CI1RAN

100 Majestic Way, Bangor, PA 18013

Eftcetive Date: | F-Mar-2021

[-Mar-2024

DCN: 18-002600 v.8.0

: Date of Next Review

Prepared By: | Jaron Hughes

18-302600 v.7.2

: Supersedes

QA/QC Approval: | Carissa MeCollian

Wendy Santay

: Management Approval

Reason for Revision:

Sce Revision History in ensur.

LOT: TRED-0122-00021

IVIANILIAULULIIE, P2, QO risirsl

Manufacturing Site: 100 Majestic Way, Bangor PA, 18013

IELEHL LIS, Ui lrs+

Packaging Date: 5/2/22 Packaging Site: 100 Majestic Way, Bangor PA, 18013
Meets or Fxceads TISP/NF. EP and TP Snercificatinns

ANAT YSIS

' Assay
Chloride and Sulfate, Chioride

Color and Clarity AT20
Of SO!UIEOH A420 _ A720
‘Endotoxins

Mdentification A
Hdentification B
!Identification C

Excherichiu coli

"Microbial Salmonclla species
Content TAMC
TYMC

!Nitrogen Determination
Optical Rotation, Specific Rotation @)
20°C

pH @ 25°C 45 .65
Total lmpurities -
. < (.5%
. with RRT <1.0 =
Related Substances -
Total Impurities <0.5%
with RRT >1.0 =
2D aridia s Tioaiti A ~ 10/
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IR ETITY

NPFCIFICATION
YE.U% - 101U
<0.0125%
<0.050
<0.100
<24 EU/g

Contforms to Standard

Passes Test
Passes Test
Absent/g
Absent/10g
100 ClU/g
100 CFUrg

<0.005%

A

A

+197° to +201°
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TFSTRESIITT
Y9 6%
<0.0125%
0.001
0.021
<0.2 EUig

Conforms to standard

Passes Test
Passes Test
Absent/g
Absent/10g
<10 CFU/g
<10 CFU/g
<0.005 %

+ 199°
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ANAT YSIS SPECIFICATION IFET RESTITT

JUTEHLLLCRILIUEL £ [CatdhTs L Osl IdS8Cs 1 ESE
Identification 3 Conforms to Standard Conforms to Standard
“Nitrogen < 0.003% < 0.005%
*Optical Rotation (@ 20°C +197° to +201° + 199°
pli (@ 25°C 4.5-6.3 55
“Residue on Ignition <0.1% <0.1%
Reluted 1[;(;{[?! <[:ln'[(;umue::. with <0.5% <0.5%
Substances ;Rmi‘lit;l‘sunues with <0.5% <0.5%
Sulfate <0.024% <0.024%
“Water 9.0% to 11.0% 9 894

ANAT YQIQ NPECIFIC ATION TEQT REQiin T
Appearance and Color Yy [LLE LU !—i\ll[lUSl vY N1 WIS 10 ALMOST whille Crysialline
Crystalline Powder Powder
'Residual Ethanol < 5000 ppm <5000 ppm
M acidiinal Mathanat # TONN s ~vnnn .

'Altemate Validated Method
“Analyses are Hanmonized
*Specifications is more stringent than Compendia Monograph

COUNTRY OF ORIGIN: U.S.A.
TEST METHOD REFERENCE: DCN: 18-002375

INTENDED USE: Material represented by this Certificate of Analysis is suitable for use as an excipient. It is
manufactured in accordance with the ICH Q7 Good Manufacturing Practice Guide. The material represented
by this Certificate of Analysis is not suitable to be used as an Active Pharmaceutical Ingredicnt, Drug Product
or Household Item.
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