Job Position: Regulatory Affairs Specialist

Job Description:

Compile, review and submit original submissions, Supplements and Amendments for ANDAs. Validate analytical
test methods for assay, related compounds, dissolution, particle size distribution, and residual substances.
Prepare and submit controlled correspondences to USFDA. Submit annual reports and periodic adverse drug
experience reports. Write method validation protocols, technical reports to document Analytical methods,
transferring documented analytical methods to the QC department and Updating SOP. Review change controls
and submit documents to FDA through eCTD publishing software and MS Excel.

Mail Resumes to:

Solaris Pharma

1031 Route 202/206, Suite G-200
Bridgewater, NJ 08807

1031 Route 202/206, Ste. G-200, Bridgewater, NJ 08807 — Office 908-800-0300



