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Composition
Denbac 25 Capsule: Each capsule contains Dantrolene Sodium USP 25 mg .
Denbac 50 Capsule: Each capsule contains Dantrolene Sodium USP 50 mg .

Pharmacology
Dantrolene Sodium produces relaxation by affecting the contractile response of the skeletal muscle at a site beyond the myoneural junction, 
directly on the muscle itself. In skeletal muscle, Dantrolene Sodium dissociates the excitation-contraction coupling, probably by interfering with 
the release of Ca++ from the sarcoplasmic reticulum.

Indications
In Chronic Spasticity: Dantrolene Sodium is indicated in controlling the manifestations of clinical spasticity resulting from upper motor 
neuronal disorders (e.g., spinal cord injury, stroke, cerebral palsy, or multiple sclerosis). It is of particular benefit to the patients whose 
functional rehabilitation has been retarded by the sequelae of spasticity. Such patients must have presumably reversible spasticity where relief 
of spasticity will aid in restoring residual function. Dantrolene Sodium is not indicated in the treatment of skeletal muscle spasm resulting from 
rheumatic disorders. Occasionally, subtle but meaningful improvement in spasticity may occur with Dantrolene Sodium therapy. In such 
instances, information regarding improvement should be solicited from the patient. Brief withdrawal of Dantrolene Sodium for a period of 2 to 
4 days will frequently demonstrate exacerbation of the manifestations of spasticity and may serve to confirm a clinical impression. A decision 
to continue the administration of Dantrolene Sodium on a long-term basis is justified if introduction of the drug into the patient's regimen:
-produces a significant reduction in painful and/or disabling spasticity such as clonus, or
-permits a significant reduction in the intensity and/or degree of nursing care required, or
-rids the patient of any annoying manifestation of spasticity considered important by the patient himself. 
In Malignant Hyperthermia: Oral Dantrolene Sodium is also indicated preoperatively to prevent or attenuate the development of signs of 
malignant hyperthermia in known, or strongly suspect, malignant hyperthermia susceptible patients who require anesthesia and/or surgery. 
Oral Dantrolene Sodium should be administered following a malignant hyperthermic crisis to prevent recurrence of the signs of malignant 
hyperthermia. 

Dosage and administration
For Use in Chronic Spasticity: 
Adults: The following gradual titration schedule is suggested. Some patients will not respond until higher daily dosage is achieved. Each 
dosage level should be maintained for seven days to determine the patient's response. If no further benefit is observed at the next higher dose, 
dosage should be decreased to the previous lower dose. Starting dose is 25 mg twice per day and it can be increased to 25-50 mg per day 
per week. Maximum accepted dosage is 400 mg per day.
Paediatric Patients: The following gradual titration schedule is suggested. Some patients will not respond until higher daily dosage is 
achieved. Each dosage level should be maintained for seven days to determine the patient's response. If no further benefit is observed at the 
next higher dose, dosage should be decreased to the previous lower dose. 0.5 mg/kg once daily for seven days, then 0.5 mg/kg 3 times for 7 
days, 1 mg/kg 3 times for 7 days, 2 mg/kg 3 times a day, Therapy with a dose 4 times daily may be necessary for some individuals.

For Malignant Hyperthermia:
Preoperatively: Administer 4 to 8 mg/kg/day of oral Dantrolene Sodium in 3 or 4 divided doses for one or two days prior to surgery, with the 
last dose being given approximately 3 to 4 hours before scheduled surgery with a minimum of water. 
Post Crisis Follow-up: Oral Dantrolene Sodium should also be administered following a malignant hyperthermia crisis, in doses of 4 to 8 
mg/kg per day in four divided doses, for a one-to-three-day period to prevent recurrence of the manifestations of malignant hyperthermia.

Contraindications
Active hepatic disease, such as hepatitis and cirrhosis.

