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COMPOSITION

Thalimide 100 Capsule: Each capsule contains Thalidomide USP 100 mg

Thalimide 50 Capsule: Each capsule contains Thalidomide USP 50 mg

CLINICAL PHARMACOLOGY

Mechanism of Action

Thalidomide is a synthetic glutamic acid derivative immunomodulator with 
anti-inflammatory, antiangiogenetic, sedative and hypnotic activity.

In patients with erythema nodosum leprosum (ENL) the mechanism of action is not fully 
understood. Available data from in vitro studies and preliminary clinical trials suggest 
that the immunologic effects of this compound can vary substantially under different 
conditions, but may be related to suppression of excessive tumor necrosis factor-alpha 
(TNF-a) production and down-modulation of selected cell surface adhesion molecules 
involved in leukocyte migration. For example, administration of thalidomide has been 
reported to decrease circulating levels of TNF-a in patients with ENL, however, it has 
also been shown to increase plasma TNF-a levels in HIV-seropositive patients. As a 
cancer treatment, the drug may act as a VEGF inhibitor.

PHARMACOKINETICS

Absorption 

Absorption of Thalidomide is slow after oral administration. The maximum plasma 
concentrations are reached approximately 2-5 hours after administration. The absolute 
bioavailability of thalidomide from thalidomide capsules has not yet been characterized 
in human subjects due to its poor aqueous solubility. Based on the 14C-radiolabel 
thalidomide study in human, greater than 90% of the total radioactivity is recovered in 
urine suggesting good oral absorption. While the extent of absorption (as measured by 
area under the curve [AUC]) is proportional to dose in healthy subjects, the observed 
peak concentration (Cmax) increased in a less than proportional manner. This lack of 
Cmax dose proportionality, coupled with the observed increase in Tmax values, 
suggests that the poor solubility of thalidomide in aqueous media may be hindering the 
rate of absorption. Coadministration of Thalidomide with a high-fat meal causes minor 
(<10%) changes in the observed AUC and Cmax values; however, it causes an increase 
in Tmax to approximately 6 hours.

Distribution 

In human plasma, the geometric mean plasma protein binding was 55% and 66%, 
respectively, for (+)-(R)- and (-)-(S)-thalidomide. In a pharmacokinetic study of 
thalidomide in HIV-seropositive adult male subjects receiving thalidomide 100 mg/day, 
thalidomide was detectable in the semen.

Metabolism

In a 14C-radiolabel ADME study in humans, unchanged drug is the predominant 
circulating component. Thalidomide is not a substrate of the cytochrome P450 system. 
At therapeutic concentrations, thalidomide is not an inhibitor or inducer of human 
cytochrome P450 enzymes in vitro. Pharmacokinetic drug-drug interactions with 
substrates, inhibitors or inducers of CYP450 are not anticipated.

Elimination

The mean elimination half-life of thalidomide in plasma following single oral doses 
between 50 mg and 400 mg was 5.5 to 7.3 hours. Following a single 400 mg oral dose 
of radiolabeled thalidomide, the total mean recovery was 93.6% of the administered 
dose by Day 8. The majority of the radioactive dose was excreted within 48 hours 
following dose administration. In humans, 14C-thalidomide is primarily excreted in 
urine (91.9% of the radioactive dose) mainly as hydrolytic metabolites while fecal 
excretion is minor (<2% of the dose). Unchanged thalidomide is not eliminated by the 
kidney to a notable degree (<3.5% of the dose).

INDICATIONS

Multiple Myeloma: Thalidomide in combination with dexamethasone is indicated for the 
treatment of patients with newly diagnosed multiple myeloma (MM).

Erythema Nodosum Leprosum: Thalidomide is indicated for the acute treatment of the 
cutaneous manifestations of moderate to severe erythema nodosum leprosum (ENL). 
Thalidomide is not indicated as monotherapy for such ENL treatment in the presence 
of moderate to severe neuritis. Thalidomide is also indicated as maintenance therapy 
for prevention and suppression of the cutaneous manifestations of ENL recurrence.

DOSAGE & ADMINISTRATION

Recommended Dosage for Multiple Myeloma: Thalidomide is administered in 
combination with dexamethasone in 28-day treatment cycles. The dose of Thalidomide 
is 200 mg administered orally once daily with water, preferably at bedtime and at least 
1 hour after the evening meal. The dose of dexamethasone is 40 mg daily administered 
orally on days 1-4, 9-12, and 17-20 every 28 days.

