
 
  
 
 

 

 

 

  

June 9, 2020 

 

To Whom It May Concern: 

Smart Chemical Solutions, a Delaware limited liability company, and its wholly owned 

subsidiary Genesis Custom Chemical Blending, LLC, has entered the hand sanitizer market with 

products compliant to the FDA over-the-counter (OTC) pharmaceutical standards.  To ensure the 

safety and quality of its new product line to pharma standards, Genesis, a long-time 

manufacturer, specializing in chemical blending, has expanded its quality management system to 

comply with FDA's cGMP standards.  We have assembled a cross-functional team at Genesis 

and put together a comprehensive approach to cGMP, including: 

• Product Development and Process Scale-up, led by our Technical organization 

• Quality Assurance and Quality Control as an independent function within Genesis 

• Sourcing and Supply Chain expertise to ensure pharma grade materials and 

supplier quality 

• ERP, Batch Ticketing, Lot Control and a Warehouse Management system to 

ensure only the proper materials are used in our OTC pharma products 

• Procedure-based manufacturing processes, QC checkpoints and batch ticket 

reviews lead by our Manufacturing and QC organizations 

As of June 1, 2020 we have established these expanded quality procedures and have self-

certified our compliance to cGMP through our management review process, led by the President 

of the Company and regular self-audits, led by a long-time food-grade operations and quality 

expert.  We have the proper programs in-place for the sanitation and maintenance of our facilities 

and the calibrations of our critical-to-quality testing equipment and process control. 

We are doing our part at Genesis by leveraging our deep knowledge of chemical blending and 

adding cGMP capabilities to help limit the spread of COVID-19.  We are planning a 3rd party 

audit and certification on July 10th in order to demonstrate our compliance to cGMP.  If there are 

any questions or if clarification is needed regarding our current registration status, additional 

information about our suppliers, our Quality Management System, or manufacturing practices, 

please contact us.  Thank you, 
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CEO  

Smart Chemical Solutions, LLC 

 


