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DCN: BSI-RPT-0790, , Revision: 2.0, Effective Date: 01 Nov 2021 . 

Water for Injection Elemental Impurity Profile 2020 DCN: 21-001716 v. 2.0 

TABLE 1: ELEMENTAL IMPURITY RISK ASSESSMENT 

I
Degradation and Impurity Protocol: 19-003064, Report: 21-002123 

Element Class 

Cd 1 

Pb 1 

As 1 

Hg 1 

Co 2A 

V 2A 

Ni 2A 

Tl 2B 

Au 2B 

Pd 2B 

Ir 2B 

Rh 2B 

Ru 2B 

Se 2B 

Parenteral Specifications: l0g/day MDD 

Limits 
1.0J Result 1 Result2 Result 3 Result 4 Results 

Target Lot: E06DI01-061320 Lot: E06DI01-061420 Lot: E06DI01-08 0 920 Lot: E06DI01-081020 Lot: E06DI01-081920 

ppm ppm(µg/g) ppm(µg/g) ppm(µg/g) 
(11�/2) 

0.20 <0.20 <0.20 <0.20 

0.50 <0.50 <0.50 <0.50 

1.5 <1.5 <1.5 <1.5 

0.30 <0.30 <0.30 <0.30 

0.50 <0.50 <0.50 <0.50 

1.0 <1.0 <1.0 <1.0 

2.0 <2.0 <2.0 <2.0 

0.80 <0.80 <0.80 <0.80 

10 <10 <10 <10 

1.0 <1.0 <1.0 <1.0 

1.0 <1.0 <1.0 <1.0 

1.0 <1.0 <1.0 <1.0 

1.0 <1.0 <1.0 <1.0 

8.0 <8.0 <8.0 <8.0 
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DCN: BSI-RPT-0790,, Revision: 2.0, Effective Date: 01 Nov·2021 . 

Water for Injection Elemental Impurity Profile 2020 DCN: 21-001716 v. 2.0 

TABLE 1: ELEMENTAL IMPURITY RISK ASSESSMENT 

I 
Degradation and Impurity Protocol: 19-003064, Report: 21-002123
Parenteral Specifications: 1 0g/dav MDD 

Limits ,. 

1.0J Result 1 Result2 Result 3 Result 4 Results 
Element Class Target Lot: E06DI01-061320 Lot: E06DI01-061420 Lot: E06DI01-080920 Lot: E06DI01-081020 Lot: E06DI01-081920 

ppm 
(µg/g) 

ppm(µg/g) ppm(µg/g) ppm(µg/g) 

Ag 2B 1.0 <1.0 <1.0 <1.0 

Pt 2B 1.0 <1.0 <1.0 <1.0 

Li 3 25 <25 <25 <25 

Sb 3 9.0 <9.0 <9.0 <9.0 

Ba 3 70 <70 <70 <70 

Mo 3 150 <150 <150 <150 

Cu 3 30 <30 <30 <30 

Sn 3 60 <60 <60 <60 

Cr 3 110 <110 <110 <110 

Al' 4 NIA <0.001 <0.001 <0.001 

Fe1 4 NIA <0.001 <0.001 <0.001 

• Osmium not analyzed
1Al, Fe included to fulfill Degradation/Impurity Protocol

Notice: The Information contained herein is the property ofBioSpectra and is Confidential. 

ppm(µg/g) 

<1.0 

<1.0 

<25 

<9.0 

<70 

<150 

<30 

<60 

<110 

<0.001 

<0.001 

Printed By: DANA.MYLES. Printed On 16 May 2024, 11:02:56 am. This document is effective until the date of next revision or archival. 

ppm{µg/g) 

<1.0 

<1.0 

<25 

<9.0 

<70 

<150 

<30 

<60 

<110 

<0.001 

<0.001 

30F3 


