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Lenalidomide INN 10 mg & 25 mg capsules

COMPOSITION
REVLIXEN 10 capsule: Each capsule contains Lenalidomide        
INN  10 mg.

REVLIXEN 25 capsule: Each capsule contains Lenalidomide        
INN  25 mg.

PHARMACOLOGY
Lenalidomide is an immunomodulatory, antiangiogenic, and antineo-
plastic properties. Cellular activities of Lenalidomide are mediated 
through its target cereblon, a component of a cullin ring E3 ubiquitin 
ligase enzyme complex. Lenalidomide inhibits proliferation and 
induces apoptosis of certain hematopoietic tumor cells. 

Pharmacokinetics
Absorption: Following single and multiple doses of Lenalidomide in 
patients with MM or MDS, the maximum plasma concentrations 
occurred between 0.5 and 6 hours post-dose. 

Distribution: Lenalidomide is present in semen at 2 hours (1379 
ng/ejaculate) and 24 hours (35 ng/ejaculate) after the administration 
of Lenalidomide 25 mg daily.

Elimination: The mean half-life of Lenalidomide is 3 hours in healthy 
subjects and 3 to 5 hours in patients with MM, MDS or MCL.

Metabolism: Lenalidomide undergoes limited metabolism. 

Excretion: Elimination is primarily renal. 

INDICATIONS AND USAGE
Multiple Myeloma
Lenalidomide in combination with Dexamethasone is indicated for the 
treatment of adult patients with MM.

Lenalidomide is indicated as maintenance therapy in adult patients 
with MM following autologous hematopoietic stem cell                      
transplantation.

Myelodysplastic Syndromes
Adult patients with transfusion-dependent anemia due to low- or 
intermediate-1-risk MDS associated with a deletion 5q cytogenetic 
abnormality with or without additional cytogenetic abnormalities.

Mantle Cell Lymphoma
Adult patients with MCL whose disease has relapsed or progressed 
after two prior therapies.

Follicular Lymphoma
In combination with a Rituximab for the treatment of adult patients 
with previously treated FL. 

Marginal Zone Lymphoma
In combination with a Rituximab, is indicated for the treatment of adult 
patients with previously treated MZL.

DOSAGE AND ADMINISTRATION 
Administer Lenalidomide orally at about the same time each day with 
or without food and swallow whole capsule. Advice patients not to  
break, or chew them.

Recommended Dosage of Lenalidomide are as following:
Multiple Myeloma
Combination Therapy: The recommended starting dose of Lenalido-
mide is 25 mg orally once daily on Days 1-21 of repeated 28-day 
cycles in combination with Dexamethasone. Treatment should be 
continued until disease progression or unacceptable toxicity.

Maintenance Therapy Following Auto-HSCT : The recommended 
starting dose of Lenalidomide is 10 mg once daily continuously (Days 
1-28) until disease progression or unacceptable toxicity. After 3 
cycles of maintenance therapy, the dose can be increased to 15 mg 
once daily if tolerated.

Myelodysplastic Syndromes
The recommended dose of Lenalidomide is 10 mg daily. Continue 
treatment until disease progression or unacceptable toxicity.

Mantle Cell Lymphoma
The recommended dose of Lenalidomide is 25 mg/day orally on Days 
1-21 for relapsed or refractory mantle cell lymphoma. Treatment should 
be continued until disease progression or unacceptable toxicity.

Follicular Lymphoma or Marginal Zone Lymphoma
The recommended starting dose of Lenalidomide is 20 mg orally 
once daily on Days 1-21 for up to 12 cycles of treatment in               
combination with a Rituximab.

Dosage Modi�cations for Patients with Renal Impairment
Lenalidomide dose adjustment may be needed based on real function.

CONTRAINDICATIONS
Pregnancy
Lenalidomide can cause fetal harm when administered to a pregnant 
female. 

Severe Hypersensitivity Reactions
Lenalidomide is contraindicated in patients who have severe 
hypersensitivity to Lenalidomide.

WARNINGS AND PRECAUTIONS
Embryo-Fetal Toxicity
Lenalidomide may causes life-threatening human birth defects or 
embryo-fetal death. 

Females of Reproductive Potential
Females of reproductive potential must avoid pregnancy for at least 4 
weeks before and at least 4 weeks after completing therapy.

Males
Lenalidomide is present in the semen of patients receiving the drug. 
Patients should use contraceptive during treatment.  

Hematologic Toxicity
Lenalidomide can cause significant neutropenia and thrombocytopenia. 

SIDE EFFECTS
The most common adverse reactions include diarrhea, fatigue, 
anemia, constipation, neutropenia, leukopenia, peripheral edema, 
insomnia, muscle cramp/ spasms, abdominal pain, back pain, 
nausea, asthenia, pyrexia, upper respiratory tract infection,            
bronchitis, nasopharyngitis, gastroenteritis, cough, rash, dyspnea, 
dizziness, decreased appetite, thrombocytopenia, and tremor.

