
A Complete Suite of 

Regulatory 
Software
Flexible, Secure, and Cloud-hosted. 

powered by a decade+ of Regulatory services excellence

3350+ 
SaaS Users 

200+ 
Customers 

20+ 
Countries

350+ 
In-house Regulatory 

Experts and Growing 

1,00,000+ 
Total Submissions



Freyr

Freyr Digital
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Freyr Digital leverages 10+ years of Regulatory services expertise to create cutting-
edge technology products, aiming to transform the Regulatory landscape. Trusted by 
200+ clients, our extensive suite offers solutions ranging from Regulatory information 
management, submission management and artwork management to Regulatory 
intelligence.

Drive Your 
Strategic Goals 
Forward  
With Productivity,
Efficiency, and 
Compliance.

50%
savings in 

artwork 
operation 

costs.

upto

57%
of manual 

publishing efforts 
automated.

upto

60%
time saved by 

publishers.

upto

60%
upto

faster artwork 
transaction 
turnaround 

achieved.

30%
upto

cost savings on 
submissions.

CLOUD HOSTED
REGULATORY
SOFTWARE

SUITE

https://www.freyrdigital.com/
mailto:sales%40freyrdigital.com?subject=
https://www.linkedin.com/showcase/freyrdigital/


www.freyrdigital.com  | hello@freyrdigital.com 3 showcase/freyrdigital

Join Our Thriving Community 
of 3350+ Users to Stay Ahead of 
the Curve With Our Innovative 
Regulatory Software Solutions.

What Our Client Says
We sincerely acknowledge and truly appreciate Freyr 

Digital’s committed performance to meet our expectations 
and be at the highest peak consistently. We can always 
rely on Freyr Digital products because we know if there 

is any issue, you will resolve it certainly. We will look 
forward to work with Freyr Digital for many years to come 

and will recommend others as well. Looking forward to 
another year of professional partnership and success.

VP Regulatory Affairs, 
US-based Global Pharma Company

https://www.freyrdigital.com/
mailto:sales%40freyrdigital.com?subject=
https://www.linkedin.com/showcase/freyrdigital/
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From Concept to Market: 
Our Products in 
Drug Development 
Stages

Discovery & 
Development

Preclinical 
Research

Clinical Trials 
(Phases 1-3)

Regulatory Review 
& Approval

Post-Marketing 
Surveillance / Phase 

4 Clinical Trials

www.freyrdigital.com  | hello@freyrdigital.comshowcase/freyrdigital
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Innovation at 
Your Fingertips:

AI/ML-Powered Automation
 Automation of multiple 

Regulatory processes using 
RPA

 Accurate data extraction and 
translation

 ML models with feedback 
mechanism for continuous 
training and precision 
improvement

Smart Access & Analytics
 Advanced search including 

semantic, fuzzy search for 
quick information retrieval

 Advanced analytics for 
actionable insights

AI-Enhanced Regulatory 
Solutions
 AI chatbots for effortless 

Regulatory guidance

 AI / ML toolkit to address 
multiple Regulatory 
challenges

 Innovative approach setting 
new industry standards

Intelligent Regulatory
Chat Assistant
 1000+ BOTs for tracking and 

providing real-time 
Regulatory updates

 Document interaction and 
summarization tool

 Multi-lingual support

Comprehensive
Regulatory Management
 Streamlined submission 

process powered by 
Regulatory intelligence

 End-to-end Regulatory 
information management

 Cutting-edge artwork and 
label management

 Automated content/ 
document authoring tools

Join Us in Embracing the Future of Regulatory Affairs - 
Where Innovation Meets Excellence.

www.freyrdigital.com  | hello@freyrdigital.comshowcase/freyrdigital

https://www.linkedin.com/showcase/freyrdigital/
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Freya Fusion, an AI-first cloud-native Regulatory Information Management (RIM) platform, 
ensures exceptional performance, security, and scalability with strict adherence to GxP 
compliance standards. Infused with AI/ML & automation, it is adept at seamlessly navigating 
the digital landscape, prioritizing both functionality and user experience.

One Regulatory Eco-System
Single application interface, 
providing convenient access to all 
regulatory functions

Freya
Conversational information 
access and management

AWS Well-Architected Framework 
Operational Excellence, Security, 
Reliability, Performance Efficiency, Cost 
Optimization and Sustainability

AI/ML, Machine Translation
Cutting-edge AI/ML, NLP, LLMs and MT 
supporting 75+ languages

Unified User Experience  
Seamless & intuitive user 
experience with Freya Fusion

Common Data Model 
Consistency and accuracy in data 
representation

Configurability And Automation  
Workflow, Notifications, Content 
extraction, Content Ingestion etc.

Smart Data Access & Analytics 
Intuitive visualizations and real-time 
insights for comprehensive business 
intelligence.

Intelligence
DossierBuilder
DocChat
RTQ

Register
Submit
SubmitTrack
Docs

Dossier
Content
Label
Artwork

Conversational 
information 
access and 
management – 
AI/ML enabled

Single 
application 
interface with 
access to all 
regulatory 
functions

Document
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FREYR
UNIFIED RIMS

End-to-end
regulatory

information
management
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Our Current Suite of 
Software Solutions

An electronic Regulatory document 
management system that offers a centralized 
platform for easy document management 
and collaboration.

