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Heparin Sodium 5000 IU/ml

Injectable Solution

Drug Description
Heparin Sodium Injection is a sterile solution of heparin sodium
derived from non-bovine source, standardized for anticoagulant
activity. Each mL contains 5,000 International Units (IU) heparin
sodium.
Rout of administration
IV injection, IV infusion, Deep SC
*Not for IM injection
Indications and Usage
Heparin sodium injection is an anticoagulant indicated for:
- Prophylaxis and treatment of venous thrombosis and pulmonary
embolism;
- Prevention of postoperative deep venous thrombosis and
pulmonary embolism in patients undergoing major abdominothorac-
ic surgery or who, for other reasons, are at risk of developing
thromboembolic disease;
- Atrial fibrillation with embolization;
- Treatment of acute and chronic consumptive coagulopathies
(disseminated intravascular coagulation);
- Prevention of clotting in arterial and cardiac surgery;
- Prophylaxis and treatment of peripheral arterial embolism.
- Use as an anticoagulant in blood transfusions, extracorporeal
circulation, and dialysis procedures.
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Heparin sodium injection is incompatible with certain substances in
solution.

The dosage of heparin sodium should be adjusted according to the
patient’s coagulation-test results. When heparin is given by continuous
intravenous infusion, the coagulation time should be determined
approximately every 4 hours in the early stages of treatment.

Use in Specific Population

Usual pediatric dose

Intravenous, 50 Units/kg of body weight initial, then 50 to 100
Units/kg of body weight every four hours, or as determined by
coagulation test results.

Intravenous infusion, 50 Units/kg of body weight as a loading dose
initially, then 100 Units/kg of body weight added and absorbed
every four hours or 20,0000 Units/m? of body surface every 24
hours, or as determined by coagulation test results.

Pregnancy

FDA pregnancy category C. Caution is recommended when
heparin is used during the last trimester of pregnancy or during the
postpartum period because of the increased risk of maternal
bleeding.

Lactation

Heparin is not likely to be excreted in human milk, and any heparin
in milk would not be orally absorbed by a nursing infant.
Geriatrics

A higher incidence of bleeding has been reported in patients,
particularly women, over 60 years of age. Lower doses of heparin
may be indicated in these patients.

Laboratory Monitoring for Efficacy and Safety

Periodic platelet counts, hematocrits and tests for occult blood in
stool are recommended during the entire course of heparin therapy,
regardless of the route of administration.

Contraindications

«History of heparin-induced thrombocytopenia (HIT) and heparin-in-
duced thrombocytopenia and thrombosis (HITT)

*Known hypersensitivity to heparin.

*In whom suitable blood coagulation tests, e.g. the whole blood
clotting time, partial thromboplastin time, etc., cannot be performed
at appropriate intervals. (this contraindication refers to full dose
heparin; there is usually no need to monitor coagulation parameters
in patients receiving low-dose heparin)

*An uncontrolled active bleeding state, except when this is due to
disseminated intravascular coagulation.

Warnings & Precautions

Heparin is not intended for intramuscular use.

Not taking aspirin while using this medication. Need to inform all
physicians and dentists that this medication is being used.
Avoiding activities that may lead to injuries. Using care in brushing
teeth and shaving.

Eatal Medication Errors: Do not use Heparin Sodium Injection as a
“catheter lock flush” product.

Use heparin sodium with caution in disease states in which there is

increased risk of hemorrhage, including:

«Cardiovascular - Subacute bacterial endocarditis, severe hypertension.
+Surgical - During and immediately following (a) spinal tap or spinal
anesthesia or (b) major surgery, especially involving the brain, spinal
cord, or eye.

*Hematologic - Conditions associated with increased bleeding
tendencies, such as hemophilia, thrombocytopenia and some vascular
purpuras.

Patients with hereditary antithrombin Il
concurrent antithrombin I1l therapy.
*Gastrointestinal - Ulcerative lesions and continuous tube drainage of
the stomach or small intestine.

«Other - Menstruation, liver disease with impaired hemostasis.
Thrombocytopenia: Platelet counts should be obtained at baseline
and periodically during heparin administration. If the count falls below
100,000/mm?® or if recurrent thrombosis develops promptly
discontinue heparin, evaluate for HIT and HITT and if necessary,
administer an alternative anticoagulant.

Drug Interactions

-Oral Anticoagulants such as dicumarol or warfarin sodium

-Platelet Inhibitors Drugs such as NSAIDS and others that interfere
with platelet-aggregation reactions.

-Thrombolytic agents, such as: anistrepl
and urokinase

-Other Interactions: Digitalis, tetracyclines, nicotine or antihistamines,
Intravenous  nitroglycerin, Cefamandole, cefoperazone, cefotetan,
plicamycin, valproic acid, methimazole, propylthiouracil, Antithrombin Ill,
hydroxychloroquin and Probenecid.

Adverse Reactions

*Hemorrhage

*HIT and HITT, including delayed onset cases.

<“White clot syndrome” usually occurs after reduction of platelet count
to as low as 5000 count /mm?and by increased resistance to heparin
therapy.

Local irritation, erythema, mild pain, hematoma or ulceration may
follow deep subcutaneous injection of heparin sodium.
<Histamine-like reactions and necrosis of the skin has been reported
at the site of subcutaneous injection of heparin, occasionally requiring
skin grafting.

*Generalized hypersensitivity reactions have been reported.
*Osteoporosis following long-term administration of high doses of heparin,
cutaneous necrosis after systemic administration, suppression of
aldosterone synthesis, delayed transient alopecia, priapism, and rebound
hyperlipemia on discontinuation of heparin sodium have also been
reported.

+Significant elevations of aminotransferase levels

*Bleeding from gums when brushing teeth.

Overdosage Symptoms

Bleeding is the chief sign of heparin overdosage.

Neutralization of Heparin Effect

Protamine sulfate (1% solution) by slow infusion will neutralize
heparin sodium. No more than 50 mg should be administered,
very slowly, in any 10-minute period. Each mg of protamine sulfate
neutralizes approximately 100 IU heparin. Administration of protamine
sulfate can cause severe hypotensive and anaphylactoid reactions,
so the drug should be given only when resuscitation techniques and
treatment of anaphylactoid shock are readily available.

Storage:

Store below 30 °C. Protect from light and freezing.

Packaging:

Each 1 ml ampoule contains: 5000 IU Heparin sodium. 10 ampoules
with a leaflet are inserted into a cardboard box.

References:

- Heparin sodium FDA label

- USPDI 2007, heparin sodium injection
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‘You are kindly requested to contact us in case of
any comments or advices.
PO Box: 13185-1554
Email: in hpharma.com
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