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QUALIFICATION SYSTEM

The following scheme represents the organization of the qualification system.
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UNIMED QUALIFICATION

This part of the qualification system is conducted by UNIMED independently from products and customers. It is applicable to
all elements entering in the qualification applicable scope.

The following table describes each qualification activity conducted by UNIMED and their specificities.

Activity Description
Installation qualification All UNIMED control and production equipment are subject to qualification.

The qualification level depends on the nature and complexity of the production or control equipment.
Test method qualification All UNIMED test methods are subject to qualification.

The qualification level depends on the nature and complexity of the test method.
Generic manufacturing All UNIMED manufacturing processes are considerate as normal process, so verifiable during
process qualification production. All critical elements of a product are generally 100% verified.

CUSTOMER QUALIFICATION

This part of the qualification system is discussed between customer and UNIMED when establishing and accepting the
product specifications. From the discussion, one of the qualification activities can be chosen a supplementary qualification
to be conducted. This qualification work is going to be conducted under contract conditions previously defined and agreed
by both parties.

The following table describes each qualification activity proposed to customer and their specificities.

Activity Description

Specific manufacturing The specific qualification of a manufacturing process is conducted through a validation based on the

process qualification customer demand and specifications previously accepted for the product to manufacture.

Product qualification The qualification of a product performance manufactured by an established process is conducted
based on customer demand and specifications previously accepted for the product to manufacture.

First article inspection A tighten and specific inspection of customer specifications is conducted on samples coming from the

(RCEI) first lot manufactured thought a fFirst article inspection report (RCEI).

CUSTOMER INSTALLATION AND PROCESS

An installation provided by a customer to realize a production or a test step is under its responsibility. The customer must
ensure that its qualified status (installation, manufacturing process, test method) and conforms with the intended use of the
installation in production realization.

This qualification work can be conducted by UNIMED under contract conditions previously defined and agreed by both
parties.

All this information are for reference only. They have no legal or contractual commitment Unimed SA.
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