleural effusions. Manage with supportive care measures 
and/or dose modification 
• Cardiac Dysfunction: Monitor patients for signs or symptoms and treat appropriately  
• Pulmonary Arterial Hypertension (PAH): DASATINIB may increase the risk of developing PAH which may be reversible 
on discontinuation. Consider baseline risk and evaluate patients for signs and symptoms of PAH during treatment. Stop 
DASATINIB if PAH is confirmed
• QT Prolongation: Use DASATINIB with caution in patients who have or may develop prolongation of the QT interval
• Severe Dermatologic Reactions: Individual cases of severe mucocutaneous dermatologic reactions have been 
reported
• Tumor Lysis Syndrome: Tumor lysis syndrome has been reported. Maintain adequate hydration and correct uric acid 
levels prior to initiating therapy with DASATINIB 
• Embryo-Fetal Toxicity: Can cause fetal harm. Advise of potential risk to fetus and avoid pregnancy
• Effects on Growth and Development in Pediatric Patients: epiphyses delayed fusion, osteopenia, growth retardation, 
and gynecomastia have been reported. Monitor bone growth and development in pediatric patients 

Contraindications
None

Use in specific population
Pregnancy & Lactation: Dasatinib can cause fetal harm when administered to a pregnant woman. It is not known whether 
Dasatinib is excreted in human milk. 

Pediatric Use: The safety profile of dasatinib in pediatric subjects was comparable to that reported in studies in adult 
subjects with chronic phase CML. Monitor bone growth and development in pediatric patients.
Geriatric Use: No differences in confirmed Complete Cytogenetic Response (cCCyR) and MMR were observed between 
older and younger patients.

Drug Interaction
• Strong CYP3A4 Inhibitors: Dose reduction may be necessary
• Strong CYP3A4 Inducers: Dose increase may be necessary
• Antacids: Avoid simultaneous administration
• H2 Antagonists and Proton Pump Inhibitors: Avoid coadministration 

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

Commercial Packaging
Dasacent™ 50: Each box contains 1 Alu-Alu blister strip of 10 tablets.
Dasacent™ 100: Each box contains 1 Alu-Alu blister strip of 10 tablets. 
Dasacent™ 140: Each box contains 1 Alu-Alu blister strip of 10 tablets.
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Dc¯’vcb 
Wvmv‡m›U ™ 50: cÖwZwU U¨ve‡j‡U i‡q‡Q WvmvwUwbe g‡bvnvB‡WªU AvBGbGb hv WvmvwUwbe 50 wg.MÖv. Gi mgZzj¨|
Wvmv‡m›U ™ 100: cÖwZwU U¨ve‡j‡U i‡q‡Q WvmvwUwbe g‡bvnvB‡WªU AvBGbGb hv WvmvwUwbe 100 wg.MÖv. Gi mgZzj¨|
Wvmv‡m›U ™ 140: cÖwZwU U¨ve‡j‡U i‡q‡Q WvmvwUwbe g‡bvnvB‡WªU AvBGbGb hv WvmvwUwbe 140 wg.MÖv. Gi mgZzj¨|

eY©bv
WvmvwUwbe b¨v‡bv‡gvjvi Nb‡Z¡ GKvwaK KvB‡bR (BCR-ABL, SRC cwievi, c-KIT, EPHA2 Ges PDFRβ) wb‡ivaK wnmv‡e KvR K‡i| g‡Wwjs ÷vwWi Dci 
wfwË K‡i, WvmvwUwbe‡K GweGj KvB‡b‡Ri GKvwaK Kbdvi‡gk‡bi mv‡_ Ave× nevi c~e©vfvm †`Iqv n‡q‡Q| wf‡Uªv ÷vwW‡Z, WvmvwUwbe BgvwUwbe 
wgmvB‡jU-ms‡e`bkxj Ges cÖwZ‡ivax †iv‡Mi Dc¯’vcbKvix wjD‡KwgK †mj jvB‡b mwµq| WvmvwUwbe `xN©¯’vqx gvBj‡qW wjD‡Kwgqv (CML) Ges Zxeª wj‡çveøvw÷K 
wjDwKwgqv (ALL) hviv wewmAvi-GweGj †Kv‡li jvBb cÖKvk K‡i Zv‡`i `gb K‡i| wewfbœ M‡elYv‡Z †`Lv wM‡q‡Q, WvmvwUwbe BCR-ABL wgD‡Ukb Ges Ab¨ 
ms‡KZ cÖ`vbKvwi SRC cwievi Ges GKvwaK Ilya ms‡e`bkxj wRb cÖKv‡ki Rb¨ BgvwUwbe ms‡e`bkxj †iv‡Mi wPwKrmvq Kvh©KvwiZv cvIqv wM‡q‡Q|

