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Elderly

For all indications except STEMI, no dose reduction is necessary in the elderly patients, unless kidney function is 
impaired (see below “renal impairment” and section Special warnings and special precautions for use).

with impaired kidney function, see below “renal impairment” and section Special warnings and special 
precautions for use.

Hepatic Impairment 

special precautions for use).

Renal Impairment (see sections Special warnings and precautions for use and Pharmacokinetic properties)

during haemodialysis.

The recommended dosage adjustments do not apply to the haemodialysis indication.
• Moderate and mild renal impairment

METHOD OF ADMINISTRATION
NOT be administered by the intramuscular route.

injection.

tered through the arterial line of a dialysis circuit.

• SC injection technique:
Injection should be made preferably when the patient is lying down. Enoxaparin sodium is administered by deep 

syringes. When the quantity of drug to be injected requires to be adjusted based on the patient's body weight, use 

The administration should be alternated between the left and right anterolateral or posterolateral abdominal wall. 

and index finger. The skin fold should not be released until the injection is complete. Do not rub the injection site 
after administration.

• IV (bolus) injection (for acute STEMI indication only): 

administration of enoxaparin sodium to clear the port of drug. Enoxaparin sodium may be safely administered 

st
st

dilution immediately before use. 

CRUSIA 2000 IU (20 mg)/0.2 ml Solution for Injection in Pre-filled Syringe is a clear liquid colourless to

CRUSIA 4000 IU (40 mg)/0.4 ml Solution for Injection in Pre-filled Syringe is a clear liquid colourless to

CRUSIA 6000 IU (60 mg)/0.  ml Solution for Injection in Pre-filled Syringe is a clear liquid colourless to

CRUSIA 8000 IU (80 mg)/0.8 ml Solution for Injection in Pre-filled Syringe is a clear liquid colourless to

CRUSIA is a biosimilar medicine to the reference product CLEXANE.
CRUSIA is not interchangeable or automatically substitutable with CLEXANE.

“CLEXANE”, while “biosimilar” refers to “CRUSIA”.

CLINICAL PARTICULARS

THERAPEUTIC INDICATIONS

undergoing orthopaedic or general surgery including cancer surgery.

thrombolytic therapy or surgery.

with oral acetylsalicylic acid.

POSOLOGY AND METHOD OF ADMINISTRATION

POSOLOGY

Prophylaxis of venous thromboembolic disease in moderate and high-risk surgical patients

significantly reduced mobility.

recommended.

cancer an extended thromboprophylaxis up to 4 weeks is recommended.

Prophylaxis of venous thromboembolism in medical patients

Treatment of DVT and PE

tion).

Prevention of thrombus formation during haemodialysis

During haemodialysis, enoxaparin sodium should be introduced into the arterial line of the circuit at the beginning 

sessions.

Acute coronary syndrome: treatment of unstable angina and NSTEMI and treatment of acute STEMI.

Acetylsalicylic acid is recommended for all patients without contraindications at an initial oral loading dose of

regardless of treatment strategy.

therapy.

Paediatric population

extracorporeal circulation during haemodialysis.
Switch between enoxaparin sodium and oral anticoagulants
• Switch between enoxaparin sodium and vitamin K antagonists (VKA)

effect, enoxaparin sodium therapy should be continued at a constant dose for as long as necessary in order to 

• Switch between enoxaparin sodium and direct oral anticoagulants (DOAC)

label.

Administration in spinal/epidural anaesthesia or lumbar puncture.

or lumbar puncture, careful neurological monitoring is recommended due to the risk of neuraxial haematomas 
(see section Special warnings and special precautions for use).

• At doses used for prophylaxis

prophylactic doses and the needle or catheter placement.

anaesthesia.

• At doses used for treatment

Contraindications).

thrombosis and the risk for bleeding in the context of the procedure and patient risk factors.

CONTRAINDICATIONS
Enoxaparin sodium is contraindicated 

(LMWH) or to any of the excipients.

presence of circulating antibodies (see Section Special warnings and special precautions for use

rhagic stroke, gastrointestinal ulcer, presence of malignant neoplasm at high risk of bleeding, recent brain, spinal 

Special warnings and special precautions for use).

