
COMPOSITION
DarborenTM 25 Pre-filled Syringe: Each 0.42 ml Pre-filled Syringe contains 
Sterile Solution of Darbepoetin alfa INN 25 mcg..
DarborenTM 40 Pre-filled Syringe: Each 0.40 ml Pre-filled Syringe contains 
Sterile Solution of Darbepoetin alfa INN 40 mcg.
DarborenTM 60 Pre-filled Syringe: Each 0.30 ml Pre-filled Syringe contains 
Sterile Solution of Darbepoetin alfa INN 60 mcg.

PHARMACOLOGY
Darbepoetin alfa is an erythropoiesis-stimulating protein that is produced in 
Chinese Hamster Ovary (CHO) cells by recombinant DNA technology. It is a 
165-amino acid protein that differs from recombinant human erythropoietin 
in containing 5 N-linked oligosaccharide chains, whereas recombinant human 
erythropoietin contains 3 chains. The 2 additional N-glycosylation sites result 
from amino acid substitutions in the erythropoietin peptide backbone. 

INDICATION
DarborenTM is indicated for the treatment of anemia due to:
• Chronic Kidney Disease (CKD) in patients on dialysis and patients not on 
dialysis
•The effects of concomitant myelosuppressive chemotherapy, and upon 
initiation, there is a minimum of two additional months of planned 
chemotherapy

DOSAGE AND ADMINISTRATION:
Treatment of symptomatic anemia in adult and pediatric chronic renal failure 
patients. Anemia symptoms and sequelae may vary with age, gender and 
overall burden of disease. It should be administered either subcutaneously or 
intravenously in order to increase hemoglobin to not greater than 12 g/dl (7.5 
mmol/l). Subcutaneous use is preferable in patients who are not receiving 
hemodialysis to avoid the puncture of peripheral veins.
Treatment with DarborenTM is divided into two stages; correction and 
maintenance phase. Guidance is given separately for adult and pediatric 
patients.

Adult patients with chronic renal failure:
Correction phase:
The initial dose by subcutaneous or intravenous administration is 0.45 µg/kg 
body weight, as a single injection once weekly. Alternatively, in patients not on 
dialysis, the following initial doses can also be administered subcutaneously as 
a single injection: 0.75 µg/kg once every two weeks or 1.5 µg/kg once monthly.

Maintenance phase:
In dialysis patients, DarborenTM may continue to be administered as a single 
injection once weekly or once every two weeks. Dialysis patients converting 
from once weekly to once every other week dosing with DarborenTM should 
initially receive a dose equivalent to twice the previous once weekly dose. 
In patients not on dialysis, DarborenTM may continue to be administered as a 
single injection once weekly or once every two weeks or once monthly. For 
patients treated with DarborenTM once every two weeks, after the target 
haemoglobin has been achieved, DarborenTM may then be administered 
subcutaneously once monthly using an initial dose equal to twice the previous 
once every two week dose. 

Pediatric population with chronic renal failure:
Treatment of pediatric patients younger than 1 year of age has not been 
studied in randomised clinical trials

Correction Phase:
For patients ≥ 1 year of age, the initial dose by subcutaneous or intravenous 
administration is 0.45 µg/kg body weight, as a single injection once weekly. 
Alternatively, in patients not on dialysis, an initial dose of 0.75 µg/kg may be 
administered subcutaneously as a single injection once every two weeks.
Maintenance phase:
For paediatric patients ≥ 1 year of age, in the maintenance phase, DarborenTM 
may continue to be administered as a single injection once weekly or once 
every two weeks. Patients < 6 years of age may need higher doses for 
maintenance of haemoglobin than patients above that age. Dialysis patients 
converting from once weekly to once every other week dosing with 
DarborenTM should initially receive a dose equivalent to twice the previous 
once weekly dose. 
In patients ≥ 11 years of age not on dialysis, once the target haemoglobin has 
been achieved with once every two week dosing, DarborenTM may be 
administered subcutaneously once monthly using an initial dose equal to 
twice the previous once every two week dose. 

