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Venetoclax 10 mg & 100 mg tablets

COMPOSITION
VENTOXEN 10 tablet: Each film coated tablet contains Venetoclax 
INN 10 mg.

VENTOXEN tablet: Each film coated tablet contains Venetoclax INN 
100 mg.

PHARMACOLOGY
Venetoclax is a selective and orally bioavailable small-molecule 
inhibitor of BCL-2, an antiapoptotic protein. Overexpression of BCL-2 
has been demonstrated in CLL and AML cells where it mediates 
tumor cell survival and has been associated with resistance to 
chemotherapeutics. Venetoclax helps restore the process of   
apoptosis by binding directly to the BCL-2 protein, displacing 
pro-apoptotic proteins like BIM, triggering mitochondrial outer 
membrane permeabilization and the activation of caspases. In 
nonclinical studies, Venetoclax has demonstrated cytotoxic activity in 
tumor cells that overexpress BCL-2.

Pharmacokinetic 
Venetoclax mean steady state Cmax was 2.1 ± 1.1 mcg/mL and 
AUC0-24h was 32.8 ± 16.9 mcg•h/mL following administration of 400 
mg once daily with a low-fat meal. Venetoclax steady state AUC 
increased proportionally over the dose range of 150 to 800 mg. The 
pharmacokinetics of venetoclax does not change over time.    
Absorption Maximum plasma concentration of Vennetoclax was 
reached 5 to 8 hours following multiple oral administration under fed 
conditions. The terminal elimination half-life of Venetoclax was 
approximately 26 hours.

INDICATIONS AND USAGE
For the treatment of adult patients with chronic lymphocytic leukemia 
(CLL) or small lymphocytic lymphoma (SLL). In combination with 
azacitidine, or decitabine, or low-dose cytarabine for the treatment of 
newly diagnosed acute myeloid leukemia (AML) in adults 75 years or 
older, or who have comorbidities that preclude use of intensive 
induction chemotherapy.

DOSAGE AND ADMINISTRATION
Recommended Dosage for Chronic Lymphocytic Leukemia/Small 
Lymphocytic Lymphoma:

Recommended Dosage for Acute Myeloid Leukemia:

CONTRAINDICATIONS
Concomitant use of Venetoclax with strong CYP3A inhibitors at 
initiation and during the ramp-up phase is contraindicated in patients 
with CLL/SLL due to the potential for increased risk of tumor lysis 
syndrome.

WARNINGS AND PRECAUTIONS
Tumour Iysis Syndrome.

Tumour lysis syndrome, including fatal events, has occurred in 

patients with previously treated CLL with high tumour burden when 
treated with Venetoclax. Venetoclax can cause rapid reduction in 
tumour, and thus poses a risk for TLS in the initial 5-weeks dose-titra-
tion phase. Changes in electrolytes consistent with TLS that require 
prompt management can occur as early as 6 to 8 hours following the 
first dose of Venetoclax and at each dose increase.

Infections
Fatal and serious infections such as pneumonia and sepsis have 
occurred in patients treated with Venetoclax. Monitor patients closely 
for signs and symptoms of infection and treat promptly. Withhold 
Venetoclax for Grade 3 and higher infection.

Immunization
The safety and efficacy of immunization with live attenuated vaccines 
during or following Venetoclax therapy have not been studied. Live 
vaccines should not be administered during treatment and thereafter 
until B-cell recovery.

CYP3A inducers
Co-administration of CYP3A4 inducers may lead to decreased 
Venetoclax exposure and consequently a risk for lack of efficacy. 
Concomitant use of Venetoclax with strong or moderate CYP3A4 
inducers should be avoided.

SIDE EFFECTS
In CLL/SLL, the most common adverse reactions (≥20%) for 
Venetoclax when given in combination with Obinutuzumab or 
Rituximab or as monotherapy were neutropenia, thrombocytopenia, 
anemia, diarrhea, nausea, upper respiratory tract infection, cough, 
musculoskeletal pain, fatigue, and edema.

In AML, the most common adverse reactions (≥30%) in combination 
with Azacitidine or Decitabine or low-dose cytarabine were nausea, 
diarrhea, thrombocytopenia, constipation, neutropenia, febrile 
neutropenia, fatigue, vomiting, edema, pyrexia, pneumonia, 
dyspnea, hemorrhage, anemia, rash, abdominal pain, sepsis, 
musculoskeletal pain, dizziness, cough, oropharyngeal pain, and 
hypotension.

Drug Interaction 
Strong or moderate CYP3A inhibitors or P-gp inhibitors: Adjust 
dosage of Venetoclax.