Warnings & Precautions
In view of the potential for liver damage in long-term Dantrolene Sodium use, therapy should be stopped if benefits are not evident within 45 
days. Information for Patients: Patients should be cautioned against driving a motor vehicle or participating in hazardous occupations while 
taking Dantrolene Sodium. Caution should be exercised in the concomitant administration of tranquilizing agents. Dantrolene Sodium might 
possibly evoke a photosensitivity reaction; patients should be cautioned about exposure to sunlight while taking it. It is important to recognize 
that fatal and non-fatal liver disorders of an idiosyncratic or hypersensitivity type may occur with Dantrolene Sodium therapy. At the start of 
Dantrolene Sodium therapy, it is desirable to do liver function studies (SGOT, SGPT, alkaline phosphatase, total bilirubin) for a baseline or to 
establish whether there is pre-existing liver disease. Liver function studies (e.g., SGOT or SGPT) should be performed at appropriate intervals 
during Dantrolene Sodium therapy. Some patients have revealed a return to normal laboratory values in the face of continued therapy while 
others have not. If symptoms compatible with hepatitis, accompanied by abnormalities in liver function tests or jaundice appear, Dantrolene 
Sodium should be discontinued. If caused by Dantrolene Sodium and detected early, the abnormalities in liver function characteristically have 
reverted to normal when the drug was discontinued. Dantrolene Sodium therapy has been reinstituted in a few patients who have developed 
clinical and/ or laboratory evidence of hepatocellular injury. If such reinstitution of therapy is done, it should be attempted only in patients who 
clearly need Dantrolene Sodium and only after previous symptoms and laboratory abnormalities have cleared. The patient should be 
hospitalized and the drug should be restarted in very small and gradually increasing doses. Laboratory monitoring should be frequent and the 
drug should be withdrawn immediately if there is any indication of recurrent liver involvement. Dantrolene Sodium should be used with 
particular caution in females and in patients over 35 years of age in view of apparent greater likelihood of drug-induced, potentially fatal, 
hepatocellular disease in these groups.
Dantrolene Sodium should be used with caution in patients with impaired pulmonary function, and in patients with severely impaired cardiac 
function due to myocardial disease. It should be used with caution in patients with a history of previous liver disease or dysfunction. 

Side Effects
The most frequently occurring side effects of Dantrolene Sodium have been drowsiness, dizziness, weakness, general malaise, fatigue, and 
diarrhea. These are generally transient, occurring early in treatment, and can often be obviated by beginning with a low dose and increasing 
dosage gradually until an optimal regimen is established. Diarrhea may be severe and may necessitate temporary withdrawal of Dantrolene 
Sodium therapy. If diarrhea recurs upon re-administration of Dantrolene Sodium, therapy should probably be withdrawn permanently. 

Pregnancy
Pregnancy Category C: Dantrolene Sodium capsules should be used during pregnancy only if the potential benefit justifies the potential risk 
to the fetus. 
Nursing Mothers: Dantrolene Sodium should not be used in nursing mothers. 
Usage in Pediatric Patients: The long-term safety of Dantrolene Sodium in paediatric patients under the age of 5 years has not been 
established. Because of the possibility that adverse effects of the drug could become apparent only after many years, a benefit-risk 
consideration of the long-term use of Dantrolene Sodium is particularly important in pediatric patients.

Drug Interactions
Drowsiness may occur with Dantrolene Sodium therapy, and the concomitant administration of CNS depressants such as sedatives and 
tranquilizing agents may result in further drowsiness.
Hepatotoxicity has occurred more often in women over 35 years of age receiving concomitant estrogen therapy.

Storage
Store below 30°C and dry place, away from light and moisture.

