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A Customer Focused Service Provider to the Healthcare Industry

Vision:

To be the leading customer focused service provider to the health
care industry.

Mission:

Alliance Contract Pharma is a leader in providing value -added
services to our customers by creating a successful partnership with
them throughout their project. Our pledge is to establish lasting
relationships with our customers by exceeding their expectations
and gaining their trust through exceptional performance by every
member of the ACP team.

Values:

Commitment to our Customers

Our customers improve the quality a
lives. Itis our privilege to contribute to this great mission.

Commitment to Quality

Every project, service, interaction, and effort will be of the
hi ghest possible quality that excee
expectations.

Commitment to Value

Our service worth will always exceed our service cost. We will
discover and share with our clients each and every opportunity
to increase the value of our service.

Commitment to our Families, Team Members and the
Community

We will balance our lives to be of the best service to all whom
we touch. Through our mutually beneficial interdependent
family, team and community relationships we will achieve our
mission.

Commitment to Growth and Well -Being

As a | earning organization, ACP wil
mind, body and spirit through ongoing training and development
programs both within and without the organization
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Why ACP?
Experience

f 70 Years of combined experience in
the pharmaceutical Industry with an
emphasis on contract manufacturing A ‘
and laboratory services. We have ALLIANCE
manufactured and/or tested nearly
every currently available pharmaceuti-
cal dosage form.

Contract Phama

Quality
1 We have an unwavering commitment
to providing quality service that ex-
ceeds our clientds and regul atords
pectations. Our senior management
have 54 combined years experience in (| Alliance Contract Pharma, LLC was
Quiality Assurance and Control. founded in 2009 as a provider of con-
tract manufacturing, laboratory and

Speed related services to the health care
1 ACP is ready to be of service today. industry.
Yes, there are larger CMOs, but with
timelines short and budgets tight, We operate a fully cGMP-compliant
speed is key. ACP will deliver on - manufacturing and analytical services
time, on -budget, every time. facility conveniently located in Har-
leysville, PA minutes from the Penn-
Value sylvania Turnpike.
1 In these challenging economic times,
you need to maximize the value of We have one mission:
your projects more than ever. ACP To be of service.

will provide the highest value for your
budget dollar.

To contact us:

Mail Correspondence to: _.7 ‘ ,: ){ 5 C‘}

1510 Delp Drive — ) ; 5 ;
Harleysville, PA 19438 -"" ‘-* ) .
¥ .
~ .,,‘ ¢ % p 4\‘ /
Phone: 215-256-5920 e ‘
Fax: 215-256-5924 ; )

E-mail: pat.mcnally@alcoph.com
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Our Service Offering

We listen and understand your needs and then provide the facilities and
technical expertise to make your project successful.

Proof of Concept, R&D, Clinical and Commercial Manufacturing
1 Liquid-Filled Hard Shell Capsule Formulations

1 Filling, Banding and Check-Weighing up to 40,000 cap-
sules per hour. Approximately 320,000 per shift.

1 Powder Capsule Formulations
1 Over-encapsulation of Comparators
1 Semisolid and Liquid Formulations
1 Other Services
Analytical Method Development and Validation
Stability Storage and Testing
Quality Control Testing
Quality Assurance and Regulatory Support

Relationship Service Solutions

1 Dedicated Space, Fit-out, and/or Equipment
Man-In-The-Plant
On and Off-site Quality Assurance Services
Supplier Audit

= =4 =4 =2

Due-Diligence Audit

Consulting Services

1 70 Years of Combined Experience in Pharmaceuticals with an
Emphasis on CMO interactions.
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Capabilities

Wedre adding equi pment and capabilities for our ¢
with al/l of the major equipment suppliers in the
source, install and qualify it faster than anyone in the business. Need dedicated space?

We have 3500 ft? that can be GMP ready in less than 6 months.