Strong or moderate CYP3A inducers: Avoid co-administration. 
P-gp substrates: Take at least 6 hours before Venetoclax.

USE IN SPECIFIC POPULATIONS
Based on embryo-foetal toxicity studies in animals, Venetoclax may 
harm the fetus when administered to pregnant women. There is no 
adequate and well-controlled data from the use of Venetoclax in 
pregnant women.

It is unknown whether Venetoclax or its metabolites are excreted in 
human milk. A risk to the breast-feeding child cannot be excluded. 
Breast-feeding should be discontinued during treatment with 
Venetoclax. 

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

HOW SUPPLIED
VENTOXEN 10 tablet: Each HDPE container contains 7 film coated 
tablets each of which contain Venetoclax INN 10 mg, a silica gel 
desiccant and polyester coil with a child-resistant closure.

VENTOXEN tablet: Each HDPE container contains 7/30 film coated 
tablets each of which contain Venetoclax INN 100 mg, a silica gel 
desiccant and polyester coil with a child-resistant closure.
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†fb‡Uv‡Rb

†f‡b‡UvK¬¨v‡·i †WBwj †WvR
1g mßvn 20 wg.MÖv.

2q mßvn 50 wg.MÖv.

3q mßvn 100 wg.MÖv.

4_© mßvn 200 wg.MÖv.

5g mßvn Ges cieZ©x 400 wg.MÖv.

†f‡b‡UvK¬¨v· 10 wg.MÖv. I 100 wg.MÖv. U¨ve‡jU

Dcv`vb
†fb‡Uv‡Rb 10 U¨ve‡jUt cÖwZwU wdj¥ †Kv‡UW U¨ve‡j‡U Av‡Q †f‡b‡UvK¬¨v·  

AvBGbGb 10 wg.MÖv.|

†fb‡Uv‡Rb U¨ve‡jUt cÖwZwU wdj¥ †Kv‡UW U¨ve‡j‡U Av‡Q †f‡b‡UvK¬¨v·  

AvBGbGb 100 wg.MÖv.|

dvg©v‡KvjwR
†f‡b‡UvK¬¨v· U¨ve‡jU nj A¨vw›UA¨v‡cvc‡UvwUK †cÖvwUb hv wewmGj-2 †K BbwnweU 

K‡i| wewmGj-2 Gi AZ¨waK G·‡cÖkb i‡q‡Q wmGjGj Ges GGgGj  †Kv‡l 

Ges †K‡gv‡_ivwcDwUK‡mi †iwR÷¨vÝ mv‡_ hy³| †f‡b‡UvK¬¨v· wewmGj-2  

†cÖvwU‡bi mv‡_ mivmwi  hy³ n‡q, weAvBGg-Gi g‡Zv †cÖv-A¨v‡cvc‡UvwUK  

†cÖvwUb‡K ¯’vbP¨yZ K‡i, gvB‡UvKwÛ«qvj AvDUvi †gg‡eªb cviwgwejvB‡Rkb Ges 

K¨vm‡c‡mi mwµqKiY‡K wUªMvi K‡i A¨v‡cvc‡Uvwmm cÖwµqv cybiæ×vi Ki‡Z 

mvnvh¨ K‡i| bbwK¬wbKvj ÷vwW‡Z, †f‡b‡UvK¬¨v· wUDgvi †Kvl¸wj‡Z          

mvB‡UvUw·K Kvh©Kjvc cÖ`k©b K‡i‡Q hv wewmGj-2 †K AwZgvÎvq cÖKvk K‡i|  

dvg©v‡KvKvB‡bwUK
†f‡b‡UvK¬¨v‡·i m‡e©v”P wmivg NbZ¡ 2.1±1.1 wgwjMÖvg/wgwjwjUvi Ges 

GBDwmI-24 NÈv wQj 32.8±16.9 wgwjMÖvg NÈv/wgwj wjUvi, Kg Pwe©hy³ 

Lvev‡ii mv‡_ cÖwZw`b GKevi 400 wgwjMÖvg †meb Kivi c‡i| †f‡b‡UvK¬¨v· w¯’i 

Ae¯’vq GBDwm 150 †_‡K 800 wgwjMÖv‡gi †WvR cwim‡i AvbycvwZKfv‡e e„w×  

†c‡q‡Q| †f‡b‡UvK¬¨v‡·i dvg©v‡KvwK‡bwU· mg‡qi mv‡_ cwiewZ©Z nq bv|  

†f‡b‡UvK¬¨v· U¨ve‡j‡Ui me©vwaK cøvRgv NbZ¡ †me‡bi 5 †_‡K 8 N›Uv c‡i  

†cuŠ‡QwQj| †f‡b‡UvK¬¨v‡·i Uvwg©bvj nvd jvBd wbtmiY wQj cÖvq 26 N›Uv| 

wb‡`©kbv I e¨envi
µwbK wj‡çvmvBwUK wjD‡Kwgqv (wmGjGj) ev †QvU wj‡çvmvBwUK wj‡çvgv 

