
Sajjala Bio Labs



Incorporated in 2011 and headquartered in 

API’s Manufacturing Plant driven by 
Research and Innovations.

Incorporated in 2011 and headquartered in 
Hyderabad – India.



Manufacturing Driven by Innovations

Anti 
Coagulants Enzymes

Polysaccharides 
and 

Polypeptides

Therapeutic 
Peptides

Enoxaparin LAsparaginase Leuprolide

Liraglutide Teriparatide

Polypeptides



Approach



R&D Facilities housing the best practices facilitated by Digital Assets –
Processing, Storage, Analytics, Libraries and Retrieval.

Key laboratory assets include Fermenters ,PCR, Centrifuge, 
Incubator shakers, LAFU, Autoclave and FPLC’s and preparative 

Infrastructure and Assets

Incubator shakers, LAFU, Autoclave and FPLC’s and preparative 
HPLC’s.

Analytical

RP-HPLC, RI-HPLC, Moisture Analyzer, KF titrater, Plate reader, 
UV-Vis Spectrophotometer.

Continued in 
the next slide



• cGMP Manufacturing area
• Key manufacturing assets include Fermenters, continuous 

centrifuge
• Lyophilizer, Miller, Shifter and Vacuum tray dryer, Incubator 

shakers, LAFU.

• Utilities
• DW, RO water and DM water plant, Vacuum, Air, Nitrogen, O2, 

Chilled water, Hot water and Steam.



•State-of-the-art GMP certified manufacturing and research facility. 
•WHO GMP audit underway for certification.
•Class 100,000, 10000, 1000 facility. 

Summary of Infrastructure 
and Assets

•Class 100,000, 10000, 1000 facility. 
•ICT enabled secured and networked data storage and management  

infrastructure. 
•Manufacturing processes driven by Data acquisition software and systems. 
•Barrier maintained facility with 3 level pressure gradient system. 
•Dedicated service corridor for better barrier management. 
•Adequate infrastructure for isolation of experiments. 
•Well-equipped areas to handle upstream, downstream and polishing process. 
•Independent AHUs for upstream and downstream processes. 
•Tiered Biometric Access Control with restricted entry. 



Quality – Key Drivers

Regular Training, 
Process Improvements 

& Innovations

Quality Mission Documentation and 
Regulatory Compliance

Compliance to 
Environment Protection 

guidelines

Customer Satisfaction



Quality Management Systems   

Initiation, Approval, 
Revision And 

Distribution Of 
Procedures

Handling of 
customer 

complaints

Vendor 
qualification 

Annual Product 
Reviews

CAPA 
Management

Change Control  

Training 

Internal 
audits

Handling of 
incidents and 

deviations

Validations and 
Qualifications

Investigation of out 
of specification 

results
Batch release

Continuous 
Improvements



Key Human Resources  

Advisory Board – Professors and Scientists 
from reputed organizations and institutes of 

excellence

Doctorates with Academic 
and Industrial experience

Research 
Associates

Manufacturing 
Engineers and 

Scientists

Domain 
Experts

Data Analysts
Quality Assurance 

and Control 
Professionals



Power of Knowledge -Human Resources

• Molecular biologists
• Fermentation specialists  
• Purification & Chemistry  - Synthetic Chemists
• Analysists

Research and Development 

Analysists
• Support Engineers 

Core competence 
• Expertise in genetic manipulation - Bacteria and Yeast
• Expertise in PRD and ARD
• Expertise in scaling up and tech transfer to CMO sites



Current Supplies and Near Future Supplies

Project Status of the API Expected launch
date

Anti Coagulant – Critical Care

Enoxaparin 
sodium

Shipments in progress Launched

Enzyme - OncologyEnzyme - Oncology

L-Asparaginase Shipments in progress Launched

Therapeutic
Peptides –
Osteoporosis 
and Diabetes

Teriparatide Apr- 2018 FY 2018

Liraglutide Mar-2018 FY 2018



Core Competencies
Recombinant technology based platforms for 
expression of peptides

Synthetic Biology and Bio-transformations

Process Development  (Fermentation and Process Development  (Fermentation and 
Purification capabilities) 

Analytical development 
(IPQC, intermediates 
/Finished APIs & Stability) Large scale fermentation capability



Certifications and Standards  
! ISO 9001: 2015

! GMP 

! WHO GMP – Inspection in progress by the regulatory authorities 



Licenses
! Manufacturing license for Enoxaparin Sodium 

! Manufacturing license for L Aspraginase 

! Drug license number is 5/MDCHL/TS/2017/B/G



Recognition from Government of India

Innovation and Research 
Centre Recognition



COA for Enoxaparin Sodium 



COA for L Asparaginase 



Thank youThank you


