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1. PURPOSE Guy!

- To define the controls needed for the identification, storage, security and integrity, retrieval, retention
period and disposition of records required by the quality management system used by the organization
according to the applicable requirements.

- To provide objective evidence of conformity to requirements and of the effective operation of the quality
management system.

- To assure integrity with the holistic system of document control.
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2. SCOPE Gubd!l Jlxe
- All controlled records (executed forms) required by the organization quality management system, including
e.g.
e Finally approved reports of risks, technical and/or documentary changes, internal audit,
complaints, KPIs...etc.
e Finally approved plans e.g., plans of quality objectives, action plans.
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3. REFRENCES gyl

- 1SO 9001:2015 titled “Quality management systems — Requirements”.

- 1SO 9000:2015 titled “Quality management systems — Fundamentals and vocabulary™.




- I1SO 45001:2018 titled “Occupational health and safety management systems — Requirements with

guidance for use”.
- I1SO 27001:2022 titled “Information security, cybersecurity and privacy protection Information security

management systems Requirements”.

- 1SO 41001:2018 titled “Facility Management - Management Systems - Requirements with Guidance For

Use”.
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4. RELEVANT PROCEDURES / FORMS  aall 13 z3kidl / wlel 2!

Forms / SOPs No. Title
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List of Records
F-02-01
CMoend! 40318
Signature Log
F-02-02
Oladgill Jorw
Document Control
SOP-01
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5. DEFINITIONS AND ABRIVATIONS whlaisYl g <l sl
Term gzl Definitions & Abbreviations whlaisY g Ol el
Data oLl Facts about an object b goubge J9> (@5l
Information Olbglas Meaningful data Ddz=e Olgie 1) &l bl
Obijective evidence 4. g g0ll EIS Data supporting the existence or verity of something.
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Procedure <ly=) Specified way to carry out an activity or a process.



https://www.iso.org/obp/ui/#iso:std:iso:9000:ed-4:v1:en:term:3.6.1
https://www.iso.org/obp/ui/#iso:std:iso:9000:ed-4:v1:en:term:3.8.1
https://www.iso.org/obp/ui/#iso:std:iso:9000:ed-4:v1:en:term:3.4.1
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Document stating results achieved or providing evidence of
activities performed. )
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Full name typed as per identification cards.

Record zdges 9 Joxw

Name e Asgl 0Bl § 52 WS © ¢Sl S oY
Sig adsl Signature: shortened name, e.g. first name and family name.
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6. RESPONSIBILITIES <l ggwwl!
- It is the responsibility of every employee to demonstrate the commitment to this procedure when use it at
any stage of documentation life cycle.
- All departmental managers should ensure the adherence to this procedure within their departments.
- QA is accountable for the overall oversight and control on this procedure to ensure proper management
of all records taking into consideration the data integrity.
- Quality Assurance shall circulate, track and archive the signature log.
- All departments to identify their own unique names and signatures.
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7. PROCEDURE s/y=)!
- General Requirements:
e Records are a special type of documents required by the quality management system and shall be
controlled in accordance with all documents associated with good documentation practices.
e Records shall be maintained to provide objective evidence of conformity to requirements and of the

effective operation of the quality management system.

e Records shall remain legible, readily identifiable and retrievable.



https://www.iso.org/obp/ui/#iso:std:iso:9000:ed-4:v1:en:term:3.8.5

All records are written in the English language and / or Arabic Language, as appropriate.

e Dates are current “at the time action taken”; predating or postdating (backdating) is not allowed.

Changes to a record shall remain identifiable.

The organization shall retain documented information related to the quality management system

processes (e.g., the information security risk assessment process).
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- Records Identification:

e Each record shall be given a unique code and title by QA department according to SOP-01.

e The number of any cancelled record shall not be given to another record.

e Executed records that intended to be used by the organization’s employee shall be distributed by QA
department (Hard or Soft copies) based on the intended use of the record and the decision of
departmental managers.

e For hard copies, QA shall stamp distributed records by CONTROLLED COPY stamp before their
distribution.

e QA shall give distributed records (Hard or Soft copies) to departmental managers and withdraw any

cancelled copies of records, and managers will be responsible for distribution of records within their

department.