Patients who develop adverse reactions such as constipation, somnolence, or 
peripheral neuropathy may benefit by either temporarily discontinuing the drug or 
continuing at a lower dose. With the abatement of these adverse reactions, the drug 
may be started at a lower dose or at the previous dose based on clinical judgment.

Recommended Dosage for Erythema Nodosum Leprosum: For an episode of 
cutaneous ENL, Thalidomide dosing should be initiated at 100 to 300 mg/day, 
administered once daily with water, preferably at bedtime and at least 1 hour after the 
evening meal. Patients weighing less than 50 kilograms should be started at the low 
end of the dose range.

In patients with a severe cutaneous ENL reaction, or in those who have previously 
required higher doses to control the reaction, Thalidomide dosing may be initiated at 
higher doses up to 400 mg/day once daily at bedtime or in divided doses with water, at 
least 1 hour after meals.

In patients with moderate to severe neuritis associated with a severe ENL reaction, 
corticosteroids may be started concomitantly with Thalidomide. Steroid usage can be 
tapered and discontinued when the neuritis has ameliorated.

Dosing with Thalidomide should usually continue until signs and symptoms of active 
reaction have subsided, usually a period of at least 2 weeks. Patients may then be 
tapered off medication in 50 mg decrements every 2 to 4 weeks.

Patients who have a documented history of requiring prolonged maintenance 
treatment to prevent the recurrence of cutaneous ENL or who flare during tapering 
should be maintained on the minimum dose necessary to control the reaction. Tapering 
off medication should be attempted every 3 to 6 months, in decrements of 50 mg every 
2 to 4 weeks.

CONTRAINDICATIONS

Pregnancy and lactation

PRECAUTIONS & WARNINGS

All females of childbearing potential must use 2 reliable forms of contraception 
simultaneously 4 wk before starting therapy, during and 4 wk after therapy is 
discontinued. Therapy to be stopped immediately if pregnancy occurs. Male: Use of 
barrier methods of contraception if partner is of child-bearing potential. Do not donate 
blood or sperm during therapy. Patient should not drive or operate machinery. 
Discontinue therapy if any skin rash develops. Do not resume therapy if the rash is 
exfoliative, purpuric, or bullous, or if Stevens-Johnson syndrome or toxic epidermal 
necrolysis suspected.

SIDE EFFECTS

Severe and irreversible peripheral neuropathy, constipation, dizziness, orthostatic 
hypotension, drowsiness, somnolence, bradycardia, increase of viral load in 
HIV-infected patients, hypersensitivity reaction.

USE IN SPECIFIC POPULATION

Pregnancy & Lactation

Pregnancy Category X. Studies in animals or human beings have demonstrated foetal 
abnormalities or there is evidence of foetal risk based on human experience or both, 
and the risk of the use of the drug in pregnant women clearly outweighs any possible 
benefit. The drug is contraindicated in women who are or may become pregnant.

DRUG INTERACTION

Thalidomide enhances sedative activity of barbiturates, alcohol, chlorpromazine and 
reserpine. Avoid use of other drugs that have the potential to cause peripheral 
neuropathy. Increased risk of thromboembolic events with darbepoetin-alfa and 
doxorubicin.

OVERDOSE

There is no specific antidote for a Thalidomide overdose. In the event of an overdose, 
the patient's vital signs should be monitored and appropriate supportive care given to 
maintain blood pressure and respiratory status.

STORAGE

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

PACKAGING 

Thalimide 100 Capsule: Each commercial box contains 30 capsules in Alu-Alu 
blister pack.

Thalimide 50 Capsule: Each commercial box contains 30 capsules in Alu-Alu 
blister pack.