SPECIAL WARNINGS AND SPECIAL PRECAUTIONS FOR USE
General
Enoxaparin sodium cannot be used interchangeably (unit for unit) with other LMWHs. These medicinal products 

and clinical efficacy and safety. This results in differences in pharmacokinetics and associated biological 

instructions for use specific to each proprietary medicinal product are therefore required.

History of HIT (>100 days)

presence of circulating antibodies is contraindicated (see section Contraindications

thrombocytopenia without circulating antibodies. The decision to use enoxaparin sodium in such a case must be 

(e.g., danaparoid sodium or lepirudin).

Monitoring of platelet counts

Therefore, it is recommended that the platelet counts be measured before the initiation of therapy with enoxaparin 
sodium and then regularly thereafter during the treatment.

painful skin lesion at the injection site, any allergic or anaphylactoid reactions on treatment), platelet count 

their primary care physician.

Haemorrhage
As with other anticoagulants, bleeding may occur at any site. If bleeding occurs, the origin of the haemorrhage 

Enoxaparin sodium, as with any other anticoagulant therapy, should be used with caution in conditions with 

Interaction with other medicinal products and 
other forms of interaction).

Laboratory tests

and global blood coagulation tests significantly, nor does it affect platelet aggregation or binding of fibrinogen 
to platelets.

Spinal/Epidural anaesthesia or lumbar puncture

enoxaparin sodium at therapeutic doses (see also section Contraindications).

traumatic or repeated epidural or spinal puncture, or in patients with a history of spinal surgery or spinal deformi
ty.

To reduce the potential risk of bleeding associated with the concurrent use of enoxaparin sodium and epidural or 

section Pharmacokinetic properties

prolonged (see section Posology and method of administration).

or lumbar puncture, frequent monitoring must be exercised to detect any signs and symptoms of neurological 
impairment such as midline back pain, sensory and motor deficits (numbness or weakness in lower limbs), bowel 

symptoms. If signs or symptoms of spinal hematoma are suspected, initiate urgent diagnosis and treatment 

neurological sequelae.

Skin necrosis / cutaneous vasculitis

discontinuation.

Percutaneous coronary revascularization procedures

Acute infective endocarditis

haemorrhage. If such use is considered absolutely necessary, the decision must be made only after a careful 

Mechanical prosthetic heart valves
The use of enoxaparin sodium has not been adequately studied for thromboprophylaxis in patients with mechanical 

these cases were pregnant women in whom thrombosis led to maternal and foetal death.

Pregnant women with mechanical prosthetic heart valves

Elderly

(especially patients eighty years of age and older) may be at an increased risk for bleeding complications with 

Posology and method of administration and 
Pharmacokinetic properties).

Renal impairment
In patients with renal impairment, there is an increase in exposure of enoxaparin sodium which increases the risk 

Posology and method of administration and Pharmaco-
kinetic properties).

during haemodialysis.

is significantly increased, a dosage adjustment is recommended for therapeutic and prophylactic dosage ranges 
(see section Posology and method of administration).

Hepatic impairment
Enoxaparin sodium should be used with caution in patients with hepatic impairment due to an increased potential 

and not recommended (see section Pharmacokinetic properties).

Low weight

Pharmacokinetic properties).

Obese Patients

Hyperkalaemia
Heparins can suppress adrenal secretion of aldosterone leading to hyperkalaemia (see section Undesirable effects), 

taking medicinal products known to increase potassium (see section Interaction with other medicinal products 
and other forms of interaction

Traceability

health care professionals record the trade name and batch number of the administered product in the patient file.

INTERACTION WITH OTHER MEDICINAL PRODUCTS AND OTHER FORMS OF INTERACTIONS
Concomitant use not recommended:
• Medicinal products affecting haemostasis (see section Special warnings and special precautions for use). It is

recommended that some agents which affect haemostasis should be discontinued prior to enoxaparin sodium
therapy unless strictly indicated. If the combination is indicated, enoxaparin sodium should be used with careful 

osology and method of administration).

