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Welcome

Rescop was founded in 2005 by two corporate auditors. After working for many years in the pharmaceutical
industry, they decided to combine their strengths to develop innovative solutions for compliance with
GxP regulations. The trigger for the founding of Rescop was the development and implementation of
quality management software. In conjunction with the software activities, consulting services are offered
to support GxP regulated companies with establishing and maintaining compliance in an efficient manner.
Through the combination of consulting services and software products, we are able to provide a unique

portfolio of quality management solutions, for all company sizes and maturity stages.
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Our Services

Consultancy Services

Deliver compliance services &
solutions by compliance professionals
for compliance professionals!

Rescop’s Consultancy group has shown

a continuous growth over the last few
years and as a result, we provide a broad
portfolio of services to our customers with
regard to FDA and EU GxP requirements.

Software Services
BETTER / FASTER / CHEAPER

Comprehensive solutions for quality and
compliance management within GxP
regulated industries.

Turnkey & Advisory Projects

Rescop’s Turnkey Projects division
focuses on (corporate) high impact
projects that require the integration
of project management, engineering,
commissioning, qualification and
validation skills.

Academy Services
Your partner for knowledge

Rescop has been providing training and
workshops for employees and inspectors
within the pharmaceutical and medical
device industry for over 10 years.
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Consultancy Services

Rescop’s consultancy group has shown a continuous growth over the last few years and as a

result, we are able to provide a broad portfolio of services to our customers with regard to FDA
and EU GxP requirements.

QUALIFICATION & VALIDATION

Rescop provides customers with a broad
spectrum of consultancy services in order to
support their organization with respect to
compliance, qualification and/or validation
and calibration of e.g.: utilities, equipment,

information systems.

QUALITY MANAGEMENT

Rescop provides customers with a broad
spectrum of consultancy services in the field
of Quality Management. These activities are
complementary to our Qualification and
Validation services and based on the well-
established QMS standards as published by
ISO, ICH and the US and EU GxP regulations.

AUDITING & ASSESSMENTS

The third pillar of Rescop’s Consultancy
Services are related to audits and
assessments. These services can be an
integral part of the Validation & Qualification
or Quality Management Services that we
provide but may be as well deployed as a

service on its own.




Consultancy Services

Core Business

- Qualification and Validation
(Computerized systems: IT and
Equipment)

- SAP/ERP Validation

. Qualification and Validation of
Utilities

.  Life Cycle Process Validation
(LCPV)

«  Permanent Inspection Readiness

«  Build and improve Quality
Management System

«  Sourcing of QA personnel
«  GAP assessments

+  Health Authority inspection /
Notified Body audit services

- Audit Services
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RESCOP SOFTWARE SERVICES

Rescop Compliance Software

Comprehensive solutions for quality and compliance management
within GxP regulated industries

Runs on the common browsers and is cross-platform compatible to allow for use on any device
type, including pc’s, laptops, tablets and smartphones. Furthermore, we offer IT services and
solutions to establish and maintain a GxP-compliant and reliable IT infrastructure and application
landscape for continuous business operations.

RESCOP-eVLM RESCOP-DMS -

- Validation Lifecycle Document Management

Management

RESCOP-VALIDATION

RESCOP-CHANGE RESCOP-
DEVIATION -

RESCOP-LOGBOOK Deviation Handling and CAPA
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Microsoft .Net, web based SAAS solution build on a MS Azure PAAS
Low cost of ownership, only internet connection is needed

Work wherever you want on any device type, including PC’s, laptops, tablets and
smartphones

Complies with Data Protection Law (GDPR compliant)

Implementing and configuring the software according to your needs in a
validated state

Rescop Compliance Software is rolled out in line with FDA 21 CFR annex part 11
guidelines

Future upgrades will be offered in a validated state
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Why use
RESCOP-eVLM

«  Validated Software, no costs involved to first validate the software yourself

+  Automating your SDLC SOP for SDLC/Validation laid down in the system, no more
endless discussions