Packaging
Denbac 25 Capsule: Each commercial box contains 3 x 10's Capsules in Alu-Alu blister pack. 
Denbac 50 Capsule: Each commercial box contains 3 x 10's Capsules in Alu-Alu blister pack.
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Dcv`vb
†Wbe¨vK 25 K¨vcmyj : cªwZwU K¨vcmy‡j i‡q‡Q †W‡›U«vwjb †mvwWqvg BDGmwc 25 wgMªv|
†Wbe¨vK 50 K¨vcmyj : cªwZwU K¨vcmy‡j i‡q‡Q †W‡›U«vwjb †mvwWqvg BDGmwc 50 wgMªv|

dvg©v‡KvjwR
†W‡›U«vwjb †mvwWqvg †ckx‡Z mivmwi KvR K‡i| †W‡›U«vwjb †mvwWqvg †¯‹‡jUvj gv‡m‡ji gvB‡qvwbDivj Rsk‡bi K›U«v±vBj †imcÝ‡K cªfvweZ 
Kivi gva¨‡g wkw_jKiY cªwµqv m¤úbœ K‡i| †W‡›U«vwjb †mvwWqvg m¤¢eZ †¯‹‡jUvj gv‡m‡ji mvi‡KvcøvRwgK †iwUKyjv‡gi K¨vjwmqvg wbtmiY 
eÜ K‡i G·vB‡Ukb-K›UªvKkb Kvcwjs wew”Qbœ K‡i|

wb‡`©kbv 
µwbK ¯úvw÷wmwU: Avcvi gUi wbDi‡bi e¨vwai (†hgb: ¯úvBbvj K‡W© BÄyix, †÷«vK, †m‡ieªvj cvjwm, gvwëcj †¯‹¬v‡ivwmm) Rb¨ m„ó wK¬wbK¨vj 
¯úvw÷wmwU‡K wbqš¿b Kivi Rb¨ †W‡›U«vwjb †mvwWqvg wb‡`©wkZ| GUv Zv‡`i Rb¨ DcKvix hv‡`i µgvMZ ¯úvw÷wmwUi Rb¨ ¯^vfvweK Kvh©µg 
e¨vnZ nq| Gme ‡ivMx‡`i Lye m¤¢eZ ¯úvw÷wmwU c~‡e©i Ae¯’vq wd‡i Av‡m Ges ¯úvw÷wmwU †_‡K ¯^w¯Í †iwmWyqvj dvskb wdwi‡q Avb‡Z mvnvh¨ 
K‡i| gv‡S gv‡S †W‡›U«vwjb †mvwWqvg Øviv wPwKrmvq Lye m~² wKš‘ D‡jøL‡hvM¨ DbœwZ j¶¨ Kiv hvq| Gme †¶‡Î †ivMxi KvQ †_‡K Zv‡`i DbœwZ 
m¤ú‡K© Z_¨ msMªn Ki‡Z n‡e|
2-4 w`b †W‡›U«vwjb †mvwWqvg †meb †_‡K weiZ _vK‡j hw` ¯úvw÷wmwU †e‡o hvq Z‡e †iv‡Mi wb‡`©kbv eySv hv‡e|
†W‡›U«vwjb †mvwWqvg wbqwgZKi‡Yi †¶‡Î wb‡gœv³ welq¸‡jvi we‡eP¨ hw` †W‡›U«vwjb †mvwWqvg †ivMxi-
K) †e`bv`vqK wLPybx D‡jøL‡hvM¨fv‡e wbivgq K‡i|
L) †mev Mªn‡bi cª‡qvRbxqZv D‡jøL‡hvM¨fv‡e n«vm K‡i|
M) wLPybx msµvšÍ RwUjZv †_‡K m‡šÍvlRbK djvdj †`q hv †ivMx wb‡R Abyfe Ki‡Z cv‡i|
g¨vwjMb¨v›U nvBcvi_vwg©qv: hv‡`i †PZbvbvkK cª‡qv‡M g¨vwjMb¨v›U nvBcvi_vwg©qv nq ev n‡Z cv‡i Zv‡`i †¶‡Î g¨vwjMb¨v›U nvBcvi_vwg©qv 
cªwZ‡iv‡a †W‡›U«vwjb †mvwWqvg wb‡`©wkZ| gy‡L †meb‡hvM¨ †W‡›U«vwjb †mvwWqvg g¨vwjMb¨v›U nvBcvi_vwg©qvi mgm¨vi ciI †`Iqv DwPZ hv‡Z 
cybivq AvµvšÍ bv nq|

