
Composition:
Each film-coated tablet contains Neratinib Maleate INN Equivalent to Neratinib 40 mg. 

Description: Neratinib is a kinase inhibitor that irreversibly binds to Epidermal Growth Factor Receptor (EGFR), Human 
Epidermal Growth Factor Receptor 2 (HER2), and HER4. Neratinib is a member of the 4-anilino quinolidine class of protein 
kinase inhibitors. 

Indications: 
Neratinib is a kinase inhibitor indicated: 

As a single agent, for the extended adjuvant treatment of adult patients with early-stage HER2-positive breast cancer, to follow 
adjuvant Trastuzumab based therapy. 

In combination with Capecitabine, for the treatment of adult patients with advanced or metastatic HER2-positive breast cancer 
who have received two or more prior anti-HER2 based regimens in the metastatic setting.

Dosage and Administration 
Premedication for diarrhea: When not using dose escalation, initiate loperamide with the first dose of Neratinib and continue 
during the first 56 days of treatment. After day 56, use loperamide to maintain 1–2 bowel movements per day. 

Extended adjuvant treatment of early-stage breast cancer: 240 mg (6 tablets) given orally once daily, with food, continuously 
until disease recurrence for up to one year. 

Advanced or metastatic breast cancer: 240 mg (6 tablets) given orally once daily with food on Days 1–21 of a 21-day cycle plus 
capecitabine (750 mg/m2 given orally twice daily) on Days 1–14 of a 21-day cycle until disease progression or unacceptable 
toxicities. 

Dose escalation: A two-week dose escalation for Neratinib may also be initiated. 

Hepatic impairment: Reduce starting dose to 80 mg in patients with severe hepatic impairment.

Dose Modifications:  

Warnings and Precautions: 
Diarrhea: Diarrhea should be managed through either Neratinib dose escalation or loperamide prophylaxis. If diarrhea occurs 
despite recommended prophylaxis, treat with additional antidiarrheals, fluids, and electrolytes as clinically indicated.

Hepatotoxicity: Neratinib should be Withhold in patients experiencing Grade 3 liver abnormalities and permanently discontinue 
Neratinib in patients experiencing Grade 4 liver abnormalities. 

Embryo-Fetal Toxicity: Neratinib can cause fetal harm. Should Advise patients of potential risk to a fetus and to use effective 
contraception 

Adverse reactions: 
The most common adverse reactions (reported in ≥5% of patients) were: 

Neratinib as a single agent: diarrhea, nausea, abdominal pain, fatigue, vomiting, rash, stomatitis, decreased appetite, muscle 
spasms, dyspepsia, AST or ALT increased, nail disorder, dry skin, abdominal distention, epistaxis, weight decreased, and 
urinary tract infection.

Neratinib in combination with capecitabine: diarrhea, nausea, vomiting, decreased appetite, constipation, fatigue/asthenia, 
weight decreased, dizziness, back pain, arthralgia, urinary tract infection, upper respiratory tract infection, abdominal distention, 
renal impairment, and muscle spasms. 

Contraindications: 
It is contraindicated in patients with known hypersensitivity to Neratinib or any other components of this product. 

Use in Pregnancy:
Neratinib can cause fetal harm when administered to a pregnant woman. Pregnant women should be advised of the potential 
risk to a fetus. 

Lactation:
No data are available regarding the presence of Neratinib or its metabolites in human milk or its effects on the breastfed infant 
or on milk production. 

Females and Males of Reproductive Potential:
Males and females of reproductive potential should be advised to use effective contraception during treatment with Neratinib 
and for at least 1 month after the last dose. 

Pediatric Use:
The safety and efficacy of Neratinib in pediatric patients has not been established. 

Geriatric Use:
The incidence of serious adverse reactions in the Neratinib arm vs. placebo arm was 7.0% vs. 5.7% (< 65 years-old) and 9.9% 
vs. 8.1% (≥ 65 years-old). 

Hepatic Impairment:
No dose modifications are recommended for patients with mild to moderate hepatic impairment (Child Pugh A or B). Neratinib 
dosage should be reduced for patients with severe hepatic impairment.

