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Requirements and test methods -- Part 1: Needle-based injection systems.
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Injection Pen (NIS) Testing Flow Chart

Condition set 1(23˚C 50%RH)
Dosing size

maximum/minimum/mid-point
Dosing location

Zone 1, zone 2, zone 3

Dosing accuracy

Condition set 2(40˚C 50%RH)
Dosing size

maximum/minimum/mid-point
Dosing location

Zone 1, zone 2, zone 3

Condition set 3(5˚C any %RH)
Dosing size

maximum/minimum/mid-point
Dosing location

Zone 1, zone 2, zone 3

Repeat if accuracy stats do not
achieve 95% confidence

Final dose accuracy test

Life Cycle Test
Pen 1.5 x maximum recommended use.

Cartridge life maximum number of doses.
Measure Vmin, Vmid and Vmax.
Repeat on two more pens.

Pre-conditioning and dosing

Free fall test on 20 samples
Drop on both ends and one side

15 samples Dry heat and cold
store condition

(70˚C 50%RH and minus 40˚C)
Measure doses Vmin, Vmid and Vmax

15 samples Damp Heat condition
(40˚C 93%RH)

Measure doses Vmin, Vmid and Vmax

15 samples Cyclical condition
(25˚C any %RH to 55˚C 50%RH)

Six cycles required
Measure doses Vmin, Vmid and Vmax

15 samples Vibration testing
Vibrate in 3 axes re: IEC 60068-2-6
Measure doses Vmin, Vmid and Vmax

Visual inspection


