
Presentation
Ninacent   100: Each soft gel capsule contains Nintedanib Esylate INN equivalent to Nintedanib 100 mg.
Ninacent   150: Each soft gel capsule contains Nintedanib Esylate INN equivalent to Nintedanib 150 mg.

Description
Nintedanib is a potent and selective multi-targeted receptor and non-receptor tyrosine kinase inhibitor that 
blocks platelet-derived growth factor receptor (PDGFR) α and β; fibroblast growth factor receptor (FGFR) 1, 2, 
and 3; vascular endothelial growth factor receptor (VEGFR) 1, 2, and 3, etc.

Indications and Uses
Nintedanib is a kinase inhibitor that is indicated for 
• the treatment of idiopathic pulmonary fibrosis 
• the treatment of chronic fibrosing interstitial lung diseases (ILDs) with a progressive phenotype
• slowing the rate of decline in pulmonary function in patients with systemic sclerosis-associated interstitial 
lung disease

Dosage and Administrations
• 150 mg twice daily approximately 12 hours apart taken with food.
• Recommended dosage in patients with mild hepatic impairment: 100 mg twice daily approximately 12 hours  
  apart taken with food

Side effects
Most common adverse reactions (≥5%) are: diarrhea, nausea, abdominal pain, vomiting, liver enzyme 
elevation, decreased appetite, headache, weight decreased, and hypertension. 

Contraindications
None.

Warnings & Precautions
• Hepatic impairment: Nintedanib is not recommended for use in patients with moderate or severe hepatic 
impairment. In patients with mild hepatic impairment (Child Pugh A), the recommended dosage is 100 mg 
twice daily approximately 12 hours apart taken with food. Consider treatment interruption, or discontinuation 
for management of adverse reactions in these patients. Prior to treatment initiation, conduct liver function tests 
in all patients and a pregnancy test in females of reproductive potential.
• Gastrointestinal disorders: Diarrhea, nausea, and vomiting have occurred with Nintedanib. Treat patients at 
first signs with adequate hydration and antidiarrheal medicine (e.g., loperamide) or anti-emetics. Discontinue 
Nintedanib if severe diarrhea, nausea, or vomiting persists despite symptomatic treatment.
• Embryo-Fetal toxicity: Nintedanib can cause fetal harm. Advise females of reproductive potential of the 
potential risk to a fetus and to use highly effective contraception. Advise women taking oral hormonal 
contraceptives experiencing vomiting, diarrhea, or other conditions where the drug absorption may be 
reduced to use alternative highly effective contraception. 
• Arterial thromboembolic events have been reported. Use caution when treating patients at higher 
cardiovascular risk including known coronary artery disease. 
• Bleeding events have been reported. Use Nintedanib in patients with known bleeding risk only if anticipated 
benefit outweighs the potential risk. 
• Gastrointestinal perforation has been reported. Use Nintedanib with caution when treating patients with 
recent abdominal surgery, previous history of diverticular disease or receiving concomitant corticosteroids or 
NSAIDs. Discontinue Nintedanib in patients who develop gastrointestinal perforation. Only use Nintedanib in 
patients with known risk of gastrointestinal perforation if the anticipated benefit outweighs the potential risk. 

Use in special population
Pregnancy and Lactation
Pregnancy Category D. On the basis of various animal studies, it can be said that Nintedanib can cause fetal 
harm when administered to a pregnant woman. There are no adequate and well-controlled studies of 
Nintedanib in pregnant women. 
It is not known whether Nintedanib 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 Nintedanib, 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 Nintedanib in pediatric patients have not been established.

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

Hepatic Impairment
Exposure to Nintedanib increases in patients with mild hepatic impairment (Child-Pugh A). Dose must be 
adjusted based on the development of any adverse reactions. Nintedanib is not recommended for patients 
with mild hepatic impairment (Child-Pugh A) or moderate hepatic impairment (Child-Pugh B). 

Renal Impairment
No dose adjustment is recommended for patients with mild or moderate renal impairment. No proper study is 
available for the use of Nintedanib in patients with severe renal impairment. 

Drug Interactions
Coadministration of P-gp and CYP3A4 inhibitors may increase Nintedanib exposure. Monitor patients closely 
for tolerability of Nintedanib.

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

Commercial Pack
Ninacent   100: Each box contains 1 blister strip of 10 soft gel capsules.
Ninacent   150: Each box contains 1 blister strip of 10 soft gel capsules.

