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Certification of Analysis
Product Name Leuprorelin Specification EPa.f
A48 Na. 53714-56-0 Batch No. 200401
Maolecular Formula Coof gV 1505 Molecular Weight 1209
Manufacturing Date (4042010 Retest Date (13/31/2012
Storage NMT 30T
o N
Sequence mH'is-Trp-5er-T',rr-D-Leu-Leu-Arg-Pro-NHEt
TEST SPECIFICATION RESULT
| Appearance White pawder Conforms
Saluble in water or 1% acetic acid at a
2 Solubiliry concentration of = mg'mi fo give a clear, colorless Conforms
solution
A IR
Same with the reference spectrum of Lenprorelin Conforms
B HPLC
Same with the reference solution Conforms
C. Amino Acid Analysis
Ser: Present 0,90
3| Mentity Gl 085 ~1.1 .95
Pro: 0.85~1.1 108
Len: 1.80~2.2 1.98
Tir: 0,85 ~1.1 1.01
His: 0.85~-1.1 01.99
Arg: 08511 0,98
Trp: Present present
5 F =
4 | Specific Optical Rotation 38.0~42.0° fﬂf_g-"F 1. 19% HAe) -40.56
Total Impurities{%a)=2.5% 0.46%
o] Related Substance(By HPLCI
Largest Single Impurity(%0)=<0.5% 0.17%
6 | Acetate Content 4.7-9.0% T.68%
7 Water Content{Karl Fischer) =5.0% 2.50%%
8 | Sulphate ash <0.3% Gonform
G| Bucterial Endotoxins =16.7 [Limg ‘%ﬂlhﬂﬁ
-
10| Assap{By Anhydrous, Acetic | 97.0—~103.0% 994 12%
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