Metformin Hydrochloride

An overview of Chronological Development of API & Mfg site.

1994             Basic know how from outside consultant.

Lab scale development by R&D, scale up to 5kg scale.

June 1994      Trials in plant by R&D & production, scale 200 to 300 kg in then existing plant & facilities.

1995-1999   Further scale-up upto 504 kg input of DCDA, in the existing plant.

April 2000       Linear Scale-up upto 655 kg.

May 2000     Provided dedicated facility for MHCl Plant no.5, HVAC system, clean room etc & systematic implementation of cGMP initiated

2000-2005       Addition of new reactors, centrifuges, FBD.


 Auto powder transfer line (PTS) provided.


 Installation of Blender.


 Purified water system based on RO-EDI installed 


 Revamping of store


 New HVAC systems


 Provided additional analytical instruments / equipments for QC   

                        & Microbiology 


 Provision of Pilot Plant

May 2004       USFDA inspection for Metformin HCl & facilities and systems  FDA approval.

 
Further increase in Lot size batch size through change control 


Minor changes in molar proportions of main reactants without affecting quality

June 2006    Major expansion of MHCl manufacturing facilities executed by providing annex adjacent to the Plant no.5. This included installation of new larger capacity reactors and other related equipment.


New HVAC system provided. 


New facility for recovery of IPA, termed as plant no. 8 provided


Storage tanks for solvents acid, alkali provided


Microbiology section shifted to newly built facilities at E-7.
   Nov-2007    QC – QA shifted to newly built larger facility at E-7. 


Major Expansion with the state of art facility for equipment and instruments for QC/QA departments.
  Production         Lot Size 1600 kg- 2200 kg  

Activity 2008     Batch size    3500 kg ​+ 500 kg          

Current 
     Batch size    200 kg ​- 1200 kg   1200 kg – 4000 kg 

(as in 2009)                                (BL501)                     (BL502)
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