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DCN: BSI-RPT-1828, Revision: 1.0, Effective Date: 31 Jul 2024 .

Analytical Method: BSI-ATM-0058, BSI-ATM-0059
i Tris Hydrochloride Batch Record: MT-0001
: o : - : o Tris Hydrochloride Process Validation Protocol: BSI-PRL-0802
: TABLE 1 ELEMENTAL MUMTYASSESSWT 0 Degradation and Impurity Protocol: BSI-PRL-0500 v1.1
: - ‘ Degradation and Impurity Report: BSI-RPT-1843
G : Parenteral Specifications: 100 g/day MDD
| | vmitszos | MeMod | RMResultLot: | RMResultLot: | RMResultLot: | RM Result Lot:
Element | Class | . Target - o | THCL-0122-00349 ;| THCL-0123-00031 ‘| ‘RMAT-1023-0123 |  RMAT-1023-0124
|| eomuyg | QuEnttion | o uge) | ppmig®) | ppm(uw®) | ppm(ugle)
i ppm (ug/g) | : : . .

Cd 1 0.02 0.002 <0.002 <0.002 <0.002 <0.002

Pb 1 0.05 0.005 <0.005 <0.005 <0.005 <0.005

As 1 0.15 0.015 0.021 0.015 <0.015 <0.015
Hg 1 0.03 0.003 <0.003 <0.003 <0.003 <0.003

Co 2A 0.05 0.005 <0.005 <0.005 <0.005 <0.005

v 2A 0.10 0.01 <0.01 <0.01 <0.01 <0.01

Ni 2A 0.20 0.02 <0.02 ) 0.024 0.54 0.43

Tl 2B 0.08 0.008 <0.008 <0.008 <0.008 <0.008
Au 2B 1.0 0.10 <0.10 <0.10 <0.10 <0.10

Pd 2B 0.10 0.01 <0.01 <0.01 <0.01 <0.01

Ir 2B 0.10 0.01 <0.01 <0.01 <0.01 <0.01

Os 2B 0.10 0.01 <0.01 <0.01 <0.01 <0.01

Rh 2B 0.10 0.01 <0.01 <0.01 <0.01 <0.01

Ru 2B 0.10 0.01 <0.01 <0.01 <0.01 <0.01

Se 2B 0.50 0.05 <0.05 <0.05 <0.05 <0.05
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DCN: BSI-RPT-1828, Revision: 1.0, Effective Date: 31 Ju 2024 .

Analytical Method: BSI-ATM-0058, BSI-ATM-0059
L ; Tris Hydrochloride Batch Record: MT-0001
] TAﬁ L5 1 BLEMENTAL IMPURTTY ASSESSM Tris Hydrochloride Process Validation Protocol: BSI-PRL-0802
et TR ; BN i E Degradation and Impurity Protocol: BSI-PRL-0500 v1.1
- Degradation and Impurity Report: BSI-RPT-1843
e ) L ‘| Parenteral Specifications: 100 g/day MDD
~ | |vmispoy | MWL | R ResultLot: | RMResultLot: | RMResultLot: | RM ResultLot:
Element | Class | = Target oo | THCL-0122-00349. | THCI.-0123-00031 RMAT-1023-0123 RMAT-1023-0124 -
| | pom(ugrg | Qemitation | oo ugl) | ppm(ugle) | pemugfe) | ppm(ug®)
. ppm (ug/g) |- . . PR R hOT: I il 3

Ag 2B 0.10 0.01 <0.01 <0.01 <0.01 <0.01

Pt 2B 0.10 0.01 <0.01 <0.01 <0.01 <0.01

Li 3 25 0.25 <0.25 <0.25 <0.25 <0.25

Sb 3 0.90 0.09 <0.09 <0.09 <0.09 <0.09

Ba 3 7.0 0.70 <0.70 <0.70 <0.70 <0.70

Mo 3 0.50 0.05 . <0.05 0.075 <0.05 <0.05

Cu 3 0.25 0.025 <0.025 <0.025 <0.025 <0.025

Sn 3 6.0 0.60 <0.60 <0.60 <0.60 <0.60

Cr 3 0.50 0.05 <0.05 <0.05 <0.05 <0.05

Al 4 4.0 0.40 5.6 3.9 <0.40 <0.40

Fe 4 2.0 0.20 <0.20 <0.20 <0.20 <0.20

Mn 4 0.25 0.025 <0.025 <0.025 <0.025 <0.025

Zn 4 2.0 0.20 <0.20 <0.20 <0.20 <0.20 -

Ca 4 2.0 0.60 1.1 1.0 0.79 0.63

Mg 4 2.0 0.60 <0.60 <0.60 <0.60 <0.60
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DCN: BSI-RPT-1828, Revision: 1.0, Effective Date: 31 Jul 2024 .