General Facility Manufacturing Facility

Total Interior Space: 29,840 ft2 3300 ft> GMP Manufacturing Space
Analytical Laboratory: 3000 ft2 4 Manufacturing Suites
Manufacturing: 3300 ft2 Washroom
Warehouse: 9500 ft? Equipment Storage Room
Flex Space: 3500 ft2 Air Lock, Pre and Final Gowning Areas
Office Space: 6500 ft? Dedicated Air-Handler
Kitchen: 830 ft2 Filtered, Dry, Oil -less Air Compressor

Environmental Monitoring System (Amega)
Quartz Epoxy Floor System

Epoxy Painted Walls

Armstrong Clean Room Ceiling System

3 Service Chases

9500 ft* Warehouse
Manufacturing Equipment Analytical Equipment
Qualicaps F40 Automatic Capsule Filler 3000 ft? Laboratory
Qualicaps S40 Automatic Sealing Machine Agilent HPLCs including UV, RI and Diode Array
Qualicaps CWI40 Capsule Check Weigher Detectors

Qualicaps Model 10 Capsule Filler GE Seivers 900 Series TOC Analyzer

Bench Top Capsule Fillers Perkin Elmer FTIR

Various Kettles and Support Equipment Vankel Dissolution Bath
Agilent 8453 UV/Vis Spectrophotometer
Karl Fisher Titrator

Wet Chemistry Capabilities

ICH Stability Chambers

5° Chamber
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The ACP Team

Youdr e

working with the owners! We | isten and

plans, establish the time -lines and execute the project.

Patrick J. McNally

President

Pat has more than 22 years experience in the pharmaceutical industry. He
was a founder of Pharmaceutical Manufacturing Research Services, Inc. in
Horsham, PA, a company specializing in the development, manufacture and
laboratory analysis of various pharmaceutical dosage forms including solid,
semi-solid and liquid formulations. In his capacity as Director, Quality
Management, Pat developed and implemented an innovative Quality
Management system combining regulatory compliance with a fast and flexible
approach to Quality Assurance leading to a 12 year track record of exemplary
regulatory compliance and FDA and EMEA approval of 10 commercial drug
products.

Additionally, Pat has served in Operations and Quality Assurance roles at the
U.S. FDA, RhonePoulenc Rorer, Greenwich Pharmaceuticals, Ohmeda PPD,
and Elan.

Pat is a graduate of Rutgers University (B.A.) and Temple University (M.B.A.).

Stephen L. Schweibenz

Vice President & General Manager

Steve has more than 22 years experience in the pharmaceutical industry. He
was a founder of Pharmaceutical Manufacturing Research Services, Inc. in
Horsham, PA, a company specializing in the development, manufacture and
laboratory analysis of various pharmaceutical dosage forms including solid,
semi-solid and liquid formulations. In his capacity as Director, Analytical
Services, Steve developed a world class laboratory providing cGMP compliant
component testing, APl method development and validation, finished product
method development and validation, and stability method development and
validation.

Additionally, Steve has served in Laboratory Operations and Business
Development roles at E.l. DuPont, Whitehall Laboratories, Greenwich
Pharmaceuticals, Lexin Pharmaceuticals .

Steve is a graduate of West Chester University (B.S.) and Temple University
(M.B.A)).
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Youdre working with the owners! We | isten and unders
plans, establish the time -lines and execute the project.

Shawn J. Connaghan

Vice President, Quality Assurance

Shawn has more than 12 years experience in the pharmaceutical industry
serving in increasing Quality Control and Quality Assurance roles at PMRS and
Elan.

He offers extensive laboratory and compliance knowledge in all aspects of
bringing materials from development through commercialization. ~ Shawn has
served as the lead liaison on various FDA and EMEA inspections and executed
numerous compliance audits both domestically and internationally.  His other
accomplishments include both Project Lead and Senior Manager for the
qualification, validation and ongoing operation of various pharmaceutical
facilities and equipment trains.

Shawn is a graduate of Penn State University (B.S.).

Eric K. Dauter

Vice President, Operations

Eric has more than 13 years experience in the pharmaceutical industry. He
has served in various Manufacturing, Process Engineering, Validation and
Operations roles including drug formulation development through

manufacture of finished dosage forms and facility operations at PMRS and
Elan.

He is a graduate of Elizabethtown College (B.S.) with graduate studies at
Thomas Jefferson University.

