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Enorin

Enoxaparin Sodium USP 1V/SC Injection

DESCRIPTION
Enorin™ is a preparation of Enoxaparin Sodium. Enoxaparin is a low molecular weight heparin which has antithrombotic properties.
Enorin™ is a sterile aqueous solution containing enoxaparin sodium in a prefilled syringe.

INDICATIONS

« Prophylaxis of deep vein thrombosis (DVT) in abdominal surgery, hip replacement surgery, knee replacement surgery, or medical
patients with severely restricted mobility during acute illness.

« [npatient treatment of acute DVT with or without pulmonary embolism.

« Qutpatient treatment of acute DVT without pulmonary embolism.

« Prophylaxis of ischemic complications of unstable angina and non-Q-wave myocardial infarction [MI].

« Treatment of acute ST-segment elevation myocardial infarction [STEMI] managed medically or with subsequent percutaneous
coronary intervention [PCI].

DOSAGE AND ADMINISTRATION
Indication Standard Regimen
DVT prophylaxis in abdominal surgery 40 mg SC once daily up to 12 days
DVT prophylaxis in knee replacement surgery 30 mg SC every 12 hours up to 14 days
DVT prophylaxis in hip replacement surgery 30 mg SC every 12 hours or 40 mg SC once daily up to 14 days
DVT prophylaxis in medical patients 40 mg SC once daily up to 14 days

Inpatient treatment of acute DVT with or without | 1 mg/kg SC every 12 hours or 1.5 mg/kg SC once daily (with warfarin)
pulmonary embolism up to 17 days

Outpatient treatment of acute DVT without
pulmonary embolism

Unstable angina and non-Q-wave M|
Acute STEMI in patients <75 years of age

1 mg/kg SC every 12 hours (with warfarin) up to 17 days

1 mg/kg SC every 12 hours (with aspirin) 2 to 8 days

30 mg single IV bolus plus a 1 mg/kg SC dose followed by 1 mg/kg SC
every 12 hours at least 8 days (with aspirin)

Acute STEMI in patients >75 years of age 0.75 mg/kg SC every 12 hours (no bolus) at least 8 days (with Aspirin)
 Adjust the dose for patients with severe renal impairment

Instructions on injecting yourself with Enoxaparin Sodium

Syringes:

Preparing the injection site

1) Choose an area on the right or left side of your stomach. This should be at least 5 centimetres away
from your belly button and out towards your sides.

« Do not inject yourself within 5¢cm of your belly button or around existing scars or bruises.

« Change the place where you inject between the left and right sides of your stomach, depending on
the area you last injected. .
2) Wash your hands. Cleanse (do not rub) the area that you will inject with an alcohol swab or soap
and water.

3) Sit or lie in a comfortable position so that you are relaxed. Make sure you can see the place you
are going to inject. A lounge chair, recliner, or bed propped up with pillows is ideal.

Selecting your dose

1) Carefully pull off the needle cap from the syringe. Throw away the cap.

« Do not press on the plunger before injecting yourself to get rid of air bubbles. This can lead to a loss
of the medicine.

« Once you have removed the cap, do not allow the needle to touch anything. This is to make sure the -
needle stays clean (sterile). g |
2) When the amount of medication in the syringe matches your prescribed dose, there is no need to 75,0

adjust the dose. You are now ready to inject.

3) When the dose depends on your body weight, you may need to adjust the dose in the syringe to
match the prescribed dose. In that case, you can get rid of any extra medicine by holding the syringe
pointing down (to keep the air bubble in the syringe) and ejecting the extra amount into a container.
4) A drop may appear at the tip of the needle. If this occurs, remove the drop before injecting by
tapping on the syringe with the needle pointing down. You are now ready to inject.

Injecting

1) Hold the syringe in the hand you write with (like a pencil). With your other hand, gently pinch the
cleaned area of your stomach between your forefinger and thumb to make a fold in the skin.

* Make sure you hold the skin fold throughout the injection. ser |

2) Hold the syringe so that the needle is point in straight down (vertically at a 90° angle). Insert the I
full length of the needle into the skin fold.

3) Press down on the plunger with your thumb. This will send the medication into the fatty tissue of
the stomach. Complete the injection using all of the medicine in the syringe.

When you have finished

1) To avoid bruising, do not rub the injection site after you have injected yourself.

2) Drop the used syringe into a sharps container. Close the container lid tightly and place the
container out of reach of children. When the container is full, dispose of it as your doctor or
pharmacist has instructed. Any unused medicine or waste material should be disposed of in "
accordance with local requirements. .

CONTRAINDICATIONS
* Active major bleeding ¢ Thrombocytopenia with a positive in vitro test for anti-platelet antibody in the presence of enoxaparin sodium
* Hypersensitivity to enoxaparin sodium  Hypersensitivity to heparin or sheep products

SIDE EFFECTS
* Bleeding * Anaemia * Thrombocytopenia * Elevation of serum aminotransferase  Diarrhea and Nausea

PRECAUTIONS AND WARNINGS

« Increased risk of Hemorrhage: Use with caution in patients at risk.

« Percutaneous Coronary Revascularization: Obtain hemostasis at the puncture site before sheath removal.

« Concomitant medical conditions: Use with caution in patients with bleeding diathesis, uncontrolled arterial hypertension or history
of recent gastrointestinal ulceration, diabetic retinopathy, renal dysfunction, or hemorrhage.

« History of Heparin-induced thrombocytopenia: Use with caution.

* Thrombocytopenia: Monitor platelet count closely.

« Interchangeability with other heparins: Do not exchange with heparin or other LMWHs.

« Pregnant women with mechanical prosthetic heart valves and their fetuses, may be at increased risk and may need more frequent
monitoring and dosage adjustment.

USE IN PPREGNANCY AND LACTATION

Pregnancy Category B. There is no evidence that Enoxaparin Sodium crosses the placenta. Pregnant women receiving Enoxaparin
Sodium should be carefully monitored for evidence of bleeding or excessive anticoagulation.

It is not known whether Enoxaparin is excreted in human milk. Because many drugs are excreted in human milk and because of the
potential for serious adverse reactions in nursing infants from Enoxaparin, a decision should be made whether to discontinue nursing
or discontinue Enoxaparin, taking into account the importance of Enoxaparin to the mother and the known benefits of nursing.

STORAGE CONDITIONS
Do not store above 25 °C temperature. Keep away from light and wet place. Keep out of reach of children. Do not store in a refrigerator
and freezer.

PACKAGING

Enorin™ 40 Injection :

Each box contains 1 prefilled syringe. Each prefilled syringe contains Enoxaparin Sodium USP 40 mg equivalent to approximate
anti-factor Xa of 4000 IU.

Enorin™ 60 Injection :

Each box contains 1 prefilled syringe. Each prefilled syringe contains Enoxaparin Sodium USP 60 mg equivalent to approximate
anti-factor Xa of 6000 IU.

Enorin™ 80 Injection :

Each box contains 1 prefilled syringe. Each prefilled syringe contains Enoxaparin Sodium USP 80 mg equivalent to approximate
anti-factor Xa of 8000 IU.
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PM SPECIFICATION

JOB NAME : ENORIN INSERT

PAPER

: 60 GSM OFFSET PAPER

SIZE : L- 380 MM, W - 130 MM

LAMINATION : N/A

PRINT : 1 COLOR

LOADING PROCESS : N/A

PANTONE CODE : I PANTONE 293 C [ PANTONE 185C

CSD 04 UZL




