
Abiraterone Acetate USP 250 mg tablets

COMPOSITION
ABIRAXEN tablet: Each film coated tablet contains 
Abiraterone Acetate USP 250 mg.

PHARMACOLOGY
Abiraterone Acetate is converted in vivo to Abiraterone, an 
androgen biosynthesis inhibitor that inhibits 17 α-hydroxy-
lase/C17, 20-lyase (CYP17). This enzyme is expressed in 
testicular, adrenal, and prostatic tumor tissues and is 
required for androgen biosynthesis. 

INDICATIONS AND USAGE
Abiraterone Acetate is indicated in combination with 
prednisone for the treatment of patients with metastatic 
castration-resistant prostate cancer (CRPC) and metastatic 
high-risk castration-sensitive prostate cancer (CSPC).

DOSAGE AND ADMINISTRATION
Recommended Dose for Metastatic CRPC: The 
recommended dose of Abiraterone Acetate is 1,000 mg 
orally once daily with prednisone 5 mg orally twice daily.

Recommended Dose for Metastatic High-risk CSPC: The 
recommended dose of Abiraterone Acetate is 1,000 mg 
orally once daily with prednisone 5 mg administered orally 
once daily. 

CONTRAINDICATIONS
None. 

WARNINGS AND PRECAUTIONS
Closely monitor patients with cardiovascular disease. 
Control hypertension and correct hypokalemia before 
treatment. Monitor blood pressure, serum potassium and 
symptoms of fluid retention at least monthly.

Monitor for symptoms and signs of adrenocortical 
insufficiency. Increased dosage of corticosteroids may be 
indicated before, during and after stressful situations.

Monitor liver function and modify, interrupt, or discontinue 
Abiraterone Acetate dosing as recommended.

Use of Abiraterone Acetate plus prednisone/prednisolone 
in combination with radium Ra 223 dichloride is not 
recommended.

Abiraterone Acetate can cause fetal harm. Advise males 
with female partners of reproductive potential to use 
effective contraception.

After using Abiraterone Acetate, severe hypoglycemia has 
been reported in patients with preexisting diabetes who are 
taking medications containing Thiazolidinediones 
(including pioglitazone) or Repaglinide.

Monitor blood glucose in patients with diabetes and assess 

if antidiabetic agent dose modifications are required.

SIDE EFFECTS
The most common side effects of Abiraterone Acetate 
include: feeling very tired, vomiting, joint pain, infected 
nose, sinuses, or throat (cold), high blood pressure, cough, 
nausea, headache, swelling in legs or feet, low red blood 
cells (anemia), low blood potassium levels, high blood 
cholesterol and triglycerides, hot flushes, high blood sugar 
levels and diarrhea. 

DRUG INTERACTIONS
Avoid concomitant strong CYP3A4 inducers during 
Abiraterone Acetate treatment. If a strong CYP3A4 inducer 
must be co-administered, increase the Abiraterone Acetate 
dosing frequency.

Avoid co-administration of Abiraterone Acetate with 
CYP2D6 substrates that have a narrow therapeutic index. If 
an alternative treatment cannot be used, exercise caution 
and consider a dose reduction of the concomitant CYP2D6 
substrate.

USE IN SPECIFIC POPULATIONS
Pregnancy: Based on findings from animal studies and the 
mechanism of action, Abiraterone Acetate can cause fetal 
harm and potential loss of pregnancy.

Lactation: The safety and efficacy of Abiraterone Acetate 
have not been established in females.

Females and Males of Reproductive Potential: Based on 
animal studies, Abiraterone Acetate may impair reproduc-
tive function and fertility in males of reproductive potential. 

Pediatric Use: Safety and effectiveness of Abiraterone 
Acetate in pediatric patients have not been established. 

Geriatric Use: No overall differences in safety or effective-
ness were observed between elderly patients and younger 
patients.

Patients with Hepatic Impairment: Do not use Abiraterone 
Acetate in patients with baseline severe hepatic impairment 
(Child-Pugh Class C).

Patients with Renal Impairment: No dosage adjustment is 
necessary for patients with renal impairment

PHARMACEUTICAL INFORMATION
Storage Condition
Store below 300c, in a cool and dry place. Keep away from 
light. Keep out of the reach of children. 

HOW SUPPLIED
ABIRAXEN tablet: Each box contains 4 x 7 film coated 
tablets in Alu-Alu blister pack. 

Manufactured by
Everest Pharmaceuticals Ltd.

