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Relevant standards
sterile barrier systems

Packaging for terminally sterilized medicald  evices
general requirements of packing materials replaced by ISO11607

Wrapping paper & non woven

Paper for Paper-film laminates

Paper bags

See through pouches and reels

packing materials for EO gas and radiation sterilization
adhesive coated papers for ethylene oxide or irradiation
reusable container

uncoated nonwoven material (Tyvek)

EN 868 -10: coated nonwoven material (Tyvek)
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can be achieved by the guidance of international standards like
1ISO 11607

Part 1
covers the requirements for materials,
Sterile barrier systems and packing systems
mainly for manufacturer

Part 2

covers packing for terminally sterilized medical devices,

validation requirements for forming, sealing and assembly
processes

this part is the one to guide you to  Quality in your hospital
steriCLI
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Quality

Why YOU need it
and how YOU can achieve it

Focus on sterile barrier systems
as per ISO 11607

Stericlin®
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Quality
for processing medical devices in hospitals
means reproducibility and reliability
of each single process
like
Cleaning and disinfection
Packing and sealing
Sterilization

Storage and transportation to the point of use

steriCLIn
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Quality

IS needed to save the patients
health
and will safe costs
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Basic requirements of 1ISO11607-2

- A guality management as described by ISO 9001
or ISO 13485 must be implemented first
- All processes for the handling of medical devices must

be validated

- Documentation of each validation step in written
IS required and must be guided and signed by gualified
staff

- Only a process can be validated, not a machine

steriCLIn
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Basic requirements of 1ISO11607-2

Validation in general is a confirmation by examination

that the particular requirement for a specific intended use
can be consequently fulfilled

steriCLIn

Manfred Blunk VP Medical Packaging 2008 Seite(n) / Page (s) [8]



; I Vereinigte Papierwarenfabriken GmbH

a member of the VP -group.de

Basic requirements of 1ISO11607-2
To shorten your steps to validate all processes you can
work with validated suppliers.

As they have validated their products it is no need for you
to do it again

Corresponding certificates must be provided by the
suppliers

steriCLIn
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Definition of sterile barrier systems as
per 1ISO11607-2

Minimum package (e.g. pouch or wrapping)
that prevents ingress of microorganisms and
allows aseptic presentation of the medical
product at the point of use

steriCLIn
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Preformed sterile barrier systems
as per 1S0O11607-2

6 H RV KU RSCIRKNIDIR NI J L Q .

Paper — Film PDWHULDOV

pouches & reels

STEAM, ETO
FORMaldehyde

EN 868 -5
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Sterile barrier - how It looks

Polyesterfilm 12p

Polypropylenefilm 40
*—_

laminated

medical grade paper

VP Stericlin: 70 g/'m?
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Sterile barrier — how it works @ member of fhe VB -group.de

Impermeable for
Air, Steam, Gases

Impermeable for germ carriers:
Dust + Fluids

Film
In daily use an absolute barrier

Paper: permeabel for
Air — Steam - Sterilants

Paper: efficiant barrier against Fluids

and Dust = germ carriers 8] :
stericL]
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Basic rules for the use of sterile
barrier systems like pouches and reels

-Never sterilize a flexible sterile packing system twice
-Do not fill up pouches and reels more than 75% of the
filling area

-Sterilized packs must be dry within 30 minutes after
sterilization

-Otherwise consider those packs as not sterile

-check the peel direction by the opening symbol %
-never peel against the peel direction to avoid tear off
paper fibres (contamination)

steriCLI
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Marking of sterile barrier systems
like pouches and reels

Marking at film side only and outside of the filling area

A steam resistant solvent free soft tip pen should be
used

Hard tip pens are not usable as they can damage the
packing material

Never write on the paper side

steriCLI
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Preformed sterile barrier systems
as per 1S0O11607-2

Blue Line non woven pouches and

reels

- especially designed for heavy and
bulky items like metal bowls, textiles,
optics and trays...