-| Analytical Method: BSI-ATM-0058, BSI-ATM-0059
: ! Tris Hydrochloride Batch Record: MT-0001
: e Tris Hydrochloride Process Validation Protocol: BSI-PRL-0802
* TABLE 2: ELEMENTAL IMPURITY ASS_E’SSM:ENT; : | Degradation and Impurity Protocol: BSI-PRL-0500 v1.1
Degradation and Impurity Report: BSI-RPT-1843
i - - . Parenteral Specifications: 100 g/day MDD
= oot o Method A L Xf . .| “"WCResult Lot:- | . - FG Result Lot:
Co | [ Hmis 10T gh e | ML ResultLot: | MLResultLot: - lrger 0754 00048-PV[THCL-0224-00048-PV
Element | Class Target Aol PMAT-0524-00452 | PMAT-0524-00454-PV |’ WC Midd . FG Middle D
: | ppm (uefe) . Quantltatlou " ppm (1g/e) -ppm (ig/e) WCM d le Basket \ e ’rum
B ppm (ug/g) : b , -ppm (ug/s) - ppm (ng/g)

Cd 1 0.02 0.002 <0.002 <0.002 <0.002 <0.002

Pb 1 0.05 0.005 <0.005 <0.005 <0.005 <0.005

As 1 0.15 0.015 <0.015 <0.015 0.021 0.017

Hg 1 0.03 0.003 <0.003 <0.003 <0.003 <0.003

Co 2A 0.05 0.005 <0.005 <0.005 <0.005 <0.005

\' 2A 0.10 0.01 <0.01 <0.01 <0.01 <0.01

Ni 2A 0.20 0.02 0.025 0.48 <0.02 <0.02

Tl 2B 0.08 0.008 <0.008 <0.008 <0.008 <0.008

Au 2B 1.0 0.10 <0.10 <0.10 <0.10 <0.10

Pd 2B 0.10 0.01 <0.01 <0.01 <0.01 <0.01

Ir 2B 0.10 0.01 <0.01 <0.01 <0.01 <0.01

Os 2B 0.10 0.01 <0.01 <0.01 <0.01 <0.01

Rh 2B 0.10 0.01 <0.01 <0.01 <0.01 <0.01

Ru 2B 0.10 0.01 <0.01 <0.01 <0.01 <0.01

Se 2B 0.50 0.05 <0.05 <0.05 <0.05 <0.05
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DCN: BSI-RPT-1828, Revision: 1.0, Effective Date: 31 Jul 2024 .

-| Analytical Method: BSI-ATM-0058, BSI-ATM-0059
: . Tris Hydrochloride Batch Record: MT-0001
: . : : S v Tris Hydrochloride Process Validation Protocol: BSI-PRL-0802
TABLE 2: ELEMENTAL IMPURITY ASSESSMENT Degradation and Impurity Protocol: BSI-PRL-0500 v1.1
Degradation and Impurity Report: BSI-RPT-1843
) : ) Parenteral Specifications: 100 g/{day MDD
R NS - Method : e o P .| “:WCResult Lot: FG Result Lot:
o LimiSLOJ |y ser | ML Result Lot: ML Result Lot:  ppyey 0204.00048-PV|THCL-0224-00048-PV
Element | Class Target g PSRN PMAT-0524-00452 -  PMAT-0524-00454-PV ddi FG Middle D
e : ; ppm (ng/g) lebmntltratlon i (“ o/g) : ppm (ugle) - - WC Middle Basket Middle Drum- .
” | ‘ppm (ug/e) , > ppm (ng/g) ppm (ng/g)

Ag 2B 0.10 0.01 <0.01 <0.01 <0.01 <0.01

Pt 2B 0.10 0.01 <0.01 <0.01 <0.01 <0.01

Li 3 25 0.25 <0.25 <0.25 <0.25 <0.25

Sb 3 0.90 0.09 <0.09 <0.09 <0.09 <0.09

Ba 3 7.0 0.70 <0.70 <0.70 <0.70 <0.70

Mo 3 0.50 0.05 <0.05 <0.05 <0.05 <0.05

Cu 3 0.25 0.025 <0.025 <0.025 <0.025 <0.025

Sn 3 6.0 0.60 <0.60 <0.60 <0.60 <0.60

Cr 3 0.50 0.05 <0.05 0.13 <0.05 <0.05

Al 4 4.0 0.40 0.78 0.69 1.0 1.2

Fe 4 2.0 0.20 <0.20 1.3 0.23 <0.20

Mn 4 0.25 0.025 <0.025 0.039 <0.025 <0.025

Zn 4 2.0 0.20 <0.20 <0.20 <0.20 <0.20

Ca 4 2.0 0.60 <0.60 <0.60 0.73 0.98

Mg 4 2.0 0.60 <0.60 <0.60 <0.60 <0.60
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