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eseee \\/NO \We Are

Microrite strives to provide the highest standards of GMP consulting and training services for the pharmaceutical,
biotechnology, and medical device industries

Microrite i1s a USA based consulting and training
Company helping pharmaceuticals, biotechnology,
medical devices and other healthcare industries in
the areas of facilities, validation, microbiology,
guality assurance and quality control to ensure
GMP compliance.

We provide a full spectrum of GMP services, and with
consultants in the Americas as well as Asia we have
global capabilities
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essee OUIr Founder

Ziva Abraham is the CEO and Founder of Microrite, Inc. Ziva has over 30
years of academic, research, clinical and industrial experience In
microbiology, and quality assurance. Ziva has received her Master's Degree
In microbiology and has conducted research on developing microbial
Insecticides using entomogenous bacteria and fungi towards a Ph.D degree.
Her career also includes founding and managing clinical laboratories for
Maccabi Medical in Israel.

After years of consulting, and assisting countless clients worldwide Ziva has

developed a unique methodology towards addressing client needs utilizing a
risk based approach.

Ziva Abraham Ziva founded Microrite because she noticed a true gap in expertise within the
CEO & Founder life science consulting industry. A hands-on approach was lacking, in her
words; “you truly have to work with the client, hand in hand to impart your

knowledge, to understand the clients needs and ultimate goal, to become
part of the team”
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eseee OUI EXpertise

Our experts exhibit an intimate knowledge of US FDA and European regulatory body regulations In:

Biologics Medical Devices

e Biotech, Collagen, e Implantables, In-Vitro
Fractionation, Gene Diagnostics, Sterile

Therapy, Licensed Medical Devices
IVD/Monoclonal

Antibodies, Vaccines,
Cell Therapy, Tissue
Products

Pharmaceuticals Other

e API, Drug Delivery e Drug/Device
Systems, Non-Sterile Combination Products,
Dosage Forms, Nutraceuticals,
Parenterals, Penicillin Pharmacies

Products, Sterile e Technology Sector
Dosage Formes, Cleanroom

Cytotoxic Products Contamination Control
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eseee OUI Process 5

A comprehensive methodology to resolving challenges

Communicating Planning Executing Reporting
Communicating with the client to clearly understand their needs and Project execution utilizing subject matter experts and technical project
requirements is the first step towards resolving challenges. Only after managment is key to successful project plans. Each expert plays an
undestanding such a key factor can planning occur. Integral role, which when combined with other expertise forms a novel

approach to project execution.

Considering regulatory requirements & implications, cost & Reporting documentation, when combined with educating the client,

compliance, timelines & deliverables, and ultimatly product quality guarantees continuous compliance with regulations and manufacturing

as well as patient safety are some of the major components of our of quality products.

project planning strategy. mj_crO]:?l':e y j_nc .




eseee OUIr Core Competencies
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eseee [Facilities & Cleanrooms

Microrite adopts a risk based comprehensive approach to GMP facllities from user
requirement development through start-up and gqualification. We ensure compliant design,
construction and airflows per cleanroom standards. Our goal Is to make certain that your
facility Is suitable for the type of product you manufacture. By leveraging expert knowledge in

GMP facilities, we assist clients In:
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eeeee \/alidation

Microrite's experienced validation team has the technical aptitude to make our clients’
projects successful. Through our validation services Microrite ensures that a specific process
or system will consistently produce to the required specification in accordance with GMPs.
Our team understands validation principles, implementation and practices for operational

consistency in:

e, 1NC.




essee |Vicrobiology ®

Microrite takes pride in our unparalleled expertise in all areas of microbiological quality control
and sterility assurance. With highly proficient subject matter experts, we offer clients
confidence In the microbiological quality of their products. Our diverse team of microbiologists
can help implement contamination prevention, control and remediation measures by:




eseee Quality Assurance

At Microrite we excel at development and implementation of phase appropriate guality
systems. We support start-up as well as established companies to implement the framework

for their quality program. Through quality system procedures and functions we ensure that

GMPs are followed and maintained as required by regulations. We assure that the product
manufactured is safe for human use by:
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esoee Analytical Quality Control

At Microrite, we assure that analytical methods are designed, developed and validated to
provide consistent accuracy in product testing. We help develop integrated stability programs

to verify that product quality remains unchanged through storage, shipping and shelf life. We
achieve AQC through laboratory control of analytical performance by:
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eseee \\/Ny Our Clients Choose Us

The Microrite team takes pride in their ability to cohesively engage with clients in order to
resolve any challenges they may face, in a timely and cost effective manner.

Microrite's consultants are well published, and expert committee members for various
standards committees and organizations such as:

* |SO Cleanroom Standards Committee — TC 209
* |SO Sterilization Standards Committee — TC 198
 |EST Board

« ASHRAE Board

 AAMI Standards for Sterilization

* United States Pharmacopeia

* Indian Pharmacopeia

Each of our consultants Is a subject matter expert and has held key positions in industry.
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Microrite, Inc.

San Jose
California , USA

Telephone
1-408-445-0507

> <] Info@microrite.com

Thank you for your time and consideration

WWW.Mmicrorite.com
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