Noxarin®

Enoxaparin Sodium BP

Description: Enoxaparin sodium is a low molecular weight heparin with a high
anti-Xa activity and low anti-lla or antithrombin activity.

Mode of Action: Enoxaparin sodium binds to and potentiates antithrombin to form a
complex that irreversibly inactivates clotting factor Xa.

Composition: Noxarin® 20 mg pre-filled syringe injection: Each pre-filled syringe
(0.2 ml) contains 2000 anti-Xa IU equivalent to 20 mg enoxaparin sodium BP.
Noxarin® 40 mg pre-filled syringe injection: Each pre-filled syringe (0.4 ml)
contains 4000 anti-Xa IU equivalent to 40 mg enoxaparin sodium BP.

Noxarin® 60 mg pre-filled syringe injection: Each pre-filled syringe (0.6 ml)
contains 6000 anti-Xa IU equivalent to 60 mg enoxaparin sodium BP.

Noxarin® 80 mg pre-filled syringe injection: Each pre-filled syringe (0.8 ml)
contains 8000 anti-Xa IU equivalent to 80 mg enoxaparin sodium BP.

Indications: Solutions for injection containing 20 mg and 40 mg Enoxaparin sodium
is indicated for:

 Prophylaxis of venous thromboembolic disease (prevention of blood clot formation
in the veins), in particular those which may be associated with orthopedic or general
surgery.

* Prophylaxis of venous thromboembolic disease in medical patients bedridden due
to acute illness, including cardiac insufficiency, respiratory failure, severe infections,
rheumatic disease.

Solutions for injection containing 60 mg and 80 mg Enoxaparin sodium is indicated for:
« Treatment of deep vein thrombosis with or without pulmonary embolism,

 Treatment of unstable angina and Non-Q-wave myocardial infarction, administered
concurrently with aspirin,

* Prevention of thrombus formation in extra corporeal circulation during hemodialysis.

Dosage & administration: Strictly follow the recommended dosage.

Indications Recommended Dosage Schedule

Prophylaxis of In patients with a moderate thromboembolism risk (e.g. abdominal
venous surgery) the recommended dose of enoxaparin sodium is 20 mg or 40
thromboembolic | Mg once daily by subcutaneous injection. In general surgery, the first
disease in injection should be given 2 hours before the surgical procedure. In

patients with a high risk of thromboembolism (e.g. orthopedic surgery)
the recommended dose of enoxaparin sodium given by subcutaneous
injection is 40 mg (0.4 ml) once daily initiated 12 hours preoperatively.
Enoxaparin sodium treatment usually prescribed for an average period
of 7 to 10 days.

surgical patients

Longer treatment duration may be appropriate in some patients like
continued therapy with 40 mg enoxaparin sodium once daily for 3
weeks following the initial therapy has been proven to be beneficial in

orthopedic surgery.
Prophylaxis of The recommended dose of enoxaparin sodium is 40 mg (0.4 ml) once
venous daily by subcutaneous injection. Treatment with enoxaparin sodium is
thromboembolism | prescribed for a minimum of 6 days and continued until the return to
disease in full ambulation, for a maximum of 14 days.
medical patients
Treatment of Enoxaparin sodium can be administered subcutaneously either as a
deep vein single daily injection of 150 anti-Xa IU/kg or as twice daily injections of
thrombosis with 100 anti-Xa 1U/kg is recommended for 10 days.
or without Oral anticoagulant therapy should be initiated when appropriate and
pulmonary

iy enoxaparin sodium treatment should be continued until a therapeutic
embolism anticoagulant effect has been achieved.

Treatment of The recommended dose of enoxaparin sodium is 100 anti-Xa 1U/kg
unstable angina | every 12 hours by subcutaneous injection, administered concurrently
and non-Q-wave | with oral aspirin (100 to 325 mg once daily).

myocardial

. . Treatment with enoxaparin sodium in these patients should be
infraction

prescribed for a minimum of 2 days and continued until clinical
stabilization. The usual duration of treatment is 2 to 8 days.

