


Seven Buildings

Mikart Campus



‣ Formulation Development

‣ Regulatory Submission Services

‣ Manufacturing
◦ Clinical Trial Materials
◦ Commercial Products

‣ Packaging
◦ Clinical Supplies
◦ Physician Samples
◦ Trade Packs

Primary Business Areas



‣ Direct Compression
‣ Dry Granulation

◦ Roller Compaction
◦ Slugging

‣ Wet Granulation
◦ High Shear
◦ Low Shear

‣ Low Humidity  
Manufacturing

Process Development
‣ Fluid Bed Granulation

◦ Top Spray
◦ Wurster

‣ Coating
◦ Fluid Bed Coating
◦ Tablet Coating



Analytical Development Services
‣ Pre-Formulation Research & Testing
‣ Cleaning Verification & Validation
‣ API Characterization
‣ API & Finished Product Development,  

Validation and Transfer of Stability  
Indicating Methods

‣ Methods (TOC, HPLC, UPLC, UV, GC)
◦ Dissolution Testing (IR, XR, MR)
◦ AA (Atomic Absorption)
◦ Water Activity



QC and Micro Laboratories
‣ Raw Material Testing
‣ Stability Testing
‣ Compendial Testing  (USP, 

EP, BP, JP, FCC)
‣ Finished Product Testing
‣ Water and Raw Material

Testing
‣ Finished Product and 

Stability Microbial Analysis
‣ Environmental Monitoring



‣ Exhibit Batches
‣ Clinical Trial Supplies
‣ Commercial Product

Manufacturing



Manufacturing
‣ Tablets & Capsules

◦ Immediate & Controlled (Modified)
Release

◦ Film Coating
◦ Fast Dissolve (ODT)
◦ Chewable Tablets
◦ Sublingual Tablets
◦ Low Humidity

Manufacturing

‣ Powders in bottles

‣ Non-Sterile Liquids
◦ Oral Solutions

◦ Unit does solutions

















Track & Trace



‣ Bottles (15cc - 1250cc)
◦ HDPE
◦ PET
◦ Glass

Packaging

























Timeline:
Project 
Evaluation

Agreement
Signed

Analytical 
Development

Formulation
Development

Process
Development

First Regulatory 
Batch

Scale-Up 
PV

Commercial
Mfg Launch

Sales

PDS Project Management

Commercial Business 
Manager

Overlap of responsibilities ensures successful handoffs & execution 

Project Execution
• CDMO built to service both development & commercial customers
• Sales focused on business relationship
• Project Management focused on successful development & tech transfers
• Smooth transfer from development phase to commercial
• Commercial Business Manager/Supply Chain focused on commercial supply
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