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Test Methods for Prefilled Syringes

• Requirements of the use in devices

Test assembly



TM for the Use of PFS in Delivery Devices

ISO 11608-1 
Needle-based injection systems for medical use -
Requirements and Testmethods
Part 1: NIS (TC 84)
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ISO 11608-1 
Needle-based injection systems for medical use -
Requirements and Testmethods
Part 1: NIS

Test Liquid:
The test liquid shall be either medicinal product intended to be injected by the NIS, or a 
liquid with physical properties that mimic the original medicinal product for the respective 
test

Test Surface for the free-fall testing:
Shall be a smoth, hard, rigid steel of 3mm thickness, backed by wood whose thickness is 
greater than 10mm
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ISO 11608-3 
Needle-based injection systems for medical use -
Requirements and Testmethods
Part 3: Containers and integrated fluid path
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Not applicable for PFS
Refere to ISO 11040-8
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ISO 11608-5 
Needle-based injection systems for medical use -
Requirements and Testmethods
Part 5: Automated Functions
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ISO 11608-5 
Needle-based injection systems for medical use -
Requirements and Testmethods
Part 5: Automated Functions
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Workshop: Test Methods for Pre-filled
Systems

ISO 11608-5 
Needle Based Injection Systems (NIS) for medical use
Part 5: Automated functions

Customizable Testing Modules:
 Special low pressure grips
 Integrated high-precision scale
 Activation forces
 Sensor Needle length with removal 

last drop
 Sensor Ejection Time
 Sound detection via microphone 
 Camera for needle tip/fluid stream 

recording



Workshop: Test Methods for Pre-filled
Systems
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