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5 STANDARD OPERATING PROCEDURE - DOCUMENTATION CONTROL
Company Mame:
Address:
STAMDARD OPERATING FROCEDURE
Title: Documentation Control Written by:
SOP No: 02 Date of Preparation:
Version Mo: Approved by:
Supersedes: Date of Approval:
Date of Issue:
51 Introduction — documentation control

A control system for Good Distribution Practice (GDP) procedures should address the issue
and distribution of procedures and retrieval of obsolete procedures. In this way. only the
cormect and most recent version of 2 procedurs is in use.

) 22
5.2 Appendices Kl‘ ]—J—'
- Documentation Control Ap pendix 02/01 - S0P index
- Documentation Control Ap pendix 02/02 - SOP distribution list
- Documentation Contral Appendix 02/03 - Revision history log

5.3 Procedurs ﬁi ﬁ?-

Standard Operating Procedures (30Ps) should describe the different operations which affect
the quality of the products and the distribution activity. All forms associated with a particular
procedure must also be controlled documents and to this effect they are included as
appendices to the relevant procedure.

Each procedurs has a title and unigue number allocated to it A list of procedures and their
numbers is maintained in the S0P Index (Appendix 02/01).

Each procedurs should bear the company name and address.

Each procedure should have the following headings:
- introduction
- procedure

The following information must be recorded on the first page of each SOP:
- title of the S30P

- unigue number of the 30P

- signature of the author of the SOP and the date of preparation

- wersion (issue) number of the SOP

1A-GO03E-5 T

- approval of the RP and the date of approval
- wersion number of the procedure being superseded
- date on which the procedure was issued

5.4 Create a new SOF L?f j_' ﬁ":fr ELi’JSOP

As forms are included in the SOP as appendices, creating a new form is considered as
creating a new S0P or amending an existing SOP.

Each form has a title and appendix number allocated o it
Use the SOP index (Appendix 02/01) to allocate the next consecutive number to the new

procedure.

Complete the required information as per section 5.3 abowe. For a new S0P "N/A' can be
recorded in the superseded box as there will be no previous version in use.

The S0P is normally written by a member of departmental staff.

The RP must review and approve the procedure and must record this approval of the
document by signing and dating the "approved by’ section on page 1 of the document.

All relevant personnel must be trained on the new procedure before it is issued and this
training must be recorded.

After all personnel have been trained, the date of issue on the first page of the procedure
should be completed.

All procedures should be available to the relevant personnel at their site of operation.
Update the SOP Index (Appendix 02/01) to include the name of the new procedure, its

numiber and version nurber.

Update the SOP Distribution List (Appendix 02/02) with the details of persons to whom copies
have been issued.

Update the Revision History Log (Appendix 02/03) to include the new procedure and the
reason for its creation.

55 Amend an existing SOP l/l}/ Eim,”ﬁ ':’f-’SOP

As forms are included in the SOP as appendices, amending a form is considered as amending
an existing SOP.

Use a copy of the existing procedure to record the changes reguired.

46

e ENBERE



=ral Sale Wholesale

Update the information in the written by, version number and superseded number sections
on page L of the procedure.

The RP must review and approve the procedure and must record this approval of the
document by signing and dating the "approved by’ section on page 1 of the document.

The reason for the change to the document should be recorded in the Revision History Log
(Appendix 02/03).

All relevant personnel must be trained on the amended procedure before it is issued and this
training must be recorded.

After all personnel have been trained. the date of issue on the first page of the procedure
should be completed.

All procedures should be available te the relevant personnel at their site of operation.

Use the SOP Distribution List (Appendix 02/02) to ensure that all copies of the previous
version of the procedure are withdrawn from those personnel listed in the S0P Index before
copies of the new procedure are iszued. Record the removal of old copies and the issue of
new copies to each relevant person. The date of removal and issue should also be recorded.

Record the new version number of the procedure on the SOP Index (Appendixz 02/0L).

All obsolete copies of the procedure/form should be destroyed. However the master copy (ie.
the copy with the original signatures) of the obsolete version should be marked ‘obsolete’
and kept on file.

. PRAN Y S 2
5.6 Maintenance of records £ E = %{,—
;A ik Fo &R

All documentation and records relating to the distribution activity (including training records,
obsolete procedures etc.) must be maintained for five years.

Documentation should be reviewed on a regular basis to ensure that it is still up to date and a
record of this review should be maintained.

All entries to GDP documentation should be legible and written in a manner to ensure against
fading etc.

Crverwriting, use of ditto marks, cerrection fluids or pencil should not be allowed.
Adjustments to an incomect entry/record should only be made by drawing a line through the
incorrect entry and writing the correct entry. The adjustment must be initialled and dated by

the person correcting the entry.

All records should be signed and dated by the person camying out the activity.

|1A-G0035-5 981

ral Sale Wholesale

APPENDICES TO DOCUMENTATION CONTROL PROCEDURE

Appendix 02/01 - SOF index

SOP i+ ¥

SOF no.

Title

Version mo.

|A-G0032-5

191
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Appendix 02/02 — SOF distribution list

¥ & #|
SOP & & 3+
SOF no. Title Version Withdrawn New version issued
no. from/date to/date
AU ) a2 2%
| TalikS 8T P~ 5%
Ha L= o M
¥ 0 EF T B XF

1A-50035-5

ARE-h]

Appendix 02/03 - Revision history log
A )
SOP 2 37 3% Y 5ia
S0P no. Title Version Reason for change
no.

|A-Z0035-5
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* https://www.hpra.ie/docs/default-source/publications-forms/guidance-documents/ia-
g0038-guide-to-quality-system-for-general-sale-wholesale-distributors-v2.pdf?sfvrsn=14
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i+ P& PIC/S?

» Pharmaceutical Inspection Co-operation Scheme : PIC/S

* To lead the international development, implementation and maintenance
of harmonised GMP standards and quality systems of inspectorates in
the field of medicinal products.

PIC/S
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News FAQ. Newsletter Members Area Login & Q D
pa)

‘o1C/
@ ‘-c S About Members Publications  Activities Events  Accession  PIA Academy

Members

LIST OF PIC/S PARTICIPATING AUTHORITIES

Chinese Taipei

By alphabetical order of the country / entity of each Participating Authority

Chinese Taipei
Taiwan Food and Drug Administration (TFDA)
Ministry of Heaith and Welfare

)
. 'O No. 161-2, Kunyang St.
Nangang District
C¥rDA A R TW-11561 Taipei City

Accession to PIC Scheme January 2013

Taiwan FDA

o AFDAT 99 & 4o I Vg RME * 2

PIC/S GMP+% #
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2415
FUESHE (QUALITY MANAGEMENT)
5= AZE (PERSONNEL)
F= VESE5T b 5% (PREMISES AND EQUIPMENT)
EVUEE X &#E (DOCUMENTATION)
EAE {EZ (OPERATIONS)
3T ~ JRIE ~ BELUA - 28R #E5E i (COMPLAINTS, RETURNS,
SUSPECTED FALSIFIED MEDICINAL PRODUCTS AND
MEDICINAL PRODUCT RECALLS)
%5MF2 (OUTSOURCED ACTIVITIES)
(44254 (SELF-INSPECTIONS) :

FNE 7#1#5; (TRANSPORTATION) _ USHENBERE
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