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Baked-on siliconisation for prefillable syringes

Oily siliconised syringes Baked-on siliconisation Today, many of the new drugs developed by the pharma-

ceutical industry demand increasingly individual packaging

Storage S DI Storage DI ( approaches to meet specific requirements. Special finishing
g) I ( g) > ( processes to ensure compatibility of the packaging material
N \ / N / with the active substance in the drug product hold it stable

in solution and prevent it becoming inactive.

Gerresheimer Blinde offers effective surface coatings to meet
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—> Break-out force stays low during storage of silicone oil on the inside of the syringe barrel can help to

stabilize sensitive biotech drugs. Silicone oil droplets
/\ ! ) ) generated by liquid conventional siliconisation under specific
k / \ /L k f circumstances could lead to final drug reject or in the worst

case protein aggregation in biotech-derived drug products.
In addition, baked-on siliconisation ensures low and stable
break-out forces over the whole shelf life of the drug.
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Treatment with ammonium sulphate

Na,O + (NH,),So,

Nearly insoluble
in water

Na,SO, + 2 NH, + H,0

Very soluble
in water

In general, the influence which the glass primary-packaging container can have on product stability
should not be underestimated. In the glass material used (type I), the main factor influencing stability is the
resistance property of its surface, measured by its alkalinity. As some drugs frequently cannot be kept
stable in solution long enough under the conditions typical for glass application systems, they can be
marketed only as a freeze-dried substance in a glass vial.

A specific surface-treatment process developed by Gerresheimer Tubular Glass helps to overcome this
serious problem and offers an optimised drug delivery system approach for non-buffered/low-buffered
drug product solutions or WFI delivery systems. Together with the use of a special glass composition with
lower alkali content (KG33 glass), treatment with ammonium sulphate offers a significant improvement
in the pH stability of sensitive drug formulations or WFI delivery systems.
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Gerresheimer Boleslawiec S.A.
Boleslawiec * Poland

Gerresheimer Biinde GmbH
Blnde * Germany

Gerresheimer Chalon S.A.
Chalon-sur-Saéne * France

Gerresheimer Shuangfeng Pharmaceutical Co. Ltd
Danyang/Zhenjiang ¢ Jiangsu ¢ China
Gerresheimer Wertheim GmbH

Wertheim * Germany

Information for Europe/Asia
info-tubing-eu@gerresheimer.com (glass tubing)
info-tg-eu@gerresheimer.com (converted glass products)

info@gerresheimer.com - www.gerresheimer.com JJ

Gerresheimer Glass Inc.

Vineland Plant, Vineland * NJ * USA
Morganton Plant, Morganton ¢« NC * USA
Forest Grove Plant, Vineland « NJ * USA

Gerresheimer Querétaro S.A.
Querétaro * Mexico

Information for the Americas
info-tubing-us@gerresheimer.com (glass tubing)
info-tg-us@gerresheimer.com (converted glass products)
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More information

E-mail: info@gerresheimer.com
Internet: www.gerresheimer.com