(GmGjGj) mn cÖvßeq¯‹ †ivMx‡`i wPwKrmvi Rb¨ †f‡b‡UvK¬¨v· wb‡`©wkZ|  

†f‡b‡UvK¬¨v· 75 eQi ev Zvi †ewk cÖvßeq¯‹‡`i g‡a¨ bZyb wbY©q Kiv µwbK 

gvBj‡qW wjD‡Kwgqv (GGgGj) wPwKrmvi Rb¨ GRvmvBwUwWb ev †WwmUvevBb, ev 

Kg †Wv‡Ri mvBUvivevB‡bi mswgkÖ‡Y wb‡`©wkZ|

gvÎv I †mebwewa 
µwbK wj‡çvmvBwUK wjD‡Kwgqv (wmGjGj) ev †QvU wj‡çvmvBwUK wj‡çvgv 

(GmGjGj) cÖ¯ÍvweZ †WvRt 

µwbK gvBj‡qW wjD‡Kwgqv (GGgGj) cÖ¯ÍvweZ †WvRt 

cÖwZwb‡`©kbv
wUDgvi jvBwmm wm‡Û«v‡gi SyuwK evovi Kvi‡Y wmGjGj/GmGjGj †ivMx‡`i †¶‡Î 

ïiæi mgq Ges i¨v¤ú-Av‡ci mgq kw³kvjx wmIqvBwc3G BbwnweUi¸wji mv‡_  

†f‡b‡UvK¬¨v‡·i Gi GK‡hv‡M e¨envi wbwl×|

mZK©Zv Ges mveavbZv
wUDgvi jvBwmm wm‡Û«vg|

†f‡b‡UvK¬¨v· e¨env‡i D”P wUDgvi mn wmGjGj †ivMx‡`i g‡a¨ wUDgvi jvBwmm 

wm‡Û«vg †`Lv wM‡q‡Q| †f‡b‡UvK¬¨v· wUDgv‡ii `ªæZ n«vm NUv‡Z cv‡i Ges GBfv‡e 

cÖv_wgK 5 mßv‡ni †WvR-UvB‡U«kb c~‡e© wUGjGm-Gi Rb¨ SyuwK ˆZwi K‡i|   

†f‡b‡UvK¬¨v‡·i cÖ_g †WvR Ges cÖwZwU †WvR e„w×i 6 †_‡K 8 N›Uvi g‡a¨ 

wUGjGm Gi mv‡_ mvgÄm¨c~Y© B‡j‡±«vjvB‡Ui cwieZ©b n‡Z cv‡i hvi Rb¨ `ªæZ 

e¨e¯’vcbv cÖ‡qvRb|

msµgY
†f‡b‡UvK¬¨v· †mebKvix ‡ivMx‡`i wbD‡gvwbqv Ges †mcwm‡mi g‡Zv gvivZ¥K Ges 

¸iæZi msµgY NU‡j, †ivMxi msµg‡Yi j¶Y Ges DcmM©¸wj ch©‡e¶Y K‡i 

Awej‡¤^ wPwKrmv Kiæb| †MÖW 3 Ges D”PZi msµg‡Yi Rb¨ †f‡b‡UvK¬¨v·  †meb 

eÜ ivLyb|

BwgDbvB‡Rkb 
†f‡b‡UvK¬¨v· †_ivwci mgq ev Zvi c‡i jvBf A¨v‡Uby‡q‡UW f¨vKwmb¸wji mv‡_ 

wUKv †`Iqvi myi¶v Ges Kvh©KvwiZv m¤úwK©Z †Kvb ˆeÁvwbK Z_¨ cvIqv hvqwb| 

jvBf f¨vKwmb¸wj e¨venv‡ii mgq Ges Zvic‡i we-†mj cybiæ×vi bv nIqv ch©šÍ 

†f‡b‡UvK¬¨v· †meb Kiv DwPZ bq| 

wmIqvBwc3G GbwWDmvi  
†f‡b‡UvK¬¨v· I wmIBwc3G GbwWDmvi GKmv‡_ †meb Ki‡j †f‡b‡UvK¬¨v·-Gi, 

