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100 Majestic Way, Bangor, PA 18013

CCI1RA

DCN: BSI-COA-0097 v.8.1

Effective Date:

1-Aug-2022

1-Aug-20235

: Date of Next Review

Prepared By:

Wendy Santay

BS[-COA-0097 v.8.0

: Supersedes

QA/QC Approval;

Carissa McCollian

Amy Yencho

: Management Approval

Reason for Revision:

Sce Revision History in MasterControl.

‘Assay

LOT: TRED-0123-00003

manuraciuring Late: 6/L212L

W

Ketest vate: o/5U/24

Manufacturing Site: 100 Majestic Way, Bangor PA, 18013
Packaging Date: 1/19/23 Packaging Site: 100 Majestic Way, Bangor PA, 18013
Meetz ar Fxeceeds TISP/NF FEP and 1P Snecificatinne

Chloride and Sulfate, Chioride

Color and Clarity
of Solution

!Endotoxins
dentification A
Identification B

Ndentification C

*Microbial
Content

AT20
Ad420 - A720

Escherichia coli

Salmonella species

TAMC
TYMC

Nitrogen Determination
*Optical Rotation, Specific Rotation @

20°C
pH @ 25°C

'Related Substances

9 - ..
“Residne nn Tonitinn

Total Impurities
with RRT <1.0
Total Impurities
with RRT >1.0

198.0% - 101.0%
<0.0125%
<0.050
<0.100
<24 EU/g
Contorms to Standard
Passes Test
Passes Test
Absent/g
Absent/10g
<100 CFU/g
<100 CFU/g
<0.005%

+197° to +201°
45-6.5
=0.5%
<0.5%

< 1 194

100.4%
<0.0125%
<0.003
0.016
<0.2 EU/g
Conforms to standard
Passes Test
Passes Test
Absent/g
Absent/10g
10 CFU/g
<10 CFU/g
0.001 %

+199°
5.6
<0.5%

<0.5%

< N 104

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