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Residual Solvents Statement 

To Whom It May Concern, 

Based on the guidelines for Organic Volatile Impurities / Residual Organic Solvents as per ICH 
Q3C, USP <467>, and European Pharmacopoeia (Ph. Eur.), we hereby confirm the following for D-
Chiro-Inositol manufactured by us: 

• Class I solvents: Not used in the manufacturing process. 
• Class II solvents: Not used in the manufacturing process. 
• Class III solvents: Ethanol is used in the manufacturing process, with a residual level of less 

than 5000 ppm. 

No other solvents are used in the manufacturing process. 

Therefore, D-Chiro-Inositol fully complies with the residual solvent limits set by ICH, USP, and EP. 

We also confirm that any changes in the solvents used during the manufacturing process will be 
communicated in advance before the shipment of any consignment. 

 

For and on behalf of, 

Enzymolab Biotech Co., Ltd. 
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