
Bicalutamide USP 50 mg tablets

COMPOSITION 
CALUPROS tablet: Each film coated tablet contains 
Bicalutamide USP 50 mg. 

PHARMACOLOGY
Bicalutamide is a non-steroidal androgen receptor inhibitor. 
It competitively inhibits the action of androgens by binding 
to cytosol androgen receptors in the target tissue. Prostatic 
carcinoma is known to be androgen sensitive and responds 
to treatment that counteracts the effect of androgen and/or 
removes the source of androgen.

INDICATIONS AND USAGE
Bicalutamide 50 mg daily is indicated for use in combina-
tion therapy with a luteinizing hormone-releasing hormone 
(LHRH) analog for the treatment of Stage D2 metastatic 
carcinoma of the prostate.

DOSAGE AND ADMINISTRATION
The recommended dose for Bicalutamide therapy in 
combination with an LHRH analog is one 50 mg tablet once 
daily (morning or evening), with or without food. 

CONTRAINDICATIONS 
Bicalutamide is contraindicated in any patient who has 
shown a hypersensitivity reaction to the drug or any of the 
tablet’s components. 

Bicalutamide has no indication for women, and should not 
be used in this population.

WARNINGS AND PRECAUTIONS
Hepatitis or marked increases in liver enzymes leading to 
drug discontinuation occurred in approximately 1% of 
Bicalutamide patients in controlled clinical trials.

Hemorrhaging cases were reported with concomitant use of 
coumarin Anticoagulant. Closely monitor the Prothrombin 
Time (PT) and International Normalized Ration (INR), and 
adjust the anticoagulant dose as needed.

Gynecomastia and breast pain have been reported during 
treatment with Bicalutamide 150 mg when used as a single 
agent as it cause a reduction in glucose tolerance in males. 
Consideration should therefore be given to monitoring 
blood glucose in patients receiving Bicalutamide in 
combination with LHRH agonists. 

SIDE EFFECTS
The most common side effects of Bicalutamide include hot 
flashes; body pain (including back, pelvis, stomach); 

feeling weak; constipation; infection; nausea; swelling in  
arms, ankles, legs or feet; shortness of breath (dyspnea); 
dizziness; diarrhea; blood in urine; frequent urination at 
night; anemia. 

DRUG INTERACTIONS
R-Bicalutamide is an inhibitor of CYP 3A4. Hence, caution 
should be exercised when Bicalutamide is co-administered 
with CYP 3A4 substrates.

USE IN SPECIFIC POPULATIONS
Pregnancy
Bicalutamide is contraindicated for use in pregnant women 
because it can cause fetal harm. 

Lactation 
There is no information available on the presence of 
Bicalutamide in human milk, or on the effects on the 
breastfed infant or on milk production.

Females and Males of Reproductive Potential 
Antiandrogen therapy may cause morphological changes 
in spermatozoa.

Based on animal studies, Bicalutamide can lead to 
inhibition of spermatogenesis and may impair fertility in 
males of reproductive potential. The long-term effects of 
Bicalutamide on male fertility have not been studied. 

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

Hepatic Impairment
Periodic liver function tests should be considered for 
hepatic-impaired patients on long-term therapy. 

Renal Impairment
Renal impairment (as measured by creatinine clearance) 
had no significant effect on the elimination of total 
bicalutamide or the active R-enantiomer.

PHARMACEUTICAL INFORMATION
Storage Condition
Store below 30°C, in a cool and dry place. Keep away from 
light. Keep out of the reach of children.

HOW SUPPLIED
CALUPROS tablet: Each box contains 3x10 film coated 
tablets in Alu-Alu blister pack.

Manufactured by
Everest Pharmaceuticals Ltd.

