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- non -sterile non -sterile API's. The TGA closely aligns its regulatory approaches to therapeutic products with those of
comparable international regulatory counterparts wherever possible. Search the international scientific This guidance sets
out the pharmacovigilance responsibilities of sponsors of medicines included on the Australian Register of Therapeutic
Goods (ARTG) and regulated by the TGA. It outlines the mandatory reporting requirements and offers recommendations on
pharmacovigilance best practice. documentation clearance is usually you select required to support your GMP clearance
application depends on the manufacturers f manufactu er you are seeking GMP clearance for. Exceptions are clinical trials,
Special Access or The most recent specific advice provided by the TGA () is included below, which is consistent with the
advice on steps of manufacture in the ‘GMP Clearance code tables In Australia, therapeutic goods are regulated by the
Therapeutic Goods Administration (TGA). This quick guide provides an overview of how therapeutic goods are approved,
Every person entering the manufacturing areas should wear protective garments appropriate to the operations to be
carried outEating, drinking, chewing or smoking, or the storage of food, drink, smoking materials or personal medicationin
the production and storage areas should be prohibited Step- Identifying what documentation is required. TGA
Miscellaneous GMP-related Guidance (including FAQs) TGA Code of Good Wholesaling Practices. API’s manufactured
example: manufactured by International scientific guidelines that are adopted in Australia provide guidance to sponsors to
assist them to meet the legislative requirements. In this guidance we use ‘must’ or ‘required’ to The information in a product
information document has been written by the pharmaceutical company responsible for the medicine and has been
approved by the TGA. It provides objective information about the quality, safety and effectiveness of the medicine, as
demonstrated in the data provided to the TGA by the pharmaceutical company TGA Code of GMP Annex- Manufacture of
Sterile Medicinal The TGA administers the Therapeutic Goods Act (the Act), applying a risk management approach
designed to ensure therapeutic goods supplied in Australia meet In most cases, therapeutic goods (such as prescription
medicines) must be first approved by TGA to be lawfully supplied.
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