Concomitant use with caution:

risk of bleeding,

sodium under careful clinical and laboratory monitoring (see sections Special warnings and special precautions 
for use and Undesirable effects).

FERTILITY, PREGNANCY AND LACTATION

Pregnancy

Preclinical safety data). 

Enoxaparin sodium should be used during pregnancy only if the physician has established a clear need.

section Special warnings and special precautions for use).
If an epidural anaesthesia is planned, it is recommended to withdraw enoxaparin sodium treatment before (see 

section Special warnings and special precautions for use).

Indication Dosing regimen

Treatment of unstable angina and NSTEMI

Weight
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Breastfeeding
It is not known whether unchanged enoxaparin is excreted in human breast milk. In lactating rats, the passage of 

can be used during breastfeeding.

Fertility
There are no clinical data for enoxaparin sodium in fertility. Animal studies did not show any effect on fertility (see 

section Preclinical safety data).

EFFECTS ON ABILITY TO DRIVE AND USE MACHINE

UNDESIRABLE EFFECTS

the reference biologic drug.

Summary of the safety profile

In clinical studies, haemorrhages, thrombocytopenia and thrombocytosis were the most commonly reported 
reactions (see section Special warnings and special precautions for use
reactions' below).

Tabulated summary list of adverse reactions.

seriousness.

Blood and the lymphatic system disorders

was complicated by organ infarction or limb ischaemia (see section Special warnings and special precautions for 
use).

Immune system disorders

Nervous system disorders

Vascular disorders

Special warnings and special
precautions for use).

Hepato-biliary disorders

Skin and subcutaneous tissue disorders

a few days and should not cause treatment discontinuation.

Musculoskeletal, connective tissue and bone disorders

General disorders and administration site conditions

Investigations
Special warnings and precautions for use and Interaction with other

medicinal products and other forms of interaction).

Description of selected adverse reactions
Haemorrhages

major.

sections Special warnings and special precautions for use and Interaction with other medicinal products and 
other forms of interaction).

Paediatric population
Posology and 

method of administration).

OVERDOSE
Signs and symptoms

will be absorbed.
Management

was administered in the . 

sodium was administered 
determined that a second dose of protamine is required. 

PHARMACOLOGICAL PROPERTIES

PHARMACODYNAMIC EFFECTS
ANTITHROMBOTIC AGENT B01 AB05

substance is the sodium salt.

In the in vitro 

antithrombotic effect of enoxaparin sodium.

CLINICAL EFFICACY AND SAFETY

COMPARATIVE CLINICAL TRIALS

Efficacy

max

max

CLINICAL TRIALS – REFERENCE BIOLOGIC DRUG (CLEXANE)

Prevention of venous thromboembolic disease associated with surgery 

Extended prophylaxis of VTE following orthopaedic surgery

difference in major bleeding was found between the enoxaparin sodium and the placebo group.

Extended prophylaxis of DVT following cancer surgery

were followed for three months. Enoxaparin sodium prophylaxis for four weeks after surgery for abdominal or 

Prophylaxis of venous thromboembolic disease in medical patients with an acute illness expected to induce 
limitation of mobility

below.

Treatment of deep vein thrombosis with or without pulmonary embolism

Treatment of unstable angina and non ST elevation myocardial infarction

In comparison with heparin, enoxaparin sodium significantly reduced the combined incidence of angina pectoris, 

Treatment of acute ST-segment elevation myocardial infarction

Enoxaparin sodium compared to unfractionated heparin significantly decreased the incidence of the primary end 

including age, gender, infarct location, history of diabetes or prior myocardial infarction, type of thrombolytic 
administered and time to treatment with study drug.

There was a significant treatment benefit of enoxaparin sodium, as compared with unfractionated heparin, in 

enoxaparin sodium.

Hepatic impairment

an increased potential for bleeding (see section Special warnings and precautions for Use) and no formal dose 

PHARMACOKINETIC PROPERTIES
General characteristics

Absorption

Different dosses and formulations and dosing regimens can be used.

place.

