PURPOSE-BUILT FOR
MEDICAL DEVICE COMPLIANCE.

Each module is structured to ensure alignment with ISO 13485
and FDA 21 CFR Part 820 requirements, supporting full regulatory
compliance across all equipment implementation stages, from
installation  qualification (elQ) to process performance
qualification (pPQ)

/

QA ENGINEER

I've always struggled with determining the
right sample size for process validation.
Too few samples, and the auditors
flagged it; too many, and we wasted
resources. Selida handles all of that
automatically — it calculates sample sizes
based on product risk, confidence, and
probability levels. | just review and
approve the results. What used to be
guesswork is now a precise, automated
process.

MANUFACTURING

ENGINEER

We were juggling five different tools for
validation — Word for protocols, Excel for
stats, Minitab for analysis, and internal
databases for records. It was chaos. Selida
replaced all of them. It automatically
generates equipment IQ and OQ protocols,
and builds reports — all in one place. We've
reduced our toolset by 80% and our
validation cycle time by more than half.

MANUFACTURER

As an equipment manufacturer, clients
constantly  request 1Q and 0OQ
documentation  ready  for  audits.
Preparing those manually for every
machine configuration was exhausting
and error-prone. Selida now generates
qualification protocols automatically —
including equipment setup, and
functional tests with acceptance criteria.
Our delivery time for qualification
packages dropped by 70%, and customer
satisfaction skyrocketed.

Selida is a comprehensive software solution designed to
accelerate equipment implementation throughout simple
and quick document generation. Developed and maintained
in Switzerland, Selida follows the highest standards of
precision and regulatory quality. Our software helps you
achieve compliance, improve efficiency, and maintain data

integrity.

we

protocols for your equipment
or process and help you
execute them on-site

o1.

02.

03.

04.
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create validation you create & change

validation protocols and
reports and  maintain
revision history

WORK FASTER AND SMARTER
Auto-population of sections for a quicker
document generation. No deep statistical
knowledge needed

STANDARDISATION
Templates aligned with industry requirements
for equipment qualification and process
validation (IQ 0Q PQ)

CLEAR STRUCTURE

Simplified user guidance allows even
beginners to create high quality
documentation. The tool can be used as
internal training material

SAMPLE SIZE & TESTING GROUPS

Number of testing groups and correspondent
automatically taken in consideration with
process parameters, data and test types. ISO
2859 SO 16269, optimized logic

CONTROL CHARTS

Built-in run charts provide real-time proof of
process stability ISO 7870

CONTINUOUS AND BINOMIAL DATA
automatically applies the right methods, limits,
and sample sizes for means/variability or
pass/fail outcomes

COMPLIANCE




AUTOMATE YOUR
IQ/0Q/PQ PROTOCOLS
AND REPORTS WITH ONE
INTUITIVE PLATFORM
DESIGNED SPECIFICALLY
FOR MEDICAL DEVICE
INDUSTRY

SIMPLIFY VALIDATION
GET FREE TRIAL

info@selida.ch
www.selida.ch

Bj Selida

COMPLIANCE MADE SIMPLE




