marketing and distribution of therapeutic and
diagnostic radiopharmaceuticals through DRAXIMAGE
and in the provision of pharmaceutical contract
manufacturing services, specializing in liquid and
freeze-dried injectables and other sterile products
through DRAXIS Pharma. DRAXIS Health counts
over 500 employees.

Regulatory Affairs Documentalist
(9-239)

PRIMARY FUNCTIONS
Documentation index:

Documentation that was / is subject to regulatory agencies
Establish a system that lists the correspondence with agencies
Follow up actions related to control program changes
Train users to use the system
Monitoring of packaging components
Follow up with the sales department for the completion of the tests
Maintain a list of versions to be submitted
Prepare submissions of final packaging material and publications and promotional material for
submission to regulatory agencies (FDA)
Manage all documents to archive
Coordinate documentation and applications in auditing, drafting of SOPs related to the task
Optimize the system documentation Regulatory Affairs
Support the development of training curriculum and job description for RA
Acts as a Specialist, Regulatory Affairs, where necessary to generate annual reports of pharmaceutical
and regulatory agencies in order to prepare bids

QUALIFICATION REQUIREMENTS

D.E.C. in science or documentation

3 to 5 years of experience in the pharmaceutical industry

Understanding of GMP regulations in Canada and the FDA of the United States
Extensive knowledge of software ( MS-Office)

Excellent organisational skills

Experience in regulatory affairs, an asset

Bilingual, French and English, both written and spoken

If you are interested in this position, please submit

your application to Human Resources by sending

You are our success.