Nintedanib 100 mg & 150 mg
Ninacent

Dc¯’vcb
wbbv‡m›U   100: cÖwZwU md&U †Rj K¨vcmy‡j i‡q‡Q wbb&‡UWvwbe BmvB‡jU AvBGbGb hv wbb&‡UWvwbe 100 wg.MÖv. Gi mgZzj¨|
wbbv‡m›U   150: cÖwZwU md&U †Rj K¨vcmy‡j i‡q‡Q wbb&‡UWvwbe BmvB‡jU AvBGbGb hv wbb&‡UWvwbe 150 wg.MÖv. Gi mgZzj¨|

weeiY 
wbb&‡UWvwbe GKwU kw³kvjx gvwë Uvi‡M‡UW wi‡mÞvi Ges bb-wi‡mÞvi UvB‡ivwmb KvB‡bR Bb&wnweUi hv cøvwU‡jU-wWivBf&W 
†MÖv_ d¨v±i wi‡mÞi (wc wW wR Gd Avi) α Ges β; dvB‡eªveøv÷ †MÖv_ d¨v±i wi‡mÞi (Gd wR Gd Avi) 1, 2 Ges 3, 
fv¯‹zjvi G‡Ûvw_wjqvj †MÖv_ d¨v±i wi‡mÞi (wf B wR Gd Avi) 1, 2 Ges 3, BZ¨vw`|

wb‡`©kbv Ges e¨envi
wbb&‡UWvwbe GKwU KvB‡bR Bb&wnweUi hv
• BwW‡qvc¨vw_K cvj‡gvbvwi dvB‡eªvwm‡mi wPwKrmvq wb‡`©wkZ
• cÖMwZkxj †d‡bvUvB‡ci µwbK dvB‡eªvwRs B›Uviw÷wkqvj dzmdz‡mi †iv‡Mi (AvB Gj wW) wPwKrmvq wb‡`©wkZ
• wm‡÷‡gwUK †¯‹¬‡ivwmm-m¤cwK©Z B›Uviw÷wkqvj dzmdz‡mi †iv‡Mi †ivMx‡`i g‡a¨ cvj‡gvbvwi Kvh©KvwiZvi nvi nªvm Ki‡Z wb‡`©wkZ

†mebgvÎv I wewa
• 150 wg.MÖv. ˆ`wbK `yBevi AvbygvwbK 12 NÈvi ci ci, fiv †c‡U †meb Ki‡Z n‡e|
• g„`y hK…‡Zi AKvh©KvwiZvi †ivMx‡`i g‡a¨ cÖ¯ÍvweZ gvÎv: 100 wg.MÖv. ˆ`wbK `yBevi AvbygvwbK 12 NÈvi ci ci, fiv †c‡U  
 †meb Ki‡Z n‡e|

cvk¦©cÖwZwµqv
wbb&‡UWvwbe Gi cvk¦©cÖwZwµqv¸‡jvi g‡a¨ †ekx (≥5%) †`Lv hvq Wvqwiqv, ewg ewg fve, †c‡U e¨v_v, ewg, hK…‡Zi GbRvB‡gi 
gvÎv e„w×, ¶yavg›`v, IRb nªvm Ges D”P i³Pvc| 

cÖwZwb‡`©kbv
†bB|   

mZK©Zv
• hK…‡Zi AKvh©KvwiZvt gvSvwi wKsev Zxeª hK…‡Zi AKvh©KvwiZv †ivMx‡`i †¶‡Î wbb&‡UWvwbe e¨envi Kiv hv‡ebv| g„`y hK…‡Zi 
AKvh©KvwiZvi (PvBì-cvM G) †ivMx‡`i †¶‡Î 12 NÈvi ci ci, fiv †c‡U ˆ`wbK `yBevi K‡i 100 wg.MÖv. wbb&‡UWvwbe †meb 
Ki‡Z n‡e| †ivMx‡`i cvk¦©cÖwZwµqvi e¨e¯’vcbvi Rb¨ wPwKrmv eÜ wKsev weiwZi K_v wPšÍv Ki‡Z n‡e| wPwKrmv ïiæi Av‡M, 
mg¯Í †ivMx‡`i hK…‡Zi AKvh©KvwiZvi Ges cÖRbb m¤¢vebvi gwnjv‡`i g‡a¨ Mf©aviY cix¶v Ki‡Z n‡e|
• M¨v‡÷ªvBb‡U÷vBbvj wWRAW©vit wbb&‡UWvwbe e¨envi Kivi Kvi‡b Wvqwiqv, ewg ewg fve Ges ewg n‡Z cv‡i| cÖv_wgK j¶Y 
†`Lv w`‡jB †ivMx‡`i ch©vß cwigvb cvwb MÖnY Ges Gw›UWvqvwiqvj Ilya (‡hgb, †jv‡civgvBW) ev A¨vw›U-B‡gwUK&m w`‡q 
wPwKrmv Ki‡Z n‡e|
• åƒ‡Yi welv³Zvt wbb&‡UWvwbe åƒ‡Yi ¶wZ Ki‡Z cv‡i| cÖRbb m¤¢ve¨ gwnjv‡`i wb‡›UWvwb‡ei åƒ‡Yi m¤¢ve¨ SzuwKi civgk© 
w`‡Z n‡e Ges Mf©wb‡ivaK e¨envi Ki‡Z n‡e| ewg, Wvqwiqv, ev Ab¨vb¨ Ae¯’vi mv‡_ Ily‡ai †kvlY nªvm †c‡Z cv‡i Ggb 
ni‡gvbRwbZ Mf©wb‡ivaK e¨envi bv K‡i weKí Kvh©Ki Mf©wb‡iva e¨envi Kivi civgk© w`‡Z n‡e|
• agbx †_ªv¤^G¤^wjK B‡f›U wi‡cvU© Kiv n‡q‡Q| K‡ivbvwi AvU©vwii †ivM mn D”PZi KvwW©IfvmKzjvi SzuwK i‡q‡Q Ggb †ivMx‡`i 
wPwKrmv Kivi mgq mveavbZv Aej¤^b Ki‡Z n‡e|
• i³¶i‡Yi NUbv wi‡cvU© Kiv n‡q‡Q| †KejgvÎ hw` cÖZ¨vwkZ myweavwU m¤¢ve¨ SzuwKi †P‡q †ewk nq ïay †mB †¶‡ÎB 
i³cv‡Zi SzuwKhy³ †ivMx‡`i g‡a¨ wbb&‡UWvwb‡ei e¨envi Kiv hv‡e|
• M¨v‡÷ªvBb‡U÷vBbvj cvi‡dv‡ikb wi‡cvU© Kiv n‡q‡Q| mv¤cÖwZK †c‡Ui kj¨ wPwKrmv, WvBfvwU©Kzjvi †iv‡Mi c~e©eZ©x BwZnvm 
ev mneZ©x KwU©‡Kv‡÷i‡qW ev GbGmGAvBwW MÖnYKvix †ivMx‡`i wPwKrmv Kivi mgq mveavbZvi mv‡_ wbb&‡UWvwbe e¨envi 
Ki‡Z n‡e|