wb‡`©kbv
WvmvwUwbe KvB‡bR wb‡ivaK hv wb‡¤œ D‡jøwLZ wPwKrmvq e¨eüZ-
• m`¨ wbY©qK…Z cÖvß eq¯‹‡`i `xN©¯’vqx ch©v‡q wdjv‡Wjwdqv †µv‡gv‡Rvg cwRwUf (wcGBP +) µwbK gvBj‡qW wjD‡Kwgqv (wmGgGj) †ivMx‡`i †ÿ‡Î
• `xN©¯’vqx, Z¡iYhy³, ev gvBj‡qW ev wj‡çv‡qW eøv÷ †dR wcGBP + wmGgGj cÖvß eq¯‹iv BgvwUwbe mn c~‡e©i †_ivwc‡Z cÖwZ‡iva ev AmwnòzZv mn †ivMx‡`i 
†ÿ‡Î
• cÖvß eq¯‹ wdjv‡Wjwdqv †µv‡gv‡Rvg-cwRwUf Zxeª wj‡çveøvw÷K wjD‡Kwgqv (wcGBP + ALL) m‡½ c~‡e©i †_ivwci cÖwZ‡iva ev AmwnòzZv mn †ivMx‡`i †ÿ‡Î
• `xN©¯’vqx ch©v‡q †cwWqvwUªK wcGBP + wmGgGj †ivMx‡`i †ÿ‡Î

‡mebgvÎv I wewa
• µwbK †dR wmGgGj †ivMx‡`i †ÿ‡Î: 100 wg.MÖv. ‰`wbK GKevi
• µwbK †dR wmGgGj, gvBj‡qW ev wj‡çv‡qW eøv÷ †dR wmGgGj, wdjv‡Wjwdqv †µv‡gv‡Rvg-cwRwUf Zxeª wj‡çveøvw÷K wjD‡Kwgqv (wcGBP + GGjGj): 140 
wg.MÖv. ‰`wbK GKevi
• µwbK †dR wmGgGj †cwWqvwUªK †ivMx‡`i †ÿ‡Î: kix‡ii IRb Dci wfwË K‡i †WvR ïiy Ki‡Z n‡e
• Lvev‡ii mv‡_ ev Lvevi Qvov gyL w`‡q †meb Ki‡Z n‡e| U¨ve‡jU¸wj ¸‡ov, fv½v ev wPwe‡q †meb hv‡ebv|

cvk¦©-cÖwZwµqv
†ivMx‡`i †ewkifvM mvaviY weiƒc cÖwZwµqv (≥15%) Gi g‡a¨ gv‡qv‡jvmv‡cÖkb, Zij a‡i ivLvi NUbv, Wvqwiqv, gv_v e¨_v, Z¡‡Ki dzmKzwo, i³¶iY, wWm‡cwbqv, 
K¬vwšÍ, ewgfve Ges †ckx e¨_v AšÍf©z³|

