
10 different regulatory agency
accreditations

9 certified facilities

06
Our drug product facility (DP7) in Leverkusen, Germany 
received the License of Manufacturing Permit from the 
German health authorities.

Our drug substance facility (MFG2) at Wuxi city, China 
received the Manufacturing License from Japan’s 
Minister of Health, Labor and Welfare (MHLW).

07

19 total inspections from global regulatory
agencies

370+ GMP audits from global clients

Our manufacturing facilities in Wuxi, including MFG1, 
MFG2 and DP1, completed the Pre-License Inspection 
and routine GMP inspection by the U.S. FDA.

Our MFG4 site in Wuxi, the first GMP facility to use the 
industry’s largest disposable bioreactor (4,000L), is 
certificated by EMA for GMP manufacturing. 

Our manufacturing facilities in Wuxi, including MFG1, 
MFG2 and DP1, as well as the GMP cell banking facility 
and Analytical Science labs in Shanghai passed 
Pre-Approval Inspection by China NMPA.

Our biosafety site in Suzhou, one of the largest third-party 
biosafety testing providers in the Asia-Pacific region, 
completed another GMP inspection by EMA.

08
Our drug substance facility (MFG2) at Wuxi city, China  
completed a remote GMP inspection by Health Canada.

Lorem ipsum dolor sit amet, consectetuer adipiscing elit, sed diam 
nonummy nibh euismod tincidunt ut laoreet dolore magna aliquam erat 
volutpat. Ut wisi enim ad minim veniam, quis nostrud exerci tation ullam-
corper suscipit lobortis nisl ut aliquip ex ea commodo consequat. Duis 
autem vel eum iriure dolor in hendrerit in vulputate velit esse molestie 
consequat, vel illum dolore eu feugiat nulla facilisis at vero eros et 
accumsan et iusto odio dignissim qui blandit praesent luptatum zzril 

Our DP4 site in Wuxi, the first robotic aseptic filling facility in 
China, received GMP conformity assessment from the 
Singapore HSA.
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