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Drug Details
Drug Name(s) NEUPOGEN
FDA Application No. (BLA) 103353
Active Ingredient(s) FILGRASTIM
Company AMGEN
Original Approval or Tentative Approval Date February 20, 1991
¢ There are no Therapeutic Equivalents e Label Information
« Approval History, Letters, Reviews, and « Physician Package Insert 31°
Related Documents
¢ Physician Package Insert Part 111 ¢ Physician Package Insert Part 212
Products on Application (BLA) #103353
Click on a column header to re-sort the table:
Drug Name Active Ingredients Strength Dosage Form/Route Marketing RLD TE
Status Code
NEUPOGEN FILGRASTIM 300MCG/1ML VIAL Prescription No None
NEUPOGEN FILGRASTIM 480MCG/1.6ML VIAL Prescription No None
NEUPOGEN FILGRASTIM 300MGC/0.5ML SYRINGE Prescription No None
NEUPOGEN FILGRASTIM 480MCG/0.8ML SYRINGE Prescription No None
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1. http://www.addthis.com/bookmark.php?u508=true&v=1528&username=fdamain
2. http://www.addthis.com/bookmark.php
3. http://www.fda.gov/default.htm
4. http://www.fda.gov/Drugs/InformationOnDrugs/default.htm
5. http://www.accessdata.fda.gov/scripts/cder/drugsatfda/index.cfm
6. http://www.fda.gov/Drugs/InformationOnDrugs/ucm075234.htm
7. http://www.fda.gov/Drugs/InformationOnDrugs/UCM079874
8. http://www.fda.gov/Drugs/InformationOnDrugs/ucm079436.htm
9. http://www.accessdata.fda.gov/scripts/email/cder/commentdrugcat.cfm
EXHIBIT

10. http://www.accessdata.fda.gov/drugsatfda_docs/label/2002/filgamg052902PLBp3.pdf
11. http://www.accessdata.fda.gov/drugs.tfda_docs/label/2002/i lgamgJ52902PLBp1.pdf
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