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CERTIFICATE OF ANALYSIS 
NO: DYC031509242 

Product name Atosiban 

CAS Number 90779-69-4 

Molecule Structure 

 

Molecule Formula C43H67N11O12S2 

Batch number 2014-08-01 

Manuf. Date 2014-08-01 

Testing date 2014-08-14 

 

Items Standard Result 

Appearance White or almost white powder White powder 

A. Identification By 

HPLC 

Retention time is same with 

the reference substance 

Conforms 

B. Molecular Ion 

Mass 

994.19±1 Conforms 

C. Amino Acid 

Composition 

Asp : 0.7 to 1.1 

Gly : 0.8 to 1.1 

Thr : 0.9 to 1.2 

Pro : 0.9 to 1.4 

Tyr : 0.8 to 1.2 

Ile : 0.8 to 1.2 

Cys: present 

Conforms 

Water(Karl 

Fischer) 

NMT 8.0 % 5.2% 

pH Value 4.0~6.0 5.3 

Specific 

Optical 

Rotation 

-45~-55 º (c=1%，HAc) -47° 

Purity (HPLC) NLT 98.5% 99.1% 

Bacterial endotoxins NMT 12.2EU/mg Conforms 

Assay(anhydrous and 

acetic 

acid-free substance) 

96.0% to 104.0% 99.5% 
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Items Standard Result 

Related 

substances 

(HPLC) 

Impurity A NMT 0.4% 

Impurity B NMT 0.5% 

Impurity C NMT 0.5% 

Any unidentified impurities NMT 

0.1% 

Impurity A: 

Impurity B: 

Impurity C: 

Any unidentified 

impurities: 

Acetic acid (HPLC) 5.0% to 12.0% 9.2% 

Peptide Content NLT 80.0% 85.4% 

Residual Solvents 

Acetonitrile(ACN)NMT410ppm 

Dichloromethane(DCM)NMT600p

pm 

Diisopropylether(DIPE)NMT50

00ppm 

Ethanol(EtOH) NMT5000ppm 

N,N-DimethylFormamide(DMF)N

MT880ppm 

Trifluoroacetic acid(TFA) 

NMT5000ppm 

ACN: 40ppm 

DCM: N.D 

DIPE: 110ppm 

EtOH: N.D 

DMF: 30ppm 

TFA: 570ppm 

Storage: Preserve in tight containers. Store at controlled room 

temperature 2 to 8°C 

Conclusion: This batch of product complies with Enterprise Standard 

 

 

 

 

 

 

 

 

 

 


