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1. Introduction

Azopharma Contract Pharmaceutical Services is committed to providing the highest quality
pharmaceutical product development services available in the industry. At Azopharma, we are
proud of our record of providing over forty years of high quality product development services to
over 6,000 clients across the United States, Europe, and Asia. Our service offerings cover the
complete spectrum of services required to develop and commercialize pharmaceutical products;
discovery, preclinical, bicanalytical, synthesis, characterization, analytical, pre-formulation,
formulations, CTM  manufacturing, stability, Human Clinical Trials, Drug Delivery, and
Regulatory affairs. Our facilities are registered with the Food and Drug Administration (FDA)
and all other required regulatory governing bodies.  We operate within current Good
Laboratory/Manufacturing/Clinical - Practices (GXP's) and have an independent Cuality
Assurance program for all of our operations.  Quality Assurance ensures all data are 100%
reviewed and every report is checked in duplicate.  We employ scientists having unique
combinations of education, experience, and training pursuant to guidelines dictated by the Code
of Federal Regulations (CFR). Instrumentation and equipment utilized in owr facilities have
operational, performance, and calibration eriteria and records to ensure complete data traceability.
This combination of business, compliance, and training systems offers our clients a compelling
solution in pharmaceutical product development.

At the request of PIB Consultancy Services (hereafter referred to as “Sponsor”™), Azopharma
Contract Pharmaceutical Services (hereafter referred to as “Azopharma”™) will perform analytical
method development and minimal validation for the finished drug products.  Azopharma will
perform formulation activities for development of prototype formulations for support of the
manufacturing of a capsule or tablet formulation(s) exhibiting a sustained drug delivery profile to
include multiple dosage strength, i.e. 30mg, 6hmg, and 90mg per unit dose.  Azopharma will
provide associated analytical support and stability protocols and studies in association with these
activities.

11. Project Assumptions

The following assumptions have been made in the preparation of this proposal. I upon further
review and discussion these assumptions change, prices will be adjusted accordingly.

. Goal: The goal of this project is to perform analytical method development and minimal
validation for the finished drug products. Azopharma will perform formulation activities
for development of prototype formulations for support of the manufacturing of a capsule
or tablet formulationis) exhibiting a sustained drug delivery profile to include multiple
dosage strength, ie. 30mg, &0mg, and Ymg per unit dose.  Azopharma will provide
associated analytical support and stability protocols and studies in association with these
activities.

2. Intellectual Property: Sponsor is responsible for performing intellectual property
searches for composition and method of use patents for the formulations developed by
Azopharma for sustained release formulations of Morphine Sulfate to ensure patentability
and/or patent infringement is suitably protected or allowable.

3. Quality Standards:  All development activities will be conducted as non-GXP, but

under Azopharma’s Standard Operating Procedures and Sponsor approved protocols and
methods. All analytical work will be performed in accordance with Azopharma’s
Standard Operating Procedures, Sponsor approved protocols and methods, and cGXP
regulatory guidelines, where applicable.
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