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Our Site at a Glance
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Our Products
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PE Polyamps (47 SKUSs)

Polyamps — Sole suppliers globally

PP Polybags (30 SKUSs)

Polybags - Sole Supplier Globall

Glass Vials (5 SKUs)

For Australian Markets




Our Capital Expansion Project
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Types of contamination

“Chemical” -Residues from other products as
well as cleaning and engineering solutions

“Physical’-solids/particles such as dust, metal
fillings and skin flakes;

“Microbiological”- viable Microorganisms is
a particular threat especially with products that are
injected, used in wounds or in the eyes (Sterile
products).



Vectors for contamination

We face many
potential
sources of
contamination:

Facility and Y s B
i Equipment and
Construction



Cross — Contamination from other products / materials

Dispensary

Controls in the dispensing process ensure that only the required
materials are available for manufacture.
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» Single direction entry
and exit for operators.

i Downflow booths

providing containment

AT = and protection of

- : exposed product.

* Single raw material in
each dispensary at
any one time.
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Cross — Contamination from other products / materials

Manufacturing areas
Segregated manufacturing suites with a clean central corridor.

Each suite is dedicated during manufacture and clean corridor
design results in containment within each suite.
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Cross — Contamination from other products / materials
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Manufacture of
multiple
products

Validated CIP
and manual
cleaning
processes.

Periodically
revalidated with
worst case

product for each
equipment train.



Brownfield construction

Impact on existing manufacturing areas
Adjacent to construction zones.

Large number of contractors.
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Brownfield construction

Downgrade and upgrade process
Co-ordination between production, maintenance /
engineering, facility support and microbiology.
Microbiology are the “gatekeepers”.

13

W
fw‘»L
)

>



People

People are the greatest source of contamination to the
manufacture of sterile product.

Three graded areas — CNC, C and B.
Different requirements based on risk.

/N

/ 2%
a/ 7%

’/:@ﬂ'v“':a

y

‘@d‘\'; v |

14



People
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Gowning procedures

Controlled gowning procedures
for entry into CNC, Grade C and
Grade B.

Following the correct gowning
procedure minimises the risk of
contamination from personnel.



People

Restricted access

Sterile entry role is controlled and
personnel are validated for sterile
entry.

C and B grade access are restricted

via the security system and require
annual training
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People
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WNew sterile change room

Dedicated change room
with micro satellite lab.
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Managing contamination risks
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Risk ltem

Water for
Injection &
Steam

Personnel /
Dress Code

Contamination
of product
leading to
failure to meet
specifications

Contamination
due to failure to
follow
procedure

Residual
Risk Risk Score

e Contamination | ow
at generation

* Contamination
after
generation
(storage and
distribution)

Specific

Contamination of Low
equipment /
product

Managed

By

* Routine micro/
chemical
testing

* Routine
passivation
schedule

* Training and

procedures
* Enclosed

equipment
» Cleaning

regime
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Confidentiality Notice

This file is private and may contain confidential and proprietary information. If you have received this file in error, please notify us and remove
it from your system and note that you must not copy, distribute or take any action in reliance on it. Any unauthorized use or disclosure of the
contents of this file is not permitted and may be unlawful. AstraZeneca PLC, 1 Francis Crick Avenue, Cambridge Biomedical Campus,
Cambridge, CB2 0AA, UK, T: +44(0)203 749 5000, www.astrazeneca.com



