
 

Sodium Decanoate  

Impurity Analysis Summary 

 
 

The following Sodium Decanoate (Sodium Caprate) samples were tested for organic impurity 

utilizing the currently validated BioSpectra GC MS instrumental method for organic impurity 

quantification. The impurity identification is based on the free acid impurity form as identified by mass 

spectrometry and retention time, for example, sodium caprylate (CAS 1984-06-1) impurity would be 

identified as the free acid octanoic acid.    
 

 

Samples Analyzed: 
 

 ND8201-006-0918 

o Raw Material lots used: ND3200-001-0718-PV, ND3200-002-0718-PV  

 ND3220-004-1218 

o Bulk lot ND3200-012-1018 

o Raw Material lot used:  KS20180725 

 ND3201-005-0120 

o Bulk lot ND3200-030-0120 

o Raw Material lots used:  ND3200-005-0818, ND8201-006-0918, ND8201-007-0918 

 ND3201-007-0520 

o Bulk lot ND3200-031-0120 

o Raw Material lots used:  KS20181114, ND8201-007-0918, ND3200-010-1018-PV, 

ND3200-011-1018-PV, ND3200-012-1018, NDE3200-013-1018, ND3200-014-1018 

 NDEC-0121-00004 

o Bulk lot NDEC-0121-0133-PV 

o Raw Material lot used:  KS20181114 

 NDEC-0121-00005 

o Bulk lot NDEC-0121-00001-PV 

o Raw Material lot used:  KS20181114 

 

The analytical results are as follows: 

1
Lot ND8201-006-0918 

Octanoic Acid 

Impurity (%) 

Nonanoic Acid 

 Impurity (%) 

Undecanoic 

Acid Impurity 

(%) 

Dodecanoic 

Acid Impurity 

(%) 

Impurity % 

(RRT 1.3)  

Total Organic 

Impurity (%) 

0.13 0.16 ND 0.08 ND 0.37 
1
Stability Sample was provided by Merck and Test Results were documented in MEMO19-725 and 

provided to Merck. 

  

: Printed By

100 Majestic Way, Bangor, PA 18013 / www.biospectra.us

Approval:
Authored By:

CONFIDENTIAL: The information contained herein is the property of BioSpectra. The recipient is responsible

Control Number:

for its safe-keeping and the prevention of unauthorized appropriation, use, disclosure and copying.
Notice:

Printed On:

v.

22-Oct-2021 05:38:02 PMYencho, Amy M

MEMO21-1330

20-Oct-2021 04:18:03 PMHosein, Amy

1 OF 2

28-Oct-2021 09:09:47 AM

2.0

Ledergerber, Alissa L



1
Lot ND3220-004-1218 

Octanoic Acid 

Impurity (%) 

Nonanoic Acid 

 Impurity (%) 

Undecanoic 

Acid Impurity 

(%) 

Dodecanoic 

Acid Impurity 

(%) 

Impurity % 

(RRT 1.3)  

Total Organic 

Impurity (%) 

0.14% 0.17% ND 0.09% ND 0.40 
1
Stability Sample was provided by Merck and Test Results were documented in MEMO19-725 and 

provided to Merck. 

Lot ND3201-005-0120 

Octanoic Acid 

Impurity (%) 

Nonanoic Acid 

 Impurity (%) 

Undecanoic 

Acid Impurity 

(%) 

Dodecanoic 

Acid Impurity 

(%) 

Impurity % 

(RRT 1.3)  

Total Organic 

Impurity (%) 

0.11% 0.12% ND 0.04% ND 0.27 

 

Lot ND3201-007-0520 

Octanoic Acid 

Impurity (%) 

Nonanoic Acid 

 Impurity (%) 

Undecanoic 

Acid Impurity 

(%) 

Dodecanoic 

Acid Impurity 

(%) 

Impurity % 

(RRT 1.3)  

Total Organic 

Impurity (%) 

0.14 0.14 0.02 0.05 ND 0.35 

 

Lot NDEC-0121-00004 

Octanoic Acid 

Impurity (%) 

Nonanoic Acid 

 Impurity (%) 

Undecanoic 

Acid Impurity 

(%) 

Dodecanoic 

Acid Impurity 

(%) 

Impurity % 

(RRT 1.3)  

Total Organic 

Impurity (%) 

ND ND 0.12 0.03 0.02 0.17 

 

Lot NDEC-0121-00005 

Octanoic Acid 

Impurity (%) 

Nonanoic Acid 

 Impurity (%) 

Undecanoic 

Acid Impurity 

(%) 

Dodecanoic 

Acid Impurity 

(%) 

Impurity % 

(RRT 1.3)  

Total Organic 

Impurity (%) 

ND ND 0.12 ND 0.02 0.14 
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