
August 31, 2019 

To 
The Manager 
BSE Limited 
Department of Corporate Services 
Phiroze Jeejeebhoy Towers, 
Dalal Street, Mumbai- 400 001 
Scrip Code - 532523 

Dear Sir/Madam, 

The Manager, 

<$Biocon 
Biocon Limited 
20th KM Hosur Road 

Electronics City 

Bangalore 560 100, India 

T 91 80 2808 2808 

F 91 80 2852 3423 

CIN : L24234KA 1978PLC003417 

www.biocon.com 

I To 

! National Stock Exchange of India Limited 
I Corporate Communication Department 

Exchange Plaza, Bandra Kurla Complex 
Mumbai- 400 050 

Scrip Symbol- Biocon 

Ref: Regulation 30 of SEBI Listing Obligations and Disclosure Requirements (LODR) Regulations, 2015 

Pursuant to Regulat ion 30 of the SEBI LODR Regulations, 2015, please find the II Company Statements" as 
below. 

U.S. FDA Issues Complete Response Letter for New Drug Application for Insulin Glargine; 
Commercialization Plans Remain Unchanged 

"The U.S. FDA has issued a Complete Response Letter {CRL) for the New Drug Application {NDA) 
fur Insulin Glargine fi led by our partner Mylan. The CRL has been issued pending completion of 
the Corrective And Preventive Actions {CAPAs) submitted to the U.S. FDA in response to the 
observations made at the conclusion of t he pre-approval inspection of our insulin manufacturing 
facility in Malaysia in June 2019. 

The CRL did not identify any outstanding scientific issues with the application. We rema in 
confident of the quality of our application and do not anticipate any impact of this CRL on the 
commercial launch timing of our Insulin Glargine in the U.S. 

We remain committed to global standards of Quality & Compliance and are working closely with 
our Partner and the regulator to complete these CAPAs to the satisfaction of the U.S. FDA." 



<$Biocon 

U.S. FDA completes surveillance (routine) cGMP inspection of one of our Biologics Drug Product 
facilities in Bengaluru 

"The U.S. FDA conducted a cGMP inspection at one of our Biologics Drug Product facilities in 
Bengaluru from Aug 22 to Aug 30, 2019. The inspection concluded with four observations which 
we believe will not impact supplies from this facility. We are confident of addressing these 
observations t hrough a Correct ive and Preventive Action plan in a timely manner." 

- Company Spokesperson 

We request you to kindly take these statements on record as per the requirement of LODR and oblige. 

Thanking You, 

Yours faithfully, 
For Biocon limited 

Mayank Verma 
Company Secretary & Compliance Officer 


