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1. Purpose, scope and users

The purpose of this procedure is to describe the process of manufacturing of electrical and optical
equipment according to demanded quantity and deadlines, in line with the request for product
quality, according to customer request.

The procedure is applied in realization of the manufacturing process.

Users of this document are persons responsible for the process of manufacturing in [organization
name].

2. Reference documents

e |SO 9001:2015 standard clauses 8.5; 8.6

e Procedure for Document and Record Control

e Procedure for Competence, Training and Awareness

e Procedure for Purchasing and Evaluation of Suppliers

e Procedure for Design and Development

e Warehousing Procedure

e Procedure for Management of Nonconformities and Corrective Actions
e Procedure for Equipment Maintenance and Measuring Equipment

e [Work instruction manuals]

3. Product realization
3.1.  Product realization planning
3.1.1. Making production plan

According to demand of products and volume of production in previous period, [CEO] together with
[job title] creates [Production Plan].

[Production Plan] defines the following:
e Avadilability of information that defines product characteristics

In cyclic production, [job title] gathers

e Defining resources for production and service provision
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[job title] defines all resources needed for
|

[Job title] creates the Quality Plan, which defines necessary activities of verification,
monitoring, measuring, controlling and testing the product.

e Avadilability of work instructions

[Job title] is responsible for

e Usage of adequate equipment

[Job title] is responsible to ensure that all equipment is in operational condition and, on [job
title]’s request, deliver evidence of execution of the Plan for Preventive Equipment
Maintenance and records of calibration and repairs of measuring equipment.

e Conducting measuring and monitoring

[Job title] must ensure availability of monitoring and measuring resources and define the
method of

3.1.2. Creating work order

For each individual batch, [job title] creates [Work Order] which defines all activities to be executed
during production, responsibility for each activity, deadline, as well as raw materials needed.

3.2.  Production provision realization

Production is executed in controlled working conditions, which implies compliance with all technical
and technological requirements defined in documents necessary for the production process. If

3.2.1. Internal purchase and receipt of raw materials
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According to the Production Plan and Production Registry, [job title] makes internal purchase. After

3.2.2. Production of plastic semi-product

[job title] receives the raw plastics in form of as granules, pellets, or powder. The raw plastic is then

3.2.3. Production of electrical components

Based on Product Specification, [job title] controls production of copper parts and soldering of

3.2.4. Production of optical components

[job title] receives glass blank and compares it to Product Specification, if the glass blank meets the
product requirements, [job title] sends it to further processing, otherwise it is returned to
warehouse and new internal purchasing order is created.

[job title] is responsible for

After the lens is generated and fine ground, [job title] sends it to polishing that can be both
mechanical and chemical. For higher production parts, [job title] uses high speed CNC (Computer
Numerical Control) machines.

Before centering begins, the polished surfaces are

Once the optic is centered and edged, [job title] cleans and inspects it for the last time. Both

When the lenses are finished, [job title] sends them to assembly facility.
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3.2.5. Assembly

[job title] receive plastic semi-products, electrical components and lenses and controls the assembly
process. Once the products are

3.2.6. Packaging and storage

[job title] oversees the packaging process and in case of nonconformities apply Procedure for
Managing Nonconformities and Corrective Actions. Once the

3.2.7. Identification and traceability

[Job title] must identify the product through the entire production process and define methods of
identification and enter them in the Record of Traceability.

3.2.8. \Validation of production and service provision

[Job title] must conduct

Where appropriate, as part of validation, [job title] must determine:

e Criteria for review and approval of process

[Job title] creates records needed to provide evidence that realization processes and resulting
products meet predefined requests.

3.2.9. Customer property

[Job title] is responsible for identification, verification, and protection of customer or external

3.2.10. Control of changes

[job title] reviews and controls changes for production in order to ensure continuing conformity with
the requirements and enters changes in the Production/Service Change Review Record.

3.2.11. Product release, delivery and activities after delivery
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[Job title] is responsible for determining, at appropriate stages, by which degree the product
requirements are met regarding Product Specification and customer requirements. If requirements
are met, [job title]

[job title] ensures that the release of products and services to the customer will not proceed until

[Job title] defines the extent of post-delivery activities that are required, considering:

e Statutory and regulatory requirements
e The potential undesired consequences associated with the products and services

During servicing activities, [job title] is obligated to initiate correction of non-conformance using the
Procedure for Control of Non-Conforming Product for

3.3.  Product preservation

[Job title] is responsible for preservation of product during production and internal transport of
product and/or assembly parts.

3.4. Resolving non-conformities

If a non-conformity of process or product occurs, the person who discovered the non-conformity
notifies [job title], who acts according to the Procedure for Managing Nonconformities and
Corrective Actions.
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4. Managing records kept on the basis of this document
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Storage
Record name Code Retention ) - Responsibility
= Location Protection
time
Records are
[office of o
L - stored in file i i
Product Specification | PR.10.1 2 years Production . . [iob title]
cabinet [describe
Manager ] .
name/location]
. Records are
Record of [office of o
. - stored in file i i
Product/Service PR.10.2 2 years Production . . [job title]
cabinet [describe
Conformance Manager ] .
name/location]
Records are
[office of o
. i stored in file i .
Quality Plan PR.10.3 2 years Production . . [job title]
cabinet [describe
Manager ] .
name/location]
Notification to a . Records are
[office of o
Customer about i stored in file i i
- PR.10.4 2 years Production . . [job title]
Changes on his cabinet [describe
Manager ] )
Property name/location]
Records are
[office of S
. - stored in file i i
Record of Traceability | PR.10.5 2 years Production . . [job title]
cabinet [describe
Manager ] .
name/location
Records are
Production/Service [office of o
. - stored in file i i
Change Review PR.10.6 2 years Production . . [job title]
cabinet [describe
Record Manager ] )
name/location
Records are
[office of e
. - stored in file i i
Production Plan PR.10.7 2 years Production . . [job title]
cabinet [describe
Manager ] )
name/location
Records are
[office of o
. . - stored in file i i
Production Registry PR.10.8 2 years Production . . [iob title]
cabinet [describe
Manager | )
name/location
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5. Appendices

e Appendix 1 - Product Specification

e Appendix 2 — Record of Product/Service Conformance

e Appendix 3 — Quality Plan

e Appendix 4 — Notification to a Customer about Changes on his Property
e Appendix 5 — Record of Traceability

e Appendix 6 — Production/Service Change Review Record

e Appendix 7 — Production Plan

e Appendix 8 — Production Registry
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