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CERTIFICATE OF ANALYSIS 
SODIUM CHLORlDE 5M SOLUTIO 

DCN: BSI-COA-0142 v.2.l 

rova l 

GMP,S RILEFILT R D,MADEWI HM LTI-COMP NDl L ClANDWFl 1025L 
BPC WITH S T LLITE SAMPL 

BIO EXCIPIENT GRADE/ NACL-3150-76 
LOT: NACL-0124-00003 

a l J... F.W. .44 mol ..i.. # 7647- 14-5 
Manufacture Date: 04/17 /24 Retest Date: 04/30/26 

Manufacturing Site : 100 Maje tic Way, Bangor PA, 18013 
Packaging Site: 100 Maje'tic Way, Bangor PA, 18013 Packaging Date: 04/ 18/24 

A AL YSIS SPECIFICATION TEST RESULT 

Appearance and Color 

Asay 

Clear Colorless Solution 

4.9-5 .IM 

Clear Colorless Solution 

5.0M 

Endotoxin 

Identification 

Microbial 
Content 

Trace Metals 

Chloride USP <191> 

Sodium USP <191 > 

TAMC 

TYMC 

Arsenic (As) 

Copper (Cu) 

Iron (Fe) 

Lead (Pb) 

COUNTRY OF 0RJGr : U.S.A. 

:S 2.5 EU/mL 

Meets Requirements 

Meets Requirement 

~ 50 CFU/g 

:S 150 CFU/g 

~ 2ppm 

:S 2 ppm 

:S 2ppm 

~ 2ppm 

TEST METHOD REFERE CE: DCN: BSI-ATM-0048 

<0.3 EU/mL 

Meets Requirements 

Meets Requirements 

<10 CFU/g 

<10 CFU/g 

<0.45 ppm 

<1.5 ppm 

<1.5 ppm 

<0.15 ppm 

MA UFACTURI G STATEME T: Material represented by this Certification of Analysis was manufactured u ing 
Sodium Chloride Multi-Compendia Raw Material and USP Water for Injection. 

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 Ingredient, Drug Product or 
Household Item. 

The infonnation contained herein is th confidential property of Bio pectra. The recipient is re pon ible for it - afe-keeping, and the 
prevention of unauthorized appropriation , use, di . clo ure and copying. 
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Prepared by: cJ~AAL:LaJJ 
Reviewed by: ~ ~ 

/ ·· 

Date: 5/g /Ql-i 

Date: 5/8../1.4 r, 

DCN: BSI-COA-0142 v.2.1 

Job Title: QA- 1{ch I 

Job Title: QA 3u~nt)foC 

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