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TUTELA COMPLIANCE

www.tutelamedical.com

Tutela is a truly ‘paperless’ monitoring and recording service. All
electronic records are fully FDA code 21 CFR part 11 compliant
and securely stored in two different geographical locations for up
to 30 years.

The service fully meets the exacting requirements of the FDA code which
includes the use of unique electronic signatures specifically linked to
operator names that are fully traceable.

All sensors and transducers are fully NPL/NIST traceable and validated
as part of the installation process.

All compliance audit and validation documentation is published in
electronic format on the customer website library.

All secure website user activity is logged for subsequent
qualification audit.

Electronic temperature records fully comply with and
exceed the requirements of the following agencies:

_FDA

_MHRA

_AABB

_Healthcare Commission
_GAMP

_NICE

and many more...

_IBMS

_WHO

_USDA

_Joint Commission
_USP



