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1. Purpose, scope and users

The purpose of this procedure is to describe the process of production of rubber and plastics
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 production process.

Users of this document are persons responsible for the process of production 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

. \[Working instruction manuals]l

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

e Defining resources for production and service provision

[job title] defines all resources needed for production, including human resources,
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\[Job title]\ creates the Quality Plan, which defines necessary activities of verification,
monitoring, measuring, controlling and testing the product.

e Availability of

[Job title] is responsible for

e Usage of

\[Job title]\ is responsible to ensure that all equipment is in operational condition and, on l[job

If requirements for equipment maintenance and working environment are specified by the

e Measuring and monitoring resources

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

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 of rubber and plastics

\Production is executed in controlled working conditions, which implies compliance with all technical

3.2.1. Internal purchasing and receipt of raw materials

According to the Production Plan, [job title] makes internal purchase. After receipt of demanded raw

3.2.2. [Extrusion
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Plastic material as granules, pellets, or powder, is first loaded by [job title] into a hopper and then fed
into a long heated chamber through which it is moved by the action of a continuously revolving
screw.

3.2.3. \Calenderinj

[job title] sends the

3.2.4. Film Blowing |

[job title] feeds the machine that continuously extrudes vertically a ring of semi-molten polymer in

3.2.5. |Injection Molding

[job title] feds the plastic material into hopper, which feeds into an extruder. An extruder screw
pushes the plastic through the heating chamber in which the material is then melted. At the end of

3.2.6. Blow Molding

The die forms a continuous semi-molten tube of thermoplastic material. [job title] clamps a chilled

3.2.7. Ll:'xpanded Bead Blowing

[job title] places measured volume of beads of plastic into a mold. The beads contain a blowing agent
or gas, dissolved in the plastic.

3.2.7.1. Rotational Molding

[job title] mounts a mold on a [machine capable of rotating on two axes simultaneously]. [job title]

3.2.8. \Compression Moldingl

[job title] prepares a volume of plastic and places it into a mold cavity and then a second mold or

3.2.9. \Thermoformind

[job title] heats films of thermoplastic to soften the film, and then the soft film is pulled by vacuum or
pushed by pressure to conform to a mold or pressed with a plug into a mold. Parts are
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3.2.10. 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.

3.2.11. Validation of production

[Job title] must conduct validation of all processes of production where:

’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.

3.2.12. \Customer propertﬁ

[Job title] is responsible for identification, verification, and protection of customer or sub-contractor

3.2.13. 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.

3.2.14. Product release, delivery and activities after delivery

[Job title] is responsible for determining, at appropriate stages, by which degree the product
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[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

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 Control of Non-Conforming Product.

4. Managing records kept on the basis of this document

[ Commented [9A47]: Adapt to organization’s needs.

Commented [9A48]: This should be deleted if organization is
only service oriented.

[Commented [9A49]: E.g. Production Manager

[Commented [9A50]: E.g. Warehousing Manager

[Commented [9A51]: E.g. Driver

[Commented [9A52]: E.g. Shift Leader

Storage
Record name Code Eetention ] } ] Responsibility
] Location Protection C ted [9A54]: Adapt the information in this column to
time| the normal practice in your company.
Ci ted [9A53]: Adapt the information in this column to
the normal practice in your company.
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Records are

Commented [9A55]: If the record is in electronic form, write
the name of the folder on Production Manager computer.

Commented [9A56]: If the record is in electronic form, write
the name of the folder on Production Manager computer.

Commented [9A57]: If the record is in electronic form, write
the name of the folder on Production Manager computer.

Commented [9A58]: This document is unnecessary if
organization doesn’t store and work with customer property.

l[office of o
- - stored in file i i
Product Specification PR.10.1 2 years Production . . [job title]
cabinet [describe
Manager | \ .
name/location]
Records are
Record of [[office of o
. - stored in file o
Product/Service PR.10.2 | 2years Production . . [job title]
cabinet [describe
Conformance Manager ] \ .
name/location]
Records are
[office of A
. I . stored in file . i
Quality Plan PR.10.3 2years Production . . [job title]
cabinet [describe
Manager ] \ .
name/location]
| Records are
Notification to a [office of o
- stored in file i i
Customer about Changes | PR.10.4 2years Production . . [job title]
- cabinet [describe
on his Property{ Manager | | L
namey/i1ocationy
Records are
\[office of o
- I - stored in file o
Record of Traceability PR.10.5 2 years Production . . [job title]
cabinet [describe
Manager ]I .
name/location
Records are
. . |[office of .
Production/Service - stored in file i i
) PR.10.6 2 years Production . . [job title]
Change Review Record cabinet [describe
Manager ] \ ]
name/location
PR.10.7 2 years |[office of Records are [job title]
. Production stored in file
Production Plan : .
Manager | \ cabinet [describe
name/location
PR.10.8 2 years [[office of Records are [job title]
. . Production stored in file
Production Registry . .
Manager | \ cabinet [describe
name/location
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
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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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