Manufactured By
Beacon Pharmaceuticals PLC
Bhaluka, Mymensingh, Bangladesh

MVb cÖYvjxt

_¨vwjgvBW 100 K¨vcmyjt cªwZwU K¨vcmy‡j Av‡Q _¨vwj‡WvgvBW BDGmwc 100 wgMªv

_¨vwjgvBW 50 K¨vcmyjt cªwZwU K¨vcmy‡j Av‡Q _¨vwj‡WvgvBW BDGmwc 50 wgMªv

Kvh©cÖYvjxt

_¨vwj‡WvgvBW nj GKwU K„wÎg MøyUvwgK A¨vwmW †Wwi‡fwUf BwgD‡bv‡gvWy‡jUi hv 
A¨vw›U-Bbd¬v‡gUwi, A¨vw›UGbwRI‡R‡bwUK, wm‡WwUf Ges wnc‡bvwUK A¨vw±wfwU Av‡Q| BivB‡_gv 
†bv‡Wvmvg †j‡cªvmvg (ENL) †ivMx‡`i †¶‡Î Kvh©cÖYvjx m¤ú~Y©iƒ‡c †evSv hvq bv| Bbwf‡Uªv 
÷vwWR Ges cªv_wgK wK¬wbKvj Uªvqvj †_‡K cvIqv Z_¨ †_‡K Rvbv hvq †h GB †hŠ‡Mi 
BwgD‡bvjwRK cªfve wewfbœ cwiw¯’wZ‡Z D‡jøL‡hvM¨fv‡e cwiewZ©Z n‡Z cv‡i, Z‡e AZ¨vwaK 
wUDgvi †b‡µvwmm d¨v±i-Avjdv (TNF-a) Drcvv`b Ges wm‡j‡±W WvDb-gWy‡jkb `g‡bi 
mv‡_ m¤úwK©Z n‡Z cv‡i| †Kvl c„ô AvbyMZ¨ AYy wjD‡KvmvBU ¯’vbvšÍi RwoZ. D`vniY¯^iƒc, 
_¨vwj‡WvgvB‡Wi e¨envi ENL-Gi †ivMx‡`i g‡a¨ TNF-a-Gi mÂvj‡bi gvÎv nªvm Kivi Rb¨ 
wi‡cvU© Kiv n‡q‡Q, Z‡e GBPAvBwf-‡m‡ivcwRwUf †ivMx‡`i g‡a¨ cøvRgv TNF-a-Gi gvÎv 
evov‡ZI †`Lv †M‡Q| K¨vÝv‡ii wPwKrmv wn‡m‡e, JlawU VEGF BbwnweUi wn‡m‡e KvR Ki‡Z 
cv‡i|

wb‡`©kbvt

gvwëcj gv‡q‡jvgv

BivB‡_gv †bv‡Wvmvg †j‡cªvmvg

†mebgvÎv Ges e¨enviwewat

gvwëcj gv‡q‡jvgvt _¨vwj‡WvgvBW †W·v‡g_vm‡bi mv‡_ Kw¤^‡bk‡b 28 w`‡bi mvB‡K‡j e¨envi 
Kiv nq| _¨vwj‡WvgvB‡Wi †WvR 200 wgwjMªvg cªwZw`b GKevi R‡ji mv‡_ gy‡L LvIqv nq, 
we‡klZ †kvevi mgq Ges mÜ¨vi Lvev‡ii Kgc‡¶ 1 N›Uv c‡i| †W·v‡g_vm‡bi †WvR 40 
wgwjMªvg cªwZw`b gy‡L 1-4, 9-12, Ges 17-20 w`‡b cªwZ 28 w`‡b †`Iqv nq|

BivB‡_gv †bv‡Wvmvg †j‡cªvmvgt Z¡‡Ki ENL-Gi †ÿ‡Î, _¨vwj‡WvgvBW †WvR 100 †_‡K 300 
wgwjMªvg/w`‡b ïiæ Kiv DwPZ, cªwZw`b GKevi R‡ji mv‡_, we‡klZ †kvevi mgq Ges mÜ¨vi 
Lvev‡ii Kgc‡¶ 1 N›Uv c‡i| 50 wK‡jvMªv‡gi Kg IR‡bi †ivMx‡`i †WvR Kg K‡i e¨envi Kiv 
DwPZ|

