
Dcv`vb 

W‡bvweb Bb‡RK&kb 20 wg.MÖv.: cÖwZ fvqv‡j i‡q‡Q W‡bviæwewmb 

nvB‡Wªv‡K¬vivBW BDGmwc 21.40 wg.MÖv. hv W‡bviæwewmb  20 wg.MÖv: Gi 

mgZzj¨|  

dvg©v‡KvjwR

W‡bviæwewmb †ek K‡qKwU c×wZi gva¨‡g mvB‡UvUw·K B‡d± cÖ`vb 

K‡i| W‡bviæwewmb wWGbG †em †Rvov¸wji g‡a¨ AvšÍtKvjxb ms‡hvM 

¯’vcb K‡i| GwU U‡cvAvB‡mvgv‡iR-II wµqv‡K euvav  †`q hvi d‡j  

wWGbG Gi Wvej ÷ª¨vÛ †f‡O hvq| W‡bviæwewmb nvB‡W«v‡K¬vivBW 

cwjgv‡iR wµqvKjvc‡KI euvav †`q hv wR‡bi G·‡cÖkb wbqš¿Y K‡i Ges 

wd« †iwWK¨vj ‰Zix  K‡i hvi Kvi‡b K¨vÝvi †Kv‡li  wWGbG AKvh©Ki 

n‡q hvq| we¯ÍvwiZ Rvb‡Z Bs‡iwR Ask †`Lyb |

wb‡`©kbv

cÖvßeq¯‹‡`i †ÿ‡Î GwKDU bb-wj‡çveøvw÷K wjD‡Kwgqvq wiwgkb 

BbWvK&kb wPwKrmv wn‡m‡e W‡bviæwewmb Ab¨vb¨ †K‡gv‡_ivwc Jly‡ai 

mv‡_ GK‡Î e¨eüZ nq| cÖvßeq¯‹ Ges wkï‡`i †ÿ‡Î GwKDU 

wj‡çveøvw÷K wjD‡Kwgqvq wiwgkb BbWvK&kb wPwKrmv wn‡m‡e 

W‡bviæwewmb Ab¨vb¨ †K‡gv‡_ivwc Jly‡ai mv‡_ GK‡Î e¨eüZ nq| 

we¯ÍvwiZ Rvb‡Z Bs‡iwR Ask †`Lyb |

gvÎv I cÖ‡qvM

60 eQ‡ii Kg eqmx †ivMx‡`i Rb¨ W‡bviæwewmb cÖ_g †Kvm© 45 wg MÖv/wg

2

/w`b, 

GB gvÎvq 1g, 2q I 3q w`‡b Ges 2q †Kvm© †_‡K GKB gvÎvq 2q I 3q w`‡b 

w`‡Z n‡e| Givwe‡bvm Ilya 1g †Kvm© 100 wg MÖv/g

2

/w`b, GB gvÎvq cÖ_g 

7 w`b  Ges  2q  †Kvm© †_‡K Givwe‡bvm Ilya GKB gvÎvq cÖ_g 5  w`b 

w`‡Z n‡e|

60 eQ‡ii E‡aŸ© †ivMx‡`i Rb¨ W‡bviæwewmb cÖ_g †Kvm©  30  wg MÖv/ 

wg

2

/w`b, GB gvÎvq 1g, 2q I 3q w`‡b Ges 2q †Kvm© †_‡K GKB gvÎvq 

2q I 3q w`‡b w`‡Z n‡e| Givwe‡bvm Ilya 1g †Kvm© 100 wg MÖv/g

2

/w`b,  

GB gvÎvq cÖ_g 7 w`b  Ges  2q  †Kvm© †_‡K Givwe‡bvm Ilya GKB 

gvÎvq cÖ_g 5  w`b w`‡Z n‡e| we¯ÍvwiZ Rvb‡Z Bs‡iwR Ask †`Lyb |

cÖwZ wb‡`©kbv

W‡bviæwewmb ev Gi †Kvb Dcv`v‡bi cÖwZ hw` Kv‡iv †Kv‡bv ms‡e`bkxjZv 

_v‡K Z‡e Zvi Rb¨ GB Ilya cÖwZ wb‡`©kK|

mZK©Zv 

W‡bviæwewmb GKwU kw³kvjx †evb †g‡iv mv‡cÖ‡m›U ZvB †ivMxi wPwKrmvi 

c~‡e© welqwU ch©‡e¶b K‡i, †ivMxi DcKvwiZvi K_v we‡ePbvi gva¨‡g 

Ilya w`‡Z n‡e|

Av‡iv K‡qKwU wel‡q mZK© n‡Z n‡e Zv n‡jv-

ürwc‡Ûi Kvh©¶gZv, hK…r Ges wKWwbi Kvh©¶gZv, †cÖMb¨vwÝ †÷Uvm, 

Bb‡RK&k‡bi ¯’v‡b †Kv‡bv Bb‡dK&kb n‡q‡Q wKbv BZ¨vw`| we¯ÍvwiZ 

Rvb‡Z Bs‡iwR Ask †`Lyb |

cvk¦© cÖwZwµqv

mvaviY: G‡jv‡cwmqv, ewg, Wvg©vUvBwUm, AvwU©‡Kwiqv |

weij:  GbvdvB‡jKwUK wiA¨vKkb, nvBcviBDwi‡mwgqv, R¡i | 

we¯ÍvwiZ Rvb‡Z Bs‡iwR Ask †`Lyb |

`y»`vbKvjxb mg‡q e¨envi: gvZ… `y‡» W‡bviæwewmb wbtm„Z nq wKbv Rvbv 

hvqwb Z‡e wPwKrmvi mg‡q mšÍvb‡K `ya `vb †_‡K weiZ _vKv DwPZ| 

we¯ÍvwiZ Rvb‡Z Bs‡iwR Ask †`Lyb |

Jly‡ai AvšÍwµqv 

†ivMx hw` c~‡e© W‡·viæwewmb I mvB‡K¬vdmdvgvBW e¨envi K‡i _v‡K Z‡e 

