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ELEMENTAL IMPURITY ASSESSMENT

MATERIAL NAME: BIS-TRIS 2023 L-7 PROCESS VALIDATION
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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 ‘ g
TABLE 1: ELEMENTAL IMPURITY RISK ASSESSMENT %A:;;Sa;t‘;?lﬁg ?ﬁ;ﬁigcp}:ogfgpgls}o;ﬁo P

Degradation and Impurity Report: BSI-RPT-1601

- : . . Parenteral Specifications (10 g/dayMDD) ... . ... .- =~ - . R

Element ’ Class : ‘Limip 103 Tnfget ppm (ng/e) Control Threshuld(t;r/:i)ts 0.3J Target p?m

Cd ’ 1 0.20 0,06

Pb ‘ 1 ; 0.50 0.15

As 1 1.5 0.45

Hg 1 0.30 7 0.09

Co 2A 0.50 ‘ 0.15

v 2A 1.0 0.30

Ni 24 2.0 0.60

Tl | 2B 1 0.80 0.24

Au 2B i 10 3.0

Pd o 2B i 1.0 0.30

Ir 2B ' 10 030

Os ‘28‘ 1.0 0.30

Rh - 2B ' 1.0 030

Ru 2B 1.0 0.30

Se 2B 8.0 2.4

Ag 2B 1 a’0 V 0.30
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DCN: BSI-RPT-1553 , , Revision: 1,0 , Effective Date: 08 Jan 2024 ,

"I Analytical Method: BSI-ATM-0075; Method Validation Report: BSI-RPT-0803
Baxch Record DCN: BSI-MPR-00658
ThaLe 1: Bumsmvear borvmrry Ris Assssseae | Nenoreunsprooss BOBSLRRLORE
i Degradation and Impurity Report: BSI-RPT-1601
: Pamntcml Specifications (10 g@_gyMDDj : “ )
' Element Class  Limits 103 Target ppr(ugf) | C0ntrol Threshold L6037 Targe! ppon
Pt B 10 0.30
Li 3 25 75
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

[t derived from Antlyfical Method BINTR0075
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DCN: BSI-RPT-1553 , , Revision: 1.0 , Effective Date: 08 Jan 2024 ,

TABLE 2: ELEMENTAL IMPURITY ASSESSMENT

Batch Record DCN: BSI-MPR-0065

- Manuifacturing Process DCN: BSI-PRL-0752
- Degradation and Impurity Protocol: BSI-PRL-0620 v1.2
‘Degradation and Impurity Report: BSI-RPT-1601
‘Parenteral Spegifications (10 g/day MDD) .

-Analytical Method: BSI-ATM-0075; Method Validation Report: BSI-RPT-0803

s Control ; e Result WC Lot: ‘Result FG Lot:
btement | s %L:;uz g.‘,)'.?i Ehild oty %ﬁ%}@. , pﬁa,;:‘:?%géﬂ | BIRLOIZ-NOS PV | BTRLOIZS N0SFY

. __(ng/s) Rl : : ppu (ug/g) - ppim {(ne/g)
cd 1 0.20 0.06 <0.06 <0.06 <0,06 <0.06
Pb 1 0.50 0.15 <0.15 s <0.15 <0.15
As 1 1.5 0.45 <0.45 <045 <045 <045
Hg ! 0.30 0.09 <0.09 <0.09 <0.09 <0.09
Co 2A 0.50 0.15 <0.15 <0.15 <015 <0.15
v 2A 1.0 0.30 <0.30 <0.30 <0.30 <030
Ni 2A 20 0.60 <0.60 <0.60 <0.60 <0.60
T 2B 0.80 0.24 <024 <0.24 <024 <0.24
Au 2B 10 3.0 3.0 3.0 <30 <30
Pd 2B 10 030 <0.30 <0.30 <030 <030
Ir 2B 1.0 0.30 <030 <0.30 <030 <030
Os 2B 1.0 030 <030 <0.30 <030 <030
Rh 2B 1.0 0.30 <0.30 <0.30 <0.30 <0.30
Ru 2B 1.0 0.30 <0.30 <030 <030 <030
Se 2B 8.0 24 <24 <24 <24 <24
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DCN: BSI-RPT-1553 , , Revision: 1.0, Effective Date: 08 Jan 2024 .

TABLE 2: ELEMENTAL IMPURITY ASSESSMENT

Analytical Method: BSI-ATM-0075; Method Validation Report: BSI RPT-0803
Batch Record DCN: BSI-MPR-0065 -
Manufacturing Process DCN: BSI-PRL-0752

Degradation and Impurity Protocol: BSI-PRL-0620 ﬁ 2
'| Degradation and Impurity Report; BSI-RPT-1601

Parenteral Snecxf catlons (10 szfdav MDD)

; T T éontrol R Ryt . “Result WC Lot: A’Res‘ult FG Lot: :
R | Limits 103 |y o ohold Limits| ~ ResultRM Lot: Result ML Lot BTRI-0123-00045-PV | BTRI-0123-00045-PV
Element | Class | Target ppm [o 20 ! - RMAT-0923-0084 PMAT-0923-01251 it Deum 1
. (ngle) .3J Target ppim |- ppm (ng/e) " ppm (ngfe) WC 1" Basket - Drum
: (ug/g) . - ppm (ug/g) npn (puefs)-.

Ag 3 1.0 0.30 <0.30 <0,30 <030 <030
Pt 3 1.0 0.30 <0.30 <030 <0.30 <030
Li 3 | 2 7.5 <15 <15 <15 <15
sb 3 9.0 27 <27 <2.7 .7 <7
Ba 3 70 21 <1 <21 <1 <21
Mo 3 150 45 <45 <45 <45 <45
Cu 3 30 9.0 <9.0 <90 <90 <90
Sn 3 60 18 <18 <18 <18 <18
Cr 3 110 33 <33 <33 <33 <33
Fe 4 10 3.0 <30 <3.0 <30 <30
K 4 50 15 <15 <15 <15 <15
Na 4 50 15 <15 <15 <15 <15

The information contained herein is the confidential property of BioSpectra. The recipient is responsible for its safe-keeping and the prevention of unauthorized
appropriation, use, disclosure and copying.

Page 5 of 5




