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EP 3.1.9 Silicone Elastomers for
Closures & Tubing

USP <661> Physicochemical
tests - Plastics

FDA 21 CFR 177.2600 Rubber
articles intended for repeated
use

BEERA

(Section 11: EERA TS X
FyORE)

ISO 11737-Part 1 Bioburden

USP <788> Particulate Matter in
Injections

USP «<88> Class VI (Biological
reactivity tests, in vivo)

USP <85> Bacterial Endotoxins
USP <151> Pyrogen test

1SO 10993-3 Tests for
genotoxicity, carcinogenicity
and reproductive toxicity

ISO 10993-4 Selection of tests
for interactions with blood
(related to hemolysis)

1SO 10993-5 Tests for in vitro
cytotoxicity (equivalent

to USP «87> Biological
reactivity tests, in vitro)

1SO 10993-6 Tests for local
effects after implantation

1SO 10993-10 Tests
for irritation and skin
sensitization

1SO 10993-11 Tests for systemic
toxicity
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