Treatment of symptomatic chemotherapy-induced anaemia in cancer 
patients: 
DarborenTM should be administered by the subcutaneous route to patients 
with anemia (e.g. hemoglobin concentration ≤ 10 g/dl (6.2 mmol/l)) in order to 

increase hemoglobin to not greater than 12 g/dl (7.5 mmol/l). The 
recommended initial dose is 500 µg (6.75 µg/kg) given once every three weeks, 
or once weekly dosing can be given at 2.25 µg/kg body weight. If the clinical 
response of the patient (fatigue, hemoglobin response) is inadequate after 
nine weeks, further therapy may not be effective.

ADMINISTRATION
• Do not shake. Do not use DarborenTM that has been shaken or frozen. 
• Protect pre-filled syringe from light. 
• Parenteral drug products should be inspected visually for particulate matter   
  and discoloration prior to administration. Do not use any pre-filled syringe 
   exhibiting particulate matter or discoloration. 
• Discard unused portion of DarborenTM in pre-filled syringes. 
• Do not dilute DarborenTM and do not administer in conjunction with other 
  drug solutions.

SIDE EFFECTS
Hypertension, stroke, thromboembolic events, convulsions, allergic reactions, 
rash/erythema and Pure Red Cell Aplasia (PRCA).

USE IN PREGNANCY & LACTATION
Pregnancy Category C. It is not known whether Darbepoetin alfa is excreted in 
human milk. Caution should be exercised when Darbepoetin alfa is 
administered to a nursing woman.

CONTRAINDICATION
• Uncontrolled hypertension
• Pure Red Cell Aplasia (PRCA) 
• Serious allergic reactions
 
PRECAUTION
Darbepoetin should be used with caution in patients with controlled 
hypertension, seizures, Pure Red Cell Aplasia (PRCA) or suspected allergy to the 
product.

DRUG INTERACTION
No formal drug interaction studies have been conducted with Darbepoetin 
alfa.

OVERDOSE
Over dosage with Darbepoetin alfa can cause hemoglobin levels above the 
desired level, which should be managed with discontinuation or reduction of 
Darbepoetin alfa dosage and/or with phlebotomy, as clinically indicated.

STORAGE
DarborenTM should be stored at 2◦-8◦C. Protect from light. Do not freeze and 
avoid shaking.

HOW SUPPLIED
DarborenTM 25 Pre-filled Syringe: Each box contains 1 Pre-filled syringe 
containing 25 mcg of Darbepoetin alfa in Alu-PVC blister pack.
DarborenTM 40 Pre-filled Syringe: Each box contains 1 Pre-filled syringe 
containing 40 mcg of Darbepoetin alfa in Alu-PVC blister pack.
DarborenTM 60 Pre-filled Syringe: Each box contains 1 Pre-filled syringe 
containing 60 mcg of Darbepoetin alfa in Alu-PVC blister pack. 
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Dcv`vb

