BGA XV, Part A, “Silicone” (Federal Republic of Germany) (1984).

BGA XV, Part B “ Untersuchung von Bedarfsgegenstanden aus Siliconen” 43.

When tested acoording to para. 9 (Determination of extractable components in commodities made of silicone elastomers) Elastosil grades are within the scope of “XV, Silicones” 

FDA Code of Federal Regulations (USA) 

177.2600 “Rubber articles intended for repeated use”

Composition of Elastosil R grades complies with this positive list. 

The requirements of para e (water extracts) and f ( n-hexane extract) are met.

United States Pharmocopeia XXI 

Up to 1980 examinations were made according to USP XIX page 644.

Elastosil R was tested by IFEB , Centre de Lyon , France and meet class 1 – VI

Silicone Elastomere Reticule a Chaud, French Pharmacopoeia, October 1976.

Elastosil R complies with the regulations according to para 1-11. 

European Pharmacopoeia PA/PH/Exp.3/T(82) 57 definitive 22nd Jan 1985.

(Silicone Elastomers for closure and tubing) – Elastosil R grades meet the requirements of this recommendation.

United States Pharmacopeia – Class VI (USP Class VI)

Studies performed by Bioservice Scientific Laboratories GmbH Munich include:-

Acute Systemic Toxicity.

Intracutaneous Toxicity

Implantation test  (120 hours)

All met the requirements of a USP Class VI material.

