




Analytical Method: BSI-ATM-0060, Method Validation Report: BSI-RPT-0591 
Degradation and Impurity Protocol: BSI-PRL-0148 

Table 1: Elemental Impurity Risk Assessment Degradation and Impurity Report: BSI-RPT-0106 
Manufacturing Process: BSI-PRL-0399 
Parenteral Specifications (10gfda,y.MIJD) 

Element 
' 

Class 1Limits I.OJ Target ppm (p,g/g) Limits 0.3J Target ppm (µgig), Method LOQ 

Li 3 25 7.5 

Sb 3 9.0 2.7 

Ba 3 70 21 

Mo 3 15 4.5 

Cu 3 5.0 1.5 

Sn 3 60 18 

Cr 3 5.0 1.5 

Fe 4 5.0 1.5 

Mn 4 5.0 1.5 

Zn 4 5.0 1.5 

Ca 4 50 15 

K 4 50 15 

Mg 4 5.0 1.5 

Na 4 100 30 

iUmits derived from Analytical Method BSI-ATM-0060. 
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