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READ THlS INFORMATION BEFORE PRESCRIBING THIS PRODUCT

INDICATIONS AND USAGE
Astero™ is a medicated Hydrogel wound dressing in a Metered Dose (M-DOSE™) bottle containing Lidocaine Hydrochloride 4%, an amide type local anesthetic, indicated for:

Painful wounds such as post-surgical incisions, ulcers, cuts and abrasions.

DOSAGE

DOSAGE FORMS AND STRENGTHS
Astero is a topical medicated hydrogel wound dressing. Each gram of Astero contains 4% Lidocaine HCl USP (40mg).

CONTRAINDICATIONS
Traumatized mucosa, secondary bacterial infection of the area of proposed application and known hypersensitivity to any of the components. Lidocaine Hydrochloride USP is contraindicated in patients with a known history of hypersensitivity to local anesthetics of the amide type.

WARNINGS AND PRECAUTIONS

of Lidocaine Hydrochloride USP.

ADVERSE REACTIONS

DRUG INTERACTIONS

Astero may interact with other medicines that you take.

USE IN SPECIFIC POPULATIONS
 Nursing Mothers:

woman. Pediatric use: Dosage in children should be reduced, commensurate with age, body weight and physical condition. Geriatric use:
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Warning: FOR EXTERNAL USE ONLY. NOT FOR OPHTHALMIC USE.

1. Indications: Painful wounds such as post-surgical incisions, ulcers, cuts and abrasions.

2. Dosage and Administration:

2.1 Dosage for children:

2.2 Administration:

3. Dosage Form and Strength: Astero is a topical medicated hydrogel wound dressing. Each gram of Astero contains 4% Lidocaine Hydrochloride USP (40mg).

4.Contraindications: Lidocaine Hydrochloride USP is contraindicated in patients with a known history of hypersensitivity to local anesthetics of the amide type or to other components of Astero.
Do not use Astero on traumatized mucosa or in the presence of secondary bacterial infection of the area of proposed application.

5. Warnings and Precautions:

6. Adverse Reactions:

6.1 Central nervous system:
-

ness and respiratory arrest. Drowsiness following the administration of Lidocaine Hydrochloride USP is usually an early sign of a high blood level of the drug and may occur as a consequence of rapid absorption.
6.2 Cardiovascular system:
6.3 Allergic: Allergic reactions are characterized by cutaneous lesions, urticaria, edema or anaphylactoid reactions. Allergic reactions may occur as a result of sensitivity either to the local anesthetic agent or to other components in the formulation. Allergic reactions as a result of 

7. Drug Interactions:
7.1 Serious interactions:

7.2 General interactions:

8.1 Use in Pregnancy:

8.2 Labor and Delivery: Lidocaine Hydrochloride USP is not contraindicated in labor and delivery. Should Astero be used concomitantly with other products containing Lidocaine Hydrochloride USP, the total dose contributed by all formulations must be kept in mind.
8.3 Nursing Mothers:
8.4 Pediatric use: Dosage in children should be reduced, commensurate with age, body weight and physical condition. Caution must be taken to avoid over dosage when applying Astero to large areas of injured or abraded skin, since the systemic absorption of Lidocaine 

8.5 Geriatric use:

9. Over Dosage:
9.1 Management of local anesthetic emergencies:

positive airway pressure by mask.

adequate respiratory support, and if the status of the circulation permits, small increments of an ultra-short acting barbiturate (such as thiopental or thiamylal) or a benzodiazepine (such as diazepam) may be administered intravenously. The clinician should be familiar, prior to 

10. Description:
10.1 Active Ingredients:
10.2 Inactive Ingredients:

11. Clinical Pharmacology:
11.1 Mechanism of action:
The high water content of hydrogel dressings cools the wound, producing pain relief that can last up to 6 hours. Dressing-change discomfort is also reduced because Astero doesn’t adhere to the wound surface.

11.2 Onset of anesthesia:
11.3 Hemodynamics:
system.
11.4 Pharmacokinetics and metabolism:

12. Non Clinical Toxicity:

13. How Supplied / Storage and Handling:
HOW SUPPLIED:

STORE AND DISPOSE OF THIS AND ALL MEDICATIONS OUT OF REACH OF CHILDREN AND PETS. All prescriptions using this product shall be pursuant to state statutes as applicable. This product may be administered only under a physician’s supervision. There are no implied or 

Manufactured for: 


