
Dc¯’vcb

A¨v‡ehv 150 U¨ve‡jU: cÖwZwU wdj¥ †Kv‡UW U¨ve‡j‡U i‡q‡Q A¨v‡egvmvBwK¬e AvBGbGb 150 wg.MÖv.|

A¨v‡ehv 200 U¨ve‡jU: cÖwZwU wdj¥ †Kv‡UW U¨ve‡j‡U i‡q‡Q A¨v‡egvmvBwK¬e AvBGbGb 200 wg.MÖv.|

wb‡`©kbv

A¨v‡egvmvBwK¬e n‡jv GKwU KvB‡bR BbwnweUi hv wb‡`©wkZt

• ni‡gvb wi‡mÞi (HR)-cwRwUf, wnDg¨vb GwcWvg©vj †MÖv_ d¨v±i wi‡mÞi 2 (HER2)-†b‡MwUf, 
†bvW-cwRwUf, cÖv_wgK ¯Íb K¨vÝv‡ii cybive„wËi D”P SzuwK Ges FDA Aby‡gvw`Z cix¶v Øviv wba©vwiZ 
Ki-67 †¯‹vi ≥20% cÖvßeq¯‹ †ivMx‡`i mnvqK wPwKrmvi Rb¨ G‡ÛvµvBb †_ivwc (U¨v‡gvw·‡db ev 
GKwU A¨v‡ivgv‡UR BbwnweUi) Gi mv‡_ mswgkÖ‡Y|

• †g‡bvcRvj cieZ©x gwnjv‡`i Ges cyiæl‡`i wPwKrmvi Rb¨ cÖv_wgK G‡ÛvµvBb-wfwËK †_ivwc 
wnmv‡e GKwU A¨v‡ivgv‡UR BbwnweU‡ii mv‡_ mswgkÖ‡Y, ni‡gvb wi‡mÞi (HR)-cwRwUf, wnDg¨vb 
GwcWvg©vj †MÖv_ d¨v±i wi‡mÞi 2 (HER2)-†b‡MwUf A¨vWfvÝW ev †gUv÷¨vwUK ¯Íb K¨vÝvi mn|

• ni‡gvb wi‡mÞi (HR)-cwRwUf, wnDg¨vb GwcWvg©vj †MÖv_ d¨v±i wi‡mÞi 2 (HER2)-†b‡MwUf 
A¨vWfvÝW ev †gUv÷¨vwUK ¯Íb K¨vÝvi mn cÖvßeq¯‹ †ivMx‡`i wPwKrmvi Rb¨ dzj‡f÷ª¨v‡›Ui mv‡_ 
mswgkÖ‡Y, G‡ÛvµvBb †_ivwci c‡i †iv‡Mi AMÖMwZ mn| 

• HR cwRwUf, HER 2-†b‡MwUf A¨vWfvÝW ev †gUv÷¨vwUK ¯Íb K¨vÝv‡i AvµvšÍ cÖvßeq¯‹ †ivMx‡`i 
wPwKrmvi Rb¨ g‡bv‡_ivwc wnmv‡e, hv‡`i G‡ÛvµvBb †_ivwc Ges †gUv÷¨vwUK †mwUs‡q c~e©eZ©x 
†K‡gv‡_ivwci c‡i †iv‡Mi AMÖMwZ n‡q‡Q| 

gvÎv I cÖ‡qvM

A¨v‡egvmvBwK¬e U¨ve‡jU Lvev‡ii mv‡_ ev Lvevi Qvov †bIqv nq|

dzj‡f÷ª¨v›U, U¨v‡gvw·‡db, A_ev A¨v‡ivgv‡UR BbwnweU‡ii mv‡_ GK‡Î cÖ¯ÍvweZ cÖv_wgK †WvR: 

150 wgwjMÖvg w`‡b `yevi|

g‡bv‡_ivwc wnmv‡e cÖ¯ÍvweZ cÖv_wgK †WvR: 200 wgwjMÖvg w`‡b `yevi|

mnbkxjZvi Dci wfwË K‡i †WvR cwieZ©b cÖ‡qvRb n‡Z cv‡i|

cÖwZwb‡`©kbv

†Kvb cÖwZwb‡`©kbv bvB|

mZK©Zv Ges mveavbZv

we¯ÍvwiZ Rvb‡Z Bs‡iwR Ask †`Lyb|

cvk© cÖwZwµqv

we¯ÍvwiZ Rvb‡Z Bs‡iwR Ask †`Lyb|

Ily‡ai AvšÍwµqv

we¯ÍvwiZ Rvb‡Z Bs‡iwR Ask †`Lyb|

`y»`vbKvjxb mg‡q e¨envi

ey‡Ki `ya bv LvIqv‡bvi civgk© †`qv nq|

gvÎvwaK¨

A¨v‡egvmvBwK¬‡ei Ifvi †Wv‡Ri Rb¨ †Kvb cwiwPZ cÖwZ‡laK †bB| Ifvi‡Wv‡Ri wPwKrmvq ‡ivMx‡`i 
ch©‡eÿY Ki‡Z n‡e Ges mnvqK wPwKrmv cÖ`vb Ki‡Z n‡e|

