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Integrated Quality Innovation

Pharmaceutical GMP

Services we offer:
e Assist in obtaining TGA Manufacturing License
e Assist in preparing for TGA inspections
e Assist in post TGA inspections response
e Assess company readiness for TGA audit
e Regulatory Affairs services for medicines and
medical device
Why select us?
o Get it right first time.
e Fast and no time wasting as we have done it
before.
e Our support makes it easy for your team.
e  We hold your hands, work with you until your
objectives are achieved
e Our cost is lower because we are efficient.

Quality Management Systems (QMS)

If you are looking to set up and certify your Quality
Management System (QMS), our experience team can
assist you with the following certifications:

SO 9001
ISO 22716
ISO 13485
HACCP

We can also assist in pre and post audits support when
and where required.

We combined our knowledge and skills in QMS and
Lean Manufacturing to ensure you have the most cost
effective and efficient system.
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Regulatory Services

Are you looking to list products with the Australian
Register of Therapeutic Goods (ARTG)?
We assist in helping organisations to:

e Listing of products with the ARTG

e Compile evidence package to support product

claims

e Labels and claims review

e Formulation advisory

e General advice on product listing

e Supplier audits

We are members of:

e Association of Therapeutic Goods Consultants
www.atgc.com.au

e ARCS Australia Ltd
WWW.arcs.com.au

Operations Strategic Review (OSR)
Do you know your hidden costs?

Every profitable enterprise encounter disruption that
drained its energy and financial resources that will
results in lower efficiency and productivity.

The financial costs by these disruptions are usually not
reported or analysed using conventional accounting
system. These are termed as "hidden costs".

Using our successful OSR model, we assist enterprise to
identify and quantify hidden costs.

Once the organization is aware of its hidden operational
costs, it is possible to formulate plans to eliminate or
reduced them.
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