Formlabs Inc
35 Medford Street,
Somerville MA, 02143 USA

BIOCOMPATIBILITY CERTIFICATION

Date: 12 October 2026

Formlabs, Inc. hereby certifies that parts printed with Alpha Black Resin V1, and
post-processed according to the accompanying instructions, meet the applicable
requirements of ISO 10993-1:2025 and are biologically safe for limited duration (<24 hours)
intact mucosal membrane and long term (>30 days) intact skin contacting devices. Test
samples were printed and post-processed according to the Default workflow defined in the
resin technical data sheet.

Test Title Evaluation Test Result
Endpoint
Cytotoxicity Study Using the ISO Elution Method Cytotoxicity Met requirements
of the test
USP and ISO Intracutaneous Reactivity Study Irritation Non-irritant
ISO Guinea Pig Maximization Sensitization Study Sensitization Non-sensitizer
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Director, Regulatory Affairs and Quality Assurance

formlabs W

Formlabs Inc. | 35 Medford Street, Somerville, MA, 02143 USA
617.932.5227 | formlabs.com



	BIOCOMPATIBILITY CERTIFICATION  