Drug Interactions 
Gastric acid reducing agents:
Avoid concomitant use with proton pump inhibitors. Separate Neratinib by at least 2 hours before or 10 hours after H2-receptor 
antagonists. Or separate Neratinib by at least 3 hours after antacids. 

Strong CYP3A4 inhibitors:
Should avoid concomitant use. 

P-gp and moderate CYP3A4 dual inhibitors:
Should avoid concomitant use. 

Strong or moderate CYP3A4 inducers:
Should avoid concomitant use.

Certain P-gp substrates:
Should Monitor for adverse reactions of P-gp substrates for which minimal concentration change may lead to serious adverse 
reactions when used concomitantly with Neratinib. 

Overdose
In the event of an overdose, administration should be withheld and general supportive measures undertaken.

Storage
Store below 30°C, dry place and away from light and moisture. Keep out of the reach of children.

Commercial pack               
Herlyn Tablet: Each commercial box contains 30 tablets.

Manufactured By
BEACON Pharmaceuticals PLC
Bhaluka, Mymensingh, Bangladesh 13
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Dcv`vbt

nviwjb U¨ve‡jUt cÖwZwU wdj¥ †Kv‡UW U¨ve‡j‡U i‡q‡Q †bivwUwbe g¨vwj‡qU AvBGbGb hv †bivwUwbe 40 wgMÖv hv Gi mgZzj¨| 

eY©bvt

†bivwUwbe nj GKwU KvB‡bR BbwnweUvi hv GwcWvg©vj †MÖv_ d¨v±i wi†mÞi (EGFR), wnDg¨vb GwcWvg©vj †MÖv_ d¨v±i wi†mÞi 2 
(HER2) Ges HER4 Gi mv†_ AcwieZ©bxqfv‡e hy³ nq| †bivwUwbe †cÖvwUb KvB‡bR BbwnweU†ii 4-A¨vwbwj‡bv KzB‡bvwjwWb †kªYxi 
m`m¨|

wb‡`©kbv Ges e¨envit 

†bivwUwbe GKwU KvB‡bR BbwnweUi hv wb‡`©wkZt 

GKwU GKK G‡R›U wnmv‡e, cÖv_wgK ch©v‡q HER2-cwRwUf ¯Íb K¨vÝv‡i AvµvšÍ cÖvßeq¯‹ †ivMx‡`i ewa©Z mnvqK wPwKrmvi Rb¨ 
GWR¨zfv›U Uªv÷zR¨zg¨ve wfwËK †_ivwc MÖnY Kivi c‡i e¨eüZ nq| 

&GWfvÝW ev †gUv÷¨vwUK HER2-cwRwUf ¯Íb K¨vÝv‡i AvµvšÍ cÖvßeq¯‹ †ivMx†`i wPwKrmvi Rb¨ hviv †gUv÷¨vwUK †mwUs‡q c~‡e© `yB ev 
Zvi †ewk A¨vw›U-HER2 wfwËK †_ivwc MÖnY K‡i‡Q Zv‡`i †¶‡Î K¨vwcwmUvevB‡bi mv‡_ GK‡Î †bivwUwbe wb‡`©wkZ| 

gvÎv Ges †mebwewat

Wvqwiqvi c‡e© Ilyat

†WvR e„w× bv K‡i †bivwUwbe cÖ_g †WvR w`‡q †jv‡civgvBW ïiæ Kiv DwPr Ges wPwKrmvi cÖ_g 56 w`†bi g†a¨ Pvwj‡q hvb| 56 w`‡bi 
ci cÖwZw`b 1-2 evi gjZ¨vM eRvq ivL‡Z †jv‡civgvBW e¨envi Kiæb|  

cÖv_wgK ch©v‡q ¯Íb K¨vÝv‡ii ewa©Z mnvqK wPwKrmvt

240 wgwjMÖvg (6 wU U¨ve‡jU) cÖwZw`b GKevi, Lvev‡ii mv‡_ †iv‡Mi cybive„wË bv nIqv ch©šÍ µgvMZ GK eQi wb‡Z n‡e| 

