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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 (!0g/dav MDD) 

Element Class 1Limits 1.0J Target ppm (µ,gig) Limits 0.3J Target ppm (µ,gig), Method LOQ 

Cd I 0.20 0.06 

Pb I 0.50 0.15 

As l 1.5 0.45 

Hg l 0.30 0.09 

Co 2A 0.50 0.15 

V 2A 1.0 0.30 

Ni 2A 2.0 0.60 

Tl 2B 0.80 0.24 

Au 2B 10 3.0 

Pd 2B 1.0 0.30 

Ir 2B 1.0 0.30 

Os 2B 1.0 0.30 

Rh 2B 1.0 0.30 

Ru 2B 1.0 0.30 

Se 2B 8.0 2.4 

Ag 2B 1.0 0.30 

Pt 2B 1.0 0.30 
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Analytical Method: BSI-ATM-0060 
Method Validation Report: BSI-RPT-0591 

TABLE 2: ELEMENTAL IMPURITY ASSESSMENT 
Degradation and Impurity Protocol: BSI-PRL-0148 
Degradation and Impurity Report: BSI-RPT-0106 
Manufacturing Process: BSI-PRL-0399 
Parenteral Specifications (1 0g/day MOD) 

Limits 1.0J Method Limit of 
Result Batch 1 Result Batch 1 Result Batch 1 

Element Class Target ppm Quantitation ppm 
Lot: URAC-0121-00021- Lot: URAC-0121-00022-PV Lot: URAC-0121-00023-PV 

PV Composite Composite Composite 
(µgig) (µgig) oom (w!/1!) oom (µJ!/J?) nnm (W!/1!) 

Cd 1 0.20 0.06 <0.06 <0.06 <0.06 

Pb 1 0.50 0.15 <0.15 <0.15 <0.15 

As 1 1.5 0.45 <0.45 <0.45 <0.45 

Hg 1 0.30 0.09 <0.09 <0.09 <0.09 

Co 2A 0.50 0.15 <0.15 <0.15 <0.15 

V 2A 1.0 0.30 <0.30 <0.30 <0.30 

Ni 2A 2.0 0.60 <0.60 <0.60 <0.60 

Tl 2B 0.80 0.24 <0.24 <0.24 <0.24 

Au 2B 10 3.0 <3.0 <3.0 <3.0 

Pd 2B 1.0 0.30 <0.30 <0.30 <0.30 

Ir 2B 1.0 0.30 <0.30 <0.30 <0.30 

Os 2B 1.0 0.30 <0.30 <0.30 <0.30 

Rh 2B 1.0 0.30 <0.30 <0.30 <0.30 

Ru 2B 1.0 0.30 <0.30 <0.30 <0.30 

Se 2B 8.0 2.4 <2.4 <2.4 <2.4 

Ag 2B 1.0 0.30 <0.30 <0.30 <0.30 
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Analytical Method: BSI-ATM-0060 
Method Validation Report: BSI-RPT-0591 

TABLE 2: ELEMENTAL IMPURITY ASSESSMENT 
Degradation and Impurity Protocol: BSI-PRL-0148 
Degradation and Impurity Report: BSI-RPT-0106 
Manufacturing Process: BSI-PRL-0399 
Parenteral Specifications ( l Qg/day MOD) 

Limits I.OJ Method Limit of 
Result Batch 1 Result Batch 1 Result Batch 1 

Element Class Target ppm Quantitation ppm 
Lot: URAC-0121-00021- Lot: URAC-0121-00022-PV Lot: URAC-0121-00023-PV 

(µgig) (µgig) 
PV Composite Composite Composite 

ppm (u2/2) ppm (ue/2) nnm(md�) 

Pt 2B l.0 0.30 <0.30 <0.30 <0.30 

Li 3 25 7.5 <7.5 <7.5 <7.5 

Sb 3 9.0 2.7 <2.7 <2.7 <2.7 

Ba 3 70 21 <21 <21 <21 

Mo 3 15 4.5 <4.5 <4.5 <4.5 

Cu 3 5.0 1.5 <1.5 <l.5 <l.5 

Sn 3 60 18 <18 <18 <18 

Cr 3 5.0 l.5 <l.5 <I.5 <1.5 

Fe 4 5.0 l.5 <l.5 <1.5 <l.5 

Mn 4 5.0 1.5 <l.5 <1.5 <1.5 

Zn 4 5.0 1.5 <l.5 <l.5 <l.5 

Ca 4 50 15 <15 <15 25 

K 4 50 15 <15 <15 <15 

Mg 4 5.0 1.5 <l.5 <l.5 92 

Na 4 IO0 30 3600 820 2100 
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Analytical Method: 8S1-ATM-0060 
Method Validation Report: 8S1-RPT-0591 