«  Record based giving infinitive possibilities to automate

. Content based in stead of document based. The more content in the database the
more reusable, reducing documentation cycle times by 60 to 70 % on average

«  Automatically generated traceability matrix (TM). No manual work, no possibility of
manual errors

«  Traceability Matrix used to execute impact analysis of changes

«  Using operational Changes, the validation deliverables are automatically updated to a
new version, referring to the changes made

« No more audit preparation time and costs (permanent inspection readiness)

- Constantly improving our products, fastened by the fact that we are using and
experiencing our own products on a daily basis

. Part 11 compliant e-signature

+  Open system to be connected to other applications
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Objective of RESCOP-eVLM
FULLY WEBBASED SOLUTION

The software consists of:
. Rescop-Validation - validation module
. Rescop-Change - (operational) change module
. Rescop-Logbook - System management & electronic logbook

. Helps you to validate (Rescop-Validation) and maintain the validated state (Rescop-
Change for GxP changes) for all kind of objects.

«  Object can be anything eg. laboratory equipment, production
equipment, information systems / applications, IT infrastructure, utilities,
facilities, processes and more.

- Software is implemented with help of best in class CSV consultants to make sure
that your validation activities are optimized, compliant and adapted to your needs.

. Done via interactive blue-print sessions by compliancy consultants
speaking the same business language

. Able to interface with other software (e.g. JIRA, DevOps, LIMS or ERP).

«  Record-based solution, which allows you to re-use existing records between many
validations. The more data / knowledge is in the system the faster a new validation
can be executed.

«  Helps you to continuously improve and control your validation process without the
possibility of deviations

@rzscor
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Main functionalities
RESCOP-VALIDATION

- Based on system type and category Rescop-Validation guides you through your
configured (validation) SDLC procedure:

«  Selects process steps

- Selects set of documents which are required per process step inclusive the
right templates

«  Select the reviewer(s), approver(s), and authorizer(s) of each validation
document (e-signing)

«  Design assistance feature allows you to build User/Functional/Technical/etc.
Requirements specifications and related test cases quicker and with less effort

«  Automated traceability matrix — just link requirements and then combine them with
test cases and traceability matrix will be created in the background

«  Coverage Gaps feature showing loopholes in your traceability matrix
- Design of a validation dashboard allows you to see the progress of a validation object
«  Part 11 compliant e-signature

+  Monitor multiple validation processes at once

«  Reminders and email notification will help your team to handle tasks in timely manner
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RESCOP-CHANGE

- System based registration and management of releases/versions and their
operational changes

«  Uses the Traceability Matrix to define the scope of each operational change

«  Automated workflow for change documents such as change plan and release
summary report

. Controlled testing of changes

«  Controlled change of the related validation documents ensuring traceability
(Release and change number are added automatically to changed documents and

requirements)

RESCOP-LOGBOOK

«  Flexible scheduling of configurable activities such as
maintenance, calibration, cleaning, commissioning,
decommissioning, periodic inspection and
retirement

«  Scheduling of recurring or one-time events

- Automatic assignment of event execution and event
approval

«  Registration of results in a secure, GDPR compliant
electronic Logbook

«  Registration and management of calls

«  Advanced label printing and barcode scanning
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Turnkey & Advisory Projects

Rescop’s Turnkey Projects division focuses on (corporate) high impact projects that
require the integration of project management, engineering, commissioning, qualifica-
tion and validation skills. Projects which are key for the customer to bring them to the
next level.

Corporate IT implementations or upgrades
SAP S4/HANA, TrackWise, Serialization and Quality Management Software

Pharma4.0

Pharma 4.0, also called the smart factory, is a framework for adapting
digital strategies to the unique context of pharmaceutical manufac-turing.

Data Integrity

Rescop has many years of experience with (corporate) data integrity
programs. We assess the customer’s current maturity and quality le-vel
related to data integrity and support with performing the required
remediation activities, applying a risk-based prioritization.

