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Elastomeric Tri-Clamp gaskets according to industry standard 

DIN 32676 (metric and imperial):

• Row A (DIN 11850 / DIN 10357) 

• Row B (ISO 1127) 

• Row C (ASME BPE) 

Materials:

• EPDM (Ethylene Propylene Diene Monomer rubber - Peroxide Cured)

• FKM (Fluoroelastomere - Peroxide Cured)

• VMQ (Silicone - Platinum cured)

Products

Clamp

Pipe/Ferrule

Gasket
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Quality Control Systems:
• USA: FDA 21CFR174.5 

• EU: EC2023/2006

• Quality system in place to ensure product quality

• Manufacturing controls in place to ensure product safety

• Documentation

• Use of material at the level only to achieve technical function

• Materials have suitable purities

• …..

Good Manufacturing Practice (How?)
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Full Traceability

Raw material 
supplier

Mixer/
Compounder

Molder Rubber Fab
Distributor/

Enduser

Product Process A Process B Process C

Chain Traceability
Movement of products in 
multiple processes 
(between manufacturers) 
can be monitored.

Internal Traceability
Movement of products 
within a single process can 
be monitored.
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Third-Party Testing/Compliance:
• FDA 21 CFR177.2600 (Formulation review)

• USP Class VI <87>, <88> 121°C (In-Vivo and In-Vitro Biocompatibility Testing)

• 3A Sanitary Standard 18-03 (Multiple-Use Rubber as Product Contact Surfaces in Dairy Equipment)

• EC1935/2004 (Materials and articles intended to come into contact with food)

• ADI (Animal Derived Ingredient) free (EMEA 410/01)

• FDA 21 CFR 174.5 (Good Manufacturing Practice -GMP- General provisions applicable to indirect 
food additives) 

• EC2023/2006 (Good Manufacturing Practice - GMP)

In-House Testing:
• FDA 21 CFR177.2600 (Extraction Testing)

• Physical Property analysis, Immersion testing, TGA etc. 

Regulatory Compliance & Testing
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In-House Testing Capabilities

Chemical lab Compound lab Physical lab Functional lab
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Country of Origin Effect:
• Psychological effect describing how the customer’s attitude, perception and purchasing 

decision is influenced by products country of origin labelling.

• Origin is Europe

Supplier Declaration:
• Supplier provides information concerning the originating status of goods.

• Customer needs this information to certify the preferential origin of the goods to be exported

• No legal obligation to make out supplier’s declaration. 

• Mainly used for deliveries of goods within EU. 

Country of Origin (Where?)
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CERTIFICATES/DECLARATIONS
• 3A Sanitary Standard 18-03 Class I

• EC1935/2004 and EC2023/2006 GMP

• FDA21CFR177.2600 (Formulation & 

Extraction)

• FDA21CFR174.5 (GMP)

• USP Class VI <87>,<88> (121°C)

• ADI free (EMEA410/01)

• …

FKM (Peroxide cured)

KEY BENEFITS
• Suitable for SIP and CIP

• Full & Easy Traceability

• Laser marked by default 

• Good cleanability

• Excellent chemical resistance

• Wide temperature range

• -34°C (-29°F) to 204°C (400°F)

• Exceptional flexibility
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CERTIFICATES/DECLARATIONS
• 3ASanitary Standard 18-03 Class I

• EC1935/2004 and EC2023/2006 GMP

• FDA21CFR177.2600 (Formulation & 

Extraction)

• FDA21CFR174.5 (GMP)

• USP Class VI <87>,<88> (121°C)

• ADI free (EMEA410/01)

• …

VMQ (Silicone - Platinum cured)

KEY BENEFITS

• Suitable for SIP and CIP

• Full & Easy Traceability

• Laser marked by default 

• Good cleanability

• Excellent chemical resistance

• Wide temperature range

• -40°C (-40°F) to 232°C (450°F)

• Exceptional flexibility
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CERTIFICATES/DECLARATIONS
• 3A Sanitary Standard 18-03

• EC1935/2004 and EC2023/2006 GMP

• FDA21CFR177.2600 (Formulation & 

Extraction)

• FDA21CFR174.5 (GMP)

• USP Class VI <87>,<88> (121°C)

• ADI free (EMEA410/01)

• …

EPDM (Peroxide cured)

KEY BENEFITS
• Suitable for SIP and CIP

• Full & Easy Traceability

• Laser marked by default 

• Good cleanability

• Good chemical resistance

• Wide temperature range

• -34°C (-29°F) to 149°C (300°F)

• Exceptional flexibility
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• Product-One-Pager

• Compliance statements

• New certificate layout

• Product Presentation

• Updated brochures

Supporting Activities

And more…
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• Manufactured in Europe

• Laser marked by default (Batch-No. and Material)

• Full and Easy traceability 

• Easy material identification (NO Color Coding)

• Only peroxide and platinum curing agents

• EC1935/2004 (Food Contact Regulation)

• EC2023/2006 GMP (Good Manufacturing Practice) 

• FDA21CFR174.5 (cGMP)

• Same selling price as current range of products

• Complete portfolio (DIN/ISO/ASME) of elastomeric Tri-Clamp gaskets

• Additional supply chain - Improved sourcing flexibility and minimized risk of bottlenecks 

• Higher level of Quality Control and on-site audits 

Additional Benefits (Summary)
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• Feel free to address additional feedback in regards to content, style of presentation, presentation skills of referents 

or similar by mail

➢ Dominik Wiese – Area Sales Manager – dwiese@rubberfab.com

➢ Sascha Butter – Product Manager – sbutter@rubberfab.com

➢ Christoph Neuffer – Application Engineer – cneuffer@rubberfab.com

• Training handout

• Webinars

➢ Webinar 04: It’s all about hygiene – hygienic seals for highest process (GYLON® BIO-LINE)

➢ Webinar 05: Mastering challenges of hygienic assemblies (Gasket Installation)

➢ Webinar 06: More than just a commodity!? Next Generation Elastomeric TC Gaskets (New product launch)

Feedback and outlook
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