Prevention of The recommended dose of enoxaparin sodium is 100 anti-Xa IU/kg for

thrombus patients with a high risk of hemorrhage, the dose should be reduced to
formation in extra | 50 anti-Xa 1U/kg for double vascular access or 75 anti-Xa IU/kg for
corporeal single vascular access.

circulation during

During hemodialysis enoxaparin sodium should be introduced into the
arterial line of the circuit at the beginning of the dialysis session. The
effect of this dose is usually sufficient for a 4 hour session. However if
fibrin rings are found, a further dose of 50 to 100 anti-Xa IU/kg may be

hemodialysis

given.

Dose adjustment for special patients:

* Dose in Elderly patients:

No dose adjustment is necessary, unless kidney function is impaired.

* Dose in Child patients:

Safety and effectiveness of Enoxaparin in pediatric patients have not been
established

* Dose in Renal impairment:

No dosage adjustment is recommended in patients with moderate (Creatinine
clearance 30-50 ml/min) and mild (Creatinine clearance: 50-80 ml/min) renal
impairment. But, all such patients should be observed carefully for signs and
symptoms of bleeding.

For patients with severe (creatinine clearance <30 ml/min) renal impairment the
dosage adjustment for Prophylactic dose is 2000 IU once daily and therapeutic dose
is: 100 1U/kg once daily.

* Dose in hepatic impairments

Caution should be used in hepatically impaired patients.

Contraindications: Enoxaparin sodium must not be used in the following situations:
¢ In patients with known hypersensitivity (allergy) to either enoxaparin sodium,
heparin or other low molecular weights heparins.

In patients with active major bleeding and conditions with a high risk of uncontrolled
hemorrhage including recent hemorrhagic stroke.

Side effects: Hemorrhage (bleeding),thrombocytopenia, elevations of serum amino
transferase, pain, bluish marks at injection site, skin rash at injection site etc.

Use in pregnancy & lactation: Pregnancy category B.
It is not known whether Enoxaparin is excreted in human milk.

Precautions: Enoxaparin sodium should be injected by deep subcutaneous route in
prophylactic and curative treatment and by intravascular route during hemodialysis.
Do not administer by the intramuscular route. Enoxaparin sodium should be used with
caution in conditions with increased potential for bleeding, such as impaired
hemostasis, history of peptic ulcer, recent ischemic stroke, uncontrolled severe
arterial hypertension, diabetic retinopathy and recent neuro- or ophthalmologic
surgery concomitant use of medications affecting hemostasis. It is recommended that
the platelet counts should be measured before the initiation of the treatment and
regularly thereafter during treatment.

Drug interactions In order to avoid possible interactions with other medications,
inform your physician or pharmacist about any other current treatment.

It is recommended that agents which affect hemostasis should be discontinued prior
to Enoxaparin sodium therapy unless strictly indicated. These agents include
medications, such as: acetylsalicylic acid (and derivatives), NSAIDs (including
ketorolac), ticlopidine, clopidogrel, dextran 40, glucocorticoids, thrombolytics and
anticoagulants, other antiplatelet aggregation agents including glycoprotein Ilb/lla
antagonists. If the combination is indicated, should be used with careful clinical and
laboratory monitoring.

Over dosage: Accidental over dosage after intravenous, extra corporeal or
subcutaneous administration of massive doses of enoxaparin sodium may lead to
bleeding complications. Neutralization can be obtained by slow intravenous injection
or protamine; however the anti-Xa activity of enoxaparin sodium is never completely
neutralized (maximum about 60%). 1 mg protamine sulfate should be administered to
neutralize 1 mg Enoxaparin.

Storage: Store in a cool (Below 25° C temperature) and dry place protected from
light.

Expiry Date: Do not use after the expiry date indicated on the outer packaging.
Packaging

Noxarin® 20 mg pre-filled syringe injection:

Each carton contains 1 pre-filled syringe in blister pack.

Noxarin® 40 mg pre-filled syringe injection:

Each carton contains 1 pre-filled syringe in blister pack.

Noxarin® 60 mg pre-filled syringe injection:

Each carton contains 1 pre-filled syringe in blister pack.

Noxarin® 80 mg pre-filled syringe injection:

Each carton contains 1 pre-filled syringe in blister pack.
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Manufactured by

Opsonin Pharma Limited
Rupatali, Barishal, Bangladesh.
® Registered Trade Mark.

Opsonin Pharma

Ideas for healthcare




