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COMPANY ' PROFILE

Customized plastic injection moulding solutions for
Sanitary Products in clean room area ISO-7



ORIGINS.

More than 60 years of experience in plastic

injection for high added-value components

GEMA GROUP is dedicated to the

production of vinyl records, CDs,
videos and other media for
record companies and companies

in the audiovisual sector.

The company inaugurates its
new production facilities

in Ripollet.

GEMA MEDICAL is born, a
division dedicated to the
manufacture of plastic
components for medical and

pharmaceutical sectors.

The current facilities at Barbera

del Vallés are inaugurated under

the new company name,

INNOVAMED.
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We want to become a reference
company at European level,

offering quality and service within

the injection of plastic parts and

components in cleanroom for

medical devices.

OUR
VALUES.

*  Exclusive production for the medical sector

* Machinery and installations adapted to the sector

* Staff trained in the specific characteristics of the products
* Internal and external quality management system

* Investment policy adapted to growth needs

*  Customer orientation

*  Reliability and confidentiality
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BUSINESS
AREAS.

Injection

Handling and assembly
Blistering
Microinjection

Contract Manufacturing

Special applications
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FIELDS.

In-Vitro

Medical Devices

Pharmacy

Veterinary

Biotech
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APPLICATIONS.

Bone Implantology

@

Ophthalmology

Surgical Instruments

Dental Implantology

Single-use products

Gynecology

Tissue Engineering

Dialysis

Cardiology

< INNOVAMED >



bsi. @@s

Certificate of Registration

QUALITY MANAGEMENT SYSTEM - ISO 13485:2016

This is to certify that: Innovamed Spain, S.L

SR e CERTIFICATIONS.

Spain

INNOVAMED complies with the highest quality standards

Holds Certificate Number: MD 718741
and operates a Quality Management System which complies with the requirements of IS0 13485:2016 for the

g zope for the manufacture of medical devices, and since January

The manufacture of non-sterile plastic injection moulded components for medical devices. The
assembly and sterile barrier packaging of medical devices.

2006 has held the I1ISO 13485 certificate, which has been
periodically revalidated in accordance with the regulations

NN Ve Wil established up to the present time.

Graeme Tunbridge, Senior Vice President Medical Devices

Original Registration Date: 2020-02-06 Effective Date: 2023-12-12
Latest Revision Date: 2023-11-13 Expiry Date: 2026-12-11
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FACILITIES.

* 500 sg. m. of ISO-7 Cleanrooms

* Injectors from 15 to 155 TN

*  Robotic manufacturing lines

e Cleanroom for handling and blistering
e Blister machine

*  Temperature-controlled warehouse

*  Hoppers with automatic supply to the injectors

*  Preventive maintenance workshop for moulds
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QUALITY CONTROL
LABORATORY

Latest generation equipment

QUALITY CONTROL.

AUTOMATED ONLINE
CONTROL

Via artificial vision

PARAMETER
MONITORING

Permanent evaluation of the production
injection machinery
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Engineering 10
Project

OPERATIONAL
ACTIVITY.

Raw Materials
Selection

Concept o Moulds and
< Prototypes

Ol:II‘
Services

Pre-
Industrialization

Injection and
Microinjection

Validation 0

Blistering and
Packaging

Assembling
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At your SERVICE.
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Moulds Cost

Execution plan Improvement
Timings Sustainability
Assistance Optimization

Operations of:
Injection, Assembly and Packing.

Documentation and execution
of 1Q, 0Q, PQ Validations.
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WHY
INNOVAMED?

STRUCTURE

* Adaptation and exclusivity in medical devices
* Integral service in ISO 7 Cleanroom:
* Injection
* Manipulation / assembling
* Packaging / blistering
* Contract Manufacturing
* 1SO-13485 Certification
* 1ISO 7 cleanroom validation of particles and
microbiological analysis
* Robotization of production lines:
* Artificial vision cameras
* Welding of components
* Advice during the pre-industrialization and

moulding phase if required

* Mold Flow for the design of new moulds

* Proximity and customer orientation

+ Confidentiality < INNOVAMED >



WHY
INNOVAMED?

EXPERIENCE

* Product quality based on:

Productive regularity

Traceability

Client Audit

Validation processes adapted to customer
requirements

Customer Specifications

* Short and medium series

* Peek Injection

* Microinjection

* Wide variety of materials:

PP, PVC, PEEK, Polycarbonate, PE, TPE...

e Start-ups and development of new projects
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WHY
INNOVAMED?

SPECIAL PROJECTS

* Overmoulding
* Bi-injection
* Special treatments on moulds
* Laser micromachining
* Special cooling systems for production with high
melting point plastics
* Functional design texturing for:
* Security engravings

* Generation of water-repellent surfaces
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WE ARE PART OF:

WE ARE ADHERED TO:
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°. CataloniaBio
- & HealthTech

Connecting companies
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