msi¶Y

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

mieivn

A¨v‡ehv 150 U¨ve‡jU: cÖwZwU evwYwR¨K †gvo‡K i‡q‡Q 14 wU U¨ve‡jU|

A¨v‡ehv 200 U¨ve‡jU: cÖwZwU evwYwR¨K †gvo‡K i‡q‡Q 14 wU U¨ve‡jU|

cÖ¯‘ZKviK

exKb dvg©vwmDwUK¨vjm& wcGjwm
fvjyKv, gqgbwmsn, evsjv‡`k 

Abemaciclib INN

A¨v‡ehv
A¨v‡egvmvBwK¬e AvBGbGb

COMPOSITION
Abeza 150  Tablet: Each film coated tablet contains Abemaciclib INN 150 mg.

Abeza 200 Tablet: Each film coated tablet contains Abemaciclib INN 200 mg.

INDICATIONS AND USAGE
Abemaciclib is a kinase inhibitor indicated:

• in combination with endocrine therapy (Tamoxifen or an aromatase inhibitor) for 
the adjuvant treatment of adult patients with hormone receptor (HR)-positive, 
human epidermal growth factor receptor 2 (HER2)-negative, node-positive, early 
breast cancer at high risk of recurrence and a Ki-67 score ≥20% as determined by 
an FDA approved test.

• in combination with an aromatase inhibitor as initial endocrine-based therapy for 
the treatment of postmenopausal women, and men, with hormone receptor 
(HR)-positive, human epidermal growth factor receptor 2 (HER2)-negative 
advanced or metastatic breast cancer.

• in combination with Fulvestrant for the treatment of adult patients with hormone 
receptor (HR)-positive, human epidermal growth factor receptor 2 
(HER2)-negative advanced or metastatic breast cancer with disease progression 
following endocrine therapy.

• as monotherapy for the treatment of adult patients with HR- positive, 
HER2-negative advanced or metastatic breast cancer with disease progression 
following endocrine therapy and prior chemotherapy in the metastatic setting.

DOSAGE AND ADMINISTRATION
Abemaciclib tablets are taken orally with or without food.

• Recommended starting dose in combination with Fulvestrant, Tamoxifen, or an 
aromatase inhibitor: 150 mg twice daily.

• Recommended starting dose as monotherapy: 200 mg twice daily.

• Dosing interruption and/or dose reductions may be required based on individual 
safety and tolerability.

CONTRAINDICATION
None

WARNINGS & PRECAUTIONS
Diarrhea: Abemaciclib can cause severe cases of diarrhea, associated with 
dehydration and infection. Instruct patients at the first sign of loose stools to initiate 
antidiarrheal therapy, increase oral fluids, and notify their healthcare provider.

Neutropenia: Monitor complete blood counts prior to the start of Abemaciclib 
therapy, every 2 weeks for the first 2 months, monthly for the next 2 months, and 
as clinically indicated.

Interstitial Lung Disease (ILD)/Pneumonitis: Severe and fatal cases of 
ILD/pneumonitis have been reported. Monitor for clinical symptoms or radiological 
changes indicative of ILD/pneumonitis. Permanently discontinue Abemaciclib in all 
patients with Grade 3 or 4 ILD or pneumonitis

Hepatotoxicity: Increases in serum transaminase levels have been observed. 
Perform liver function tests (LFTs) before initiating treatment with Abemaciclib. 
Monitor LFTs every two weeks for the first two months, monthly for the next 2 
months, and as clinically indicated.

Venous Thromboembolism: Monitor patients for signs and symptoms of 
thrombosis and pulmonary embolism and treat as medically appropriate.

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

ADVERSE REACTIONS
Most common adverse reactions (incidence ≥20%) were diarrhea, neutropenia, 
nausea, abdominal pain, infections, fatigue, anemia, leukopenia, decreased 
appetite, vomiting, headache, alopecia and thrombocytopenia.

DRUG INTERACTIONS
CYP3A Inhibitors: Avoid concomitant use of Ketoconazole. Reduce the Abemaciclib 
dose with concomitant use of other strong and moderate CYP3A inhibitors. 

CYP3A Inducers: Avoid concomitant use of strong and moderate CYP3A inducers.

USE IN SPECIFIC POPULATION
Lactation: Advise not to breastfeed.

OVERDOSAGE
There is no known antidote for Abemaciclib. The treatment of overdose of 
Abemaciclib should consist of general supportive measures.

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

PACKAGING
Abeza 150 Tablet: Each commercial box contains 14 tablets.

Abeza 200 Tablet: Each commercial box contains 14 tablets.

Manufactured By
BEACON Pharmaceuticals PLC
Bhaluka, Mymensingh, Bangladesh 13
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