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



A¨vweiv‡U‡ivb A¨vwm‡UU BDGmwc 250 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 
A¨vweiv‡Rb U¨ve‡jUt cÖwZwU wdj¥ †Kv‡UW U¨ve‡j‡U Av‡Q A¨vweiv‡U‡ivb 

A¨vwm‡UU BDGmwc 250 wg.MÖv.| 

dvg©v‡KvjwR
A¨vweiv‡U‡ivb A¨vwm‡UU kix‡i cÖ‡e‡ki ci GwU GKwU G‡Û«v‡Rb 

ev‡qvwm‡š’wmm BbwnweUi, A¨vweiv‡Ui‡b iƒcvšÍwiZ nq, hv 17 

Avjdv-nvB‡W«vw·‡jR/wm17,20-jvBR (wmIqvBwc17) †K BbwnweU 

K‡i| GB GbRvBgwU †Uw÷K¨yjvi, A¨v‡W«bvj Ges †cÖv÷¨vwUK wUDgvi 

wUm¨y‡Z cÖKvwkZ nq Ges A¨v‡Û«v‡Rb ms‡køl‡Yi Rb¨ cÖ‡qvRbxq| 

wb‡`©kbv
A¨vweiv‡U‡ivb A¨vwm‡UU †gUv÷¨vwUK K¨v‡÷«kb-Ams‡e`bkxj †cÖv‡÷U 

K¨vÝvi (wmAviwcwm) Ges †gUv÷¨vwUK D”P SyuwKi K¨v‡÷«kb-ms‡e`bkxj 

†cÖv‡÷U K¨vÝvi (wmGmwcwm) G AvµvšÍ †ivMx‡`i wPwKrmvi Rb¨ 

†cÖWwb‡mv‡bi mv‡_ wb‡`©wkZ|

gvÎv I cÖ‡qvM
†gUv÷¨vwUK wmAviwcwm-Gi Rb¨ wb‡`©wkZ gvÎv: A¨vweiv‡U‡ivb A¨vwm‡UU 

1000 wgwjMÖvg w`‡b GKevi †cÖWwb‡mvb 5 wgwjMÖvg w`‡b ̀ yBevi Gi mv‡_ 

gy‡L Lvevi Rb¨ wb‡`©wkZ|

†gUv÷¨vwUK D”P SyuwKi wmGmwcwm-Gi Rb¨ wb‡`©wkZ gvÎv: A¨vweiv‡U‡ivb 

A¨vwm‡UU 1000 wgwjMÖvg w`‡b GKevi †cÖWwb‡mvb 5 wgwjMÖvg w`‡b 

GKevi Gi mv‡_ gy‡L Lvevi Rb¨ wb‡`©wkZ| 

cÖwZ wb‡`©kbv
†bB| 

mZK©Zv Ges wb‡`©kbv 
ü`‡iv‡M AvµvšÍ †ivMx‡`i wbweofv‡e ch©‡e¶Y Ki‡Z n‡e| D”P-i³Pvc 

wbqš¿Y Ki‡Z n‡e Ges wPwKrmv ïiæi c~‡e© nvB‡cvK¨v‡jwgqv _vK‡j 

wPwKrmv Kiv‡Z n‡e| i³Pvc, wmivg cUvwmqvg Ges d¬yBW wi‡Ubk‡bi 

j¶Y gv‡m Kgc‡¶ GKevi ch©‡e¶Y Ki‡Z n‡e|  

A¨v‡W«‡bvKwU©K¨v‡ji AfveRwbZ wPý ev j¶Ymg~n ch©‡e¶Y Ki‡Z n‡e| 

†÷«mdyj Ae¯’vi mgq, Av‡M Ges c‡i KwU©‡Kv‡÷i‡q‡Wi gvÎv evov‡bv 

†h‡Z cv‡i| 

hK…‡Zi Kvh©KvwiZv ch©‡e¶Y K‡i A¨vweiv‡U‡ivb A¨vwm‡UU Gi wb‡`©wkZ 

gvÎv cwieZ©b, mvgwqK weiwZ ev eÜ Ki‡Z n‡e| 

A¨vweiv‡U‡ivb A¨vwm‡UU Ges †cÖWwb‡mvb/†cÖWwb‡mvjb GK‡Î †iwWqvg 

AviG 223 WvB‡K¬vivBW Gi mv‡_ e¨envi Kiv DwPZ bq|  

A¨vweiv‡U‡ivb A¨vwm‡UU å~‡Yi ¶wZ Ki‡Z cv‡i| cÖRbb m¤¢vebvgq 

gwnjv m½x Av‡Q Ggb cyiæl‡`i wPwKrmv PjvKvjxb mg‡q Kvh©Ki 

Mf©wb‡ivaK e¨e¯’v e¨envi Kiv DwPZ| 

A¨vweiv‡U‡ivb A¨vwm‡UU MÖn‡Yi d‡j Wvqv‡ewU‡m AvµvšÍ †ivMx‡`i g‡a¨ 

hviv _vqv‡RvwjWvBbwWIbm (cv‡qvwMøUv‡Rvbmn) ev †icvwMøbvBW Ilya 

MÖnY Ki‡Qb Zv‡`i g‡a¨ ¸iæZi nvB‡cvMøvB‡mwgqv cwijw¶Z n‡q‡Q| 

Wvqv‡ewUK †ivMx‡`i i‡³i kK©iv ch©‡e¶Y Ki‡Z n‡e Ges 

cÖ‡qvRb‡ev‡a A¨vw›UWvqv‡ewUK Ily‡ai gvÎv cwieZ©b Ki‡Z n‡e| 

cvk¦© cÖwZwµqv 
A¨vweiv‡U‡ivb A¨vwm‡UU Gi mvaviY cvk¦© cÖwZwµqv¸wji g‡a¨ i‡q‡Q: 

