Compliant Cloud
Platform

Compliant Cloud Platform by Orise is a fully qualified Infrastructure-as-a-Service (laaS) solution tailored for the
needs of regulated life sciences organizations. Whether you’re deploying GxP applications or building SaaS for
pharma, Compliant Cloud Platform provides a ready-to-use, audit-ready cloud foundation.

Every layer of the platform is designed to meet the strictest global compliance standards, including FDA 21 CFR
Part 11, EU Annex 11, and GAMP 5. Qualification status is evidence-backed, fully documented, and always available
for inspection — giving teams the confidence to scale, change, and innovate without compliance friction.

Main benefits

Deploy with confidence on fully qualified,

audit-ready infrastructure that meets global @
regulatory standards like FDA 21 CFR Part 11

and EU Annex 11.

Stay prepared for audits at any time with
full visibility into infrastructure compliance
and instant access to qualification records.
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Reduce the cost and complexity of
infrastructure qualification by starting on
a platform that’s already validated and
maintained by compliance experts.

Scale your operations up or down as
needed without ever stepping outside of
your qualified compliance boundaries.

Ensure continuous compliance with Redirect internal resources to core
integrated change control, pre-approved business priorities by outsourcing the
processes, and complete documentation of compliance burden to a platform designed

for regulated environments.

every update.

Compliant Cloud Platform
is the fastest and most
effective path to obtaining
qualified infrastructure
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Pathways to qualified infrastructure
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A feature set that addresses real business challenges

Speed up Audit Resilience and . . .
innovation readiness robustness Stz sl Sazlalbllizy
Multi-user access 0 0

Security and access review Q

Access to qualification documentation

Change control management

QA0S

Backup as a service (BaaS)

4h RTO, 15min RPO, and single-server failover in under 30
seconds.

Q0 909

Disaster recovery as a service (DRaaS) 0

Scheduled maintenance support

Periodic review support

QO

Global footprint with 38+ global data centres 0 Q

Transparent & Predictable Cost Control Q
No ingress/egress fees

Orise Digital is the digital innovation arm of Orise, built to connect and optimize the entire digital process and system landscape. With deep expertise in automation,
system integration, and process optimization, we deliver industry-proven tools that enhance connectivity, streamline operations, and turn data into actionable insights.
Orise Digital helps enterprises integrate technologies seamlessly, boost efficiency, and stay compliant. As the final link in the digital chain, we turn digitalization from
vision into reality—empowering smarter, faster, and more informed decision-making through structured, visualized data.
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