Amlodipine Besylate Tablets USP 2.5mg and 5mg will be changing NDC’s effective the
dates below:

e 2.5mg — Effective from April 11, 2024
e 5mg — Effective around end-June/July 2024

Impact of change: Tablet size and weight reduction of 2.5mg and 5mg tablet as outlined
below. This change has been approved by the FDA. There is no change to the following:
tablet color, ingredients, and excipients. This product should be considered genuine and
this change is not expected to affect efficacy or safety of the product. The amount of
active ingredient has not changed; thus, no change in effect is anticipated.

Existing NDC New NDC
Amlodipine Besylate Tablets USP| 2.5 mg 90 Norvasc® 68180-719-09 68180-233-01
Amlodipine Besylate Tablets USP| 5mg 90 Norvasc® 68180-720-09 68180-455-01
Amlodipine Besylate Tablets USP| 5mg 1000 Norvasc® 68180-720-03 68180-455-02

Lupin Product Description S Tt oW =T ENOG VT [0 [ ET(=N [1]] Existing Tablet Dimensions New Tablet Dimensions
Amlodipine Besylate Tablets USP| 2.5 mg 90 Norvasc® 6.80 mm 5.25 mm
Amlodipine Besylate Tablets USP| 5 mg 90 Norvasc® Length: 8.50 mm Length: 7.00 mm
Amlodipine Besylate Tablets USP| 5mg 1000 Norvasc® Width 5.00 mm Width: 4.00 mm

Lupin Product Description S T =T ENOGTTT Aol T P ETR 0] Existing Tablet Weight New Tablet Weight
Amlodipine Besylate Tablets USP| 2.5 mg 90 Norvasc® 125 mg 62.5 mg
Amlodipine Besylate Tablets USP| 5mg 90 Norvasc®

125 mg 62.5 mg
Amlodipine Besylate Tablets USP| 5mg 1000 Norvasc®
Existing

Tablet Imprint

Product Strength Tablet Color Tablet Shape Tablet Image

(Front / Back)

Round;
Amlodipine Besylate Tablets USP| 2.5mg Pink mottled flat-faced; L/28
beveled edge

Amlodipine Besylate Tablets USP| 5mg | White to off-white Capsule-shaped L/29

New

Tablet Imprint

Product Strength Tablet Color Tablet Shape Tablet Image

(Front / Back)

Round;
Amlodipine Besylate Tablets USP| 2.5mg Pink mottled flat-faced; u/1
beveled edge

Amlodipine Besylate Tablets USP| 5mg | White to off-white Capsule-shaped u/2




