
EXPANDING
WHAT’S POSSIBLE
WITH THE RIGHT PARTNER

Life-saving 
pharmaceuticals 
start with 
high-quality 
ingredients



EXPANDING
WHAT’S POSSIBLE
WITH THE RIGHT PARTNER

The safety of your patients is your number one priority. That's why you can rely on Roquette to be a trusted 
partner that offers peace of mind for your quality, stability and formulation challenges.

As a long-established global provider of plant-based excipients and life-saving active ingredients for the 
pharmaceutical industry. Roquette offers a competitive broad-range of customer-focused solutions.

In China _ the 2nd largest pharmaceutical market in the world _ all excipients and APIs used in medicines must 
be registered with the China Drug Master File (DMF). Roquette's DMF covers all excipients that we supply 
to the Chinese market; we have issued over 370 Letter of Authorization (LoAs) for customers who have sent 
their joint-review requests to us (as of February 2019). 

• Letter of Authorization  
support 

• Quick and rapid response 
time

• New filing of registrations 
with customer

Customer intends to apply NDA/ANDA 
for a medicine in China, and is aware of 
the excipients or APIs from Roquette

Customer has a medicine in their pipeline using 
an innovative excipient/API from Roquette, and 
identifies China as a potential market

China DMF for 
the product has 
been registered 
by Roquette

Contact local representative from 
Roquette or email
pharma@roquette.com

Roquette prepares the LoA for the 
customer

Roquette adds request 
to existing queue for DMF 
registration processing in China

• Experienced regulatory team 
• Clear operation process

• Assured QA test for Chinese 
Pharmacopeia (ChP) 
compliance 

• Clear customization for 
unique customer needs

• Support for customer 
innovation needs 

ROQUETTE PHARMA
Committed to support China's
Drug Master File (DMF) system

Roquette's Commitment towards China DMF Support

The Roquette Process

FOR INFORMATION CONTACT 

pharma@roquette.com 
or visit www.roquette.com 
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