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Statement on Safety Data Sheets 
Capsugel® empty capsule products 
 
 
The obligation of providing a Safety Data Sheet (SDS) is covered by the hereunder regulations. 
 

• China: General Rule for Classification and Hazard Communication of Chemicals GB13690-2009 
(articles 5.6.1) 

• EU: European Regulation (EC) N°1907/2006 (articles 3 and 31) 

• India: Manufacture, Storage, and Import of Hazardous Chemical (Amendment) Rules, 1989, 1994, 
2000 (rules 2 and 17, Schedules 1, 2 and 3) 

• Indonesia: Ministry of Industry No.23/M-IND/PER/4/2013, article 1 paragraph 8 

• Japan: Industrial Safety and Health Law (ISHL) No. 57 of June 8, 1972 (article 57-2), Pollutant Release 
and Transfer Registration Law (PRTR) and Poisonous and Deleterious Substances Control Law 
(PDSCL) 

• Mexico: NORMA Official Mexicana NOM-018-STPS-2015 

• Russia: Technical regulation (TR) on the safety of chemical products adopted by Decree No. 1019 of 
7 October 2016 (articles III and X, Appendix N1) 

• Thailand: Hazard Classification and Communication System of Hazardous Substances B.E. 2555 
(2012) (articles 1 and 2) 

• USA: OSHA Hazard Communication Standard 29 CFR 1910.1200 (sections b.6.v and g.1) 
 
According to these regulations, SDSs are only required for chemicals, substances, and mixtures that are 
classified as hazardous.  
 
The empty hard capsules manufactured and supplied by Lonza do not correspond to the classification of 
hazardous chemicals, substances, or mixtures in any of the above regulations. Furthermore, they correspond 
to the definition of ‘Article’ as stated in the EU and the US OSHA regulations. 
 
As a result, Capsugel® empty hard capsules are exempt from Safety Data Sheets (SDS), so Lonza does not 
provide SDSs for them. 
 
 

 

The information contained herein corresponds to Lonza’s knowledge on the subject at the date of publication and is, to the best of our knowledge, 
accurate. However, Lonza refuses any liability for the application and use of further processed material containing our products. According to the relevant 
regulations, the manufacturer of the final product is solely responsible for the use and commercialization of the Lonza product and the information 
contained herein. 

For further information, please contact your Lonza account representative. 
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