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Andrx’s proposed generic potassivm chloride supplement, and communications with
regulatory bodies concerning Andrx's ANDA. The first category includes documents that

coentain sales forecasts, projections, assumptions, and prejected requirements for a product
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ol an ANDA before a leller is senl to the applicant stuling that the application is
“spprovable”, 21 C.F.R. § 314.430(b). Thereafier, except for providing a “summary” of
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show a confidential docoment to a non-party witngss or expert). Nor is this a case in which
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CONCLUSION

Faor the foregoing reasons, Andrx respectfully requests that this Court determine that
the documents identified in Appendix A properly contain nonpublic information under 16

C.FR. § 4.10(a)(2) and are entitled to in camers protection pursuant to 16 CFR. § 345, In

addition, in the event that the Commission intends to disclose in camera Andrx information
i1 a final decision, Andrx respectfully reguests that the Commission notify both Andrx

outside counsel, Colin A. TInderwooed of Solemeon, Zauderer, Ellenkorn, Frischer & Sharp, 45

Rockefeller Plaza, Wew York s New York, 10111, te]enhnn;; 212-954-3700. facsimile 212-
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APPENDIX B

21 CER.§ 114.430 Page 1
CODPE OF FEDERAL RECULATIONS or aclmowledged hefore the agency sends an
THLE 71-FOOD AND BRUGS goproval _letter fo the aoolicapt. no dala or




APPENDIX B

21 CILK. § 314,430 Page 2

() all safery and effectiveness data and imformation
(a) Names and any informetion that would identify which have been submined in an application and
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APPENDIX B
21 CFR. § 314.430 Fage 3

200117 are available for public disclosure.

[0 FR. 21238, May 23, 1985; 50 FR 23798, June 6,
[983; 33 FR. 11580, March 29, 1950; 57 FR 17996,
April 28, 1992; 61 FR 51530, Oct 2, 1996; 63 FR
26668, May 13, 1998; 63 FR 48576, Scpt. 11, 1958;
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1 Do9; 65 FR 1832, Jan, 10, 2001]

~General Matedals (GM) - Referencas, Anbotations,
or Tables™

ZICF R § 314430
21 CFR § 314.430
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UNITED STATES OF AMERICA
BEFORE THE FEDERAL TRADE COMMISSION
In the Matter of
SCI[ERING-ILOUGH CORPORATION,
UPSIIER-SMITH LABORATORIES,
and
AMERICAN ITOME PRODUCTS CORPORATION,

Docket No. 9297

DECLARATION OF HERSCHEL E. 5IPARKS, JRR. IN SUPIMORT
LY A0 el i D el i

HERSCHEL E. SPARKS, JR., pursuant to 28 U.8.C. § 1746, declares as follows:

* - . - ) T . wmw ™ ' n 1 el



unless the information has otherwise been made public, FDA will notl even produce
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publicly available. In tact, even when the USP publishes a submission from a
manufzcturer in the U.S. Pharmacopeia, it does not disclose the identily of thai

manufacturer. In my expetience, comespondence with the USP s treated as carefully and
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CERTIFICATE OF SERVICE

I, Peter I Todaro, hereby certify that on January 4, 2002 T caused a true and correct
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