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MIA EU Import and

Distribution

e Orion GMP Consulting Ltd can manage your EU supply chain and onboarding for physical Import and complete Import
and QP batch certification, allowing batch release into Europe.

e Orion Consulting can also act as MIA holder and EU manufacturer for the Marketing Authorisation Holder.
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Supply Chain
and GDP Consulting

GDP Centre of Excellence - Gorey, Wexford

® Provision of Contract RP. RPi, and
Deputies.
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® Guidance on Supply Chain Sourcing and
Authorisation Applications.
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@ Bona Fides, Validation, Temperature
Mapping, and Route Qualification.

@ Authorisation Holder and RFP Mentoring
and Support.

@ Auditing, Vendor Management, and
Inspection Support.




WDA Procure & Supply

Wholesaling

e Orion GMP Consulting Ltd can manage your Wholesaling Regulatory requirements.

e Orion Consulting can also provide premises to host your Procure and Supply WDA.
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Material Flow

Batch Certified Contract Storage - Secondary Wholesalers
Medicines Third Party Logistics and Pharmacies
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an alternate City RP Required to Travel
OR Client Centre Location GDP Expertise Fragmented / Offsite
Managed Model Not easily scalable



Who We Are

Orion GXP Consulting currently provide interim and contract QPs for

clients with their own MIA and where our QPs can certify batches on
e | - behalf of the client.
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Orion has been actively engaging with the Biopharma and
Orlon GI\/IP Consulting IRL - e phatt

pharmaceutical industry. We have several companies engaging with

W8 Centre Mangrham”tgn |re|and us to provide access to the UK and EU market for import and QP

} batch certification and for storage provision to allow onward supply
- W m?ﬁﬂgﬂ 1 and commercial wholesaling.
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nE i —-0 Orion GXP Consulting IRL - Gorey
R e Enterprise Centre, Wexford, Ireland
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Orion GXP Consulting UK -
No 49, Piccadilly, Manchester
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Charley Maxwell Patricia Grimes Lee Maxwell
Managing Director Director of Operations Director & Office Manager
Charl.ey has over 25 years of gxperience if? Patricia is Director of Operations & Principal Lee currently manages multiple aspects of
the .|FIS|.W and UK Pha?rmaceutlcal and medical Consultant, she heads up GMDP operations administration, finance and HR for the
device industry. He is QP and R'? and.has | for our clients across the UK/EU. Patricia was company. Lee is passionate about our
developed strc?ng wor.kmg relationships with previously Head of Quality for the Healthcare brand and ensuring that Orion drives value
many companies looking to access the EU. division for a multinational distributor. and excellence for all our clients.

Our Directors




Orion GXP Services
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solutions for temperature-controlled environments. Our expert team
ensures compliance with stringent regulations while offering automated
monitoring and reporting for reliable, efficient operations in
pharmaceutical warehouses.
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Our service offers:

¢ End-to-end temperature mapping (ambient, cold, freezer)

.4 Support with qualification and requalification protocols

4 Mapping aligned with EU GDP and Annex 15 requirements

.« Automated data collection and reporting — eliminate manual USB
extracts with digital capture and instant reports

.« Live monitoring and instant troubleshooting — act now to minimise
costly delays

< Quality and compliance at the core — SO 17025-accredited or
traceable calibration, ISO 9001-certified, and 21 CFR Part 11-compliant

ORION GXP
CONSULTING

Temperature -
Mapping Services

(A)

Ensure product integrity throughout your
supply chain with precise, compliant
temperature mapping solutions.

~ eupry



Onboarding Experience for Clients

4. Delivery

Your project moves into delivery, supported by
regular meetings and touchpoints to ensure

progress, quality, and alignment throughout.
3. Project Launch

Following proposal acceptance, we arrange a
launch meeting to align on priorities and
introduce you to the consultant, who will act as
the project owner and main point of contact.

Our commitment is to ensure every

stage of your onboarding is delivered

seamlessly, efficiently, and with

timely precision. 2. Solution Proposal

Based on the scoping call, we develop a

N comprehensive proposal outlining the agreed
é requirements, our recommended approach,

and the services needed to support your
project.

1. Scoping Calls 'ﬁ.

Following your initial enquiry, we schedule a
call to fully understand your requirements,
define objectives, and outline deliverables and

timelines.



Client Testimonials...

What our valued clients say about us!

Their professionalism, responsiveness, and ability
to translate regulatory requirements into

Thel Ori.on GXP .te.am acts as an e.xtension of our actionable steps gave us confidence and
organisation, providing support, advice and guidance reassurance throughout our engagement. We felt
wherever needed. The team are very responsive, easy comfortable and well-supported from the start

| | | | his positive has onl
to work with and flexible. Having worked with Charley SIS porse'}'n‘g;?e%rzi:'r"t?m S been

and his team for many years, | highly recommend them. We would highly recommend Orion GXP to any
organisation seeking expert guidance and
dependable support in regulatory affairs and
WDA applications.

Working with Orion has been instrumental in

achieving our Wholesale Distribution From my first meeting with Patricia/Orion | knew the support they would otfer the
Authorisation in Ireland. Theirteam combines business would be of the highest standard. Patriciaimmediately identified what |
'E defpth foP eTpert'SZW'th adpragmatlc appr\j)VacE needed, she inspired confidence in Orion and their knowledge/skills in
that Tits perfectly into day-to-day operations. Wit maneuvering the regulatory environment. Orion have taken a very hands on

their support on audits, change controls, and approach with our business and make themselves available at short notice for

Responsible Person (RP) activities, we were able to . . | . . |
trar?slate complex éom)pliance requirements into calls etc. They are pragmatic and very forthright in their advice to the Client. They

clear, actionable steps. are currently providing project support to the business and without their support
and leadership, we would not be as advanced as we are.




CHATTERBOX & SELFIE STATION SILVER SPONSORS

GOLD SPONSORS
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ORION GXP
CONSULTING

Pharmaceutical
Rsulting Serv
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Weaim to provide our clients with EXP!!”S!/I
Assistance and an in-depth understanding ©!
The healthcare industry.

R =
i
Wy
ARy
" (\(‘;\f\ﬂ(’(’ﬁ
a'\'““l‘f\ ,() ,
J (\ (6 |

e \
ARG
JACTRAAN

Flrdd £
s <

=

Py

AR



	Slide Number 1
	Slide Number 2
	Slide Number 3
	Slide Number 4
	Slide Number 5
	Slide Number 6
	Slide Number 7
	Slide Number 8
	Client Testimonials...
What our valued clients say about us!
	Slide Number 10

