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Pen systems — Part 3: Seals for pen-injectors for medical use

Contents

Foreword 

Introduction 

1 Scope 

2 Normative references 

3 Terms and definitions 

4 Classification 

5 Shape and dimensions 

6 Designation 

7 Material 

7.1 Cap 
7.2 Disc 

8 Requirements 

8.1 General 
8.2 Physical requirements 
8.2.1 Hardness of the disc 
8.2.2 Fragmentation 
8.2.3 Freedom from leakage 
8.2.4 Resealability 
8.2.5 Resistance to ageing 
8.3 Chemical requirements 
8.4 Biological requirements 

9 Labelling 

Annex A (normative) Leakage test 

A.1 Principle 
A.2 Apparatus 
A.3 Procedure 
A.4 Expression of results 

Page count: 7

- 1 -


		2024-05-06T12:09:18+0000
	DIN Deutsches Institut fuer Normung e. V.
	Dokument ist zertifiziert




