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DCN: BSI-RPT-1553,, Revision: 1.0, Effective Date: 08 Jan 2024. 

Analytical Method: BSI�ATM-0075; Method Validation Report: BSI-RPT-0803 
Batch Record DCN: BSI-MPR-0065 

TABLE 1: ELEMENTAL IMPURITY RISK ASSESSMENT 
Manufacturing Process DCN: BSI-PRL-0752 
Degradation and Impurity Protocol: BSI-PRL-0620 vl.2 
Degradation and Impurity Report: BSI-RPT-1601 
Parenteral Specl:fications (10ro'dav MOD) 

Element Class 
1Limits I.OJ Target ppm (µgig}

Control Threshold Limits0.3JTarget ppm 
(W!/1!) 

Cd 1 0.20 0.06 

Pb 1 0.50 0.15 

As I 1.5 0.45 

Hg l 0.30 0..09 

Co 2A 0.50 0.15 

V 2A LO 0.30 

Ni 2A 2.0 0.60 

Tl 2B 0.80 0.24 

Au 2B 10 3.0 

Pd 2B LO 0.30 

Ir 2B LO 030 

Os 2B LO 0.30 

Rh 2B 1.0 0.30 

Ru 28 1.0 0.30 

Sc 2B 8,0 2.4 

Ag 2B I.O 0.30 
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DCN: BSI-RPT-1553 . , Revision: 1,0 , Effective Date: 08 Jan 2024, 

Analytical Method: BSI-ATiv.t-001S.� Mell,od Validation Report: BSI-aPI'-0803 
.. Batch Record DCN: BSI-MPR-®<35 .• 

TABLE 1: ELEMENTAL IMPuRrrY RISKASSE$,'iM.EN'f 
. · Mamifacturing Process l)CN: BSr.11.tU,-0752 

, Dcam�atfon and Impurity Pr,oto,cq!;_ BSt-P�0620 vl.2 
· Degradation and Impurity Rep(>lt BSI-RPT-1601
Parenteral. Specifications (10. wdav MDDJ

Element CJo-s 
1Limits UJ Target ppm(µgfg) • ,I C�utrol Threshold Lii:itit,�0.3.J Target ppm

{uo[i,:\ 

Pt :1 2B LO 0,30 

Li 3 25 7.5 

Sb 3 9.0 2,7 

Ba 3 70 21 

Mo 3 150 45 

Cu 3 30 9.0 

Sn 3 60 18 

Cr 3 110 33 

Fe 4 10 3.0 

K 4 50 15 

Na 4 50 15 
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Se 

DCN: BSI-RPT-1553,, Revision: 1.0, Effective Date: 08 Jan 2024. 

Analytical Method: BSI-ATM-0075� Method Validation Report: BSI-RPT-0803 
Batch Record DCN: BSI-MPR-0065 

TABLE 2: ELEMENTAL IMPURITY ASSESSMENT 
. Manufacturing Process DCN': BSI-PRL-0752 
Degradation and Impurity Protocol: BSI-PRL-0620. vl .2 

·-· 
·' . 

------ --. 

Control Limitsl.OJ threshold Limits Result RM Lot: 
Oass , Target ppm 0.3J Target ppm RMAT-0923-0084 

(µgig) (ng/,.-) ppm (µg/g) 

1 0.20 0.06 <0.06 

1 0.50 0,15 <0.15 

l 1.5 I 0.45 <0.45 

I 0.30 0.09 <0,09 

2A 0,50 0.15 <0.15 

2A LO 0.30 <0.30 

2A 2.0 0.60 <0.60 

2B 0.80 0.24 <0.24 

2B 10 
i 

3,0 <3.0 

2B 1.0 0.30 <030 

2B 1.0 0.30 <0,30 

2B 1.0 0,30 <0,30 

2B 1.0 0.30 <0.30 

2B LO 0.30 <0,30 

2B 8.0 2.4 <2.4 

Degradation and Impurity Report: BSI-RPT-1601 
Parenteral Specifications 10 g/dav MOD) ··-· 

- ' ResultWC Lot: Result ML Lot: BTRI-0123-00045-PV PMAT-0923-01251 WC 1st Basket 
ppm (µgig) oo.m.f1m/g) 

<0.06 <0.06 
.. 

<0,15 <0.15 

<OAS <0.45 

<0.09 <0.09 

<0.15 <0,15 

<0.30 <0,30 

<0.60 <0.60 

<0.24 <0.24 

<3.0 <3.0 

<0.30 <0.30 

<0,30 <0.30 

<0.30 <0.30 

<0.30 <0.30 

<0.30 <0.30 

<2.4 <2.4 

.• - . 

Result FG Lot 
BTRI-0123--00045-PV 

Drunit 
oom(W!/g) 

<0.06 

<0,15 

<0.45 

<0.09 

<0.15 

<0.30 

<0.60 

<0.24 

<3.0 

<0.30 

<0.30 

<0.30 

<0.30 

<0.30 

<2.4 

The infommtion contained herein is the confidential property ofBioSpectra, The recipient is responsible for its safe-keeping and the prevention of unauthorized 
appropriation, use, disclosw·e and copying. 

Page 4of5 

I 



Element 

Ag 

Pt 

Li 

Sb 

Ba 

Mo 

Cu 

Sn 

Cr 

Fe 

K 

Na 

DCN: BSI-RPT-1553,, Revision: 1.0, Effective Date: 08 Jan 2024. 

A:rialytical Method: BSI.:.ATM-0075; MethodVatidationReporl: BSI-RPT-0803 
Batch Record DCN: BSI-MPR-0065 

TABLE 2: ELEMENTAL IMPURITY ASSESSMENT Manufacturing Process DCN: BSI-PRI.,..0752 
Degradation and Impurity Protocol: BSl�PRL-0620 vl.2 

. 

Limitsl.OJ 
Class Targetppm 

(pg/g) 

3 1.0 

3 l,0 

3 25 

3 9,0 

3 70 

3 150 

3 30 

3 60 

3 llO 

4 10 

4 
I 

50 

4 50 

Control 
Threshold Limits 
0.3J Target ppm 

(I.WIS!) 

0.30 

0.30 

7.5 

2,7 

21 

45 

9;() 

18 

33 

3,0 

15 

15 

. .. .. .. . 

Result RM Lot: 
RMA T-0923-0084 

ppm (JiWg) 

<0.30 

<0.30 

<7.5 

<2.7 

<21 

<45 

<9.0 

<18 

<33 

<3,0 

<15 

<15 

Degradation and Impurity Report: BSI-RPT-1601 
Parenteral SDecifications (10 g/dav MDD) 

. .. 
Resuuwc Lot: .•.• Result FG Lot: •••• Result ML Lot: BTRI-0123-00045-PV BTRI-0123-00045:-PV PMAT-0923-01251 WCr1 Basket Druml 

ppm (p:tglg) ppm lumr!l nom hrn/p) 

<0,30 <0.30 <0.30 

<0.30 <0.30 <0.30 

<7.5 <7.5 <7,5 

<2.7 <2.7 <2,7 

<21 <21 <21 

<45 <45 <45 

<9.0 <9.0 <9.0 

<18 <18 <18 

<33 <33 <33 

<3.0 <3,0 <3,0 

<15 <15 <15 

<15 <15 <15 
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