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1- International Organization for Standardization

2 - International Electrotechnical Commission

3- International Organization of Legal Metrology (Organisation Internationale de Metrologie Legale)
4 - Contact point

5 - Codex Alimentarius Commission
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ISO 13926-3 :2012, Pen systems - Part 3: Seals for pen-injectors for Medical use
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1- Current Good Manufacturing Practices
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2-5 1S0 8871-5:2005, Elastomeric parts for parenterals and for devices for pharmaceutical
use — Part 5: Functional requirements and testing

2-6 1SO 3302 (all parts), Rubber — Tolerances for products



2-7 1SO 8871-1, Elastomeric parts for parenterals and for devices for pharmaceutical use —
Part 1. Extractables in aqueous autoclavates.

2-8 1SO 8872, Aluminium caps for transfusion, infusion and injection bottles — General
requirements and test methods

2-9 1SO 11608-3, Needle-based injection systems for medical use — Requirements and test
methods — Part 3 Finished containers

2-10 1SO 7885:2010, Dentistry — Sterile injection needles for single use
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1- Anodized
2- Lacquered
3- Micro-hardness
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1- Fragmentation
2- Cartridges

3 - Aging

4- Biological
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[3] ISO 15378, Primary packaging materials for medicinal products — Particular

requirements for the application of 1ISO 9001:2008, with reference to Good Manufacturing
Practice (GMP)

[4] EC Guide to Good Manufacturing Practice for Medicinal Products, 111/2244/87, Rev. 3 —
January 1998 as amended

[5] US/FDA Code of Federal Regulations