Benjamin W. Reed

Vice President, Manufacturing

Ben has more than 8 years experience in the pharmaceutical industry. He
has had leadership roles in all areas of Analytical Chemistry, including Raw
Material Release, Stability and Method Development. He also worked as an

EMS/EHS Manager while developing his skills in Manufacturing Operations and
eventually working in a leadership role in Manufacturing Operations. He has
worked with all types of dosage forms taking projects from R&D to

Commercial Manufacturing. Ben also has experience as a Process Engineer
focusing on process transfer and improvement while at PMRS and TEVA.

He is a graduate of Cedarville University (B.S.).
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Liquid-Filled Two-Piece Capsules

Liquid-filled two -piece capsules present pharmaceutical and nutritional supplement
scientists with a tool to effectively formulate poorly soluble drugs and supplements,
while reducing development time and costs. Liquid filling also offers the ability to con-
trol R&D compounds, which are expensive and in limited supply.

Using Qualicaps® equipment and capsules, ACP can offer two options:

Gelatin Capsules: The market standard for many years

8 High-quality product which matches the stringent requirements of the phar-
maceutical industry

8 Excellent performance on high -speed capsule filling and sealing machines
8§ Can be filled with SSM formulations up to 70° C
8 Compatible with a range of excipients for improving bioavailability of poorly

soluble drugs

Quali -V® Capsules: Hypromellose capsules made from plant  -derived mate-
rials

Proven pharmaceutical performance

Meets all compendia dissolution requirements

Compatible with a wider range of excipients than gelatin
Preferred for hygroscopic fills

Exceptional for low humidity applications, no brittleness
Maintains shell mechanical strength at low moisture contents
Can be filled with SSM formulations up to 80° C

Ideal for new drug development

w W W W W W W W

Benefits of Liquid -Filled Two -Piece Capsules

8 Simple and cost effective formulation.  Liquid capsules require no binders,

lubricants, or plasticizers commonly found in traditional solid -dosage forms

and soft gels.

8 Absorption and bioavailability are enhanced. Youér e APl i s
tion or dispersed suspension.

8 Integrated tamper proofing. Banded capsules provide a non-permeable bar-

rier retarding tampering.

8 Liquid-Filled Two-Piece Capsules are better than soft gel capsules. Thinner

wall construction allows for smaller capsule sizes and more efficient and
complete dissolution over soft gels.

8 Unique branding opportunities. Nearly infinite choices of capsule and band-

ing colors provide a wealth of product differentiation options. From clear

capsules and clear bands to two color capsules and contrasting band color fi

the combinations are endless.

already
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Over-Encapsulation / Blinded Study Materials

Over encapsulation involves the blinding of a solid dosage form such as a
capsule or tablet into a capsule shell. Key aspects of the over encapsu-
lation process include:

8 Selection of Capsule Shelli Particular emphasis should be
placed on the selection of a capsule specifically designed for
the process including double locking body and cap and appropri-
ate opaque coloring.

§ Selection of Back-fill Component fi This should ideally be a com-
ponent present in the dosage form to be over encapsulated
with the use of additional lubricants minimized.

§ Selection of Over encapsulation Methodfi There are many man-
ual, semi-, and fully automatic options.

At ACP, we utilize a Qualicaps Model 10 semi-automatic capsule filler.
This equipment can also be used for the straight fill of powders, as well.
For smaller scale projects (<1000 units), we have bench top capsule fill-
ing equipment available.

Other blinding methods less commonly used include:

8§ Removal of commercial logo and/or identifier from the tablet
of capsule.

§ Over-printing with confusion print.

8 Grinding and filling (not well accepted in the pharmaceutical
industry)

We have experience with these and other creative approaches to blind-
ing study material s. Give us your <challl
effective and compliant solution.
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Other Capabillities

We have the knowledge and experience to handle any project. Our team
has developed formulations, designed equipment trains, validated proc-
esses, developed and validated analytical methods, and obtained regula-
tory approvals for nearly every pharmaceutical dosage form including:

§ Liquids and Semisolids

8 Compressed Tablets and Film Coated Compressed Tablets

8 Various Capsule Formulations Including Powders, Pellets, Beads,
and Liquids

8 Proprietary Dispersions

Bring us your <challenge. Wedl | design
your expectations for cost, speed and quality.
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