Leuprorelin Acetate (CAS:74381-53-6)

CERTIFICATE OF ANALYSIS

Batch No.: DR20141022

Quantity : 1g

Manufacture Date: 2014.10.22

Expiry Date: 2016.10.21

TESTS:
Items Specification Results
Characters White or almost white powder Conforms
. . 1)By MS 1209+1 1209.6
Identification
2)By IR conforms to that reference Conforms
Glu : 0.85~1.1
Pro: 0.85~1.1
Leu: 1.8~2.2
) ) His: 0.85~1.1
Amino acid Conforms
Arg: 0.85~1.1
Tyr: 0.85~1.1
Ser: present
Trp: present
Specific optical rotation 38.0° ~-42.0° -39.73°
. Total impurities <2.0% 0.66%
Related pepetides (by HPLC) . ) .
Largest single impurity <0.5% 0.41%
Water content(KF) <5.0% 3.0%
Acetic acid 4.7~9.0% 6.67%
Peptide content >85.0% 89.5%
Purity (HPLC) >98.0% 99.34%
Bacterial endotoxins <16.71U/mg Conforms
Assay 97.0~103.0% 99.1%
MeOH (GC) <0.3% Conforms
AcN(GC) <0.041% Conforms

Conclusion: The results conform with the Ph.Eur.6.0.sfa i
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