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Material of Construction

TPE (Thermoplastic elastomer)

Biocompatibility

USP <85>, Bacterial Endotoxin

USP <88>, Biological Reactivity Tests, Class VI, In Vivo

USP <87>, Biological Reactivity Tests, Class VI, In Vitro

ISO 10993-4, Hemolysis

ISO 10993-10, Irritation and Sensitization

ISO 10993-11, Systemic Toxicity

Physiochemical

USP <661>, Plastic Packaging Systems 

Physiochemical (Continued)

EP 3.2.9, Rubber Closures for Containers

FDA 21 CFR 177.2600, Rubber Articles Intended for Repeated Use

Extractables

Per USP <665>

Legislation

REACH

RoHS

Conflict Mineral

Shelf Life

5 Years, Non-Sterile/Non-Irradiated

REGULATORY OVERVIEW:
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