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During the past year, the pharmaceutical industry has
embraced many situations that encourage the human resource
of each company to improve and develop the organization.
Integrating the lean manufacturing principles can increase the
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Figure 1 present the methodology used as Define, Measure, Analyze, Improve, and Control
(DMAIC) [3]:

Define — documentation problem found in the granulation area.
Measure — recollect data from different batch records (manual and electronics process).

During the research evaluation at the granulation area, it was
found inefficiency in the documentation step during the process.
The manufacturing area executes the granulation documentation
by using two systems; manual and EBR. When EBR system is

customer (internal and
‘ external) deliverables.

Measure:

used, the pharmaceutical industries must prove that they comply
with all regulations established for the use of those electronic
records. Many controls are required to ensure security, integrity
and be trusted. The user can be identified by a unique user and
password to determine who performs the task. EBR can be
designed with the different level of documentation and approval:

ability to complete and enhance the operation in the area [1].
This research involves the integration of the Manufacturing
Execution System (MES) using Electronic Batch Records
(EBR) system In the documentation records process at the
granulation stage. Improvement in the manufacturing area can
embrace the use of electronic batch records which helps

 Analyze — the data recollected was compared between each manual process and EBR
documentation analyzing the risk and problems that it can cause In the process.

* Improve - implementing full EBR avoid errors and problems in the documentation. The

penefits of using EBRs software: Improve accuracy and consistency, increase

oroductivity, reduce cycle time, reduce compliance costs, reduce operating costs,

Increase the ability to scale rapidly, and improve decision making.
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Figure 1

employees perform the task with accuracy and consistency
during the process by increasing the productivity (none rework)
since minimal risk, high quality and auditable data integrity in all
leveling of the documentation was obtained.

DMAIC methodology

Table 1

Control — continue improvement of EBR recipes as per engineering process personnel.

Table 1 and Table 2 present the comparison for the manual and EBR

record administration, review, and approval must be included as
part of the various responsibilities to ensure the excellent
practice during the design and implementation of the electronic
patch recording systems. Many benefits were obtained that
reduce the risk of non-compliance with the use of EBR; reducing
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compliance with cGMP requirements and ensure the quality of
the product that finally will be sent to the customer.
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