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batch manufacturing records (BMRs), master formula records

(MFRs), validation protocols, analytical reports, equipment logbooks, and deviation reports.
These records help prevent errors, reduce variability, and maintain consistency in processes.
In addition, documentation facilitates effective audits, inspections, product recalls, and
pharmacovigilance activities. It provides documented evidence during regulatory submissions
and inspections, demonstrating adherence to quality standards and legal requirements. In
research and development, documentation ensures reproducibility of experiments and
protection of intellectual property. Overall, systematic and well-controlled documentation
practices enhance operational efficiency, ensure patient safety, and build public trust in
pharmaceutical products. Therefore, documentation is not a regulatory requirement but a
fundamental quality assurance tool that underpins the credibility and sustainability of the

pharmaceutical industry.
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Documentation!™!

A document refers to any written record or proof. Documentation plays an important role in
both the Quality Assurance (QA) and Quality Control (QC) systems and is closely associated
with all aspects of Good Manufacturing Practices (GMP). It primarily outlines the
specifications for materials, manufacturing methods, and control procedures. Additionally, it
ensures that all personnel involved in production have the necessary information to determine
whether a batch should be released for sale. Documentation also provides an audit trail,

enabling the investigation of any potentially defective batch.

Purpose of Documentation!?!

* Provides written evidence, traceability, and records, creating an investigation. an audit trail
for

* Ensures the availability of data required for validation, review, and statistical evaluation.

* Establishes clear specifications and procedures for materials, manufacturing, and control
methods.

* Ensures that all staff members are aware of their responsibilities and the timing of activities.
* Provides authorised personnel with complete and accurate information necessary for

product release.

The pharmaceutical industry has shifted from paper-based to digital documentation for
marketing authorization dossiers, emphasizing the need for long-term or permanent record
keeping and the competencies required for managing digital records. Proper documentation,
including the Master Formula Record (MFR), Batch Manufacturing Record (BMR), and
Standard Operating Procedures (SOPs), forms the foundation of the pharmaceutical quality

management system.

These documents are essential for maintaining uniformity and consistency in the
manufacturing of preparations, meeting regulatory guidelines, and ensuring complete

traceability of each batch. They serve as official records that guide formulation, processing,
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and quality control, thus supporting compliance with Good Manufacturing Practices (GMP)

and facilitating audits, process validation, and continual quality improvement.

The *Documents* Model™

D - Drug Master Files for regulated markets distribution records.
O-Out of Trend (OOT) and Out of Specifications (OOS)

C - Change control

U- utilities such as water systems

M — Maintenance, methods

E - Equipment qualification documents

N- New items, materials

T — Training

S - standard test procedures, standard operating procedures.

Good Documentation Practices (GDP)™

INTRODUCTION

The term good documentation practice (GDP) is used in the pharmaceutical industry to refer
to ensuring that data collection and subsequent reporting are comprehensive and accurate.
This knowledge is essential for the development, regulatory approval (registration),
marketing (commercialisation), and ongoing administration (life cycle management) of
pharmaceutical products. Maintaining GDPs is essential since it helps prevent errors during
the manufacturing process and during the testing and analysis of these products. If these
challenges are not adequately documented, they might compromise patient safety, product
quality, the state of production facilities, and related activities. The primary regulatory
organisations that mandate compliance with GDPs in the US and Europe are the European
Medicines Agency (EMA) and the FDA's Code of Federal Regulations (CFR), respectively.

In addition, certain GDP benchmarks have been issued by a number of international bodies.

OBJECTIVEP!

* Establish, control, monitor, and record all activities which directly or indirectly impact all
aspects of the quality of medicinal products.

 Appropriate good documentation practice should be applied for the type of document.

* Ensure that the document maintains accuracy, integrity, availability, and legibility during

the document's life cycle.
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» The document should be free from error, and at any point, if an error is identified, then
rectify it with the proper reason for correcting, including signature and date.

* The Term "Written" in any document means recorded/document on media from which data
may be rendered in a human-readable form.

« Site Master File: A document describing the GMP-related activities of the manufacturer.

General Requirement for Good Documentation

Present information clearly so it can be easily understood with no room for misinterpretation.
For example, the date format 5/06/2025 can confuse. Use one that is unambiguous, such as
"05 Jun 2025."

Legible: Information should be readable and leave no room for error (for example, hand-

written data that is not legible may cloud data analysis or result in "Missing Data").

Accurate: Documentation should be error-free—properly reviewed, verified, and approved.
Information should be recorded as an event happens and not after the fact, to avoid recording
"What You Remember" rather than "What Happened."

Reviewing and Approving: Documents and records should be reviewed by someone who
did not perform the task to ensure that the information is correct and accurate.

