
November 7,ZOOl 

Food and Drug Administration 
5630 Fishers Lane, Room 1061 
Rockville, MD 20852 

Docket No. 98N-0337 
Comment Nos. APPl 1 & APP12 

APPLICATION FOR DEFERRAL (REQUEST FOR WITHRAWAL) 

Re: Withdrawal of Request for Deferral from 2 1 CFR 20 1.66 (OTC Drug Product 
Labeling) 

Subject: L. Perrigo Company (Perrigo) 
Suphedrine Cold & Cough Liquid-Filled Capsules (Perrigo code 080) 
Day Time Liquid-Filled Capsules (Perrigo product code 389) 

Pursuant to 2 1 CFR 201.66(e) Perrigo requested a Deferral from 21 CFR 201.66 for its 
Suphedrine Cold & Cough Liquid-Filled Capsule over-the-counter drug product (Perrigo product 
code 080) and Day Time Liquid-Filled Capsules (Perrigo product code 389). The requests were 
sent to Docket No. 98N-0337 and were dated August 9,200l. Perrigo requested that the Food 
and Drug Administration defer compliance until Exemption Requests dated October 6,200O had 
been answered regarding the use of the phrase “May contain” in the inactive ingredients section 
of the product label. 

On November 6,200l Perrigo received a response to the Exemption Requests from the 
Food and Drug Administration. At this time, Perrigo requests the withdrawal of both Deferral 
requests dated August 9,200l regarding Suphedrine Cold & Cough Liquid-Filled Capsules 
(Perrigo code 080) and Day Time Liquid-Filled Capsules (Perrigo product code 389). 

If there are any questions concerning this request, please contact me by phone at 
(616) 673-7595 or fax at (616) 673-7655. Thank you for your attention to this matter. 

Sincerely, 
L. PERRIGO COMPANY 

David Jespersen 
Director of Technical Affairs 

515 Eastern Avenue 
Akgan, Michigan 49010 
1616) 673-8451 
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From: David Jespersen (616)373-7595 
Perrigo Company 
502 Eastern Avenue 
Plant 6 
Allegan, Ml, 49010 

To: Docket no. 98N-0337 [301)827-2222 
Food and Drug Administration 
5630 Fishers Lane, Room 1061 

Rockville, MD, 20852 
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Shipping Label 

1. Use the “Print” feature fi-om your browser to send this @age to your laser or inkjet printer. 
2. Fold the printed page along the horizontal line. 
3. Place label in shipping label pouch and affix it to your shipment so that the barcode portion of the label can be read a 
4. To print a receipt of your shipment, please click on “Shipping History.” 

Ship a New Package 

Use of this system constitutes your agreement to the service conditions in the current FedEx service Guide, available upon request. 

FedEx will not be responsible for any claim in excess of $100 per package, whether the result of loss, damage, delay, non-delivery, misdelivery, or 
misinformation, unless you declare a higher value, pay an additional charge, document your actual loss and file a timely claim. Limitations found in the current 
FedEx Service Guide apply. Your right to recover from FedEx for any loss, including intrinsic value of the package, loss of sales, income interest, profit, 
attorney’s fees, costs, and other forms of damage whether direct, incidental, consequential, or special is limited to the greater of $100 or the authorized declared 
value. Recovery cannot exceed actual documented loss. Maximum for items of extraordinary value is $500, e.g. jewelry, precious metals, negotiable instruments 
and other items listed in our Service Guide. Written claims must be filed within strict time limits, see current FedEx Service Guide. 
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