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A line of products
designed with Annex 1
in mind

Partner with us to achieve complete Annex 1
compliance through materials and consultation that
fully adhere to all regulatory standards. We also deliver
tailored solutions, offering custom sterilization wrapping
designed to meet your operation’s requirements.
Additionally, we provide ongoing support, including
validation assistance and post-project consultation, to
ensure continued compliance and success.




Autoclave Bags

e Heat Seal, Self- Seal, and
Drawstring Closures
Available

e Contact us for sizing details

Autoclavable Stopper
Bowl Covers

* Contact us for sizing details

Autoclavable Muff
Covers

¢ Contact us for sizing details




Autoclavable
Continuous Form
Tubing

¢ Contact us for sizing details

Autoclavable
Wrappers

e Contact us for sizing details

Autoclavable Filling
Needle Bags

e Contact us for sizing details
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PureClean™ 1421B DuPont™
Tyvek®

Keystone is proud to partner with DuPont™ to offer the
new PureClean™ 1421B Tyvek® material as a potential
replacement for the legacy 1422A type. PureClean™
Tyvek® is essentially the same as the original but without
the antistat agent. This advanced material is designed for
pharmaceutical manufacturing customers seeking the
benefits of the next generation of Tyveke®.
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Clear Film Side for

Visual Inspection

Keystone Cleanroom Products’
PureClean™ Self-Sealing 1421B Tyvek®
Autoclave bag with Clear Film Side and
Steam Indicator has a clear film side that
allows for easy visual inspection without
breaking the sterile barrier, as required by
Annex 1.



Hermetically
Sealed

Keystone Cleanroom Products
provides autoclave bags with both
heat-seal and self-seal closures,
eliminating the challenges posed
by the drawstring closures found in
larger Tyvek bags. These drawstring
closures often make it difficult to
fully dry the folds and creases of
the twisted “gooseneck” design.

“Right-sizing” Bags
Used in Production

If your operation isn’t ready to switch to
the new 1421B PureClean Tyvek, Keystone
Cleanroom Products can offer some
solutions while still using the legacy 1422A
Tyvek. Using the correct size self-sealing
1422A Tyvek bag for steam sterilization, : " 4
instead of an oversized drawstring bag, [ T St SRS
eliminates the excess hydrophobic Y T8 M
material; and reduces the chance of any

trace of the water soluable anti-stat

agent residue being left behind.
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Optimizing Compliance: Keystone's
Innovative Solutions

We have the ability to design customer specific
sterilization wrapping systems and manufacture our
products in Pennsauken, NJ USA. We operate in certified
ISO6 and I[SO8 cleanrooms, with only the most
advanced manufacturing equipment, materials, and
processes.




SINCE 1925

KEY/TONE

SAFETY <* CLEANROOM PRODUCTS

Your Journey to Annex 1
Compliance in the Steam
Sterilization of
Pharmaceutical Change
Parts Begins Here.

Contact Us:
info@keystonecrp.com
+1856-663-5740