mZK©Zv
• gv‡qv‡jvmv‡cÖkb Ges i³¶iY B‡f›U¸wj: ¸iyZi †_ªv‡¤^vmvB‡Uv‡cwbqv, wbD‡Uªv‡cwbqv Ges i³víZv †`Lv w`‡Z cv‡i| cø¨vU‡jU dvskb ev A¨vw›U‡Kvqv¸j¨v›U¸wj‡K 
evav †`q Ggb Ily‡ai mv‡_ mnmv e¨envi Kiv n‡j mveavbZv Aej¤^b Ki‡Z n‡e| wbqwgZ m¤c~Y© i³ MYbv ch©‡e¶Y Ki‡Z n‡e| WvmvwUwbe UªvÝwdDR Ges eÜ 
Ki‡Z n‡e hLb wb‡`©wkZ nq|
• Zij aviY: Zij aviY, KLbI KLbI ¸iyZi, wcøDivj BwdDkb mn| mnvqK h‡Zœi e¨e¯’v Ges/ A_ev †WvR ms‡kvab K‡i cwiPvjbv Ki‡Z n‡e|
• KvwW©qvK AKvh©KixZv: j¶Y ev j¶Y¸wji Rb¨ †ivMx‡`i wbix¶Y Ki‡Z n‡e Ges h_vh_fv‡e wPwKrmv Ki‡Z n‡e|
• cvj‡gvbvwi Av‡U©wiqvj nvBcvi‡Ubkb (wcGGBP): WvmvwUwbe wcGGBP nIqvi SzuwK evwo‡q Zzj‡Z cv‡i hv eÜ n‡q hvIqvi †¶‡Î cwiewZ©Z n‡Z cv‡i| †emjvBb 
SzuwK we‡ePbv Ki‡Z n‡e Ges wPwKZmvi mgq wcGGBP-Gi j¶Y I j¶Y¸wji Rb¨ †ivMx‡`i g~j¨vqb Ki‡Z n‡e | wcGGBP wbwðZ n‡q †M‡j WvmvwUwbe eÜ Ki‡Z 
n‡e|
• wKDwU `xN©vwqZKiY: wKDwU e¨eavb `xN©vwqZ ev _vK‡Z cv‡i Ggb †ivMx‡`i mZK©Zvi mv‡_ WvmvwUwbe e¨envi Ki‡Z n‡e|
• ¸iyZi Pg©‡ivM msµvšÍ cÖwZwµqv: gvivZ¡K Pg©‡ivM m¤cwK©Z cÖwZwµqv¸wji c„_K †¶‡Î wi‡cvU© Kiv n‡q‡Q|
• wUDgvi jvBwmm wm‡Ûªvg: wUDgvi jvBwmm wmb‡Wªv‡gi Lei cvIqv †M‡Q| WvmvwUwbe w`‡q †_ivwc ïiy Kivi Av‡M ch©vß cwigv‡Y nvB‡Wªkb Ges mwVK BDwiK 
A¨vwmW gvÎv eRvq ivLyb|
• åƒ‡Yi welv³Zv: åƒ‡Yi ¶wZ n‡Z cv‡i| åƒY Ges Mf©ve¯’v SzuwK Rb¨ WvmvwUwbe Gov‡bvi m¤¢ve¨ civgk©|
• †cwWqvwUªK †ivMx‡`i e„w× Ges weKv‡ki Dci cÖfve: Gwcwdm¸wj wejw¤^Z wdDkb, Aw÷I‡cwbqv, e„w×i cÖwZeÜKZv Ges MvB‡bv‡Kvgvw÷qv m¤c‡K© Rvbv †M‡Q| 
†cwWqvwUªK †ivMx‡`i nv‡oi e„w× Ges weKvk ch©‡e¶Y Ki‡Z n‡e

cÖwZwb‡`©kbv
‡bB

we‡kl Rb‡Mvôxi †ÿ‡Î e¨envi 
Mf©ve¯’vq Ges ¯Íb`vbKv‡j: Mf©eZx gwnjvi Kv‡Q cwiPvwjZ n‡j WvmvwUwbe åƒ‡Yi ¶wZ Ki‡Z cv‡i| gvby‡li `y‡a WvmvwUwbe wbM©Z nq wKbv Zv Rvbv hvqwb|

wkï‡`i †ÿ‡Î: †cwWqvwUªK wel‡q WvmvwUwb‡ei myi¶v †cÖvdvBjwU `xN©¯’vqx c‡e©i wmGgGj cÖvß eq¯‹ welq¸wji M‡elYvq D‡jøwLZ Zzjbvi mv‡_ Zzjbxq wQj| 
†cwWqvwUªK †ivMx‡`i nv‡oi e„w× Ges weKvk ch©‡e¶Y Ki‡Z n‡e|

eq¯‹‡`i †ÿ‡Î: AwaK eq¯‹ Ges hyeK †ivMx‡`i gv‡S cv_©K¨ cvIqv hvqwb| eq¯‹ Ges Kg eqmx †ivMx‡`i g‡a¨ Kbdvg© nIqv KgwcøU mvB‡Uv‡R‡bwUK †imcÝ 
(wmwmAvi) Ges GgGgAv‡ii †KvbI cv_©K¨ j¶¨ Kiv hvqwb|

WªvM B›Uvi¨vKkb
• `„o CYP3A4 wb‡ivaK: gvÎv nªvm cÖ‡qvRb n‡Z cv‡i
• `„o CYP3A4 cÖfveK : gvÎv e„w×i cÖ‡qvRb n‡Z cv‡i
• G›UvwmW: GKB mv‡_ ‡meb Gwo‡q Pj‡Z n‡e
• GBP2 we‡ivax Ges †cÖvUb cv¤c BbwnweUi: GKB mv‡_ ‡meb Gwo‡q Pj‡Z n‡e 

msiÿY
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
Wvmv‡m›U ™ 50: cÖwZwU ev‡· i‡q‡Q 10wU U¨ve‡j‡Ui 1wU A¨vjy-A¨vjy weø÷vi w÷ªc | 
Wvmv‡m›U ™ 100: cÖwZwU ev‡· i‡q‡Q 10wU U¨ve‡j‡Ui 1wU A¨vjy-A¨vjy weø÷vi w÷ªc | 
Wvmv‡m›U ™ 140: cÖwZwU ev‡· i‡q‡Q 10wU U¨ve‡j‡Ui 1wU A¨vjy-A¨vjy weø÷vi w÷ªc|
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