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Synopsis

Ferring Pharmaceuticals, Inc., has submitted NDA 21-333 in support of an approval for MmmnTM Nasal
Spray (desmopressin acetate) Two formulations of desmopressin acetate have been approved by the
Agency: a room temperature stable formulation and a product which must be refrigerated. The room
temperature formulation is currently manufactured by Ferring and marketed by Aventis Pharmmaceuticals.
The refrigerated product, which was the “original” product approved in 1978 under NDA 17-922, was
never marketed and is the subject of this application. .

As this product was previously approved, no new additional clinical, chemistry, or blopharmaceutlcs data
was included. All data for this application was cross referenced fo NDA 17-922. The only potential item
of concern from a biopharmaceutics perspective is if the to-be-marketed formulation is the same as the
original formulation. This matter was determined to be a non-issue after reviewing the formulation

- specified in the NDA 17-922 archived submission.

Refrigerated Desmopressin Acetate

Component - Amount
Desmopressin Acetate _ 0.1 mg
Chlorobutanol - 5.0mg
Sodium Chloride : ) 9.0 mg
Hydrochioric Acid . ' . ' _ q.s. to pH 4.0

Recommendations

The Office of Clinical Pharmacology and Biopharmaceutics / Division of Pharmaceutical Evaluation-Il
(OCPB / DPE-li) has reviewed NDA 21-333- submitted 27-OCT-00. The Blopharmaceutlcs Section is
acceptable to OCPB as presented in this application (note Labehng Comments)

Labeling Comments

(Where applicable, strkeout text should be removed from labeling. Double underlined text should be
added fo labeling) -
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