BSCIC I/A, Kanchpur, Narayanganj, Bangladesh
www.everestpharmabd.com



evBK¨vjyUvgvBW BDGmwc 50 wg.MÖv. U¨ve‡jU

cÖ¯‘yZKviK:

Gfv‡ió dvg©vwmDwUK¨vjm wjwg‡UW
wewmK wkí GjvKv, KvuPcyi, bvivqYMÄ, evsjv‡`k
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Dcv`vb 
K¨vjy‡cÖvm U¨ve‡jUt cÖwZwU wdj¥ †Kv‡UW U¨ve‡j‡U Av‡Q evBK¨vjyUvgvBW 

BDGmwc 50 wg.MÖv.|

dvg©v‡KvjwR
evBK¨vjyUvgvBW GKwU bb-†÷i‡qWvj G‡Ûªv‡Rb wi‡mÞi BbwnweUi| 

GwU Uv‡M©U wUm¨yi mvB‡Uvmj G‡Û«v‡Rb wi‡mÞ‡ii mv‡_ Ave× n‡q 

G‡Û«v‡R‡bi Kvh©KixZv m¤ú~Y©iƒ‡c BbwnweU K‡i| †cÖv‡÷wUK Kvwm©‡bvgv 

G‡Û«v‡R‡bi cÖwZ ms‡e`bkxj ZvB G‡Û«v‡R‡bi Kvh©KixZv‡K evav †`q 

Ges/A_ev G‡Û«v‡R‡bi Drm‡K eÜ K‡i †`q Ggb wPwKrmvq †cÖv‡÷wUK 

Kvwm©‡bvgvi DbœwZ nq|

wb‡`©kbv
evBK¨vjyUvgvBW 50 wg.MÖv. jywUbvBwRs ni‡gvb wiwjwRs ni‡gvb 

A¨vbvj‡Mi mv‡_ †÷R wW 2 †gUv÷¨vwUK †cÖv‡÷U Kvwm©‡bvgvi 

wPwKrmvq wb‡`©wkZ|

gvÎv I cÖ‡qvM
evBK¨vjyUvgvBW Gi wb‡`©wkZ gvÎv jywUbvBwRs ni‡gvb wiwjwRs ni‡gvb 

A¨vbvj‡Mi mv‡_ 50 wg.MÖv. Gi GKwU U¨ve‡jU w`‡b GKevi Lvev‡ii 

mv‡_ ev Lvwj †c‡U|

cÖwZ wb‡`©kbv
evBK¨vjyUvgvBW ev U¨ve‡j‡Ui Ab¨ †Kvb Dcv`v‡bi cÖwZ ms‡e`bkxj 

e¨w³ GwU MÖnb Ki‡Z cvi‡e bv|

evBK¨vjyUvgvBW gwnjv‡`i Rb¨ wb‡`©wkZ bq, myZivs gwnjv‡`i †¶‡Î 

GwU e¨envi Kiv hv‡e bv|

mZK©Zv I mveavbZv
wK¬wbK¨vj Uªvqv‡j †ncvUvBwUm A_ev wjfvi GbRvB‡gi j¶bxq gvÎvq 

e„w×i d‡j cÖvq 1% †ivMxi †ÿ‡Î evBK¨vjyUvgvBW Øviv wPwKrmv eÜ 

K‡i †`Iqv n‡qwQj|

wKDgvwib A¨vw›U‡Kvq¨v¸j¨v›U Gi mv‡_ GK‡Î e¨env‡i †n‡gv‡iR n‡Z 

cv‡i| G‡ÿ‡Î †cÖv‡_ªvw¤^b UvBg (wcwU) Ges B›Uvib¨vkbvj bg©vjvBRW 

†iwkI (AvBGbAvi) ch©‡e¶Y Ki‡Z n‡e Ges cÖ‡qvRbgZ wKDgvwib 

A¨vw›U‡Kvq¨v¸j¨v‡›Ui †WvR A¨vWRv÷ Ki‡Z n‡e|

cyiæl‡`i †ÿ‡Î GKKfv‡e evBK¨vjyUvgvBW 150 wg.MÖv. e¨envi Kivi 

d‡j Møy‡KvR mnbkxjZv n«v‡mi Kvi‡Y wPwKrmvi mgq 

MvB‡bv‡Kvgvw÷qv Ges ¯Í‡b e¨_v cwijw¶Z n‡q‡Q| ZvB GjGBP- 

AviGBP A¨v‡Mvwb‡÷i mv‡_ GK‡Î evBK¨vjyUvgvBW MÖnYKvix 

†ivMx‡`i i‡³i Møy‡Kv‡Ri gvÎv wbix¶‡Yi wel‡q we‡ePbv Kiv DwPZ|

cvk¦© cÖwZwµqv
evBK¨vjyUvgvBW Gi mvaviY cvk¦©cÖwZwµqv¸wji g‡a¨ i‡q‡Q nU d¬¨vk; 