During records distribution, QA shall document any records have been distributed and confirm retrieval

of cancelled records using form # F-02-01, and departmental managers shall take a copy of this record
after each update.
The person responsible for preparing of hard copies shall take copies of the stamped one and not use

the original stamped copy.

WOl Cyas -

) 03y ebat)! sl ez B39 83920l Olaud ouud Jd (po Joaaw S Olgiey o 30) pamass o Ol o @

3 Jorad (3o Jmw ST 03) pamasi jom Y e

(k08 ol 2189 ) 839200 Olas s Ui (0 Aaatall b g i (0 Lgolisiin] et (301 Bliiall el g oy @

LYl (gyade 1,89 Jomad Sguaiall plusiwdl e 5l

lansish b asigoll il e "BBlye A" i3 gng B39l Ol b e o gl fradl el o
00 Bkl e (5T s Pl shydo ] (&59,750) of g ) A gall blomad] s B39l Ol pud s o @

ogoludl J5-1s Emadl 2ig 5 pd9game shykall 15509 Ml

plastil el M) § sl 48T lga) g5 @3 e (ST 3895 839! Olawd und e oy cMmand | 203 UM @

CEdss (S by Jomand | 1o (e dend 33T pludYl (G ade (e g (F-02-01 08 §ylaisl

dngiseal) deaddl plisuiul picg dogiseall Al (o frud d3T ddyell Fadll slue] e J9suall pasadl Je o o

LAYl

- Records Storage:

Master hard records that are considered a part of master SOPs and original soft copies of records shall

be archived by QA according to SOP-01.

For distributed records that intended to be used by different departments, departmental managers shall
archive soft and CONTROLLED COPY stamped copies in identified, secured and dedicated folder for
soft copies & place for hard copies.

For executed records that have been filled by relevant personnel (e.g. HR records):

o Relevant departmental managers shall review and archive them in a dedicated, identified and

secured place taking into account any applicable requirement of SOP-01.
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Storage of records shall ensure that they will remain legible and retrievable.
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- Security And Integrity of Records:

e Personnel responsible for preparation of records shall ensure the following:

(@]

They shall use a permeant ink that cannot be erased by other personnel during data entry for
hard copies of records.

For soft copies of records, they shall be printed as soon as possible after records preparation
and relevant personnel shall not change any data in the main template of record just fill in the
dedicated place for data entry.

Personnel responsible for records execution shall not leave any blank spaces and they shall put
(N/A or -) for unused spaces.

If there any wrong data has been entered in the record after signature, the person who find the
wrong data can correct it by making a line on wrong data and record the corrected data above
it and then put his signature beside corrected data and date of correction.

By the end of each day, each employee shall give the records that have been prepared by
them to their managers, and departmental managers shall review those records and give them

to QA if applicable or to be archived by them.
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- Signatures:

All documentations and recording activities should be performed only by relevant persons using the
approved names and signatures as per the signature log.

The signature log of each department should be updated after appointment/resignation of any
employee.

QA documentation controller should circulate the signature log (form No. F-02-02) to all departments to
fill their own unique names and signatures, taking into consideration that signatures must be clearly
distinguished and traceable.

All and every department head /manager should ensure that subordinates uniquely identified and
recorded their names and signatures in the log.

QA should collect the filled and complete signature log.

Approved signature log must be archived by QA department.

QA department should distribute photocopies of approved signature log to relevant departments to be

kept and considered during documentation and recording practices.
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- Software Records:
e Any records relevant to any SOP in quality management system of the organization cannot be used if
there are any equivalent records in software used by the organization.

e The equivalent records of software can be used only if the software is valid (Software Validation

certificate).
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- Retention Time and Disposition of Records:
® Records retention and disposition shall be according to SOP-01.
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