GB Ilya e¨envi Zvi KvwW©qvK  Uw·wmwU evov‡Z cv‡i | we¯ÍvwiZ Rvb‡Z 

Bs‡iwR Ask †`Lyb |

gvÎvwaK¨

gvÎvwa‡K¨i †Zgb †Kv‡bv cÖwZ‡laK †bB| `ªæZ wPwKrm‡Ki civgk© wb‡Z 

n‡e | we¯ÍvwiZ Rvb‡Z Bs‡iwR Ask †`Lyb |

 

msi¶Y 

ï®‹¯’v‡b AbwaK 25º †m. ZvcgvÎvq msi¶Y Ki‡Z n‡e | Av‡jv I Av`ª©Zv 

†_‡K `~‡i ivLyb|

mieivn

W‡bvweb Bb‡RK&kb 20 wg. MÖv.: cÖwZwU evwYwR¨K ev‡· cøvw÷K †U«‡Z GKwU  

jv‡qvwdjvBR&W fvqvj i‡q‡Q|

Jla: wkï‡`i bvMv‡ji evB‡i ivLyb|

W‡bviæwewmb BDGmwc 20 wg.MÖv.

W‡bvweb  

®



Composition
Daunobin for Injection 20 mg: Each vial contains Daunorubicin 
Hydrochloride USP 21.40 mg eqivalent to Daunorubicin 20 mg.    
Pharmacology
Daunorubicin has antimitotic and cytotoxic activity through a 
number of proposed mechanisms of action. Daunorubicin forms 
complexes with DNA by intercalation between base pairs. It 
inhibits topoisomerase II activity by stabilizing the 
DNA-topoisomerase II complex, preventing the religation 
portion of the ligation-religation reaction that topoisomerase II 
catalyzes. Single strand and double strand DNA breaks result. 
Daunorubicin hydrochloride may also inhibit polymerase 
activity, affect regulation of gene expression, and produce free 
radical damage to DNA. Daunorubicin hydrochloride possesses 
an antitumor effect against a wide spectrum of animal tumors, 
either grafted or spontaneous.

Indications
Daunorubicin hydrochloride in combination with other 
approved anticancer drugs is indicated for remission induction 
in acute nonlymphocytic leukemia (myelogenous, monocytic, 
erythroid) of adults and for remission induction in acute 
lymphocytic leukemia of children and adults.

Dosage and Administration
Representative Dose Schedules and Combination for the 
Approved Indication of Remission Induction in Adult Acute 
Nonlymphocytic Leukemia. 
In Combination: For patients under age 60, daunorubicin 
hydrochloride 45 mg/m2 /day IV on days 1, 2, and 3 of the first 
course and on days 1, 2 of subsequent courses and cytosine 
arabinoside 100 mg/m2 /day IV infusion daily for 7 days for the 
first course and for 5 days for subsequent courses. For patients 
60 years of age and above, daunorubicin hydrochloride 30 
mg/m2 /day IV on days 1, 2, and 3 of the first course and on days 
1, 2 of subsequent courses and cytosine arabinoside 100 mg/m2 
/day IV infusion daily for 7 days for the first course and for 5 
days for subsequent courses. 