A signature and date by the reviewer/ approver confirm that a review has taken place.
Unsigned documents or records are incomplete and should not be used to perform any task or

considered as evidence of a completed task.

Batch Manufacturing Record!®

A Batch Formula Record (BFR) is a standardised document used in pharmaceutical, biotech,
and food industries to outline.

Detailed instructions and procedures for producing a specific batch of a product. It is a vital
part of Good Manufacturing practices (GMP) and ensures consistency, quality, and

compliance.

Purpose

* To provide step-by-step guidance for manufacturing a product batch.

« To ensure that every batch meets the quality standards and regulatory requirements.
* To document all processes and materials for traceability.

* Ensures that every batch of a product is manufactured using the same formula and process.
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Benefits

Meets regulatory requirements set by agencies like the FDA, EMA, or other local authorities.
Demonstrates adherence to Good Manufacturing Practices (GMP) or ISO standards.
Provides a detailed record of all raw materials, quantities, and steps taken during production.

Key Components of a Batch Manufacturing Record

General Information

* Product Name: Full name of the product being manufactured.

* Product Code: Unique identifier for the product.

 Batch Number: Unique number assigned to the batch for traceability.

« Batch Size: Quantity to be manufactured, often specified in units, litres, or kilograms.

* Dosage Form: Tablet, capsule, syrup, creams.

Master Formula Record (MFR)!]

The Master Formula Record (MFR) is one of the most essential documents in the
pharmaceutical industry. It serves as the “master recipe” for the preparation of a drug product
and contains detailed instructions on how each batch of medicine should be manufactured.
The pharmaceutical industry is highly regulated, and no product can be manufactured without
proper documentation. Among the documentation practices, the Master Formula Record
plays a critical role in ensuring that every batch produced is consistent, safe, effective, and

compliant with regulatory guidelines.

The Master Formula Record (MFR) is a comprehensive document that specifies the
formulation composition, list of raw materials, quantities, equipment required, and detailed

manufacturing instructions. For SR formulations.
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Form Number MF-001-V1
Date Original Issue: JULY 2021 MAS I ER
Date Revised:
[ FORMULA
PRODUCT NAME
FORMULA REFERENCE:
FORM PREPARED BY
LOT NUMBER
THEORETICAL YIELD:
START DATE FINISHED PRODUCT SIZE
MIX TANK BATCH SIZE IN LBS
PRODUCT DESCRIPTION:
Example: Anhydrous emollient skin balm, white in color. Bulk product is manufactured by xxx and
packaged in white stick with orange cap. Then sent to third party for label and tag application and
shipped to dlient from there.
RESPONSIBILITY:
The person in charge of making products is responsible for making this product. This formula is
confidential, and should not be shared with others outside the company.
MATERIALS/EQUIPMENT/SUPPLIES:
1. Mixtank 3
2. ScaleX
3. Bowls
4. Blender
5. Measuring cups/beakers
6. Thermometer
INGREDIENTS:
Phase A %
Phase B %
Ingred #
Ingred &
Ingred o
Ingred #
Ingred &
Ingred i
TOTAL 100.00

Sample Format of MFR!
the MFR also includes details about the polymer system or coating materials responsible for
controlling the drug release rate.

The MFR is prepared by the formulation development team and approved by the Quality
Assurance (QA) department. Once approved, it acts as a reference for the preparation of
Batch Manufacturing Records (BMR) and guides operators, supervisors, and quality control
personnel during the production process. It acts as the foundation of Good Manufacturing
Practices (GMP) because it provides step-by-step details of how a pharmaceutical product

should be made, tested, packaged, and labelled.

Objectives of the Master Formula Record

e To provide a standardised set of instructions for manufacturing each dosage form.

e To ensure batch-to-batch consistency and reproducibility of drug products.

e To maintain product quality, safety, and therapeutic efficacy.

e To comply with regulatory requirements such as GMP, ICH, USFDA, and WHO
guidelines.

e To provide a permanent reference document for audits, inspections, and regulatory

submissions.
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Contents of a Master Formula Record

According to international regulatory agencies such as the WHO and the USFDA, an MFR

must contain the following information.

A W N P W w NN RPN g B~ W DN P

A W N P DS

5.

. Product Information

. Name of the product (brand name and generic name).

. Dosage form (tablet, capsule, injection, etc.).

. Strength of the product (e.g. Diclofenac Sodium 100 mg SR).
. Batch size (e.g., 100,000 tablets).

. Description of the product.

. List of Ingredients
. Name of active pharmaceutical ingredient (API).
. Names of excipients (binders, fillers, disintegrants, lubricants, etc.).

