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[X]  52.211-9P14  New Drug Applications (JAN 1992) DPSC

     Offerors shall represent below information pertaining to FDA approval of New Drug Applications (NDA) or Abbreviated New Drug Applications (ANDA), when such approval is a prerequisite to marketing, and container/closure system information relative to product stability.  (If additional space is needed, the required information may be provided in an attachment to the offer.)

     (a)  NDA/ANDA.  Item ___________________________, FDA Approval File Number _______________________, Date of FDA approval _________________________.  Item ___________________, FDA Approval File Number ___________________, Date of FDA approval _______________________________.

     (b)  CONTAINER/CLOSURE SYSTEM MATERIALS.

         (1)  CONTAINER (e.g., clear glass, amber glass, high or low density polyethylene, etc.) ______________________________________________

________________________________________________________________________________________________________________________.

         (2)  CONTAINER SEAL.  Specify substance (e.g., waxed paper) which would contact the drug. _________________________________________

________________________________________________________________________________________________________________________.

       (3)  CONTAINER CLOSURE AND CLOSURE LINER.  Specify cap type (e.g., metal, polypropylene, etc.), and the material used to line the closure (e.g., fiber liner, teflon liner, etc.) ____________________________________________________________________________________________

______________________________________________________________________________________________________________________.

[  ]  52.211-9P16  SUBMISSION OF STABILITY DATA (JAN 1992) DPSC

     (a)  STABILITY DATA
         (1)  In accordance with the specification, the offeror shall submit stability data with its offer.

         (2)  Failure to furnish stability data evidencing compliance with the specification by the time set for opening/closing of offers, as specified in the solicitation, will require rejection of the offer, if the acquisition is sealed bid, or may preclude consideration, if the acquisition is negotiated.

     (b)  WAIVER OF THE REQUIREMENT TO SUBMIT STABILITY DATA

         The requirement for furnishing stability data, however, may be waived as to an offeror if (1) the offeror states in its offer that the stability data for the product it is offering to furnish is the same as that provided to the contracting office on a previous acquisition., (2) the stability data previously submitted evidences compliance with the specification cited in this solicitation and (3) there has been no change in the formulation, method of manufacture of container/closure system.  Offerors requesting a waiver of the requirement to submit stability data shall check contract/solicitation number:

[  ] Waiver of the requirement to submit stability data is hereby requested.  The stability data for the product offered under this solicitation is the same as that previously submitted under contract/solicitation number      ___________________________.  This stability data evidences compliance with the specificaiton cited herein and there has been no change in the formulation, method of manufacture or container/closure system of the product offered.
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