TABLE 3: ELEMENTAL IMPURITY ASSESSMENT 
Degradation and Impurity Protocol: BSI-PRL-0148 
Degradation and Impurity Report: BSI-RPT-0106 
Manufacturing Process: 8SI-PRL-0399 
Parenteral Specifications (I0g/dav MDD) 

Result ML 
Result WC 

ResultFG Limits I.OJ Method Limit of Result RM Lot: URAC-0121-
Element Class Target ppm Quantitation ppm Lot: S/2101002 

Lot: UC4200-030-
00021-PVWC 

Lot: URAC-0121-

(µgig) (µgig) ppm (pg/g) 
0121-ML 

Wasb#3 
00021-PV Beginning 

ppm (pg/g) 
oom (�2) 

ppm (pg/g) 

Cd 1 0.20 0.06 <0.06 <0.06 <0.06 <0.06 

Pb 1 0.50 0.15 <0.15 <0.15 <0.15 <0.15 

As 1 1.5 0.45 <0.45 <0.45 <0.45 <0.45 

Hg 1 0.30 0.09 0.10 <0.09 <0.09 <0.09 

Co 2A 0.50 0.15 <0.15 <0.15 <0.15 <0.15 

V 2A 1.0 0.30 <0.30 <0.30 <0.30 <0.30 

Ni 2A 2.0 0.60 0.64 <0.60 <0.60 <0.60 

Tl 28 0.80 0.24 <0.24 <0.24 <0.24 <0.24 

Au 28 10 3.0 <3.0 <3.0 <3.0 <3.0 

Pd 2B 1.0 0.30 <0.30 ' <0.30 <0.30 <0.30 

Ir 2B 1.0 0.30 <0.30 <0.30 <0.30 <0.30 

Os 28 1.0 0.30 <0.30 <0.30 <0.30 <0.30 

Rh 2B 1.0 0.30 <0.30 <0.30 <0.30 <0.30 

Ru 2B 1.0 0.30 <0.30 <0.30 <0.30 <0.30 

Se 28 8.0 2.4 <2.4 <2.4 <2.4 <2.4 
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Analytical Method: BSI-A TM-0060 
Method Validation Report: BSI-RPT-0591 

TABLE 3: ELEMENTAL IMPURITY ASSESSMENT
Degradation and Impurity Protocol: BSI-P RL-0148 
Degradation and Impurity Report: BSI-RPT-0106 
Manufacturing Process: BSI-P R L-0399 
Parenteral Specifications (l 0g/day MDD) 

Result ML 
Result WC 

ResultFG Limits I.OJ Method Limit of Result RM Lot: URAC-0121-
Element Class Target ppm Quantitation ppm Lot: S/2101002 

Lot: UC4200-030-
00021-PVWC 

Lot: URAC-0121-

(µgig) (µgig) ppm (µg/g) 
0121-ML 

Wasb#3 
00021-PV Beginning 

ppm (,ig/g) DDm {ug/fi\ ppm (,ig/g) 

Ag 28 l.0 0.30 <0.30 <0.30 <0.30 <0.30 

Pt 28 1.0 0.30 <0.30 <0.30 <0.30 <0.30 

Li 3 25 7.5 <7.5 <7.5 <7.5 <7.5 

Sb 3 9.0 2.7 <2.7 <2.7 <2.7 <2.7 

Ba 3 70 21 <21 <21 <21 <21 

Mo 3 15 4.5 <4.5 <4.5 <4.5 <4.5 

Cu 3 5.0 1.5 <l.5 <1.5 <1.5 <1.5 

Sn 3 60 18 <18 <18 <18 <18 

Cr 3 5.0 1.5 1.8 <1.5 <1.5 <1.5 

Fe 4 5.0 1.5 16 <l.5 <1.5 <1.5 

Mn 4 5.0 1.5 <1.5 <1.5 <1.5 <1.5 

Zn 4 5.0 1.5 <l.5 <1.5 <1.5 <1.5 

Ca 4 50 15 34 30 28 <15 

K 4 50 15 <15 <15 <15 <15 

Mg 4 5.0 1.5 3.1 <1.5 <l .5 <1.5 

Na 4 100 30 <30 15000 940 3400 
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