MEDILENIA

ISO 13485 Certified
OEM Manufacturing

Your European OEM Partner for
Medical Bags, Tubing & Fluid
Management Components




MEDILENIA
AT A GLANCE

* Italian Manufacturing Facility

* |ISO 13485 Certified

* 1SO 9001 Certified

* OEM & Contract Manufacturing

* EVA, PVC & PVC-Free
Technologies

* Medical Spiral Tubing
* Customized Medical Solutions
* European Supply Chain Partner




COMPANY

PROFILE

A Reliable Manufacturing Partner

Medilenia is an ltalian manufacturer
specialized in fluid management solutions
for the medical industry.

Core Competencies: Flexible medical
bags, Tubing systems, Fluid management
components, Customized assembilies,
Contract manufacturing.

Markets Served: Clinical Nutrition,
Infusion Therapy, Pharmacy
Compounding, Dialysis, Medical
Disposables.



MANUFACTURING

EXCELLENCE

Supporting medical
device companies
with OEM production,

private label
manufacturing and
customized fluid
mMmanagement
solutions.

Medical Device Manufacturing Environment

\Z

Dedicated production equipment

\Z

Controlled manufacturing areas

\Z

Validated production processes

\Z

Quality-controlled workflow

\Z

Flexible production batches

\Z

Designed to support scalable OEM projects
and long-term manufacturing partnerships.

\Z

Scalability for OEM projects

\Z

Long-term supply support




QUALITY & REGULATORY COMPLIANCE
Additional Quality Commitments
Full traceability from raw materials to finished products
Production under documented and validated
procedures
Continuous quality monitoring
Risk-based manufacturing approach

SO 13485

1SO 9001

Supplier qualification

Incoming material control

_ I
EUROPEAN // —
In-process inspections CERTIFICATION
A INSTITUTE 4
Final product verification \ -
P 29001 - S
Full batch traceability

planning & development



EVA BAGS FOR
PARENTERAL
NUTRITION

Designed for Clinical Nutrition
Applications

Standard EVA

UV Protection EVA

Multiple port configurations
Custom layouts

Volumes 150 ml to 3000 ml

Applications: TPN, Pharmacy
Compounding, Nutritional
Preparations

Available Configurations
Single Chamber
Multi-Port
Customer-Specific Design




PVC Bags: Various capacities and
custom configurations.

PVC-Free Polyolefin Bags: DEHP-

PVC AN D free solutions and advanced

medical applications.
PVC- F RE E Customization of ports, tubing and

BAGS dimensions.

Suitable for infusion, nutrition and
customized fluid management
applications.



INTEGRATED FLUID
MANAGEMENT COMPONENTS
MEDICAL SPIRAL TUBING

*  Multiple Polymer Options

*  Custom Diameters

*  Customized Lengths

*  Medical Grade Materials

*  OEM Production

*  Support for Custom Assemblies

Applications:
* Infusion Systems
* Dialysis

*  Respiratory Devices
*  Medical Disposables



OEM & PRIVATE LABEL SERVICES

h! OEM PR Contract
Manufacturing ; Manufacturing

«»  Private Label \/ Product

.’ Production Customization
®  Tochnical S ‘ &  Industrial Scale
_— eennical SUppor o Production

Supporting product development from concept to
industrial manufacturing.



WHY MEDILENIA

Second-Source Manufacturing Support

European Medical Device
Manufacturing Expertise

ISO 13485 Quality Flexible
System Production
Partnership Supply Chain
Approach Diversification




Let's discuss your next OEM project

LOOKING FOR A

QUALIFIED OEM [ £va Bags

PARTNER?

PVC & PVC-Free Bags

7

Medical Spiral Tubing

\

OEM Manufacturing

Private Label Production

7

ISO 13485 Quality System

\

European Manufacturing

MEDILENIA SRL www.medilenia.it
Business Development Department
export@medilenia.it



