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Pen-injectors for medical use - Part 1: Pen-injectors; Requirements and test methods

Contents Page
0T =T o iv
L Yo 11T T o '
1 T o - 1
2 NOIrMAtive refErEeNCES ... s n e mnn e s 1
3 Terms and definitioNs ... 1
4 Symbols and abbreviations ... e nnn 3
5 General reqUIrEMENTS ........ooiiiiiiiiiei i mmn e e e e s e s mmm e e e e e s e e s mnn e e se s n s nnnns 4
6 Test CONAILIONS ... e s mr e e e mm s e e e e e e e s mmnn e e e e s sanan 5
6.1 Standard atmoOSPhere .......... e 5
6.2 (00T o] I 1 0 Te T o 4 1T - S 5
6.3 Hot atMOSPREre ... e n e n s 5
7 Preconditioning of pen-iNJECtOrs ..........coi i 6
71 Preconditioning in dry heat atmosphere ....... ... 6
7.2 Preconditioning in cold storage atmosphere ............ i 6
7.3 Preconditioning in cyclical atmosphere ........... i 6
7.4 Preconditioning by free fall ... ———— 6
7.5 Preconditioning by vibration for pen-injectors with electronic components .............cccccec...... 7
8 Reagent and apparatus ... e 7
9 Determination of dOSe @CCUIaCY ........cccciiiiiiiiniiiir 7
9.1 D Lo =T [ o U] - T 7
9.2 Dose accuracy reqUIrEMENLES .......ccccciriiirrirssrsnsssssssssssssssssssssssssesssssesesssesesesessseseseeesssnensnsnensnennssns 12
10 Freedom from defects ... 14
10.1 Defects after being subjected to cyclical preconditioning .........cccccciiiiicccccieceren s 14
10.2 Freedom from defects after being subjected to vibration .........cccccvicmiiiiiciinniiccce, 14
10.3 Freedom from defects after being subjected to free fall .........ccccovrrimiiniini 14
11 Determination of electromagnetic compatibility ........cccccovcmmiiiiicmniis s 14
11.1 Electromagnetic compatibility (EMC) ........ccccciiiimmiiniiiirsr e 14
11.2 Electrostatic diSCharge .........ccccoiiini s ——————— 15
1.3 Radiated radio frequency (RF) fields .........coiiiiicmmiiiiiccccccsemrre s sssssrrr e e s smse s e e s e s sesnnnns 15
12 VisSUQI INSPECLION ... s 15
13 Functional INSPECLION ... s s e e e e e e e e e e e e n e e nnnnnnn e s 16
13.1 Replaceable Cartridge ... s snsssnsnen s 16
13.2 Nonreplaceable cartridge ..o —————————— 16
13.3 Yoo - T 16
14 =53 0 =Y o X o Y o 16
15 Information supplied by the manufacturer ............o 16



15.1 €= 3 = - | 16

15.2 T T ' 17
15.3 INStructions fOr USE .....ccviiiiii i ————— 17
Annex A (informative) Two-sided tolerance limit factors (k) ........cccovviiminiinn . 19
=1 o7 [T Yo = T o 17/ 25



		2026-07-02T02:22:45+0000
	DIN Deutsches Institut fuer Normung e. V.
	Dokument ist zertifiziert




