LIDOCAINE- lidocaine ointment
Aleor Dermaceuticals Limited

Lidocaine Ointment USP, 5%
FOR TOPICAL USE ONLY.DO NOT USE IN THE EYES
Rx Only

PACKAGE LABEL.PRINCIPAL DISPLAY PANEL
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Laminate Tube with Child-Resistant Cap
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_ CONTAINS: Lidocaine base 5% in a water soluble base consisting of polyethylene glycol 300 and polyethylene glycol 1450. —_—
USUAL DOSAGE: See package insert for full prescribing information.

WARNING: This package is child-resistant. Keep out of reach of children.
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Store at 20° to 25°C (68° to 77°F) excursions permitted to 15° to 30°C (59° to 86°F). % 2
[see USP Controlled Room Temperature]. = %
DIRECTIONS: To open, push down on cap while turning counter-clockwise. N
To close, push down on cap while turning clockwise. 371589100130
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Lidocaine Ointment USP, 5%

Laminate Tube with Child-Resistant Cap
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Lidocaine Ointment USP. 5%

FOR TOPICAL USE ONLY. DO NOT USE IN THE EYES NET WT 35.44 g (1% 0z)
Rx only Laminate Tube with Child- L Cap

ALEOR

NDC 71589-001-50

Rx only

CONTAINS: Lidocaine base 5% in a water soluble base consisting of polyethylene glycol 300 and polyethylene glycol 1450.
USUAL DOSAGE: See package insert for full prescribing information.

ARNING: This package is child-resistant. Keep out of reach of children.
Store at 20° to 25°C (68° to 77°F) excursions permitted to 15° to 30°C (59° to 86°F).
[see USP Controlled Room Temperature].
DIRECTIONS: To open, push down on cap while turning counter-clockwise.
To close, push down on cap while turning clockwise. N
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Lidocaine Ointment USP, 5%

Wide mouth Jar with Child-Resistant Cap

FOR TOPICAL USE ONLY. DO NOT USE IN THE EYES
NET WT 50 g (1% Oz)
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Product Information
Product Type HUMAN PRESCRIPTION DRUG Item Code (Source) NDC:71589-001

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
LIDO CAINE (UNI: 98P1200987) (LIDOCAINE - UNIL98P1200987) LIDOCAINE 50mg inlg
Inactive Ingredients
Ingredient Name Strength

POLYETHYLENE GLYCOL 300 (UNIL: 5655G9Y8AQ)
POLYETHYLENE GLYCOL 1450 (UNIL: OJ4Z5Z32L4)

Packaging

# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:71589-001-30 1in 1 CARTON 11/30/2018

1 30 g in 1 TUBE; Type 0: Not a Combination Product

2 NDC:71589-001-35 1in 1 CARTON 11/30/2018

2 35.44 g in 1 TUBE; Type 0: Nota Combination Product

3 NDC:71589-001-50 50 gin 1JAR; Type 0: Nota Combination Product 11/30/2018

Marketing Information
Marketing Category Application Number or Monograph Citation Marketing Start Date  Marketing End Date
ANDA ANDA211469 11/30/2018

Labeler - Aleor Dermaceuticals Limited (871411532)

Registrant - Aleor Dermaceuticals Limited (871411532)

Establishment
Name Address ID/FEI Business Operations
Encube Ethicals Pvt. Ltd. 725076298 MANUFACTURE(71589-001)

Revised: 7/2019 Aleor Dermaceuticals Limited
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