Why work with MEPSCo?

Through working in the industry and growing pains, |
have developed my GAMP process and documents to
partner with manufacturing companies and automation
vendors in developing and delivering the desired
outcome, on-time and on-budget with minimal or no
change orders.

This plan has been tested on many projects as a
reproducible and reliable system.

Lori Yaphe-Delisle
President, Tourmaline Enterprises

"Reza is an innovative problem solver who is always in
forward motion. He seeks the right solution by
looking at the overall big picture as well as the
challenge at hand. | believe American manufacturing
needs more people like Reza Bashar."

Dave Carlberg
Cofounder, Kinematic Automation, Inc.

"Reza’s deep knowledge and understanding of
Automation and GAMP guidelines is also a significant
benefit that he brings to the process."

Get a free consultation
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™M rezabashar@mepsco-gamp.com
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Located in Southern California.

Available anywhere in the world.

Reza Bashar received his BS in
Mechanical Engineering from the
University of Arizona. He has over
35 years of experience as a
Mechanical Engineer, including 4
years as an Imagineer for Disney
and 23 years as a Manufacturing
Engineer.

Assembly

* Parts handling

- Web handling

* Leak detection

* Vision inspection

» Cutting / Punching

- Welding technologies

Filling lines

* Parts handling

* Fill / Capping / Torque
* Pumping technologies
* Vision inspection

- Data acquisition

* Reports

Labeling

* Peel & Place

* Printing

* Inspection

* Backing cut and disposal

Process Development

* Process Skids

- Suspensions

- POP/POC

* Prototyping

* Fill studies

* Process development

Lyophilized Bead Manufacturing

 Small scale manufacturing
* Large scale manufacturing
* Bead handling

» Cartridge filling

» Auto fill LN2
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—IMEPS Co™

Manufacturing Equipment Procurement
Services Company

Your partner in manufacturing
line development.


https://www.mepsco-gamp.com/

Customer Interview

Customer Requirement
Document (CRD)

User Requirement

Documents (URS)

Functional
Requirements
Specification Document
(FRS)

Design Requirements
Specification Document

GAMP & Process Management Process

Proof of principles and/
or concept studies (POP
and/or POC)

Quotes/vendor analysis

Machine failure mode
analysis (MFMEA)

Design review punch list
and summary

Equipment Build

Factory Acceptance

Testing (FAT)

MEPSCo GAMP Activity

Non-GAMP MEPSCo

Activity

Key

Through strategic
partner(SP)

Optional MEPSCo/
Customer/SP

Budgetary URS (BURS)

Project timeline and
management (PT)

FAT punch list

Equipment Delivery &
Installation

Budgetary quotes (BQ)

Trace matrix (TM)

Validation plan (VP)

Site Acceptance Testing
(SAT)

Operator SOP
PM SOP

Performance
qualification (PQ)

Operational
qualification (OQ)

Installation qualification
(IQ)

Engineering studies (ES)

Process failure mode

evaluation and analysis
(PFMEA)




