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  In patients with moderate renal impairment 
(creatinine clearance 36-43 ml/min), both mean AUC and 
half-life were increased by 52 and 39% respectively 
compared with healthy volunteers. In these patients, 
mean plasma clearance of nadroparin was decreased to 
63% of normal. Wide inter-individual variability was 
observed in the study. In subjects with severe renal 
impairment (creatinine clearance 10-20 ml/min) both 
mean AUC and half-life were increased by 95 and 112% 

respectively compared with healthy volunteers. Plasma 
clearance in patients with severe renal impairment was 
decreased to 50% of that observed in patients with 
normal renal function. In subjects with severe renal 
impairment (creatinine clearance 3-6 ml/min) on 
haemodialysis, both mean AUC and half-life were 
increased by 62 and 65% respectively compared with 
healthy volunteers. Plasma clearance in haemodialysis 
patients with severe renal impairment was decreased to 
67% of that observed in patients with normal renal 
function (see Dosage and Administration, Warnings and 
Precautions). 
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Dose reduction is not required in patients with mild 
renal impairment (creatinine clearance greater than or 
equal to 50 ml/min). 
Moderate and severe renal impairment is associated 
with increased exposure to nadroparin. These patients 
are at increased risk of thromboembolism and haemor-
rhage. 
If a dose reduction is considered appropriate by the 
prescribing physician, taking into account the individual 
risk factors for haemorrhage and thromboembolism in 
patients with moderate renal impairment (creatinine 
clearance greater than or equal to 30 ml/min and less 

than 50 ml/min) the dose should be reduced by 25 to 
33% (see Warnings and Precautions and Pharmacokinet-
ics). 
The dose should be reduced by 25 to 33% in patients 
with severe renal impairment (creatinine clearance less 
than 30 ml/min) (see Warnings and Precautions and 
Pharmacokinetics). 

Dose reduction is not required in patients with mild 
renal impairment (creatinine clearance greater than or 
equal to 50 ml/min). 
Moderate and severe renal impairment is associated 
with increased exposure to nadroparin. These patients 
are at increased risk of thromboembolism and haemor-
rhage. 
If a dose reduction is considered appropriate by the 
prescribing physician, taking into account the individual 
risk factors for haemorrhage and thromboembolism in 
patients with moderate renal impairment (creatinine 
clearance greater than or equal to 30 ml/min and less 
than 50 ml/min) the dose should be reduced by 25 to 
33% (see Warnings and Precautions and Pharmacokinet-
ics). 
Nadroparin is contraindicated in patients with severe 
renal impairment (see Warnings and Precautions and 
Pharmacokinetics). 
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Renal Impairment
Nadroparin is known to be mainly excreted by the 
kidney, which results in increased nadroparin exposure 
in patients with renal impairment (see Pharmacokinetics 
– Renal Impairment). Patients with impaired renal 
function are at increased risk of bleeding and should be 
treated with caution. 
The decision on whether a dose reduction is appropriate 
for patients with creatinine clearance 30 to 50 ml/min 
should be based on the physician’s assessment of an 
individual patient’s risk of bleeding versus the risk of 
thromboembolism (see Dosage and Administration). 

Not known (cannot be estimated from the available 
data)

Nervous system disorders
Not known: Headache, Migraine

Cross-reactivity
Cross-reactivity between heparins and LMWH is well 
documented. Delayed hypersensitivity reactions have 
been reported in patients presenting cross-reactivity 
between unfractionated heparins and LMWH.   
Before initiating therapy with LMWH, careful assessment 
should be made concerning previous hypersensitivity 
reactions to unfractionated heparin.
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