K¬vwšÍfve, ewg, R‡q‡›U e¨_v, bv‡K, mvBbv‡m ev Mjvq (VvÛv) msµgY, 

D”P i³Pvc, Kvwk, ewg ewg fve, gv_ve¨_v, cv ev cv‡qi cvZvq  

†dvjvfve, †jvwnZ i³ †Kvl K‡g hvIqv (A¨vwbwgqv), i‡³ cUvwmqv‡gi 

gvÎv K‡g hvIqv, i‡³ †Kv‡j‡÷ij Ges UªvBwMømvivBW Gi cwigvY †e‡o 

hvIqv, nU d¬vk, i‡³ kK©ivi cwigvY †e‡o hvIqv Ges Wvqwiqv| 

Ab¨ Ily‡ai mv‡_ wµqv 
A¨vweiv‡U‡ivb A¨vwm‡UU w`‡q wPwKrmvi mgq ÷«s wmIqvBwc 3G4 

BbwWDmvi Gi e¨envi cwinvi Kiv DwPZ| hw` †Kvb kw³kvjx wmIqvBwc 

3G4 BbwWDmvi †`Iqv nq, Zvn‡j A¨vweiv‡U‡ivb A¨vwm‡UU MÖn‡Yi 

wd«‡Kv‡qwÝ evov‡Z n‡e| 

†hme wmIqvBwc 2wW6 mve‡÷«‡Ui †_ivwcDwUK Bb‡W· msKxY© Zv‡`i 

mv‡_ A¨vweiv‡U‡ivb A¨vwm‡UU-Gi e¨envi cwinvi Kiv DwPZ| hw` weKí 

wPwKrmv cÖ‡qvM Kiv bv hvq, Zvn‡j mZK©Zv Aej¤^b Ki‡Z n‡e Ges 

wmIqvBwc 2wW6 mve‡÷«‡Ui gvÎv Kgv‡bvi Rb¨ we‡ePbv Ki‡Z n‡e| 

we‡kl Rb‡Mvôxi †¶‡Î e¨envi 
Mf©ve¯’v: KvR Kivi cÖwµqv Ges cÖvYx‡`‡n cix¶vi Dci wfwË K‡i †`Lv  

†M‡Q, A¨vweiv‡U‡ivb A¨vwm‡UU å~‡Yi ¶wZ Ges Mf©cv‡Zi m¤¢vebvi KviY 

n‡Z cv‡i| 

gvZ…`y»`vb: gwnjv‡`i †¶‡Î A¨vweiv‡U‡ivb A¨vwm‡U‡Ui wbivcËv Ges 

Kvh©KvwiZv cÖwZwôZ nqwb| 

gwnjv Ges cÖRbb ¶gZv m¤úbœ cyiæl: cÖvYx‡`‡n cix¶vq cÖvß Z_¨ g‡Z, 

A¨vweiv‡U‡ivb A¨vwm‡UU cÖRbb ¶gZv m¤úbœ cyiæ‡li cÖRbbZ‡š¿i wµqv 

Ges cÖRbb ¶gZv bó Ki‡Z cv‡i| 

wkï‡`i †¶‡Î e¨envi: wkï‡`i Dci A¨vweiv‡U‡ivb A¨vwm‡U‡Ui wbivcËv 

Ges Kvh©KvwiZv cÖwZwôZ nqwb| 

eq¯‹‡`i †¶‡Î e¨envi: e„× Ges Kg eqmx †ivMx‡`i g‡a¨ mvgwMÖKfv‡e 

A¨vweiv‡U‡ivb A¨vwm‡U‡Ui wbivcËv ev Kvh©KvwiZvi †Kvb cv_©K¨ 

cwijw¶Z nqwb| 

hK…‡Zi AKvh©KvwiZvq: ¸iæZi hK…‡Zi †ivMx‡`i †¶‡Î (PvBì-wcD K¬vm 

wm) A¨vweiv‡U‡ivb A¨vwm‡UU e¨envi Kiv hv‡e bv| 

e„°xq AKvh©KvwiZvq: e„° AKvh©Ki †ivMx‡`i Rb¨ A¨vweiv‡U‡ivb 

A¨vwm‡UU Gi †Kvb gvÎv mgš^‡qi cÖ‡qvRb †bB|  

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

evB‡i ivLyb| 

mieivn
A¨vweiv‡Rb U¨ve‡jUt cÖwZwU e‡· 4x7wU wdj¥ †Kv‡UW U¨ve‡jU 

A¨vjy-A¨vjy weø÷vi c¨v‡K Av‡Q|


