
Drug Product 
Services
From pre-formulation to  
commercial-scale production.

SOLUTION OFFERING



Development Expertise & Experience

The Asymchem team has been offering rapid active pharmaceutical 
ingredient (API) production and providing reliable and collaborative 
one-stop drug product R&D to the world’s top pharmaceutical 
companies for more than 20 years. 

Our one-stop drug product service has successfully delivered more than 100 projects for clients, from formulation 
development through clinical supply and even commercial production. More than 50 projects are ongoing, including  
10 NDA projects.

Formulation
Our drug product team includes more than 240 R&D scientists and engineers, and more than 70% hold advanced 
degrees, making us well placed to work with you to overcome your development challenges, as quickly as possible, at 
every stage in your project journey, including:

Our experts support clients with pre-formulation, formulation, process and analytical development, as well as 
production and registration. We’ve worked on a range of both oral solid dosage and injectable projects for clients over 
the years. Our integrated service ecosystem can provide you with the know-how to get things done. 

Pre-formulation Support

• Solid form selection 

•  Polymorph, salt and cocrystal screening

• Stable form selection

• Pre-formulation research

•	 Chemical	&	pharmaceutical	profiling

•  IND enabling and pre-clinical formulation 
development

Formulation & Process Development
•  Parenteral formulation development, inclusive of aseptic 

filtration,	terminal sterilization, and lyophilization

•  QbD based formulation and process development, scale-up  
and process optimization

Analytical Development
•  Analytical method development, transfer and validation

•  Microbiological method development and validation

• Analytical troubleshooting support

•  Stability study in accordance with International Council 
for Harmonization of Technical Requirements for  
Pharmaceuticals for Human Use (ICH) guidelines

Production & Registration

•  cGMP clinical supply manufacture to support different  
clinical phase needs

• Commercial scale cGMP production

•  Dossier drafting for IND/NDA (ANDA) submission in  
compliance with various regulatory requirements

Dosage Forms & Expertise

OSD
We have extensive experience in leveraging enabling technologies to tackle solubility problems and 
other challenges, and to support clients in delivering a variety of dosage forms:

We can provide development services for both oral solid dose (OSD) and injectable drug products.

•  API or dry blend encapsulation/
direct compression 

•  Wet or dry granulation for cap-
sule or tablet 

• Cosmetic or enteric coating 
• Pellet coating
• Solubilization
• Salt  

•	 pH	modification	
• Surfactant
• Lipid based vehicle 
• Particle size reduction 
• Spray drying 
•  Hot melt extrusion 
• Nano-milling 

OSD Production Capacity

Solid Dispersion Capacity

Model Capacity Condition

Spray Dryer  |  BP-290 Water: 1 L/h, 6.7 t/year, Organic solvent: 3 L/h, 20 t/year Can handle OEB4 compound in GMP use

Spray Dryer   |  PSD-1 Water: 3 L/h, 20.2 t/year, Organic solvent: 10~15 L/h, 66-99 t/year Can handle OEB4 compound in GMP use

Spray Dryer   |  SCOC-25(T) Water: 20 L/h, 132 t/year, Organic solvent: ~28 L/h, 185 t/year Can handle OEB4 compound in GMP use

Hot melt extrusion   |  Pharma 11 2.5kg/h, 15t/year Can handle OB4 compound in GMP use

Model Capacity Type Condition

OSD-1 341m2

Tablets/Capsules/ 
Granules/Pellets

3,000-50,000 units

OSD-2 1472m2 100,000-750,000 units

OSD-3 2150m2 80,000-1,250,000 units

Dosage Forms
• Conventional tablet
• Controlled-release tablet 
• Enteric coated tablet
•  Capsules featuring pellets  

and granules

Formulation Technology Design, Development and Scale Up

We	can	deliver	the	final	drug	product	in	vials	or	ampoules,	depending	on	the	best	option	
for your API and intended use. 

Workshop Dosage form Volume Batch Size

Injectable-1
(Glass Ampoule) Sterile solution 1-20ml 20,000-66,000 units

Injectable-2
(Vial)

Sterile solution
2-50ml

8,000-60,000 units

Sterile lyophilized powder 5,000-30,000 units

Injectable-3
(Vial & Plastic ampoule)

 Sterile solution
2-30ml

1,500-10,000 units

Sterile lyophilized powder 500-1,800 units

Ophthalmic drops (BFS) 0.4-20ml 10000-20800 units

Injectable

Injectable Production Capacity



Committed to Ensuring 
Quality and Compliance
The Asymchem team has a strong track record of supporting 
customers in registering their products worldwide, and complying 
with strict global safety and quality regulations. We have state-of-
the-art facilities that comply with US FDA-regulated inspections, 
and meet the stringent standards of other key global markets, 
including the European Union (EU).  

The Quality System we have in place across all of our sites has 
proven itself in hundreds of successful client audits and scores 
of successful audits by global regulatory agencies. Our in house 
experts	are	capable	of	assisting	you	in	drafting	regulatory	filings	
from IND to NDA streamlining your compliance journey.  

In addition, we always explore approaches to enhance the 
efficiency	of	the	drug	formulation	development	and	commercial	
production process, through the use of alternative solvents, 
reagents and acids. Our goal is to support you in achieving your 
environmental, health and safety (EHS) objectives, whatever  
they may be.

www.asymchem.com
© 2022 Asymchem. All rights reserved. 

Asymchem offers market-leading drug product 
development support today while continually 
driving new innovations to give you a greater 
advantage tomorrow. 

To see what our know-how can do for  
you and learn more, contact us at 
innovation@asymchem.com

Working With You
As an experienced commercial manufacturer, we have developed 
time-tested processes and procedures to optimize production at 
each stage. With our robust, and diverse infrastructure, combined 
with our collaborative and highly experienced team of experts,  
we can guide your innovations throughout their development 
journey. We offer a wealth of proactive risk management and 
problem-solving skills that give us the flexibility to anticipate  
and resolve challenges and to work with you to minimize the  
risk of delays. 

Our dedicated project coordinators are committed to providing 
frequent, rapid communication, including weekly project updates, 
as well as development and campaign reports. 70% of our  
R&D personnel hold a master’s degree or higher.

As a result, we give you reassurance that your project is 
progressing on time and to the highest quality standards. 

Let Us Deliver For You

KNOW. HOW.

Case Study
Creating an effective  
enteric-coated formulation

A client approached us for support in 
developing their newly discovered API into  
10 and 100 mg enteric coated tablets capable 
of allowing delayed release until after the 
tablet has passed through the stomach.  
The ingredient had a number of properties 
that made it a challenge to formulate, 
including instability at low pH conditions, 
which could lead to significant degradation 
within the upper GI tract, undermining the 
drug’s therapeutic effect.

Our expert team devised a formulation 
approach that included the mixing and 
compression of the API with a suitable 
excipient, followed by a barrier layer and 
an enteric coating to control release of the 
ingredient. As a result, we increased the drug 
formulation’s bioavailability by 30%, creating 
a more effective product for the client.

https://www.asymchem.com/quality-and-compliance/
https://www.asymchem.com/