. Exact quantity of each ingredient per unit dose and per batch.

. Instructions

. Step-by-step details of the manufacturing process.

. Sequence of mixing, granulation, drying, blending, compression, coating, or filling.

. Critical process parameters (e.g., temperature, humidity, pressure, speed of equipment).
. Special precautions to be taken during processing.

. Packaging Instructions

. Type of packaging material to be used (blister packs, bottles, strips, etc.).
. Quantity of packaging material required for each batch.

. Printing and labelling instructions.

. Storage conditions (temperature, humidity, protection from light).

In-process Controls

Tests to be performed during manufacturing, such as weight variation, hardness, friability,

and dissolution.

6.
1.
2.
3.

Finished Product Specifications
Description of the final product (appearance, colour, size, shape).
Physical and chemical specifications (assay, purity, uniformity).

Microbiological specifications (if applicable).

www.wipr.net | Vol 15, Issue 7,2026. |  1SO 9001: 2015 Certified Journal | 199



Ajay et al. World Journal of Pharmaceutical Research

7. Signatures and Approvals

1. Prepared by: Formulation scientist or pharmacist.
2. Approved by: Head of Quality Assurance.

3. Date of approval.

Standard Operating Procedure!

Definition

A Standard Operating Procedure (SOP) is a series of written instructions that document a
routine or repetitive operation performed by personnel in a company. SOP creation and
application are essential components of an effective quality system. It offers guidance on how
to carry out tasks correctly and consistently to meet predetermined requirements and produce
high-quality outcomes. SOs must support ongoing enhancements to service standards and

demonstrate a dedication to patient safety.

SOP Requirements

* Prepare apex documents like Quality Policy, Quality Manual, Site Master File, Validation
Master Plan, etc. to describe the quality commitments of the management.

* Define the roles and responsibilities of all personnel working in the organization.

* Prepare policy for periodic review of documents. Ensure that the current industrial practices
and Pharmacopeial requirements are fulfilled by the current versions of documents.

* SOP for document (SOPS, MPCR, BPCR, validation/qualification protocols, formats
preparation, review, approval, training, distribution, control, and retention.

* Procedure for maintaining revision history.

» Management, control, and retention of superseded or obsolete documents.

* Document archival and retrieval procedure.

 Handling, archival, retrieval, and retention of electronic records/documents.

* Procedure for control of electronic signatures.

* Equipment cleaning and sanitation procedure.

* Issuance and control of equipment logs.

* Document describing measures taken for the avoidance of cross-contamination and its
training records.

* Cleaning validation master plan.

* Procedure for batch-to-batch and product-to-product cleaning and its verification to ensure
removal of residue of previous batch/product.
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* Records for incoming raw materials and packaging materials.

* SOP for preparation of process validation protocol and reports.

* SOP for preparation of master production control records.

* SOP for preparation of batch manufacturing and control records.
* SOP for allocation of batch number.

* Calibration master plan and calibration reports.

* SOP for preparation and control of QC datasheet.

* SOP for allocation of analytical control number.

* Procedure for review of analytical data

* SOP for investigation of OOS results

*» SOP for change control, revision of any process or documents, or upgradation of facility or

equipment should be routed through impact assessment and replacement control procedure.

{\@ ProjectManager

Standard Operating Procedure (SOP)

General Information

Process Title: Department:
Contact Info: SOP ID:
Effective Date: Revision Number:

Process Overview

Process Description:

[Define the goal of the task or process]

Purpose & Scope:

[Explain the rationale for the SOP and detail the who or what the procedure applies to]

finitions & Related D

[Define terms as needed, attached relevant documents if any]

WBS Task Owner
1.0 [Description of task] [team member]

11
1.2
2.0
21
2.3

Format of SOP

In general, technical SOPS will consist of five elements:
* Title page

* Table of Contents

* Procedures

* Quality Assurance/Quality Control
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Sample Format of SOP!%

CONCLUSION

Documentation serves as the backbone of any professional, scientific, or industrial practice. It
ensures transparency, consistency, and accountability while serving as a permanent record of
processes, decisions, and outcomes. In pharmaceutical, medical, and technical fields,
documentation is not merely a regulatory requirement but a critical tool for safeguarding
quality, enabling reproducibility, and facilitating audits and compliance. Beyond regulatory
frameworks, well-structured documentation enhances communication, supports knowledge

transfer, and minimises risks associated with errors or misinterpretation.

Ultimately, the importance of documentation lies in its ability to transform complex activities
into traceable, verifiable, and reliable records that uphold integrity and trust. As industries
evolve and standards become more stringent, robust documentation will remain
indispensable—not only for compliance but also for driving innovation, efficiency, and long-

term sustainability.
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