Inspection readiness / quality improvement programs
FDA preparation and remediation and Data integrity programs

GMP certification for Medicinal Cannabis
Are you looking for a GMP certification for growing, extracting and
manufacturing cannabis for medical use? You've come to the right place!
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Corporate IT Programs

As an end to end GxP, validation and quality partner, Rescop supports
companies with corporate IT programs. These programs include:

« ITintegration and carve out projects

- Implementation and upgrades of corporate applications, e.g. ERP solutions
(SAP S/4HANA, IFS, NetSuite etc.) and QMS software (e.g. TrackWise,
MasterControl, Rescop compliance software)

« Implementation and upgrade of IT infrastructure
Role Rescop within the project

«  Program and project management

+  Validation

«  Quality Assurance

Rescop’s strength is paperless validation with our own Validation Lifecycle
Management software application.
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Data Integrity

With extensive experience in corporate data integrity programs, Rescop is a trusted
partner for businesses looking to improve their data management practices. Our team
assesses your organization's current level of data integrity and quality, taking a risk-
based approach to prioritize necessary remediation activities. Trust in our expertise to
ensure the security and reliability of your critical business information

We provide a comprehensive data integrity solution, built upon industry standards
such as 21 CFR Part 11, Eudralex Annex 11, and the GAMP Guide, as well as our practical
experience. Our standard data integrity toolbox offers a reliable and efficient approach
to ensuring the security of your valuable data. Additionally, our onsite project team,
experienced in data integrity projects and FDA/EU inspections, is available for
deployment to support your organization's specific needs. Trust in our expertise to
safeguard the integrity of your critical information.

Role Rescop within the project
e ProjectManagement
e Datalntegrity Assessment

e Remediation

e ChangeControl

e QualifyIT & Validate Systems
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FDA preparation and remediation and
Data integrity programs

Rescop has a proven track record in preparation for inspections by governmental
bodies, including FDA, EMA and MHRA. We also perform both corporate as well as
site-specific quality improvement programs to deal with various types of quality
related challenges.

We assess the current quality and maturity level of the customer’s organization
and processes, and support with performing the required remediation activities,
applying a risk-based prioritization.

We also prepare personnel for inspections and support hands-on during inspections
to ensure successful completion.

Possibility of deployment of onsite emergency response team that has experience

with governmental inspections and quality related challenges.

Role Rescop within the project

e Program and Project Management

e Validation

e Quality Assurance

e Root Cause investigation and CAPA management

e Remediation

e Training
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Your partner for knowledge, Rescop Academy

Rescop Academy Services

Rescop has been providing training, workshops and webinars worldwide for inspectors and
employees within the medical device and life sciences industry for over 15 years.

Our trainers work as consultants in the industry, so you can count on their state -of -the -art
knowledge and practical examples, making a training most valuable.

GAMP 5 Training

GxP Data Integrity Training

GxP Training

Life Cycle Process Validation Training
ISO13485 Training

Permanent Inspection Readiness Training
Quality Management Training

Spreadsheet Validation Training

Validation using Agile Training
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Rescop graduates program

If you recently graduated with a bachelor or master’s degree in pharmaceutical
sciences, (medical) biology, life sciences, IT, business administration or related field
of study, and you want to explore new opportunities as part of a leading community
in GxP compliance: we offer you a chance to jump-start your career in the life science
industry!

In a safe learning environment, experts in the field will train you in a wide range
of GxP and compliance related topics. In addition, you will take part in workshops
and coaching sessions designed to encourage your personal development. And of
course, you will get the chance to put theory into practice by joining consultancy
projects at our renown clients.

During this year-long journey, you will find yourself surrounded by a community of
Rescop colleagues. They will always be there to support you and to create the iconic
Rescop ‘gezelligheid; as we believe that working hard should go hand in hand with
fun!

Curious? Find out more about this unique program below and register now : rescop.
com/ graduatesprogram
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Contactus

+31(0)852017277

info@rescop.com

Wwww.rescop.com

Global one-stop solution provider for
GxP compliance services and software.

rescop.com| in ¥