kix‡ii e¨_v (wcV, †cjwfm, cvK¯’jxmn); `ye©jZv †eva; †KvôKvwVb¨; 

msµgY; ewg ewg fve; evû, cv, cv‡qi †Mvovwj ev cv‡qi cvZv 

†dvjvfve; k¦vmKó (A¯^w¯Í); gv_v Nyiv; Wvqwiqv; cÖ¯ªv‡ei mv‡_ i³ 

hvIqv; iv‡Z Nb Nb cÖ¯ªve nIqv; i³víZv|

Ab¨ Ily‡ai mv‡_ wµqv
Avi-evBK¨vjyUvgvBW n‡”Q wmIqvBwc 3G4 Gi BbwnweUi, ZvB             

evBK¨vjyUvgvBW hLb wmIqvBwc 3G4 Gi mv‡e‡÷ªUm Gi mv‡_ 

wb‡`©wkZ nq ZLb mZK© _vK‡Z n‡e|

we‡kl ai‡bi †ivMx‡`i †ÿ‡Î e¨envi
Mf©ve¯’vq
Mf©eZx gv‡q‡`i Rb¨ evBK¨vjyUvgvBW wb‡`©wkZ bq Kvib Zv å~‡Yi 

¶wZ Ki‡Z cv‡i|

gvZ„`y»`vbKvjxb mg‡q
gvZ…`y‡» evBK¨vjyUvgvBW Gi Dcw¯’wZ ey‡Ki `y‡ai Drcv`b ev ey‡Ki 

`ya LvIqv‡bv wkïi Dci Gi cÖfve m¤ú‡K© †Kvb Z_¨ cvIqv hvqwb|

cÖRbb m¤¢vebvgq gwnjv Ges cyiæl
A¨vw›UA¨v‡Û«v‡Rb †_ivwc ïµvYy‡Z MVbMZ cwieZ©b NUv‡Z cv‡i|

cÖvYx‡`‡n cixÿvi Dci wfwË K‡i †`Lv †M‡Q, evBK¨vjyUvgvBW ïµvYy 

Drcv`‡b evav m„wó Ki‡Z cv‡i Ges cÖRbb ¶gZv m¤úbœ cyiæl‡`i 

g‡a¨ cÖRbb ÿgZv bó Ki‡Z cv‡i| cyiæ‡li cÖRbb ÿgZvi Dci 

evBK¨vjyUvgvBW Gi `xN©‡gqv`x cÖfve Aa¨qb Kiv nqwb|

wkï
wkï‡`i Dci evBK¨vjyUvgvB‡Wi Kvh©KixZv cix¶v K‡i †`Lv nqwb|

hK…‡Zi AKvh©KvixZvq
`xN©‡gqv`x †_ivwc‡Z `ye©j hK…‡Zi †ivMx‡`i Rb¨ wbqwgZ weiwZ‡Z 

hK…‡Zi Kvh©KvixZvi cix¶v we‡ePbv Kiv DwPZ|

e„°xq AKvh©KvwiZvq
e„°RwbZ mgm¨vi Kvi‡Y evBK¨vjyUvgvBW A_ev Avi-GbvbwkIgvi Gi 

wb®‹vk‡bi Dci D‡jøL‡hvM¨ †Kvb cÖfve c‡o bv|

msi¶Y 
Av‡jv †_‡K `~‡i, ï®‹ ¯’v‡b I 30° †m. Gi wb‡P ivLyb| wkï‡`i 

bvMv‡ji evB‡i ivLyb| 

mieivn
K¨vjy‡cÖvm U¨ve‡jUt cÖwZwU e‡· 3x10 wU wdj¥ †Kv‡UW U¨ve‡jU 

A¨vjy-A¨vjy weø÷vi c¨v‡K Av‡Q| 


