                       COA of rHGH
Product:  r-hGH  Injection                  

Batch No:  2007-04-09                     Mfg.Date:2007-04-09
Basis:    EP2005                     Exp.Date:2009-04-09
	Analysis Items        STANDARD                    RESULTS

Characters        White or almost white powder                        Passed

Identification          

A. Electrophoretogram   The principal band corresponds in position to that         Passed

of the reference solution

B.HPLC              The retention time of the principal peak in the            Passed

(related proteins)     chromatogram obtained with the test solution is 

similar to that of the reference solution

C. Peptide mapping     The profile of the chromatogram obtained with the test      Passed

solution corresponds to that of the reference solution

D. HPLC             The retention time of the principal peak in the             Passed

(assay)             chromatogram obtained with the test solution is 

similar to that of the reference solution

E．Amino acid         191aa                                            191aa  
TEST

1.Related proteins              ≤6.0%                                  4.9%

2.Dimer and related substances   ≤6.0%                                   2.3%

of higher molecular mass      

3.Isoform distribution           BP2001                                   Passed

4.Water                       ≤3.0%                                  1.70%

5.Sterility                     BP2001                                  Passed
6.Bacterial endotoxins           ≤5.0IU/mg                               Passed

Assay                      96.0%-105.0%                           96.0%-105.0%  


   We certify that the above mentioned statements are true and correct,and the results are qualified for BP2001 standard.

APPROVED BY:                        QA REVIEWED BY:

Date:                                  Date:
