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1. Purpose, Scope and Users

The purpose of this procedure is to ensure control over the creation, approval, distribution, usage,

updates, retention, and disposition of documents and records (also called “documented
information”) used in the QMS (Quality Management System) for performing [’testing and/or
calibration\] laboratory activities.

This procedure is applied to all documents and records related to the QMS of the laboratory,

regardless of whether the documents or records were created inside [organization name] or whether
they are of external origin. This procedure encompasses all documents and records containing

information and data, stored in any possible medium — digital or paper.

Users of this procedure are all personnel that perform laboratory services and recording results of
laboratory activities identified under the laboratory’s scope as documented in the Quality Manual.

2. Reference Documents

e ISO/IEC 17025:2017, clauses 7.5, 7.11, 8.2.1, 8.3, 8.4
e Quality Manual
e [other documents and regulations requiring document control]

3. Control of Documents

Internal documents are all documents created inside the organization (e.g. policies, working
instructions, etc.). Internally created documents are listed by [Job title] in the List of Internal

3.1. Creation and identification of documents

[Job title] ensures that all documents are identified by name, code, date of version, version number)

and copy number.
Identification of documents is performed as follows:
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The documents within the scope of the QMS are formatted in the same way as this document.
3.2. Document approval

All documents, regardless of whether they are new documents or new versions of existing

3.3. Publishing, distributing and accessing documents

After approving a draft or a new version of a document, ﬂjob title\] keeps the original version and
distributes the numbered copy to the place of use.

issuance.
3.4. Withdrawal of outdated documents

The new version of a document is immediately distributed to the place of use upon creation and

document is destroyed or labeled “Replaced by version number” if it is intended to be archived as a
reference. If using electronic documents, when there is an older version of the document, [job titlei

3.5. Document updates and changes

The person listed as the document owner has the responsibility for updating and changing the
document. Updates and review are performed periodically at least once per year or whenever it is
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All changes to the document should be made using "Track changes," making visible only the revisions
to the previous version and briefly described in the "Change History" table. If the Track changes

3.6. Documents of external origin

Each external document that is necessary for the laboratory operations must be identified by [Job
title\] in the List of External Documents. Document title, date, and revision level must be included

4. Control of Records

[Job title] uses the List of Type of Records to identify the records by their type. Record owners are
identified under the column “owner” in the List of Type of Records. Record owners must ensure that

to records must be consistent with confidentiality arrangements. If the sensitivity of certain records
is such that permission for access must be obtained from a different person, this must be stated in

If there are changes to such records, [Llob title\] ensures that both the original and changed records
are kept, in a legible format, along with information about the change (who, what, and when). [Dob

and method for destroying obsolete records and documents, as guided by industry standards and
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5. Managing Records Kept on the Basis of this Document

Storage
Record name Code \Retention Responsibility
= Location Protection\
time
Older Records are stored
versions in file cabinet or in
List of Internal are [\office of personal computer | . .
PR.00.1 i - - X [job title]
Documents archived | [job t|t|e\] [describe
for 3 name/location]
years
Older Records are stored
versions in file cabinet or in
List of External are [office of personal computer | . .
PR.00.2 i i i X [job title]
Documents archived | [job title]] [describe
for3 name/location]
years
Older Records are stored
versions in file cabinet or in
LSt 6F T R . PRIO0IS are [office of personal computer [job title]
isto e of Records .00. ob title
B archived | [job title]] [describe
for 3 name/location]
years
Older Records are stored
. versions in file cabinet or in
Registry of Records for .
. are [office of personal computer | . .
Retention/Central PR.00.4 . o ) [job title]
) archived | [job title]] [describe
Archive .
for 3 name/location]
years
Only []job title] can grant other employees access to the records.
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6. Appendices

e Appendix 1 — List of Internal Documents

e Appendix 2 — List of External Documents

e Appendix 3 — List of Types of Records

e Appendix 4 — Registry of Records for Retention/Central Archive
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