DRUG INTERACTIONS
Concomitant therapies that may increase the risk of thrombosis. 
Erythropoietic agents, or other agents that may increase the risk of 
thrombosis, such as estrogen containing therapies, should be used 
with caution after making a benefit-risk assessment in patients 
receiving Lenalidomide. 

USE IN SPECIFIC POPULATIONS
Pregnancy
Risk Summary
Lenalidomide can cause embryo-fetal harm when administered to a 
pregnant female and is contraindicated during pregnancy.

Lactation
Risk Summary 
There is no information regarding the presence of Lenalidomide in 
human milk. 

Pediatric Use
Safety and effectiveness have not been established in pediatric 
patients.

Geriatric Use
Frequency of most common adverse reactions was higher in older 
patients.

Renal Impairment
Adjust the starting dose of Lenalidomide based on the creatinine 
clearance value and for patients on dialysis.

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

HOW SUPPLIED 
REVLIXEN 10 capsule: Each commercial box contains 3X7 
capsules in Alu-Alu blister.
 
REVLIXEN 25 capsule: Each commercial box contains 3X7 
capsules in Alu-Alu blister.
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wjbvwj‡WvgvBW AvBGbGb 10 wg.MÖv. Ges 25 wg.MÖv. K¨vcmyj

Dcv`vb
†ifwj‡Rb 10 K¨vcmyjt cÖwZwU K¨vcmy‡j Av‡Q wjbvwj‡WvgvBW AvBGbGb         10 
wg.MÖv.|

†ifwj‡Rb 25 K¨vcmyjt cÖwZwU K¨vcmy‡j Av‡Q wjbvwj‡WvgvBW AvBGbGb             
25 wg.MÖv.|

dvg©v‡KvjwR
wjbvwj‡WvgvBW Gi BwgD‡bvgWy‡j‡Uvwi, A¨vw›U-A¨vbwRI‡RwbK I A¨vw›U- 
wbDcvw÷K ˆewkó¨ i‡q‡Q| †jbvwj‡WvgvB‡Wi †mjyjvi wµqvKjvc¸wj Uvi‡M‡UW  
†mwieøb (Kywjb wis B-3 BDweKyBwUb wjMvb GbRvBg Kg‡c·) Gi gva¨‡g nq|  
†jbvwj‡WvgvBW, †ngv‡Uvc‡qwUK wUDgvi †Kv‡li we¯Ívi‡K evav †`q Ges  †Kv‡li 
A¨v‡cvc‡Uvwmm‡K e„w× K‡i|

dvg©v‡KvKvB‡bwUK
†kvlY: GgGg ev GgwWGm †ivMx‡`i †¶‡Î wjbvwj‡WvgvB‡Wi †WvR MÖnY Kivi c‡i, 
†WvR-cieZ©x 0.5 †_‡K 6 N›Uvi g‡a¨ me©vwaK cøvRgv Nb‡Z¡ †cŠuQvq|

eÈb: wjbvwj‡WvgvBW cÖwZw`b 25 wgwjMÖvg MÖn‡Yi 2 N›Uv ci 1379 
b¨v‡bvMÖvg/BRvKy‡jU Ges 24 N›Uv ci 35 b¨v‡bvMÖvg/BRvKy‡jU ex‡h© Dcw¯’Z 
_v‡K| 

wbtmiY: wjbvwj‡WvgvB‡Wi Mo nvd-jvBd my¯’ gvby‡li †¶‡Î 3 NÈv Ges GgGg, 
GgwWGm ev GgwmGj †ivMx‡`i †¶‡Î 3 †_‡K 5 NÈv|

wecvK: wjbvwj‡WvgvBW mxwgZ wecv‡Ki ga¨ w`‡q hvq|

†iPb: cÖavbZ e„‡°i gva¨‡g kixi †_‡K wbtmiY nq|    

wb‡`©kbv I e¨envi
gvwëcj gvB‡jvgv:
†W·vwg_vm‡bi I wjbvwj‡WvgvBW GK‡Î cÖvßeq¯‹ gvwëcj gvB‡jvgvi †ivMx‡`i 
wPwKrmvi Rb¨ wb‡`©wkZ|