cÖwZj¶Yt

Mf©ve¯’v Ges ¯Íb¨`vb

mveavbZv Ges mZK©Zvt

mšÍvb Rb¥`v‡bi m¤¢vebvi mg¯Í gwnjv‡K †_ivwc ïiæ Kivi 4 mßvn Av‡M, †_ivwc eÜ Kivi c‡i 
Ges 4 mßvn c‡i 2wU wbf©i‡hvM¨ Mf©wb‡ivaK e¨envi Ki‡Z n‡e| Mf©ve¯’v †`Lv w`‡j Awej‡¤^ 
†_ivwc eÜ Ki‡Z n‡e| cyiæl: m½x mšÍvb Rb¥`v‡bi m¤¢vebv _vK‡j Mf©wb‡iv‡ai evav c×wZ 
e¨envi Kiæb| †_ivwci mgq i³ ev ïµvYy `vb Ki‡eb bv| †ivMxi Mvwo Pvjv‡bv ev hš¿cvwZ 
Pvjv‡bv DwPZ bq| Z¡‡Ki †Kv‡bv dymKywo †`Lv w`‡j †_ivwc eÜ Kiæb| dymKywo G·‡dvwj‡qwUf, 
wcDwiK ev eyjvm n‡j ev w÷‡fbm-Rbmb wm‡Ûªvg ev welv³ GwcWvg©vj †b‡µvjvBwmm m‡›`n n‡j 
†_ivwc cybivq ïiæ Ki‡eb bv|

¶wZKi cÖwZwµqvt

¸iæZi Ges AcwieZ©bxq †cwi‡divj wbD‡ivc¨vw_, †KvôKvwVb¨, gv_v †Nviv, A‡_©v÷¨vwUK 
nvB‡cv‡Ubkb, Z›`ªv,  eª¨vwWKvwW©qv, GBPAvBwf msµvwgZ †ivMx‡`i fvBivj †jvW e„w×, AwZ 
ms‡e`bkxjZv cªwZwµqv|

wbw`©ó RbmsL¨vq e¨envit

Mf©ve¯’v Ges ¯Íb¨`vb

Mf©ve¯’v K¨vUvMwi X. cªvYx ev gvby‡li M‡elYvq åæ‡Yi A¯^vfvweKZv †`Lv †M‡Q ev gvby‡li 
AwfÁZv ev Df‡qi Dci wfwË K‡i åæ‡Yi SyuwKi cªgvY i‡q‡Q Ges Mf©eZx gwnjv‡`i †¶‡Î WªvM 
e¨env‡ii SyuwK ¯úóZB m¤¢ve¨ myweavi †P‡q †ewk| JlawU Mf©eZx ev Mf©eZx n‡Z cv‡i Ggb 
gwnjv‡`i g‡a¨ weiæc cÖfve †dj‡Z cv‡i|

Jl‡ai AvšÍtwµqvt

_¨vwj‡WvgvBW eviweUy‡iUm, A¨vj‡Kvnj, †K¬vi‡cªvgvwRb Ges wimvicvB‡bi wb`ªvg~jK Kvh©Kjvc 
evovq| †cwi‡divj wbD‡ivc¨vw_ n‡Z cv‡i Ggb Ab¨vb¨ Ily‡ai e¨envi Gwo‡q Pjyb| 
Wvi‡e‡cv‡qwUb-Avjdv Ges W‡·viæwewm‡bi mv‡_ _ª‡¤^vB‡¤^vwjK NUbvi SyuwK e„w× cvq|

gvÎvwaK¨t

_¨vwj‡WvgvBW Ifvi‡Wv‡Ri Rb¨ †Kvb wbw`©ó cªwZ‡laK †bB| AwZwi³ gvÎvi †¶‡Î, †ivMxi 
¸iæZ¡c~Y© j¶Y¸wj ch©‡e¶Y Kiv DwPZ Ges i³Pvc Ges k¦vmh‡š¿i Ae¯’v eRvq ivLvi Rb¨ 
Dchy³ mnvqK hZœ †`Iqv DwPZ|

msi¶‡Yi kZ©vewjt

300 †m. ZvcgvÎvi wb‡P, ïK‡bv ¯’v‡b I Av‡jv †_‡K `~‡i ivLyb| mKj Jla wkï‡`i bvMv‡ji 
evB‡i ivLyb|

Dc¯’vcb Ges c¨v‡KwRst

_¨vwjgvBW 100 K¨vcmyjt cªwZwU evwYwR¨K †gvo‡K 30wU K¨vcmyj A¨vjy-A¨vjy weø÷vi c¨v‡K i‡q‡Q|

_¨vwjgvBW 50 K¨vcmyjt cªwZwU evwYwR¨K †gvo‡K 30wU K¨vcmyj A¨vjy-A¨vjy weø÷vi c¨v‡K i‡q‡Q|

we¯ÍvwiZ weei‡Yi Rb¨ Bs‡iRx Ask †`Lyb|

cÖ¯‘ZKviK
exKb dvg©vwmDwUK¨vjm& wcGjwm
fvjyKv, gqgbwmsn, evsjv‡`k

_¨vwjgvBW
_¨vwj‡WvgvBW BDGmwcThalidomide USP


