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Sample: Quote 7362-T Analysis of HCL GMP/FCC
pie- (1050 ML) LOT# 073117-121
Lab ID: 2017-E-7547 Received: 2017-08-02
. . Sample )
Analysis Method Result Basis Amollamt Used Date (Time)
100: Specific Gravity
FCC 10th Edition Supplement 2 1.19 As Received Direct 2017-08-17
224: Reducing Substances
FCC 10th Edition Supplement 2 <0.007 % As Received 1mL 2017-08-14
408: Color
FCC 10th Edition Supplement 2 Passes Test As Received 5.0 mL 2017-08-17
454: Nonvolatile residue
FCC 10th Edition Supplement 2 <0.0983 % As Received 1018.20 mg 2017-08-15
553: Oxidizing Substances CI2
FCC 10th Edition Supplement 2 Passes Test As Received 1mL 2017-08-11
662: Degrees Baume
FCC 10th Edition Supplement 2 23.3°Be As Received 200 mL 2017-08-09
787: Chlorides
FCC 10th Edition Supplement 2 Passes Test As Received 5mL 2017-08-11
788: Iron Method Il
FCC 10th Edition Supplement 2 < 5mgl/kg As Received 5g 2017-08-17
FCC 10th Edition Supplement 2 (matrix spike) > 5 mg/kg As Received 59 2017-08-17
805: Sulfate (in Sodium Hydrox
FCC 10th Edition Supplement 2 <05% As Received 199.65 mg 2017-08-17
FCC 10th Edition Supplement 2 (matrix spike) 20.5% As Received Direct 2017-08-17
j35: Hydrochloric Acid
FCC 10th Edition Supplement 2 101.48 % As Received 2.55879 g 2017-08-23
mPb: Lead GFAA
FCC 10th Edition Supplement 2 NMT 1 mg/kg As Received 1517199 2017-08-15
FCC 10th Edition Supplement 2 (matrix spike) 87 % Recovery  As Received 1.52477 g 2017-08-15
u80: Mercury
FCC 10th Edition Supplement 2 < 0.1 mg/kg As Received 1.00218 g 2017-08-16
FCC 10th Edition Supplement 2 (matrix spike) > 0.1 mg/kg As Received 1.00587 g 2017-08-16
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For all samples on this report:
14. These analyses were performed in general compliance with the Laboratory sections of Current Good Manufacturing Practices for bulk
pharmaceuticals as defined in 21 CFR 210 and 211.

15. The matrix spike analysis was performed to satisfy method requirements. There is no additional charge for the matrix spike result.

16. Amended Report: This report amends data included in report 100567

Signatures:
Published By: tammy.saylor 2017-09-08T17:49:31.48-04:00
Inspected By: tammy.saylor 2017-09-08T17:49:23.29-04:00
Created By: michelle.smith 2017-09-08T17:37:53.09-04:00

n Physical signatures are on file.
n "Published By" signature indicates authorized release of data.
n "Inspected By" signature indicates QA review and approval.
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