GWfvÝW ev †gUv÷¨vwUK ¯Íb K¨vÝvit

21 w`‡bi P‡µi 1-21 w`‡b Lvev‡ii mv‡_ 240 wgwjMÖvg (6 wU U¨ve‡jU) ˆ`wbK GKevi †meb Ki‡Z n‡e Ges 21 w`b P‡µi 1-14 w`‡b 
K¨vwcwmUvevBb 750 wgwjMÖvg/wgUvi2 ˆ`wbK `yevi †`Iqv nq hZ¶Y bv ch©šÍ †iv‡Mi AMÖMwZ ev AMÖnY‡hvM¨ welv³Zv nq| 

†WvR e„w×t

†bivwUwb‡ei Rb¨ `yB mßv‡ni †WvR e„w×I ïiæ Kiv †h‡Z cv‡i| 

†ncvwUK Bg‡cqvi‡g›Ut

¸iæZi †ncvwUK Bg‡cqvi‡g›U †ivMx‡`i †¶‡Î cÖv_wgK †WvR 80 wgwjMÖvg Kwg‡q ïiæ Kiæb|

Wvqwiqvt

†bivwUwbe †WvR e„w× ev †jv‡civgvBW †cÖvdvBj¨vw·‡mi gva¨‡g Wvqwiqv wbqš¿Y Kiv DwPZ| cÖ¯ÍvweZ †cÖvdvBj¨vw·m e¨envi m‡Ë¡I 
Wvqwiqv †`Lv w`‡j AwZwi³ A¨vw›UWvqwiqvi Ilza, Zij Ges B‡j‡±ªvjvBU w`‡q wPwKrmv Kiv DwPr| ¸iæZi Ges/A_ev µgvMZ 
Wvqwiqvi m¤§yLxb †ivMx‡`i †bivwUwbe eÜ ivLv DwPr| †MÖW 4 Wvqwiqv ev †MÖW ≥2 Wvqwiqv hv me©vwaK †WvR Kgv‡bvi c‡iI N‡U Ggb 
†ivMx‡`i †¶‡Î ¯’vvqxfv‡e †bivwUwbe eÜ Kiv DwPr|  

†ncv‡UvUw·wmwUt

†MÖW 3 wjfv‡ii A¯^vfvweKZvi m¤§yLxb †ivMx‡`i †bivwUwbe eÜ ivLv DwPr Ges †MÖW 4 wjfv‡ii A¯^vfvweKZvi m¤§zLxb †ivMx‡`i †¶‡Î 
†bivwUwbe ¯’vqxfv‡e eÜ Kiv DwPr|  

åƒ†Yi welv³Zvt

†bivwUwbe åƒ‡Yi ¶wZ Ki‡Z cv‡i| åƒ‡Yi m¤¢ve¨ SzuwKi †ivMx‡`i Kvh©Ki Mf©wb‡ivaK e¨envi Kivi civgk© †`Iqv DwPr| 

cÖwZwb‡`©kbvt

†bivwUwbe †ivMx‡`i g†a¨ cÖwZwb‡`©wkZ nq hviv GB Jla ev Gi †Kvb Dcv`v‡bi cÖwZ ms†e`bkxj| 

cvk¦©-cÖwZwµqvt

me‡P‡q mvaviY weiƒc cÖwZwµqv (5% †ivMx‡`i g‡a¨ wi‡cvU© Kiv n‡q‡Q)t 

GKK G‡R›U wnmv‡e †bivwUwbet Wvqwiqv, ewg ewg fve, †c‡U e¨_v, K¬vwšÍ, ewg, dzmKzwo, †÷vgvUvBwUm, ¶zav nªvm, †ckxi wLuPzwb, 
wWm‡ccwmqv, AST ev ALT e„w×, b‡Li e¨wa, ï®‹ Z¡K, †c‡Ui cÖmviY, Gwc÷¨vw·m, IRb nªvm, Ges g~Îbvjxi msµgY|

