
All medications containing Oxaliplatin as an active ingredient are capable of producing the effects 
mentioned hereby Oxaliplatin should only be administered by an Oncologist. 

Each ml contains: 
Oxaliplatin  IP                   2 mg 
Water for Injections IP          qs 

THERAPEUTIC ACTION : Cytotoxic Anti neoplastic 

Human Pharmacokinetics 
The reactive Oxaliplatin derivatives are present as a fraction of the 
unbound platinum in plasma ultrafiltrate Pharmacokinetic parameters 
obtained after a single 2-hour IV infusion of Oxaliplatin at a dose of 

2 85mg/m expressed as ultrafilterable platinum are C of 0.814 ug/ml and 
volume of distribution of 440 L. Interpatient and intrapatient variability in 
ultrafilterable platinum exposure (AUC 0-48hrs) assessed over 3 cycles is 
moderate to low (23% and 6% respectively)
Distribution : At the end of a 2-hour infusion of Oxaliplatin, approximately 
15% of the administered platinum is present in the systemic circulation. 
The remaining 85% is rapidly distributed into tissues or eliminated in the 
urine. In patients, plasma protein binding of platinum is irreversible and is 
greater than 90%. No platinum accumulation is observed in plasma 

2 ultrafiltrate following 85mg/m every two weeks. 
Metabolism
Oxaliplatin undergoes rapid and extensive non-enzymatic 
biotransformation. There is no evidence of cytochrome P450-mediated 
metabolism in vitro. Up to 17 platinum containing derivatives have been 
observed in plasma ultrafiltrate samples from patients, including several 
cytotoxic species (monochloro DACH platinum, dichloro DACH platinum 
and monoaquo and disquo DACH platinum) and a number of 
noncytotocxic, conjugated species. 
Elimination
The major route of platinum elimination is renal excretion. At five days 
after a single 2- hour infusion of Oxaliplatin, urinary elimination accounted 
for about 54% of the platinum eliminated, with fecal excretion accounting 
for only about 2%. Platinum is cleared from plasma at a rate (10 17 L/h) 
that is similar to or exceeded the average human glomerular filtration rate 
(GFR; 7.5L/h) There was no significant effect of gender on the clearance  

Oxplatin 50 mg/25ml  : Oxplatin 100 mg/50ml :

For the use of a Registered Medical Practitioner or a Hospital or a Laboratory only.

Oxaliplatin Injection IP 50mg/25ml & 100mg/50ml

Each ml contains: 
Oxaliplatin  IP                   2 mg 
Water for Injections IP          qs 

Description : Oxaliplatin is an antineoplastic agent with the molecular 
formula C8H14N2O4Pt and the chemical name of cis-[(1 R,2 R)-1,2-
cyclohexanediamine-N,N'] [oxalato(2)-O,O'] platinum. Oxaliplatin is an 
organoplatinum complex in which the platinum atom is complexed with 
1,2-diaminocyclohexane(DACH) and with an oxalate ligand as a leaving
group. The molecular weight is 397.3.

Oxaliplatin undergoes nonenzymatic conversion in physiologic solutions to
active derivatives via displacement of the labile oxalate ligand. Several 
transient reactive species are formed, including monoaquo and diaquo 
DACH platinum, which covalently bind with macromolecules. Both inter-and
intrastrand Pt-DNA crosslinks are formed. Crosslinks are formed between 
the N7 positions of two adjacent guanines (GG), adjacent adenine-guanines
(AG), and guanines separated by an intervening nucleotide (GNG). These 
crosslinks inhibit DNA replication and transcription. Cytotoxicity is cell-cycle 
nonspecific.”

Mechanism of Action

Oxaliplatin

Oxaliplatin

Oxaliplatin

Oxaliplatin

Oxaliplatin

Oxaliplatin



Oxaliplatin

Oxaliplatin

Oxaliplatin
Oxaliplatin

Oxaliplatin

Oxaliplatin

Oxaliplatin

thrombocytopeania, the anticipated complications of Oxaliplatin 
overdose include myelosuppresssion, nausea and vomiting, diarrhoea 
and neurotoxicity. 
Information For Patients 
Patients and patients caregivers should be informed of the expected side 
effects of Oxaliplatin, particularly its neurologic effects both the acute, 
reversible effects and the persistent neurosensory toxicity. 
Patients should be informed that the acute neurosensory toxicity may be 
precipitated or exacerbated by exposure to cold or cold objects. 
Patients should be instructed to avoid cold drinks, use of ice, and should 
cover exposed skin prior to exposure to cold temperature or cold objects. 
Patients must be adequately informed of the risk of low blood cell counts 
and instructed to contact their physician immediately should fever, 
particularly if associated with persistent diarrhoea, or evidence of 
infection develop. 
Patients should be instructed to contact their physician if persistent 
vomiting, diarrhoea signs of dehydration cough or breathing difficulties 
occur or signs of allergic reaction appear. 
Preparation of Infusion solution/Instruction for use and Handling. 
Withdraw appropriate dose and dilute in  an infusion solution of 250-
500 ml. of 5% Dextrose Injection, IP. Oxaliplatin is incompatible with 
chlorides & chloride containing solutions.
After dilution with 250-500 ml of 5% Dextrose Injection IP, the shelf life is 
6 hours at room temperature [20- 25ºC  (68-77°F)] or up to 24 hours 
under refrigeration [2- 8ºC (36-46ºF)]
After final dilution , protection from light is not required. 
Oxaliplatin is incompatible in solution with alkaline medications or media 
(such as basic solutions of 5-FU) and must not be mixed with these or 
administered, simultaneously through the same infusion line. 
The infusion line should be flushed with D5W prior to administration of 
any concomitant medication. 
Parenteral drug products should be inspected visually for particulate 
matter and discoloration prior to administration and discarded if present. 
Needles or intravenous administration sets containing aluminum parts 
that may come in contact with Oxaliplatin should not be used for the 
preparation or mixing of the drug. Aluminium has been reported to cause 
degradation of platinum compounds. 
HOW SUPPLIED 
Oxaliplatin is supplied in amber colour glass single-use vials containing 
50 mg/100 mg. of Oxaliplatin IP in Water for injections IP.
Oxaliplatin injection IP 50 mg / 25 ml in 30 ml  glass Amber vial.
Oxaliplatin injection IP 100 mg / 50 ml in 50 ml  glass Amber vial.
Storage : Store protected from light, at a temperature below 30ºC.

(Keep in Original outer carton) 

Manufactured by :
Beta Drugs Ltd,
Kharuni - Lodhimajra Road, Vil. Nandpur,
Baddi, Distt Solan, Himachal Pradesh -173205

Marketed by:
Neova Biogene Pvt Ltd
Monte Plaza,MM Malviya Marg , Mulund(W),
Mumbai-80. India. 
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