Contraindications

Daunorubicin hydrochloride is contraindicated in patients who 
have shown a hypersensitivity to it.

Warnings 

Bone Marrow: Daunorubicin hydrochloride is a potent bone 
marrow suppressant. Suppression will occur in all patients 
given a therapeutic dose of this drug. Therapy with 
daunorubicin hydrochloride should not be started in patients 
with pre-existing drug-induced bone marrow suppression 
unless the benefit from such treatment warrants the risk. 
Persistent, severe myelosuppression may result in 
superinfection or hemorrhage.
Cardiac Effects: Special attention must be given to the 
potential cardiac toxicity of daunorubicin hydrochloride, 
particularly in infants and children. Pre-existing heart disease 
and previous therapy with doxorubicin are co-factors of 
increased risk of daunorubicin-induced cardiac toxicity and the 
benefit-to-risk ratio of daunorubicin hydrochloride therapy in 
such patients should be weighted before starting daunorubicin 
hydrochloride. In adults, at total cumulative doses less than 550 
mg/m2 , acute congestive heart failure is seldom encountered. 
However, rare instances of pericarditis-myocarditis, not 
dose-related, have been reported.
Evaluation of Hepatic and Renal Function: Significant hepatic or 
renal impairment can enhance the toxicity of the recommended 
doses of daunorubicin hydrochloride; therefore, prior to 
administration, evaluation of hepatic function and renal function 
using conventional clinical laboratory tests is recommended.
Pregnancy: Pregnancy Category D. Daunorubicin 
hydrochloride may cause fetal harm when administered to a 
pregnant woman. An increased incidence of fetal abnormalities 
(parieto-occipital cranioschisis, umbilical hernias, or 

Daunorubicin USP 20 mg

rachischisis) and abortions was reported in rabbits at doses of 
0.05 mg/kg/day or approximately 1/100th of the highest 
recommended human dose on a body surface area basis. Rats 
showed an increased incidence of esophageal, cardiovascular 
and urogenital abnormalities as well as rib fusions at doses of 
4 mg/kg/day or approximately ½ the human dose on a body 
surface area basis. Decreases in fetal birth weight and 
post-delivery growth rate were observed in mice. There are no 
adequate and well-controlled studies in pregnant women. If 
this drug is used during pregnancy, or if the patient becomes 
pregnant while taking this drug, the patient should be apprised 
of the potential hazard to the fetus. Women of childbearing 
potential should be advised to avoid becoming pregnant. 
Secondary Leukemias: There have been reports of secondary 
leukemias in patients exposed to topoisomerase II inhibitors 
when used in combination with other antineoplastic agents or 
radiation therapy. 
Extravasation at Injection Site: Extravasation of daunorubicin 
hydrochloride at the site of intravenous administration can 
cause severe local tissue necrosis

Side Effects
Common: Reversible alopecia occurs in most patients. Rash, 
contact dermatitis and urticaria have occurred rarely. Acute 
nausea and vomiting occur but are usually mild. Antiemetic 
therapy may be of some help. Mucositis may occur 3 to 7 days 
after administration. Diarrhea and abdominal pain have 
occasionally been reported. If extravasation occurs during 
administration, severe local tissue necrosis, severe cellulitis, 
thrombophlebitis, or painful induration can result.

Rare: Anaphylactoid reaction, fever, and chills can occur. 
Hyperuricemia may occur, especially in patients with leukemia, 
and serum uric acid levels should be monitored. 

Nursing Mothers: It is not known whether this drug is 
excreted in human milk. Because many drugs are excreted in 
human milk and because of the potential for serious adverse 
reactions in nursing infants from daunorubicin, mothers should 
be advised to discontinue nursing during daunorubicin 
therapy. 
Drug Interactions: Use of daunorubicin in a patient who has 
previously received doxorubicin increases the risk of 
cardiotoxicity. Daunorubicin hydrochloride should not be used 
in patients who have previously received the recommended 
maximum cumulative doses of doxorubicin or daunorubicin 
hydrochloride. Cyclophosphamide used concurrently with 
daunorubicin hydrochloride may also result in increased 
cardiotoxicity. Dosage reduction of daunorubicin hydrochloride 
may be required when used concurrently with other 
myelosuppressive agents. Hepatotoxic medications, such as 
high-dose methotrexate, may impair liver function and increase 
the risk of toxicity.

Overdose: There is nospecific antidote need to consult doctor 
immediately if overdose occur.

Storage: Store at temperature not exceeding 25º C in a dry 
place. Protect from light and moisture.

Packaging: Daunobin for Injection 20 mg: Each box 
containing 1 vial in plastic tray.
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