Wv‡e©v‡ib

TM
 25 wcÖ-wdì wmwiÄ: cÖwZ 0.42 wg.wj. wcª-wdì wmwiÄ G Av‡Q 

Wv‡e©‡cv‡qwUb Avjdv AvBGbGb 25 gvB‡µvMªvg Gi RxevYygy³ `ªeY| 

Wv‡e©v‡ib

TM
 40 wcÖ-wdì wmwiÄ: cÖwZ 0.40 wg.wj. wcª-wdì wmwiÄ G Av‡Q 

Wv‡e©‡cv‡qwUb Avjdv AvBGbGb 40 gvB‡µvMªvg Gi RxevYygy³ `ªeY|

Wv‡e©v‡ib

TM
 60 wcÖ-wdì wmwiÄ: cÖwZ 0.30 wg.wj. wcª-wdì wmwiÄ G Av‡Q 

Wv‡e©‡cv‡qwUb Avjdv AvBGbGb 60 gvB‡µvMªvg Gi RxevYygy³ `ªeY|

dvg©v‡KvjwR

Wv‡e©‡cv‡qwUb Avjdv GKwU BivB‡_ªv‡cv‡qwmm w÷gy‡jwUs †cÖvwUb hv wiKw¤^‡b›U wWGbG 

cÖhyw³i gva¨‡g PvBwbR n¨vg÷v‡ii wW¤^vkq †_‡K Drcbœ nq| GwU GKwU 165- A¨vwg‡bv 

GwmW hv wiKw¤^‡b›U wnDg¨vb BivB‡_ªv‡cv‡qwUb †_‡K wfbœ; G‡Z 5 wU N-wjsKW 

Awj‡Mvm¨vKvivBW †PBb i‡q‡Q †hLv‡b wiKw¤^‡b›U wnDg¨vb BivB‡_ªv‡cv‡qwU‡b 3wU 

†PBb i‡q‡Q| BivB‡_ªvc‡qwUb †ccUvBW e¨vK‡ev‡b A¨vwg‡bv GwmW cÖwZ¯’vc‡bi 

gva¨‡g 2 wU AwZwi³ N-MøvB‡KvmvB‡jkb mvBU cvIqv hvq|

wb‡`©kbv

 Wv‡e©v‡ib

TM  
wb¤œwjwLZ Kvi‡Y m„ó A¨vwbwgqvi wPwKrmvq wb‡`©wkZ:

• µwYK wKWbx wWwR‡R AvµvšÍ †ivMx‡`i A¨vwbwgqvi wPwKrmvq ( WvqvjvBwmm Ges

  bb-WvqvjvBwmm Dfq †ÿ‡Î)|

• bbgvB‡jv‡qW RwUjZvi Kvi‡Y A¨vwbwgqvq, †hLv‡b †K‡gv‡_ivcx e¨env‡ii Kvi‡Y 

  A¨vwbwgqvi DrcwË nq|

gvÎv I cª‡qvMwewa

µwbK †ibvj †dBwjIiRwbZ A¨vwbwgqvi wPwKrmvq:

wn‡gv‡Møvwe‡bi gvÎv 12 MÖvg/†W. wj. (7.5 wg.‡gvj/wjUvi) ch©šÍ evov‡bvi Rb¨ Wv‡e©v‡ib 

mvewKD‡Uwbqvm ev AvBwf c‡_ cÖ‡qvM Kiv DwPZ| Wv‡e©v‡ib

TM 
 Øviv wPwKrmv `yB 

ch©v‡q wef³; ms‡kvab Ges †gBb‡U‡bÝ|

µwbK †ibvj †dBwjI‡i AvµvšÍ cÖvß eq¯‹‡`i †ÿ‡Î:

ms‡kvab ch©vq

cÖviw¤¢K gvÎv 0.45 gvB‡µvMÖvg/‡KwR wn‡m‡e mßv‡n GKevi mvewKD‡Uwbqvm ev AvBwf 

c‡_ cÖ‡qvM Ki‡Z n‡e| weKí wn‡m‡e †h mg¯Í †ivMxi WvqvjvBwm‡mi cÖ‡qvRb nq bv 

Zv‡`i †ÿ‡Î cÖviw¤¢K gvÎv 0.75 gvB‡µvMÖvg/‡KwR cÖwZ `yB mßv‡n ev 1.5 

gvB‡µvMÖvg/‡KwR gv‡m GKevi mvewKD‡Uwbqvm c‡_ †`qv hv‡e|

†gBb‡UB‡bÝ ch©vq:

WvqvjvBwm‡mi †ivMx‡`i †ÿ‡Î Wv‡e©v‡ib

TM
 mßv‡n GKevi ev `yB mßv‡n GKevi Pjgvb 

ivLv ‡h‡Z cv‡i| †h mg¯Í WvqvjvBwm‡mi †ivMx‡`i †WvR mßv‡n GKevi †_‡K `yB 

mßv‡n GKevi G cwieZ©b Kiv nq Zv‡`i †ÿ‡Î cÖviw¤¢Kfv‡e Wv‡e©v‡ib Gi gvÎv c~e©eZx© 

mvßvwnK gvÎvi wØ¸b cÖ‡qvM Ki‡Z n‡e|

†h mg¯Í †ivMxi WvqvjvBwmm cÖ‡qvRb nq bv Zv‡`i †ÿ‡Î Wv‡e©v‡ib GKwU B‡ÄKkb 

mßv‡n GKevi, `yB mßv‡n GKevi ev gv‡m GKevi wn‡m‡e cÖ‡qvM Kiv †h‡Z cv‡i|

µwbK †ibvj †dBwjI‡i AvµvšÍ wkï‡`i †ÿ‡Î: 1 eQ‡ii wb‡P wkï‡`i †ÿ‡Î 

wPwKrmvq GwU wK¬wbK¨vj Uªvqv‡j ch©v‡jvPbv Kiv nqwb|

ms‡kvab ch©vq:

1 eQi ev Z`~×© eqmx ev”Pv‡`i †ÿ‡Î cÖviw¤^K gvÎv 0.45 gvB‡µvMÖvg/‡KwR wn‡m‡e 

mßv‡n GKevi mvewKD‡Uwbqvm ev B›Uªv‡fbvm c‡_ cÖ‡qvM Ki‡Z n‡e A_ev †h mg¯Í 

†ivMx‡`i WvqvjvBwmm n‡”Q bv Zv‡`i ‡ÿ‡Î cÖviw¤¢K gvÎv 0.75 gvB‡µvMÖvg/‡KwR 

wn‡m‡e mvewKD‡Uwbqvm c‡_ cÖwZ `yB mßv‡n GKevi cÖ‡qvM Kiv †h‡Z cv‡i|

†gBb‡UB‡bÝ ch©vq:

1 eQi ev Z`~×© eqmx ev”Pv‡`i †ÿ‡Î †gBb‡UB‡bÝ †_ivcx wn‡m‡e Wv‡e©v‡ib

TM 
cÖwZ 

GK ev `yB mßvn cici GKevi cÖ‡qvM Kiv †h‡Z cv‡i| 6 eQ‡ii bx‡P ev”Pv‡`i 

wn‡gv‡Møvwe‡bi D”PZi †gBb‡U‡bÝ gvÎvi cÖ‡qvRb n‡Z cv‡i| 

11 eQ‡ii †ekx eqmx hv‡`i WvqvjvBwm‡mi cÖ‡qvRb nq bv Zv‡`i cÖwZ `yB mßv‡n 

GKevi Wv‡e©v‡ib

TM 
cÖ‡qv‡Mi ci wn‡gv‡Møvwe‡bi jÿ¨ AwR©Z  n‡j mvewKD‡Uwbqvm 

c‡_ gv‡m GKevi K‡i cÖ‡qvM Kiv †h‡Z cv‡i|

K¨vÝvi †ivMx‡`i ‡K‡gv‡_ivcx Gi Kvi‡Y i³k~b¨Zvi wPwKrmvq:

i³k~b¨Zvq AvµvšÍ †ivMx‡`i wn‡gv‡Møvwe‡bi gvÎv 12 MÖvg/†W. wj. Gi †ekx hv‡Z bv nq 

†m Rb¨ Wv‡e©v‡ib

TM 
mvewKD‡Uwbqvm c‡_ cÖ‡qvM Kiv †h‡Z cv‡i| cÖviw¤¢K mycvwikK…Z 

gvÎv n‡jv 500 gvB‡µvMÖvg (6.75 gvB‡µvMÖvg/†KwR) cÖwZ 3 mßv‡n GKevi A_ev 2.25 

gvB‡µvMÖvg/†KwR wn‡m‡e mßv‡n GKevi cÖ‡qvM Kiv †h‡Z cv‡i|

e¨enviwewa 

• SuvKv‡eb bv| Wv‡e©v‡ib

TM
 SuvKv‡bv ev wngvwqZ K‡i e¨envi Ki‡eb bv| 

• wcÖ-wdì wmwiÄwU Av‡jv n‡Z `~‡i ivLyb|

• mivmwi i‡³ cÖ‡qvMK…Z Ilya mg~‡ni †ÿ‡Î, i‡³ cÖ‡qv‡Mi c~‡e© Ilya mg~‡n †Kvb 

cÖKvi e¯y‘KYv Av‡Q wKbv A_ev is cwieZ©b n‡q‡Q wKbv Zv ch©‡eÿY K‡i †bqv DwPZ|

• Wv‡e©v‡ib

TM 
Gi Ae¨eüZ Ask †d‡j †`qv DwPZ|

• Wv‡e©v‡ib

TM 
Gi `ªeY jNy Kiv DwPZ bq ev Ab¨ †Kvb Ily‡ai `ªe‡Yi mv‡_ GK mv‡_ 

e¨envi Kiv hv‡e bv|

cvk¦©cÖwZwµqv

D”Pi³Pvc, †÷ªvK, Kuvcywb, A¨vjvwR, dzmKywo Ges wcDi †iW †mj G¨vcøvwmqv|

Mf©ve¯’vq I ¯Íb¨`vbKv‡j

†cÖM‡bÝx K¨v‡UMix-wm| Wv‡e©‡cv‡qwUb gvZ…`y‡»i mv‡_ wbtm„Z nq wKbv Zv Rvbv hvqwb| 

¯Íb¨`vbKv‡j Wv‡e©‡cv‡qwUb mZK©Zvi mv‡_ e¨envi Kiv DwPZ|

cÖwZwb‡`©kbv

• Awbqwš¿Z D”P i³Pvc

• wcDi †iW †mj G¨vcøvwmqv

• gvivZœK A¨vjvwR©K wewµqv

mZK©Zv

Awbqwš¿Z D”P i³Pvc, g„Mx‡ivM, wcDi †iW †mj G¨vcøvwmqv ev Wv‡e©‡cv‡qwU‡bi cÖwZ 

AwZms‡e`bkxjZvi †ÿ‡Î mZK©Zvi mv‡_ e¨envi Kiv DwPZ|

WªvM B›Uvi¨vKkb

mywbw`©ó Z_¨ cvIqv hvqwb|

gvÎvwaK¨

Wv‡e©‡cv‡qwUb Avjdv Gi gvÎvwa‡K¨i Kvi‡Y wn‡gv‡Møvwe‡bi gvÎv wb‡`©wkZ jÿ¨gvÎvi 

†_‡K †ekx n‡q †h‡Z cv‡i hv Wv‡e©‡cv‡qwU‡bi gvÎv Kgv‡bv ev eÜ Kivi gva¨‡g A_ev 

†d¬‡ev‡Uvwgi gva¨‡g wVK Kiv †h‡Z cv‡i|

msiÿY

Av‡jv †_‡K `~‡i, 2-8º †m. ZvcgvÎvq msiÿY Ki‡Z n‡e| SuvKv‡bv ev wngvwqZ Kiv 

†_‡K weiZ _vKyb|

mieivn

Wv‡e©v‡ib

TM
  25 wcÖ-wdì wmwiÄ: cÖwZwU ev‡· i‡q‡Q A¨vjy-wcwfwm weø÷vi c¨v‡K 1 wU 

wcÖ-wdì wmwiÄ hv 25 gvB‡µvMÖvg Wv‡e©‡cv‡qwUb enb K‡i|

Wv‡e©v‡ib

TM
  40 wcÖ-wdì wmwiÄ:  cÖwZwU ev‡· i‡q‡Q A¨vjy-wcwfwm weø÷vi c¨v‡K 1 wU 

wcÖ-wdì wmwiÄ hv 40 gvB‡µvMÖvg Wv‡e©‡cv‡qwUb enb K‡i|

Wv‡e©v‡ib

TM
  60 wcÖ-wdì wmwiÄ:  cÖwZwU ev‡· i‡q‡Q A¨vjy-wcwfwm weø÷vi c¨v‡K 1 wU 

wcÖ-wdì wmwiÄ hv 60 gvB‡µvMÖvg Wv‡e©‡cv‡qwUb enb K‡i|

TM

Wv‡e©‡cv‡qwUb Avjdv