cª‡qvMgvÎv I wewa
µwbK ¯úvw÷wmwUi †¶‡Î:
cªvßeq¯‹‡`i †¶‡Î- 
wb‡¤œv³ wmwWDj µgvMZ evov‡Z ev Kgv‡Z civgk© †`Iqv nq| †Kvb †Kvb †ivMx‡K m‡e©v”P gvÎv bv †`Iqv ch©šÍ cªwZwµqv †`Lvq bv| †ivMxi 
cªwZwµqv †`L‡Z mvZ w`b A‡c¶v Ki‡Z n‡e| cieZ©x †ewk gvÎvq hw` †Kvb DbœwZ bv nq, Z‡e c~e©eZ©x Kg gvÎvq Kgv‡Z n‡e| cª_‡g 25 wgMªv 
w`‡b 2 evi Ges ‡ivMxi cªwZwµqvi Dci wfwË K‡i cªwZ mßv‡n 25 †_‡K 50 wgMªv ch©šÍ e„w× Kiv †h‡Z cv‡i| w`‡b m‡e©v”P 400 wgMªv ch©šÍ 
MªnY‡hvM¨|

wkï‡`i †¶‡Î-
wb‡gœv³ wmwWDj µgvMZ evov‡Z ev Kgv‡Z civgk© †`Iqv nq| †Kvb †Kvb †ivMx‡K m‡e©v”P gvÎv bv †`Iqv ch©šÍ cªwZwµqv †`Lvq bv| †ivMxi 
cªwZwµqv †`L‡Z mvZ w`b A‡c¶v Ki‡Z n‡e| cieZ©x †ewk gvÎvq hw` †Kvb DbœwZ bv nq, Z‡e c~e©eZ©x Kg gvÎvq Kgv‡Z n‡e| 0.5 wgMªv / 
†KwR / w`b 7 w`‡bi Rb¨, 0.5 wgMªv / †KwR 3 †ejv 7 w`‡bi Rb¨, 1 wgMªv / †KwR 3 †ejv 7 w`‡bi Rb¨, 2 wgMªv/†KwR w`‡b 3 †ejv| †Kvb †Kvb 
†ivMx‡K 4 eviI w`‡Z n‡Z cv‡i|

g¨vwjMb¨v›U nvBcvi_vwg©qvi †¶‡Î
mvR©vixi c~‡e©: 4-8 wgMªv / †KwR / w`b 3-4wU wef³ gvÎvq mvR©vixi 1-2 w`b Av‡M †me¨| †kl †WvR mvR©vixi 3-4 N›Uv Av‡M b~b¨Zg cvwb w`‡q 
†me¨|
mvR©vixi c‡i: 4-8 wgMªv/ †KwR / w`b 4wU wef³ gvÎvq 1-3 w`b ch©šÍ|

