
 

General Notices 1 

Add the following next to section 33 and 2 

move down the current section’s numbers, 3 

sequentially:  4 

34.  In principle, the JP Drug Products are controlled appro-5 

priately according to the direction under the Elemental Impu-6 

rities of the General Tests. When elemental impurities in the 7 

drug products are appropriately controlled in accordance with 8 

the direction, it is not necessary to perform the tests on ele-9 

mental impurities such as heavy metals and arsenic in the mon-10 

ographs including but not limited to those of drug products, 11 

drug substances and excipients. 12 
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