Distribution

Biotransformation

molecular weight species with much reduced biological potency.

Elimination

Special Populations
Elderly

function is known to decline with age, elderly patients may show reduced elimination of enoxaparin sodium (see 
Section Special warnings and special precautions for use).

Hepatic impairment

secondary to a reduced synthesis of ATIII in patients with hepatic impairment.

Renal impairment

Haemodialysis

Weight

when compared to normal weight control subjects (see section Special warnings and special precautions for use).

Pharmacokinetic interactions

concomitantly.

PRECLINICAL SAFETY DATA

studies both in rats, and monkeys.
in vitro tests, including the Ames test, mouse 

lymphoma cell forward mutation test, and the in vivo rat bone marrow chromosomal aberration test.

COMPARATIVE NON-CLINICAL PHARMACOLOGY AND TOXICOLOGY
Comparative Non-Clinical Pharmacodynamics
In vitro Studies

STORAGE CONDITION

SHELF LIFE

PRESENTATIONS
For CRUSIA 2 000 IU (20 mg)/0.2 ml; CRUSIA 4000 IU (40 mg)/0.4 ml; CRUSIA 6000 IU (60 mg)/0.6 ml; 

and CRUSIA 8000 IU (80 mg)/0.8 ml:

2 or 
 carton boxes and enclosed with a package insert.

Manufactured and released by:

Product Owner:
Laboratorios Farmaceuticos Rovi, S.A.,

Product Registration Holder:
Unimed Sdn. Bhd.,

Date of Revision: January 2021

intestinal haemorrhage.

Common:
Haemorrhage

Uncommon:
Intracranial 
haemorrhage, 
Retroperitoneal 
haemorrhage

Treatment in patients 
with acute STEMI

System 
Organ 
Class

Prophylaxis 
in surgical 
patients

Prophylaxis 
in medical 
patients

Treatment in 
patients with 
DVT with or 
without PE

Treatment in 
patients with 
unstable angina and 
non-Q-wave MI

Blood and 
lymphatic 
system 
disorders 

Very common:
Haemorrhage

Rare:
Retroperitoneal 
haemorrhage

Common:
Haemorrhage

Very common:
Haemorrhage

Uncommon:
Intracranial 
haemorrhage, 
Retroperitoneal 
haemorrhage

Common:
Haemorrhage

Retroperitoneal 
haemorrhage

Common:
Thrombocytosis
Thrombocytopenia

Very rare:
Immuno-allergic 
thrombocytopenia

Treatment in patients 
with acute STEMI

System 
Organ 
Class

Prophylaxis 
in surgical 
patients

Prophylaxis 
in medical 
patients

Treatment in 
patients with 
DVT with or 
without PE

Treatment in 
patients with 
unstable angina and 
non-Q-wave MI

Blood and 
lymphatic 
system 
disorders 

Very common:
Thrombocytosis

Rare:
Thrombocytopenia

Uncommon:
Thrombocytopenia

Very common:
Thrombocytosis

Common:
Thrombocytopenia

Uncommon:
Thrombocytopenia

Thrombocytopenia and thrombocytosis

All Treated Extended Prophylax-
is Patients

Enoxaparin sodium 4 000 IU 
(40 mg) once a day SC
n (%)

Placebo once a day SC
n (%)

Total VTE 

Total VTE

Enoxaparin sodium 
2 000 IU (20 mg) once a 
day SC n (%)

Enoxaparin sodium 
4 000 IU (40 mg) once a 
day SC n (%)

Placebo n (%)

All Treated Medical 
Patients During Acute 
Illness 

in origin

Enoxaparin sodium 150 
IU/kg (1.5 mg/kg) once a 
day SC n (%)

Enoxaparin sodium 100 
IU/kg (1 mg/kg) twice a 
day SC n (%)

Heparin aPTT 
Adjusted IV 
Therapy n (%)

All Treated DVT 
Patients with or 
without PE
Total VTE
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