we‡kl †ivMx‡`i †¶‡Î e¨envi
Mf©ve¯’vq Ges ¯Íb¨`vbKv‡j e¨envi
†cÖM‡bwÝ K¨vUvMwi- wW| wbb&‡UWvwbe åƒ‡bi ¶wZ mvab Ki‡Z cv‡i| Mf©eZx gwnjv‡`i Ilya m¤cwK©Z †Kvb SzuwK i‡q‡Q wKbv 
Zvi ch©vß Z_¨ †bB| 
wbb&‡UWvwbe ¯Íb¨`vbKv‡j gvZ…`y‡» wbM©Z nevi †Kvb Z_¨ †bB| A‡bK Ilya gvZ…`y‡» wbtm„Z nq Ges wbb&‡UWvwbe †_‡K 
¯Íb¨`vbKv‡j wkï‡`i gvivZ¡K weiƒc cÖwZwµqvi m¤¢vebv _vKvi Kvi‡b, gv‡qi Kv‡Q Ily‡ai ¸iæZ¡‡K we‡ePbvq †i‡L ¯Íb¨`vb eÜ 
Kiv ev WªvM eÜ Kivi wm×všÍ wb‡Z n‡e|

wkï‡`i †¶‡Î e¨envi
wkï‡`i †¶‡Î wbb&‡UWvwb‡ei wbivcËv I Kvh©KvwiZv cÖwZwôZ bq| 

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

hK…‡Zi AKvh©KvwiZv
g„`y hK…‡Zi AKvh©KvwiZvi (PvBì-cvM G) †ivMx‡`i g‡a¨ wbb&‡UWvwb‡ei G·‡cvRvi e„w× cvq| cvk¦©cÖwZwµqv weKv‡ki wfwË‡Z 
gvÎv mgš^q Ki‡Z n‡e| g„`y (PvBì-cvM G) I gvSvwi (PvBì-cvM we) hK…‡Zi AKvh©KvwiZvi †ivMx‡`i wbb&‡UWvwbe e¨envi 
Kiv †_‡K weiZ _vK‡Z n‡e|

e„‡°i AKvh©KvwiZv
g„`y, Ges gvSvwi e„‡°i AKvh©KvwiZvi †¶‡Î gvÎv mgš^‡qi cÖ‡qvRb †bB| Zxeª e„‡°i AKvh©KvwiZvi †ivMx‡`i g‡a¨ 
wbb&‡UWvwbe e¨env‡i †Kvb SzuwK i‡q‡Q wKbv Zvi ch©vß Z_¨ †bB|

WªvM B›UviG¨vKkb
wc-wRwc Ges CYP3A4 wb‡ivaK¸wji mv‡_ e¨envi Ki‡j wbb&‡UWvwb‡ei G·‡cvRvi e„w× †c‡Z cv‡i| wbb&‡UWvwb‡ei cÖwZ 
†ivMx‡`i mnbkxjZv eySvi Rb¨ †ivMx‡`i ch©‡e¶Y Ki‡Z n‡e| 

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
wbbv‡m›U   100: cÖwZwU ev‡· i‡q‡Q 10wU md&U †Rj K¨vcmy‡ji 1wU weø÷vi w÷ªc|
wbbv‡m›U   150: cÖwZwU ev‡· i‡q‡Q 10wU md&U †Rj K¨vcmy‡ji 1wU weø÷vi w÷ªc|
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