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Automatic Liquid Packaging, Inc.
Attn: John Brda
Regulatory Affairs Manager
2200 Lake Shore Drive
" Woodstock, Illinois 60098-7498 Re: Docket Number 98N-0337
Dear Mr. Brda:

Please refer to your Applications for Exemption dated July 20 1999, submitted under 21 CFR 201.66 (e),
the letter issued by the Agency on August 23, 1999, and your telefacsimile dated August 25, 1999, for

the following drug products:

Relief Eye Drops (tetrahydrozoline HCI and zinc sulfate) in 0.5 and 1 fl. oz. containers;

Extra Eye Drops (tetrahydrozoline HCI and polyethylene glycol 400) in 0.5 and 1 fl. oz. containers;
Regular Eye Drops (tetrahydrozoline HCI) in 0.5 and 1 {l. oz. containers; and

Artificial Tears (polyvinyl alcohol and povidone) in 0.5 and 1 fl. oz. containers.

In your telefacsimile dated August 25, 1999, you requested that the Agency enumerate the deviations
mentioned in its August 23, 1999 letter.

The following deviations from Drug Facts format were noted on some of your packages submitted on

July 20, 1999, and August 25, 1999 (telefacsimile):

e The “Warnings” section does not appear in the proper format, and the wording of some warnings is
not in the updated language. For example, warnings pursuant to 21 CFR 330.1(g) were updated to,
“Keep out of reach of children,” and “If swallowed, get medical help or contact a Poison Control

Center right away.”
e The “Ask a doctor before use if you have glaucoma” warning should be set off from other warnings

and should come directly after the heading.
e Only the first word of an ingredient name, heading, or subheading should be capitalized.
¢ Failure to continue the Drug Facts information on other useable panels.
e Failure to use Drug Facts (continued) when using other panels.

For further guidance, Docket No. 98N-0337 contains examples of labeling for specific products in the
new Drugs Facts format. We are enclosing the two example labels for ophthalmic products. Please note
that the text information enclosed for both examples is in 6-point type, and one of the examples continued
the required Drug Facts information on another side of the carton.

Please be advised that our comments do not address all aspects of your proposed draft labeling, and as
such, do not constitute an official review of labeling.
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Should you have any questions, please contact Elizabeth Yuan, R Ph., Regulatory Project Manager at
(301) 827-2222.

Sincerely yours,

Clud-

Charles J. Ganley,

Director

Division of Over-the-Counter Drug Products
Center for Drug Evaluation and Research

Enclosures



Opcon-A Eyedrops, 0.5 fl. oz.

Combination Product Using Standard Labeling Format*

[Outer Carton]
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* Note: 14 point Helvetica Condensed Bold ltalic Title
8 point Helvetica Condensed Bold Italic Headings
6 point Helvetica Condensed Bold Subheadings
6 point Helvetica Condensed Text
6.5 point Leading
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Clear Eyes, 0.5 oz.

Combination Produtt Using Standard Labeling Format*
[Outer Carton}--- -
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