NDA 20-902 Page 16

other bottles* The sponsor should be advised that both of the above phrases
‘must be removed from all labeling after the first 6 months of marketing.

-10. Under the product attributes section on the bottle, blister, and dispensit

Sponsor also needs to be made aware that the revised statement must be

removed after the first 6 months of marketing.

Il. The following labelihg changes need to be made within 180 days or at

the next printing, whichever comes first.

A. The revised storage statement under the Other information section of the
Drug Facts labeling is in accordance with our requested change. However, to
be consistent with the language used in examples of product labeling in the final

rule, the storage statement that reads “store between 25 - 30°C (77 - 86°F)”

lll. The sponsor should consider the following labeling recommendations

A. For consistency with the indication under the Uses section, the sponsor

should consider revising the following: (a) on the PDP, the phrase that reads

“Relieves & Prevents Heartburn and Acid Indigestion to read _
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cartons and sample pouch dispensit, under product attributes section, for
consistency with the indication in the Uses section of the Drug Facts label, the
bulleted phrases “1 gelcap relieves heartburn and acid indigestion” should be

bulieted phrase “PEPCID AC prevents heartburn and acid indigestion. . .." should

B. The sponsor stated that the proprietary name text “Pepcid AC” is taller, and
noted that this was consistent with the trademark/graphic design approved for
PEPCID AC Chewable tablets in the approval letter dated September 24, 1998.
Under 21 CFR 201.61, the SOl needs to be in direct conjunction with the most
prominent display of the proprietary name and must be in bold face type on the
principal display panel in a size related to the most prominent printed matter.
The sponsor should consider increasing the type size of the SOl in a size related

to the size of the proprietary name “Pepcid AC.”

C. The sponsor should consider also including the statement -

outside the Drug Facts labeling section in a

conspicuous location, such as the PDP or product attributes section.

D. For the immediate bottle label, the sponsor should consider following the
provisions in § 201.66(d)(10)(i) through (d)(10)(v) for the modified format. For

consumer readability, we suggest using a 6-point type size.
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Gloria @hang, R.Ph. ' Helen Cothran, B.S.
Interduscnplmary Scientist, HFD-560 Team Leader, HFD-560

Deputy Dlrecto HFD 560
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