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Learning Objectives

1. To review  the categories & general requirements for 

documents

2. To review specific requirements for each document

3. Do's and don'ts of data entry & recoding



Good documentation practices 

(GDocP)

• “If it isn’t documented, it didn’t happen” 

• Documentation control is not optional; it is a legal 
requirement. 

• Records and reports, along with procedures, “tell the story” 
of manufactured products and devices. 

• “Good” documentation practices ensure the integrity and 
reliability of data.





Definition

Documents:

• Approved instruction either in paper or 
electronic  form which guides about 
how an activity shall be  executed.

Records:

• It provide evidence that activities 
have been  performed or results have 
been achieved.

• Record is often considered as 
document.  They always document 
the past.



Aim and purpose of GDP

• GDP aim to ensure globally-accepted standards are met in 
record-keeping and reporting.

• GDP standards relate to:

Data accuracy

Data integrity / Validation

Reporting/record-keeping timeliness

Legibility

Traceable



What is being made?

Most of us when attempting a 
task need some sort of 
documentation

Documentation 



And if the drawing is wrong!

Documentation 



• Good data and record management practices 

(GDRP) during inspections of GMP, GCP, GLP has 

been increasing.

• Paper records to electronic for pharmaceutical 

companies.

– Electronic signatures and electronic records 

(ESER) 



Paper to Electronic Notebook, 

Collection Form



Characteristic of Document

• Each document shall:

– Have a clear title.

– Identification number.

– Be approved by authorized 
person.

– Have the date of issue

– Have a due date of revision.

– List to whom it has been 
issued.



Types of Documentation

• Good documentation encompasses practically all the aspect of 
pharmaceutical production :

1. Building, Premises & Equipment : installation , validation , 
cleaning and maintenance

2. Personnel : Training, hygiene etc

3. Materials: specification, testing, ware-housing, rejection/disposal.

4. Processing: individual steps in the process of manufacturing

5. Finished goods: specifications, testing, storage, distribution, and 
rejection/disposal.

6. Complaints & Recalls: investigation, actions 



Types of Documentation..

7. Quality manual:

8. Policies

9. Standard operating procedures (SOPs):

10. Batch Manufacturing records(BMR)

11. Specifications and testing procedures(QC 
Department)

12. Master formulae and instructions

13. Logbooks: operation, maintenance, and 
calibration

14. Records

15. Stock control and distribution records

"labels" as one set of 
documents.







Documentation

Finished Product Label

National legislation, but includes:

• Name 

• Active ingredients and amounts

• Batch number

• Expiry date

• Storage conditions, precautions if necessary

• Directions for use

• Name and address of manufacturer



Record-Keeping Categories

• Primary Records ( production 
formulas, supply source, contracts, 
packaging )

• Procedures or supporting 
procedures (instructions and 
guidebooks, SOPs)

• Subsidiary records (help to meet GMP 
e.g. calibration reports, print outs,…)

• Quality Control records (testing 
results, testing methods, recall 
procedures, investigations, self-
inspection reports, CAPA, )



Hierarchical document system

The organization 

should establish a 

hierarchical document 

system



Security / Data Integrity

The protection of data 

from unauthorized & 

unaccountable 

changes.



Security / Data Integrity

How do maintain the record

• Bound notebook pre-numbered

• loose sheets (Pre-numbered, the printing have to  be 
controlled and also the storage as control  records)

• Every register Forms shall have

 Format / control number / header

 Date of opening

 Date of closing

 Table of content where applicable



Record writing / Data Entry

• Data must not be able to be altered 
or erased once entered or recorded

• Data may be recorded by

– Electronic data processing 
systems or

– By photographic or

– Other reliable means.

• Only authorized persons shall be
able to enter or  modify data in 
the computer.



Record writing / Data Entry

• Enter complete and accurate information at the time work is 

performed.

• Enter signature or initials (according to procedure)

• When one or more person complete the task, all  person 

must sign.

• Never sign your name for performance of a job for work 

actually performed by someone else.

• Limit the use of abbreviations and acronyms.



Record writing / Data Entry

• Use blue or black Ball point pens

• Don’t use  gel pens, ink pens or pencils

• Don’t use red/ green colour ink.



Record writing / Data Entry

• Spaces and cells cannot be left blank!

• Never use ditto

• Corrections to written records must be  made properly

– NEVER USE “correction” liquid, tape or material.

– DO NOT USE “write-overs” (Don’t turn a  “6” or “9” into 8)



How are mistakes corrected? 

• Draw a single line through 

the error 

• Make the correction next to 

the error 

• Write an explanation for the 

error 

• Sign and date the correction
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Over writing











• Maintenance of Documents:

• Documents, as required under local rules,
shall be

• meticulously maintained

• regularly reviewed

• kept up-to-date (i.e. Document 
Control System).

DOCUMENTATION

Good documentation is the corner stone of GMP compliance 



Further Readings:

• Good Documentation Practice (GDP) Guideline. 

Indian Pharmaceutical Alliance, Spenta Multimedia 

Pvt Ltd,.2018.

• Part 11, Electronic Records; Electronic Signatures -

Scope and Application

• ISO/IEC 17799:2000 (BS 7799:2000) Information 

technology - Code of practice for information security 

management (ISO/IEC, 2000)



Q : 1



Q:2 ?



Q: 3?





Thank you for your attention
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