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Rolyan® Therapy Putty Specification Summary – 2025


General Description:
The therapy putty consists of a proprietary silicone-based compound formulation that is 100% latex free, and non-toxic. It is sold in a variety of sizes, in various consistencies/hardnesses and identified by a color scale from extra soft to extra firm.

Intended Use: 
Therapy putty is designed to be used by anyone who can benefit from improving hand strength, dexterity, and fine motor skills.  This includes but is not limited to the treatment and use for:
· Hand injuries (sprains, fractures)   
· Carpal tunnel syndrome   
· Stroke   
· Arthritis   
· Cerebral palsy
· Developmental delays   
· Autism Spectrum Disorder   
· Sensory Integration Dysfunction   
· As a fidget toy to help with focus and relaxation
  
Therapy putty is a simple device and can be used by all patient populations under the guidance and direction of a doctor or therapist.  

Medical Class: Class I GMP Exempt per United States FDA codes and Class I per EU MDR 2017/745

Classification Type: Non-Measuring, Non-Sterile, Re-Usable

Consistency/Color: Extra Soft (Tan), Soft (Yellow), Medium-Soft (Red), Medium (Green), Firm (Blue), Extra Firm (Gray)

Toxicity: Non-toxic, meets ASTM D-4236 toxicity requirements

Biocompatibility: ISO 10933 compliant for intended hand skin surface contact

Storage: 41ºF - 95ºF (5ºC - 35ºC) Ideal storage temperatures are room temperature and above to maintain the putty’s viscosity.  The viscosity of the putty will not change unless exposed to temperatures below 68ºF/20ºC.  See below.

Environment: 
Therapy putty is affected by temperature and will temporarily harden when exposed to temperatures below room temperature (68ºF/20ºC). The longer it is exposed to lower temperature, such as for storage and transportation, the harder it can become.  Putty should be allowed to return to room temperature before therapeutic use.  Larger container sizes will require additional time, sometimes a day or more, to return to a usable temperature.   

Shelf Life: 3 years
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