Top Features:

l	 Version Control
l	 Role Based Access
l	 Advanced Search Functionality

Save almost 57% of publishing efforts!

The cutting-edge eCTD submission software 
not only streamlines but also speeds up your 
Regulatory submission process.

Top Features:

l	 Inbuilt eCTD Validator & Viewer
l	 Supports All Major eCTD Templates
l	 On-Premise & Cloud Deployment

www.freyrdigital.com  | hello@freyrdigital.comshowcase/freyrdigital

https://www.linkedin.com/showcase/freyrdigital/
https://www.freyrdigital.com/
mailto:sales%40freyrdigital.com?subject=
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Stay fully compliant by managing and tracking 
all Regulatory submission documents, 
commitments, and correspondence with our 
advanced RIM solution.

Top Features:

l	 Complete Registration Lifecycle Management
l	 IDMP Readiness
l	 Tailored Reports and User Dashboards

AI enabled platform that gathers Regulatory information 
from numerous Health Authorities and other websites.

Top Features:

l	 Global Regulatory Updates
l	 Global Regulatory Requirements
l	 100+ countries Regulations Tracked 
	 in Near Real-Time

US
FD
A

EM
A

www.freyrdigital.com  | hello@freyrdigital.comshowcase/freyrdigital

An advanced data solution that centralizes information 
from various sources using AI technology. Developed 
based on the DIA model, it ensures transparent 
communication with Health Authorities during drug 
development.

Top Features:

l	 Extracts, Categorizes and Processes HA Communications 
l	 Based on Dia Model
l	 Streamlines Query Handling

https://www.freyrdigital.com/
mailto:sales%40freyrdigital.com?subject=
https://www.linkedin.com/showcase/freyrdigital/
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Robust platform to create, validate, store, 
and submit complex content structures 
aligning with SPL (FDA) and SPM (HC) 
standards.

Top Features:

l	 Interactive Dashboards
l	 Automation & Validation
l	 Text Comparison

Simplify, create, review and approve 
artwork in collaborative environment 
saving up 70% of your time. 

Top Features:

l	 Collaboration Between Stakeholders
l	 Customized Workflows & Forms
l	 Digital Asset Library

Stay compliant with changing cosmetic 
industry regulations effortlessly. Freyr iREADY 
gathers ingredient and Regulatory information for 
cosmetics storing updates from global sources, and 
tracking 122,000+ cosmetic ingredients and 490,000+ 
chemicals.

Top Features:

l	 Recent Updates
l	 Ingredient Database
l	 Formulae Compliance Checker

www.freyrdigital.com  | hello@freyrdigital.comshowcase/freyrdigital

https://www.freyrdigital.com/
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Platforms

Frameworks

Amazon Web 
Services

AI / ML

AWS Medical Comprehend Amazon Sage Maker

Robotic Process
Automation / 
Smart programs/
Reporting tools

SharePoint

Programming 
Languages

Innovative & Robust Tech Stack
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Regulatory Information� 
Management

l	 Freyr SPAR

Regulatory Labeling 
�Management

l	 Freyr ARTWORK 360
l	 Freyr SPL-SPM

Regulatory Submissions� 
Management

l	 Freyr SUBMIT PRO
l	 Freyr rDMS

Regulatory Intelligence

l	 Freyr IMPACT
l	 Freyr iREADY
l	 Freyr R.AI

Key Features of 
Our Product Suite

www.freyrdigital.com  | hello@freyrdigital.comshowcase/freyrdigital
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SO YOU CAN NAVIGATE
THE NEXT WITH CONFIDENCE

Drawing a decade+ of
industry expertise for

Regulatory excellence.

Harnessing AI for
automation, ensuring

error-free, timely delivery.

Creating transformative
solutions from concept

to reality.

AI

Decades Deep Transformative Regulatory Solutions

C-SAT

COM
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E-SAT

Integrated
Regulatory

Management
System

Audit

Se
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Privacy

Regulations

USFDA | MHRA
MHLW | ICH

GAMP 5 | GxP

M
arket

Risk Based

Approach

Quality

Cost Reduction
In

dust
ryIS

O 9001
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O 27

001

COMPLIANT

COMPLIANT

21 CFR Part 11

COM PLIANT

COMPLIANT

EU ANNEX 11 

27001
ISO

9001
ISO

Elaborate Security and Compliance Measures
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Freyr is one of the largest, global, Regulatory-focused 
solutions and services company for the Life Sciences 
Industry, supporting, Large, Mid & Small global Life 
Sciences companies, (Pharmaceutical | Generics | 
Medical Device | Consumer Healthcare | Cosmetics | 
Biotechnology | Chemicals | Biosimilar | Biocides) in their 
entire Regulatory value-chain; ranging from Regulatory 
Strategy, Intelligence, Dossiers, Submissions, etc., to Post-
Approval / Legacy Product Maintenance, Labeling, Artwork 
Change Management and other related functions. 

About Freyr

hello@freyrdigital.com

https://www.freyrdigital.com

/Freyrsolutions/Freyrsolutions /user/FreyrIncshowcase/freyrdigital /freyrsolutions

+ 1 908 483 7958 www.freyrdigital.com
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https://www.facebook.com/FreyrSolutions/
https://twitter.com/freyrsolutions
https://www.youtube.com/user/FreyrInc
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https://www.freyrdigital.com/

