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DOCUMENTATION
Retention of Documents
• It should be clearly defined which record is related to

each manufacturing activity and where this record is
located.

• Specific requirements apply to batch documentation
which must be kept for:

• For investigational medicinal products, the batch
documentation must be kept for at least five years after
the completion or formal discontinuation of the last
clinical trial in which the batch was used.

o one year after expiry of the batch to which it relates or 
o at least five years after certification of the batch by the 

Qualified Person, 

whichever 
is the 
longer. 
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DOCUMENTATION
Retention of Documents
• For other types of documentation, the retention

period will depend on the business activity which the
documentation supports.

• It may be considered acceptable to retire certain
documentation (e.g. raw data supporting validation
reports or stability reports) where the data has been
superseded by a full set of new data.

• Secure controls must be in place to ensure the
integrity of the record throughout the retention
period.

66







٠٩/٠٤/١٤٤٦

٣٤

DOCUMENTATION
Specifications
• There should be appropriately authorised and dated 

specifications for:
• starting and packaging materials, and finished products.
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DOCUMENTATION
Specifications for starting and packaging materials
Specifications for starting and primary or printed packaging 
materials should include or provide reference to, if applicable:
(a) A description of the materials including:

• The designated name and the internal code reference;
• The reference, if any, to a pharmacopoeial monograph;
• The approved suppliers and, if reasonable, the original producer of 

the material;
• A specimen of printed materials;

(b) Directions for sampling and testing;
(c) Qualitative and quantitative requirements with acceptance 
limits;
(d) Storage conditions and precautions;
(e) The maximum period of storage before re-examination.68
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DOCUMENTATION
Specifications for intermediate and bulk products
• Specifications for intermediate and bulk products 

should be available for critical steps or if these are 
purchased or dispatched. 

• The specifications should be similar to specifications for 
starting materials or for finished products, as 
appropriate.
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DOCUMENTATION
Specifications for finished products
Specifications for finished products should include or provide 
reference to:
(a) The designated name of the product and the code 
reference where applicable;
(b) The formula;
(c) A description of the pharmaceutical form and package 
details;
(d) Directions for sampling and testing
(e) The qualitative and quantitative requirements, with the 
acceptance limits;
(f) The storage conditions and any special handling 
precautions, where applicable;
(g) The shelf-life.
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٣٦

DOCUMENTATION
Manufacturing Formula and Processing Instructions
• Approved, written Manufacturing Formula and Processing 

Instructions should exist for each product and batch size to 
be manufactured.

• The Manufacturing Formula should include:
(a) The name of the product, with a product reference code 
relating to its specification;
(b) A description of the pharmaceutical form, strength of the 
product and batch size;
(c) A list of all starting materials to be used, with the amount 
of each, described; mention should be made of any substance 
that may disappear in the course of processing;
(d) A statement of the expected final yield with the acceptable 
limits, and of relevant intermediate yields, where applicable.71

DOCUMENTATION
Manufacturing Formula and Processing Instructions
The Processing Instructions should include:
(a) A statement of the processing location and the principal 
equipment to be used;
(b) The methods, or reference to the methods, to be used for 
preparing the critical equipment (e.g. cleaning, assembling, 
calibrating, sterilising);
(c) Checks that the equipment and work station are clear of 
previous products, documents or materials not required for the 
planned process, and that equipment is clean and suitable for use;
(d) Detailed stepwise processing instructions [e.g. checks on 
materials, pretreatments, sequence for adding materials, critical 
process parameters (time, temp etc)];
(e) The instructions for any in-process controls with their limits;
(f) Where necessary, the requirements for bulk storage of the 
products; including the container, labeling and special storage 
conditions where applicable;
(g) Any special precautions to be observed. 
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DOCUMENTATION
Packaging Instructions
• Approved Packaging Instructions for each product, pack 

size and type should exist. These should include, or 
have a reference to, the following:

(a) Name of the product; including the batch number of 
bulk and finished product
(b) Description of its pharmaceutical form, and strength 
where applicable;
(c) The pack size expressed in terms of the number, 
weight or volume of the product in the final container;
(d) A complete list of all the packaging materials required, 
including quantities, sizes and types, with the code or 
reference number relating to the specifications of each 
packaging material;
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DOCUMENTATION
Packaging Instructions
(e) Where appropriate, an example or reproduction of the 
relevant printed packaging materials, and specimens 
indicating where to apply batch number references, and shelf 
life of the product;
(f) Checks that the equipment and work station are clear of 
previous products, documents or materials not required for 
the planned packaging operations (line clearance), and that 
equipment is clean and suitable for use.
(g) Special precautions to be observed, including a careful 
examination of the area and equipment in order to ascertain 
the line clearance before operations begin;
(h) A description of the packaging operation, including any 
significant subsidiary operations, and equipment to be used;
(i) Details of in-process controls with instructions for sampling 
and acceptance limits. 74
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DOCUMENTATION
Batch Processing Record
• A Batch Processing Record should be kept for each 

batch processed and should contain the following 
information:

(a) The name and batch number of the product;
(b) Dates and times of commencement, of significant 
intermediate stages and of completion of production;
(c) Identification (initials) of the operator(s) who 
performed each significant step of the process and, 
where appropriate, the name of any person who checked 
these operations;
(d) The batch number and/or analytical control number 
as well as the quantities of each starting material actually 
weighed (including the batch number and amount of any 
recovered or reprocessed material added); 75

DOCUMENTATION
Batch Processing Record
(e) Any relevant processing operation or event and major 
equipment used;
(f) A record of the in-process controls and the initials of 
the person(s) carrying them out, and the results 
obtained;
(g) The product yield obtained at different and pertinent 
stages of manufacture;
(h) Notes on special problems including details, with 
signed authorization for any deviation from the 
Manufacturing Formula and Processing Instructions;
(i) Approval by the person responsible for the processing 
operations.
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DOCUMENTATION
Batch Packaging Record
A Batch Packaging Record should be kept for each batch or 
part batch Processed and should contain the following 
information:
(a) The name and batch number of the product,
(b) The date(s) and times of the packaging operations;
(c) Identification (initials) of the operator(s) who performed 
each significant step of the process and, where appropriate, 
the name of any person who checked these operations;
(d) Records of checks for identity and conformity with the 
packaging instructions, including the results of in-process 
controls;
(e) Details of the packaging operations carried out, including 
references to equipment and the packaging lines used; 77

DOCUMENTATION
Batch Packaging Record
(f) Whenever possible, samples of printed packaging 
materials used, including specimens of the batch coding, 
expiry dating and any additional overprinting;
(g) Notes on any special problems or unusual events 
including details, with signed authorisation for any 
deviation from the Packaging Instructions;
(h) The quantities and reference number or identification 
of all printed packaging materials and bulk product 
issued, used, destroyed or returned to stock and the 
quantities of obtained product, in order to provide for an 
adequate reconciliation. 
(i) Approval by the person responsible for the packaging 
operations 78