- three indicators (steam, formaldehyde
and ETO) are printed
EN868-5

- higher permeability and stronger than
paper/film packaging

—r
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Preformed sterile barrier system
Blue Line reel
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Preformed sterile barrier systems
as per 1S0O11607-2

TYVEK® Laminates

pouches & reels
with two indicators
plasma and ETO

TYVEK® is a registered trademark
of DuPont

PLASMA , ETO, Radiation
STEAM (up t0121< only)
EN 868 - 9 -10

steriCL
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Sterile barrier systems e A TR
as per 1ISO11607-2

crepe wrapping paper
green, blue, white
- COMFORT non-woven
green, blue and interleaved
- PREMIUM non-woven
green and blue

5PLUS wrapping material
made of polypropylene

5 layers of safety for
steam-, ETO- and plasma-
sterilization

steriCLIn

Manfred Blunk VP Medical Packaging 2008 Seite(n) / Page (s) [19]




; I Vereinigte Papierwarenfabriken GmbH

a member of the VP -group.de

Sterile barrier system double packing

AN

Double packaging / double
wrapping minimizes the risk
of recontamination during the
opening process.

Double wrapping gives a
second shield against
package damages during
storage and transport

steriCLI
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Sterile barrier systems as per 1ISO 11607-2

configuration of materials designed to prevent damage
to the sterile barrier system and its contents until the
point of use

single double

steriCLIn
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Sterile barrier systems as per ISO 11607-2

Protective packing for a sterile barrier system
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Validation of packing and sealing
processes

Validation must include all sterile barrier systems like
flexible packaging, see-through packaging, wrappings
and even containers

Definition of critical parameters of packing and sealing

Definition of a working range of critical parameters
which are usable to achieve a reproducible and

reliable Quality . A critical parameter is one who has
key influence to the process
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Validation of sealing process

A rotary sealer is much more reliable than a bar sealer

Critical parameters are temperature, pressure and time
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Validation of the packing and
sealing process

Required tests as per ISO 11607-2
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Validation of the packing and
sealing process

visual test for
the Integrity of
the entire pouch
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Validation of the packing and
sealing process

peel characteristic
test
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Validation of the packing and sealing process

Dye penetration test

seal a pouch
Cut it off

Fill in a droplet
of special test
solution

Check the
result after 20
seconds
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Validation of the packing and sealing process

Integer seam failiure

no channel this channel has a
diameter of only 10 p -
thinner than a human hair
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Validation of the packing and
sealing process

Seal strength test
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Validation of the packing and
sealing process

Recommendation for the tests cycles

Visual check is a daily routine test and has to be done
permanently

Peel characteristic test has to be done frequently

Dye penetration test has to be once a day

seal strength has to be done 2 - 4 times a year.

The minimum seal strength for paper film pouches must be at least
1,5 Newton per 15 mm of the seal before and after sterilization
according to EN 868-5
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Sterile barrier systems loading of sterilizer chambe r
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Light items on top

Heavy items at the
bottom
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Storage of sterile barrier systems
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Storage for sterile barrier systems

The hygene department must lay down the rules for
storage conditions under the guidance of corresponding
standards like DIN58953-8
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Storage conditions
sterile barrier systems
DIN58953-8

-Storage room must be dry, dark, airconditioned
and easily to clean
-Room climate: 15%25C
-Relative humidty: 30 - 60%
-Storage room must be free from insects
-No influence by sun light (UV light)
-Storage room is not accessible for everybody
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Storage time recomendations

Storage time table according to DI N 58953, part 7

type of sterile barrier system storage unprotected storage protected
compliant with
ISO 11607 / EN 868 (without dust protection, (dust protected, e.g. in
e.g. on shelves) cupboards or drawers)

sterile single wraps

intended for immediate use, |6 months, but not longer than

and / or not to be used for storage. maximum shelf life
sterile double wraps

single or double wraps in a max 5 years

sterile storage package = dust |or

cover, not opened or opened
and re-closed

according to the recommended maximum shelf life of the
manufacturer
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Storage for sterile barrier systems

Packings must be checked according to the validated shelf
life before expiry date

- Visual check for damages
- Dey penetration test
- Sealing strength test
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Transportation of sterile batrrier systems to
the point of use

Transportaion must be done in a protected way like protective
packing, closed container etc.

At arrival a visual check of the sterile barrier system must be
done
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for Validation of the sterilization
process

Please ask your machine supplier for support
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Dedicated to highest QUALITY for the
safety of patients and healthcare
professionals

Made in Germany

Thank you for your kind attention
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