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FDA-Ready

21 CFR Part 11 Made Easy
Sonicu’s platform, by default, includes the built-in tools required to
support 21 CFR compliance by maintaining data integrity,
traceability, and control within FDA-regulated environments. 

Our enhanced capabilities go a step further by streamlining daily
operations and providing added peace of mind through
professional system validation from day one.

User Access Controls Complete Calibration
Documentation

Environmental
Monitoring

Inspection-Ready Reporting

Expanded Role-Based Access:
Assign specific permissions based on job
duties, so users can only access and
modify data appropriate to their role.
Meets regulatory requirements while
matching your organizational structure.

Secure Access Controls: Email and
password login for basic controls. The
Confirmation PIN feature provides an
additional layer of security. Complies with
regulations that require two distinct
identification components.

Electronic Calibration Certificates:
Each sensor automatically uploads a
calibration certificate onto your site,
ensuring you always have it on hand.

Access to Calibration History:
Retrieve calibration certificates for any
probe ever used in your system,
proving measurement accuracy
throughout the equipment lifecycle.

Alarm Handling History: Excursion reports
document the complete record of issues,
corrective actions, and timestamps, providing
proof of proper response and resolution.

Robust Report Suite: Schedule automated
reports or generate on-demand delivery via
email, so compliance documentation
remains current and immediately accessible.

Report Review & Approval: Captures
approval signatures and stores signed
environmental monitoring records in one
centralized repository for streamlined
regulatory compliance and audit
preparedness.

System Qualification
Detailed IQ/OQ Validation Package*:
Standardized protocols, documentation
templates, and guidance provided to execute
and document the Installation and Operational
Qualification process.

White-Glove IQ/OQ Validation*: Fully managed
service where Sonicu's team executes all
installation verification, testing, documentation,
and delivers a complete turnkey validation
package.

Validation Alarm Feature: On-demand test
alarms verify system detection and response to
out-of-range conditions, providing documented
evidence for Performance Qualification (PQ).



Detailed Audit Trails:
Automatically capture 
and maintain complete, 
time-stamped records of
all system activities and
data changes, ensuring
any attempt to alter or
falsify data is immediately
detectable.

Comprehensive Compliance Tools at Your Fingertips
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Enhanced Group Reporting: 
Review and approve reports directly within the system,
creating documented oversight that prevents data fraud.

Electronic Signatures:

Securely authenticate and
document user actions with
validated electronic signatures,
establishing clear accountability
and preventing repudiation of
critical decisions.

      *Additional fees apply


