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•" DEPARTMENTOF HEALTH & HUMAN SERVICES PubticHealthService

-!o
Food and Drug Administration
Rockville MD 20857

NDA 19-123

Upsher-SmithLaboratories,Inc.
Attention: Mr. Fred I. Wehling
14905 23rd Avenue North

Minneapolis,MN 55441

Dear Mr. Wehling:

Please refer to your new drug applicationdated
under section505(b)(I)of the FederalFood, Drug and

CosmeticAct for Klor-Con (potassiumchloride)8 and lO mEq Slow Release
Tablets.

We also acknowledgereceiptof .

We have completedthe reviewof this applicationincludingthe submitteddraft
labelingand have concludedthat adequate informationhas been presentedto
demonstratethat the drug productis safe and effectivefor use as recommended
in the encloseddraft labeling. Accordingly,the applicationis approved.
Prior to marketing,however,please submittwelve copies of the final printed
labelingthat are identicalto the draft. Please individuallymount seven of
the copies on heavy weight paper or similarmaterial.

In the near future,we plan to requestrevisionof currentpotassiumchloride
labelingthat incorporatesendoscopystudy findingsas well as contentand
format specifcations. We do expectyour cooperationin making changeswhen
our internaldeliberationshave been completed.

Marketingof the drug before the final printedlabelingis submittedto FDA
rendersthe productmisbrandedunder 21 U.S.C.352.

Should additionalinformationrelatingto the safetyand effectivenessof the
drug become availableprior to our receiptof the final printedlabeling,
revisionof that labelingmay be required.

In addition,please submit,in duplicate,the advertisingcopy that you intend
to use in your proposedintroductorypromotionaland advertisingcampaign.
Please submit one copy to this divisionand the second,along with a copy of
the packageinsert directlyto:

Divisionof Drug Advertisingand Labeling,HFN-240
Room lOB-04
5600 FishersLane
Rockville,Maryland20857

Please submit all proposedmaterialsin draft or mock-up form, not final
print. Also, please do not use form FD-2253for this submission;this form is
for routineuse, not proposedmaterials.



Please submit one market packageof the drug when it is available.

We remindyou thatyou must complywith the requirementsfor an approvedNDA
set forth under 21 CFR 314.80 and 314.81.

If you have any questions,pleasecontact:

Mr. Peter Manilla
ConsumerSafetyOfficer
(301) 443-4730

Sincerelyyours,

Raymondd. Lipicky,M.D.
Acting Director
Divisionof Cardio-RenalDrug Products
Office of drug Researchand Review
Center for Drugs and Biologics

cc: Ellis PharmaceuticalConsulting,Inc.
Attention:Ms. Hanni Levi Ellis
913 State Road
Princeton,NJ 08540-1484