G·‡cvRvi n«vm n‡Z cv‡i Ges dj¯^iƒc Kvh©KvwiZvi Afv‡ei SyuwK e„w× †c‡Z 

cv‡i| wmIqvBwc3G GbwWDmvi mn †f‡b‡UvK¬¨v· GK‡hv‡M †meb GK‡hv‡M 

Gov‡bv DwPZ| 

cvk¦© cÖwZwµqv 
wmGjGj/GmGjGj-G, †f‡b‡UvK¬¨v· †me‡b mvaviY cvk¦© cÖwZwµqv (≥20%) 

hLb AwebyUyRygve ev wiUyw·gv‡ei mswgkÖ‡Y †`Iqv nq ev g‡bv‡_ivwc wnmv‡e 

†`Iqv nq ZLb wbD‡U«v‡cwbqv, _ª‡¤^vmvB‡Uv‡cwbqv, i³víZv, Wvqwiqv, ewg ewg 

fve, Dc‡ii k¦vm bvjxi msµgY, Kvwk, K¬vwšÍ Ges kix‡i cvwb Rgv BZ¨vw` cvk¦© 

cÖwZwµqv †`Lv w`‡Z cv‡i|

GGgGj, GRvmvBwUwWb ev †WwmUvevBb ev Kg †WvR mvBUvivevB‡bi mswgkÖ‡Y 

me‡P‡q mvaviY cvk¦© cÖwZwµqv (≥30%): ewg ewg fve, Wvqwiqv, _ª‡¤^vmvB‡Uv‡c- 

wbqv, †KvôKvwVb¨, wbD‡U«v‡cwbqv, R¡ihy³ wbD‡U«v‡cwbqv, K¬vwšÍ, ewg, kix‡i cvwb 

Rgv, cvB‡iw·qv, wbD‡gvwbqv, i³¶iY, i³víZv, dymKywo, †c‡U e¨_v, †mcwmm, 

gvsm  †ckx‡Z e¨_v, gv_v †Nviv, Kvwku, A‡ivd¨vwiwÄqvj e¨_v Ges nvB‡cv‡Ubkb| 

Ab¨vb¨ Ily‡ai mv‡_ cÖwZwµqv 
kw³kvjx ev gvSvwi wmIqvBwc3G BbwnweUim ev wc-wRwc BbwnweUim: 

†f‡b‡UvK¬¨v· Gi †WvR mvgÄm¨ Kiæb|

kw³kvjx ev gvSvwi wmIqvBwc3G GbwWDmvi Gi mv‡_ †f‡b‡UvK¬¨v· e¨envi 

Gwo‡q Pjyb| 

wc-wRwc mve‡÷«Um: †f‡b‡UvK¬¨v· †me‡bi AšÍZ 6 N›Uv Av‡M wbb| 

we‡kl Rb‡Mvôxi Dci cÖfve 
cÖvYx‡`i g‡a¨ å~‡Yi welv³Zvi M‡elYvi Dci wfwË K‡i, †f‡b‡UvK¬¨v· Mf©eZx 

gwnjv‡`i cwiPvjbv Kivi mgq å~‡Yi ¶wZ Ki‡Z cv‡i| Mf©eZx gwnjv‡`i g‡a¨  

†f‡b‡UvK¬¨v· e¨env‡ii ch©vß Ges mywbqwš¿Z ˆeÁvwbK Z_¨ †bB|

 

†f‡b‡UvK¬¨v· Gi Dcw¯’w_ gvZ„`y‡»i wbM©Z mµvšÍ †Kvb ˆeÁvwbK Z_¨ cvIqv hvq 

bv| †f‡b‡UvK¬¨v‡·i †me‡bi mgq gvZ…`y» `vb †_‡K weiZ _vKv DwPZ|

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

ivLyb| 

mieivn
†fb‡Uv‡Rb 10 U¨ve‡jUt cÖwZwU GBPwWwcB †evZ‡j Av‡Q 7 wU U¨ve‡jU hvi 

cÖwZwU‡Z i‡q‡Q †f‡b‡UvK¬¨v· AvBGbGb 10 wg.MÖv.| 

 

†fb‡Uv‡Rb U¨ve‡jUt cÖwZwU GBPwWwcB †evZ‡j Av‡Q 7/30 wU U¨ve‡jU hvi 

cÖwZwU‡Z i‡q‡Q †f‡b‡UvK¬¨v· AvBGbGb 100 wg.MÖv.|

†f‡b‡UvK¬¨v‡·i †WBwj †WvR
1g w`b 100 wg.MÖv.

2q w`b 200 wg.MÖv.

3q w`b 400 wg.MÖv.

4_© w`b Ges cieZ©x

GRvmvBwUwWb ev †WwmUvevB‡bi mswgkÖ‡Y cÖwZwU 

28 w`‡bi P‡µi cÖwZw`b GKevi 400 wgwjMÖvg


