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Division of Antiviral Drug Products {
Attn: Document Control Room

Food and Drug Administration

HFD-530, NLRC, 200

5516 Nicholson Lane

Kensington, MD 20895
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David W. Feigal, Jr., M.D., M.P I, Director ¥ o R

Re: NDA 20-487; VALTREX® (valacyclovir hydrochloride) Caplets for Herpes Zoster Virus
Supplemental Application: CMC
Expedited Review Requested

Dear Dr. Feigal:

We submit herewith a Supplemental New Drug Application to provide for a revised
dissolution specification for VALTREX Caplets, 500 mg.

Reference is made to telephone conversations held on August 23 and 25, 1995, between
Dr. Ko-yu Lo, of your Division, and Mr. Wayne Talton, of our firm, concerning the
dissolution specification. Reference is also made to a preliminary data package submitted
to Dr. Lo by telefax on August 24, 1995,

As discussed with Dr. Lo, we submit this supplement for “Expedited Review” and wish to
request a telephone conference on September 7 or 8, 1995, to discuss our proposed
dissolution specification of Q- = in 45 mintutes for VALTREX Caplets, 500 mg.

We certify that a Field Copy of this supplement has been provided to our FDA district
office. If you should require any additional information, please do not hesitate to contact
me at (919) 315-8548.

Sincerely,
j . % «':/_‘:U-')
S. Wayne Talton

Assistant Director
Regulatory Affairs CMC
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cc: Dr. K. Lo, HFD-530
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*BURRQUGHS WELLCOME COMPANY
3030 Cornwallis Road

P.0.Box 12700
Research Triangle Park, N.C.

Attention: §, Wayne Talton
Assistant Director
Regulatory Affairs CMC

Dear SirfMadamy;

Food and Drug Administration
Rockville MD 20857

Date l_‘!é;Dré’)fot/ &, 7225
NDA No. 20-487

27709~-2700

We acknowledge receipt 6f your supplemental application for the following:

Name of Drug: VALTREX(valacyclovir hydrochloride)Caplets for Herpes Zoster Virus

NDA Number: 20-487
Suppiement Number: §C$-002
Date of Supplement: August 29,1995

Date of Receipt: August 29,1995

All communications concerning this NDA should be addressed as follows:

Center for Drug Evaluation and Research
Attention: Document Control Room 254
5516 Nicholson Lane, HFD-530

Rockville, MD 20857

Singerely yours,
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SupewiserwiConsﬁmér Safety Officer
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Division of Anti-Viral Drug Products
Center for Drug Evaluation and Research

FORM FBA 3217e (3/94)



DRAFT (9/10/2004 on 6:26 AM)

_ NDA DOCUMENT PACKAGE
- Chemistry Supplement Document Component Checklist -

NDA Number: 26-4§ Attach DSS Assigninent Sheet or Action
Supplement(s): S-662 Package Checklist

Chemistry Supplement Types:
[ ] SCF - Change in Formulation
[[] SCE — Expiration Date Change
[ ] SCP —Control / Packaging Change
Llscm- Manufacturing
E SCS — Control / Stability

COMPONENT CHECK-OFF/NOTES
APPROVAL LETTER
1/‘

APERGNATFFE LETTER
ARG LG HM L
LABELING

[ ] FINAL PRINTED LABELING

{_] DRAFT LABELING CITED IN JOA-

APPROVAL LETTER

CHEMISTRY REVIEW(S
CORRESPONDENCE -
OTHER REVIEWS/CONSULTS UA

Additional Notes:
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