K¨vcwmUvevB†bi mv‡_ GK‡Î †bivwUwbet Wvqwiqv, ewg ewg fve, ewg, ¶zav nªvm, †KvôKvwVb¨, K¬vwšÍ/A‡¯’wbqv, IRb K‡g hvIqv, gv_v 
†Nviv, wc‡V e¨_v, Av_ª©vjwRqv, g~Îbvjxi msµgY, Dc‡ii k¦vm bvjxi msµgY, †c‡Ui e¨_v, †ckxi Aw¯’iZv Ges ¯úvRg| 

wbw`©ó Rb†Mvôx‡Z e¨envit 

Mf©ve¯’vq e¨envit

†bivwUwbe Mf©eZx gwnjv‡K †`Iqv n‡j åƒ‡Yi ¶wZ n‡Z cv‡i| Mf©eZx gwnjv‡`i åƒ‡Yi m¤¢ve¨ SzuwK m¤c‡K© civgk© †`Iqv DwPZ| 

¯Íb¨`vbt

gvby‡li `y‡a †bivwUwbe ev Gi wecvKxq Dc¯’vwZ ev ey‡Ki `za LvIqv†bv wkï ev `za Drcv`†bi Dci Gi cÖfve m¤c‡K© †KvbI Z_¨ cvIqv 
hvqwb| 

cÖRbb m¤¢vebvi gwnjv Ges cyiælt

cÖRbb m¤¢vebvi cyiæl Ges gwnjv‡`i †bivwUwb‡ei wPwKrmvi mgq Ges †kl †Wv‡Ri c‡i Kgc‡¶ 1 gvm Kvh©Ki Mf©wb‡ivaK e¨envi 
Kivi civgk© †`Iqv DwPZ|

†cwWqvwUªK e¨envit

†cwWqvwUªK †ivMx‡`i g†a¨ †bivwUwb‡ei wbivcËv Ges Kvh©KvwiZv cÖwZwôZ nqwb|

eq¯‹‡`i †¶‡Î e¨envit

†bivwUwbe Avg© ebvg cøvwm‡ev Av‡g© ¸iæZi cÖwZK‚j cÖwZwµqvi NUbv wQj 7.0% ebvg 5.8% (<65 eQi eqmx) Ges 9.9% ebvg 8.1% 
(≥ 65 eQi eqmx)| 

hK…r weKjZvt

nvjKv †_‡K gvSvwi hK…r Gi `ye©jZv (PvBì cvM G ev we) †ivMx‡`i Rb¨ †KvbI †WvR cwieZ©‡bi civgk© †`Iqv nq bv| ¸iæZi 
†ncvwUK cÖwZeÜKZvhy³ †ivMx‡`i Rb¨ †bivwUwbe †WvR nªvm Kiv DwPZ| 

AwZwi³ gvÎvt

AwZwi³ gvÎvi †¶‡Î bZzb K‡i †bivwUwbe MÖnY Kiv †_‡K weiZ _vKv DwPZ Ges mvaviY mnvqK e¨e¯’v MÖnY Kiv DwPZ|

msi¶Yt

Av‡jv Ges Av`ªZv †_‡K `~‡i, 300 †m. Gi wb‡P Ges ïK‡bv RvqMvq msi¶Y Kiæb| mKj Ilya wkï‡`i bvMv‡ji evB‡i ivLyb|

evwYwR¨K †gvoKt

nviwjb U¨ve‡jUt cÖwZwU evwYwR¨K †gvo‡K  i‡q‡Q 30 wU U¨ve‡jU|

cÖ¯‘ZKviK
exKb dvg©vwmDwUK¨vjm& wcGjwm
fvjyKv, gqgbwmsn, evsjv‡`k

Dose Level Neratinib Dose

Recommended starting dose 240 mg daily

First dose reduction 200 mg daily

Second dose reduction 160 mg daily

Third dose reduction 120 mg daily

Neratinib nviwjb
†bivwUwbe