A‡Uv‡jvMvm †ngv‡Uvc‡qwUK †÷g †mj UªvÝcv‡›Uk‡bi ci cÖvßeq¯‹ gvwëcj 
gvB‡jvgvi †ivMx‡`i †gBb‡U‡bÝ †_ivwc wnmv‡e wjbvwj‡WvgvBW e¨envi Kiv nq|

gvB‡jvwWmcvw÷K wmb‡W«vg
¯^í ev ga¨eZ©x SyuwKi gvB‡jvwWmcvw÷K wmb‡W«v‡gi Kvi‡Y U«vÝwdDkb-wbf©i 
A¨vwbwgqvq AvµvšÍ cÖvßeq¯‹ †ivMx‡`i e¨env‡ii Rb¨ wb‡`©wkZ| 

g¨v›Uj †mj wj‡çvgv
cÖvßeq¯‹ †ivMx hviv g¨v›Uj †mj wj‡çvgvi `ywU c~‡e©i †_ivwci c‡i cybivq msµwgZ 
n‡q‡Qb ev hv‡`i †iv‡Mi we¯Ívi n‡q‡Q Zv‡`i e¨env‡ii Rb¨ wb‡`©wkZ|  

dwjKyjvi wj‡çvgv
wiUyw·gve I wjbvwj‡WvgvBW GK‡Î cÖvßeq¯‹ c~‡e© wPwKrmv Kiv dwjKyjvi wj‡çvgv  
†ivMx‡`i wPwKrmvi Rb¨ wb‡`©wkZ|

gviwRbvj †Rvb wj‡çvgv 
wiUyw·gve I wjbvwj‡WvgvBW GK‡Î cÖvßeq¯‹ c~‡e© wPwKrmv Kiv gviwRbvj †Rvb 
wj‡çvgv †ivMx‡`i wPwKrmvi Rb¨ wb‡`©wkZ|

gvÎv I †mebwewa  
wjbvwj‡WvgvBW (†me¨) cÖwZw`b GKB mgq Lvev‡ii m‡½ ev Lvevi QvovB cy‡iv 
K¨vcmyjwU MÖnY Ki‡Z n‡e| K¨vcmyjwU fvO‡Z ev wPwe‡q bv LvIqvi Aby‡iva     Kiv 
nj|

wjbvwj‡WvgvBW Gi cÖ¯ÍvweZ †WvR wbgœiƒc
gvwëcj gvB‡jvgv  
Kw¤^‡bkb †_ivwc: †W·vwg_vm‡bi I wjbvwj‡WvgvBW GK‡Î cÖvßeq¯‹ gvwëcj 
gvB‡jvgvi †ivMx‡`i wPwKrmvi Rb¨ 28-w`‡bi P‡µi 1-21 w`‡b GKevi (†me¨) 25 
wgwjMÖvg wb‡`©wkZ| †iv‡Mi AMÖMwZ ev cvk¦© cÖwZwµqv bv nIqv ch©šÍ wjbvwj‡WvgvBW 
†meb Kiv hvq|

A‡Uv-GBPGmwmwU †gBb‡U‡bÝ †_ivwc: †iv‡Mi AMÖMwZ ev cvk¦© cÖwZwµqv bv nIqv 
ch©šÍ wjbvwj‡WvgvBW 10 wgwjMÖvg cÖwZw`b GKUvbv (1-28 w`b) †meb Kiv hvq|  
†gBb‡U‡bÝ †_ivwci 3 P‡µi c‡i, cÖ‡qvRb †ev‡a n‡j †WvRwU 15 wgwjMÖvg/ w`b  
Kiv †h‡Z cv‡i| 

gvB‡jvwWmcvw÷K wmb‡W«vg
wjbvwj‡WvgvB‡Wi wb‡`©wkZ †WvR n‡jv cÖwZw`b 10 wgwjMÖvg (†me¨)| †iv‡Mi 
AMÖMwZ ev cvk¦© cÖwZwµqv bv nIqv ch©šÍ wjbvwj‡WvgvBW †meb Kiv hvq|

g¨v›Uj †mj wj‡çvgv  
wij¨vcmW ev widª¨v±wi g¨v‡›Uj †mj wj‡çvgvi Rb¨ wjbvwj‡WvgvB‡Wi wb‡`©wkZ  
†WvR n‡jv 25 wgwjMÖvg/w`b (†me¨), 21-w`‡bi Pµ| †iv‡Mi AMÖMwZ ev cvk¦© 
cÖwZwµqv bv nIqv ch©šÍ wjbvwj‡WvgvBW †meb Kiv hvq| 

dwjKyjvi wj‡çvgv ev, gviwRbvj †Rvb wj‡çvgv
wiUyw·gve Gi mv‡_ wjbvwj‡WvgvBW 20 wgwjMÖvg cÖwZw`b GKUvbv (1-21 w`b)  
†meb Kiv hvq| wiUyw·gve-wjbvwj‡WvgvBW GK‡Î 12wU Pµ ch©šÍ wb‡`©wkZ|

e„° ˆeKj¨ †ivMx‡`i Rb¨ †WvR cwieZ©b
e„‡°i Kvh©KvwiZvi Dci wbf©i K‡i wjbvwj‡WvgvBW †WvR mgš^‡qi cÖ‡qvRb n‡Z 
cv‡i| 

cÖwZwb‡`©kbv
Mf©ve¯’v: wjbvwj‡WvgvBW Mf©eZx gwnjv‡K †`Iqv n‡j å~‡Yi ¶wZ n‡Z cv‡i|

