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N-ACETYL-LYS-OCTREOTIDE TRIFLUOROACETATE 

((4R,7S,10S,13R,16S,19R)-13-((1H-indol-3-yl)methyl)-10-(4-acetamidobutyl)-19-((R)-2-amino-3-phenylpropanamido)-16-
benzyl-N-((2R,3R)-1,3-dihydroxybutan-2-yl)-7-((R)-1-hydroxyethyl)-6,9,12,15,18-pentaoxo-1,2-dithia-5,8,11,14,17-

pentaazacycloicosane-4-carboxamide, 2,2,2-trifluoroacetic acid) 

USP Catalog No.: 1477690 

USP Lot No.: F214R0 

 

Chemical Information 

Chemical Structure:  

 

CAS Number:  173606-11-6 (free base) 

Molecular Formula: C51H68N10O11S2. C2HF3O2 

Molecular Weight: 1175.32 

Label 

 



  
 Product Information Sheet (PIS) 

Analytical Reference Material (ARM) 

 

Copyright 2023 The United States Pharmacopeial Convention. All rights reserved. 
Document #: DEPTFORM-00314- 04                                                                                                                                                                             Page 2 of 8 

Re-Test Date  
01-MAR-2026 

Note: Use of the product after the retest date is done at customer discretion 

Tests and Results 

Test Results 

Appearance Fine white powder 

Identification by IR Conforms to the Structure 

Identification by Mass Spectrometry Conforms to the Structure  

Identification by 1H NMR Conforms to the Structure 

Identification by 19F NMR Conforms to the Structure 

Purity by HPLC 99.3% 

Impurities by HPLC # RT 10.14, 0.27%; RT 12.56, 0.35% 

Residual Solvents by NMR Not Detected  

Assigned Value*  93.6 % 
# Only the Impurity greater than 0.1% is reported.             
 * Assigned Value was determined by Assay (qNMR). 
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IR Spectrum (KBr)  

 

Mass Spectrum (High Throughput Molecular Weight Determination) of Parent Compound  
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Mass Spectrum (High Throughput Molecular Weight Determination) of Counterion  

 

1H NMR Spectrum recorded in [DMSO-d6] 
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19F NMR Spectrum recorded in [DMSO-d6] 
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Purity/Impurities by HPLC Conditions and Chromatogram 

 

 

 

 

 

 

 

 

 

 

 

  

Column:   Poroshell 120 SB-C18 (100 × 4.6 mm, 2.7 µm) 

Column Temperature:  30° 

Mobile Phase A:  Acetonitrile 

Mobile Phase B:  0.05% TFA in water  

Gradient programme  

Time (min) Mobile Phase A (%) Mobile Phase B (%) 

0.0 25 75 

6.0 25 75 

15.0 40 60 

30.0 40 60 

Flow rate:   1.0 mL/min 

Diluent: Acetonitrile and water (1:1, %v/v) 

Injection volume:    1.5 µL , 1.8 mg/mL in diluent 

Detector:   UV, 210 nm 
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History 

Date Version Details 

25-JAN-2024 00 
(Current) 

First version 
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