cÖwZwb‡`©kbv
†ncvUvBwUm, wm‡ivwmm|

mveavbZv I mZK©Zv
†h‡nZy wjfv‡ii ¶wZ nIqvi m¤¢vebv _v‡K, 45 w`‡bi g‡a¨ Kvh©KvwiZv cvIqv bv †M‡j eÜ Ki‡Z n‡e| wec¾bK KvR †hgb Mvwo Pvjv‡bi gZ 
m~² KvR Kiv hv‡e bv| wb`ªv AvbqbKvix Jl‡ai mv‡_ †me¨ bq| Av‡jvKms‡e`bkxjZv ‰Zix n‡Z cv‡i e‡j m~h©iwk¥ Gwo‡q Pj‡Z n‡e| KviI 
KviI †¶‡Î gvivZ¥K ev gvivZ¥K bq Ggb ai‡bi hK…Z msµvšÍ RwUjZv †`Lv w`‡Z cv‡i| †W‡›U«vwjb †mvwWqvg ïiæi Av‡M Gm.wR.I.wU, 
Gm.wR.wc.wU, GjKvjvBb dm‡d‡UR, wewjiæweb Gi †U÷ Kwi‡q †bqv DwPZ hvi gva¨‡g Rvbv hv‡e hK…‡Z †Kvb e¨wa Av‡Q wKbv| hK…‡Zi GB 
cix¶v¸‡jv †_ivcx PjvKvjxb gv‡S gv‡S Kiv‡bv DwPZ| wKQy †ivMx †W‡›U«vwjb †mvwWqvg PjvKvjxb ¯^vfvweK Kg©Kv‡Û wd‡i Avm‡Z cv‡i| 
†ncvUvBwUm, RwÛm ev wjfvi dvskb †U÷ A¯^vfvweK n‡j †_ivcx eÜ Ki‡Z n‡e| hw` GB¸‡jv mgm¨v ïiæ‡ZB aiv c‡o Ges †_ivcx eÜ Kiv 
nq, Zvn‡j †ivMx `ªyZ ¯^vfvweK n‡q hvq| gwnjv Ges 35 DaŸ© †ivMx‡`i †¶‡Î gvivZ¥K †ncv‡Uv †mjyjvi wWwRR nevi m¤¢vebv †ekx e‡j mZK©Zv 
Riæix| †ivMxi †ncv‡Uv †mjyjvi BÄyix nevi ci Zv wbivgq n‡j †W‡›U«vwjb †mvwWqvg cybivq Pvjy Kiv hvq hw` †ivMxi †W‡›U«vwjb †mvwWqvg 
cª‡qvRb nq| †m‡¶‡Î †ivMx‡K nvmcvZv‡j fwZ© K‡i Lye Aí cwigv‡b gvÎv ïiæ K‡i evov‡Z n‡e| j¨ve‡iUwi gwbUwis wbqwgZ Ki‡Z n‡e| hw` 
Avevi hK…‡Z mgm¨v †`Lv †`q †m‡¶‡Î †_ivcx eÜ Ki‡Z n‡e|
hv‡`i cvj‡gvbvixi, ü`h‡š¿i, hK…‡Zi Kvh©µg ¶wZMª¯Í Zv‡`i †¶‡Î mveavbZv Aej¤^b Riæix|

cvk¦©-cÖwZwµqv
Nyg Nyg fve, Z›`ªv”QbœZv, ̀ ye©jZv, Lvivc jvMv, Wvqwiqv n‡Z cv‡i hv c‡i ̄ ^vfvweK n‡q Av‡m| Wvqwiqv Zxeª n‡j †_ivcx eÜ ivL‡Z n‡e| †_ivcx 
cybivq ïiæi ci Wvqwiqv n‡j †_ivcx G‡Kev‡i eÜ Ki‡Z n‡e|

Mf©ve¯’v I ¯Íb¨`vbKv‡j e¨envi
Mf©ve¯’vi K¨v‡UMwi wm, ¯Íb¨`vbKv‡j †me¨ bq|
wkï‡`i †¶‡Î: 5 eQ‡ii wb‡P wkï‡`i †¶‡Î `xN©w`b e¨envi cªwZwôZ bq| 
Jl‡ai wg_w®Œqv: Nyg AvbqbKvix Jla, wm.Gb.Gm wW‡cª‡m›U Gi mv‡_ †`qv hv‡e bv, 35 DaŸ© gwnjv‡`i †¶‡Î G‡÷«v‡R‡bi mv‡_ †`qv hv‡e bv|

msi¶b
Av‡jv †_‡K `~‡i, 30°†mjwmqvm Gi wb‡P Ges ïK‡bv ¯’v‡b ivLyb|

mieivn
†Wbe¨vK 25 K¨vcmyj : cªwZwU ev‡· 3 x 10 wU K¨vcmyj Av‡Q G¨vjy-G¨vjy weø÷vi c¨v‡K|
†Wbe¨vK 50 K¨vcmyj : cªwZwU ev‡· 3 x 10 wU K¨vcmyj Av‡Q G¨vjy-G¨vjy weø÷vi c¨v‡K|

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

†W‡›Uªvwjb †mvwWqvg BDGmwc
†Wbe¨vK