AZ¨waK ms‡e`bkxjZv: wjbvwj‡WvgvB‡Wi cÖwZ Zxeª ms‡e`bkxjZv i‡q‡Q Ggb  
†ivMx‡`i Rb¨ e¨envi wb‡`©wkZ bq|

mZK©Zv Ges mveavbZv
G¤^«vq-wdUvj Uw·wmwU
gwnjv: cÖRbb ¶gZv m¤úbœ gwnjv‡`i AšÍZ †_ivwc ïiæi 4 mßvn Av‡M Ges †_ivwc 
†kl Kivi AšÍZ 4 mßvn c‡i Mf©aviY Gov‡Z n‡e|

cyiæl: †_ivwc MÖnYKvix †ivMx‡`i ex‡h© wjbvwj‡WvgvBW Dcw¯’Z _v‡K| †ivMx‡`i 
wPwKrmvi mgq Mf©wb‡ivaK e¨envi Kiv DwPZ| 

†ngv‡UvjwRK Uw·wmwU: wjbvwj‡WvgvBW †me‡b wbD‡U«v‡cwbqv Ges _ª‡¤^vmvB‡Uv‡cw-
bqv n‡Z cv‡i|

cvk¦©cÖwZwµqv
me‡P‡q mvaviY weiƒc cÖwZwµqv¸wji g‡a¨ i‡q‡Q Wvqwiqv, K¬vwšÍ, i³¯^íZv,  
†KvôKvwVb¨, wbD‡U«v‡cwbqv, wjD‡Kv‡cwbqv, †cwi‡divj GwWgv, Awb`ªv, †ckx 
Kª¨v¤ú/wLuPywb, †c‡U e¨_v, wc‡V e¨_v, ewg ewg fve, A¨v‡¯’wbqv, cvB‡iw·qv, DaŸ© 
k¦vm bvjxi msµgY, eª¼vBwUm, †÷«vdvBwUm, Kvwk, dymKywo, k¦vmKó, gv_v †Nviv, 
¶yav K‡g hvIqv, _ª‡¤^vmvB‡Uv‡cwbqv Ges Kvucywb|

Ily‡ai wg_w¯Œqv
_ª‡¤^vwm‡mi SyuwK: wjbvwj‡WvgvBW MÖnYKvix †ivMx‡`i Gwi‡_ªvc‡qwUK G‡R›U, ev 
Ab¨vb¨ G‡R›U hv †_ªv‡¤^vwm‡mi SyuwK evov‡Z cv‡i, †hgbt B‡÷«v‡Rbhy³ †_ivwc, 
mZK©Zvi mv‡_ e¨envi Kiv DwPZ| 

we‡kl Rb‡Mvôxi Dci cÖfve 
Mf©ve¯’v: wjbvwj‡WvgvBW Mf©eZx gwnjv‡K †`Iqv n‡j å~‡Yi ¶wZ n‡Z cv‡i| 
Mf©ve¯’vq e¨env‡ii Rb¨ wb‡`©wkZ bq|

¯Íb¨`vb: gvZ…`y‡»i wjbvwj‡WvgvBW cÖvwß mµvšÍ †Kvb Z_¨ †bB|

†cwWqvwU«K e¨envi: wkï‡`i e¨env‡ii ch©vß Ges mywbw`©ó †Kvb ˆeÁvwbK Z_¨ †bB|

†RwiqvwU«K e¨envi: eq¯‹ †ivMx‡`i g‡a¨ weiƒc cÖwZwµqvi nvi †ewk n‡Z cv‡i|

e„° ˆeKj¨: wµ‡qwUwbb wK¬qv‡iÝ gv‡bi Dci wfwË K‡i Ges WvqvjvBwm‡mi  
†ivMx‡`i Rb¨ wjbvwj‡WvgvB‡Wi cÖviw¤¢K †WvR mgš^q Kiv 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
†ifwj‡Rb 10 K¨vcmyjt cÖwZwU e‡· Av‡Q 3X7 K¨vcmyj A¨vjy A¨vjy weø÷vi 
c¨vK-G|  

†ifwj‡Rb 25 K¨vcmyjt cÖwZwU e‡· Av‡Q 3X7 K¨vcmyj A¨vjy A¨vjy weø÷vi 
c¨vK-G| 


