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Overview

Whether you are a virtual start-up or a large established organization, you
and your patients deserve subject matter experts who take ownership
of your program from clinical trials through commercial supply.

Partnering with Alcami as your contract development and manufacturing
organization connects you to a team of dedicated professionals with
over 45 years of experience advancing and supporting products
through every stage of the development lifecycle.

We are unlocking the potential of transformative medicines.

45+ 40+ 50+

Years of Countries with NDAs/BLAs
Experience Regulatory Approvals Supported

8 O + Active commercial programs supporting US, EU & RoW

500+ 1000+

Investigational New Drug Filings Customers Supported in 2024

1,000,000+ sa

Talk to us.
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DRUG PRODUCT MANUFACTURING

Alcami offers robust, GMP, scalable solid dose and parenteral manufacturing
equipment trains delivering confidence from clinical through commercial supply - with
operations ready to scale in tandem with your development & approval milestones.
Alcami's development and manufacturing capabilities support small and large molecules,
lyophilized products, complex formulations, & DEA-scheduled drug products.

Formulation Development & Solid-State Characterization
Oral Solid Dose Development & Manufacturing
Parenteral Development & Manufacturing

Packaging & Labeling

LABORATORY SERVICES

Built on a foundation of comprehensive analytical services for pharmaceuticals

including biologics, our advanced laboratories and experienced scientists specialize

in method development, validation, and testing. These services ensure product

quality, compliance, and informed decision-making from early development to
commercialization, supporting clients in delivering safe and effective products to market.

Small & Large Molecule Development Biologic Modalities Supported:

e Recombinant Proteins (mAbs)
e Cell & Gene Therapies

* Peptides

* Oligonucleotide (DNA, RNA)

¢ Vaccine

Compendial Testing: Chemistry
& Microbiology

Method Establishment & QC Testing

Stability Storage & Testing

PHARMA STORAGE AND SERVICES

Alcami offers premium, GMP pharmaceutical storage solutions and support to
ensure your critical products remain stable and secure. Our storage facilities are
equipped with multiple levels of redundancies — including backup generators, dual
HVAC systems, and backup LN2 refrigerant supply onsite.

Additionally, they are equipped with 24/7 monitoring and state-of-the-art security
protocols to ensure your critical products are protected within precise parameters.
GMP Storage We also offer a suite of complementary
pharma support services with trained
experts, customized to fit your unique
needs, in-house or on-site:

Controlled/Ambient Storage

Stability Storage

Commissioning Qualification

Refrigerated, Freezer, Ultralow, & Validation (CQV)

Cryogenic Storage

Metrology & Calibration services —

Aliquoting/Sampling, Labeling, Custom including primary standards calibration

Kitting, Local Courier Services, Cycle

Counting & Inventory Services Environmental Monitoring

& Cleanroom Services

alcami.

alcami.com

Drug Product Manufacturing
Laboratory Services
Pharma Storage & Services
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