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SPECIFICATION BoRiEA N
STANDARD RESULTS
PROPERTIES
Description White or almost white powder White powder
iR SRS S S RN Ip N H &k R
The retention time of major
peak of sample solution
o ) shouldcorrespond to that of
Identlfzcatlon L by standard solution, as Conform
ssay obtained in Assay FEMMIATRTE NS
‘%\ﬂ_cﬂlﬁ_, i, R s /T‘_ID
TAMERE L e fsgmt i 5 4% (v
TR EA S [RIAEXS B, Gy &l E
HERAT 1)
The chromatographic profile
Identification 2 by of sample solution
. . shouldcorrespond to that of Conform
Peptide Mapping Jk , e e .
P s standard sol_ut‘lon FE S VAT s
I BN SRR 1A
A
High Molecular Weight
Protein %ﬁj\?: NMT 0. 5% 0. 09%
i =Pt}
Loss on Drying NMT 10. 0% 3. 0%
Tk E
Residue on Ignition
A NMT 2. 0% 1. 1%
RIGEHR
Z;C NMT 0. 8% 0. 20%
2
Max individual impurity: NMT
Related Substances 0. 5% 0. 03%
IR T B
BORBAF: A 0. 5%




% Biotopped®
Life sciences

A RAE BT IR AR

Total impurities: NMT 1. 5% 0. 929%
SR ANEE 1. 5%
Acetonitrile NMT 410 ppm 35ppm
CIEAEIL 410 ppm
Residual Solvents Citric acid: NMT 5000 ppm Not detected
B BE 1 57 Friglg: AL 5000 ppm Rl E
Acetic acid: NMT 5000 ppm
BT : AL 5000 ppm 552ppm
Bacterial Endotoxins Conform
e NMT 10 EU/mg 9N
. i o Total aerobic count does not
Mlc/foblal Limit exceed 200 CFU/g 14 4 Co/if/o\rm
BCE I M 200 CFU R
Specific Biological
Activity ¥ 100-200 nmol/mg C?szfm
I b
Residual Host Cell
Protein SkFAfH % NMT 10 ng/hmg Contorm
UMM M
Residual Host Cell DNA NMT 10 ng/1. 5mg Conform
5% B8 15 £ 21 il DNA iy
Assay by HPLC 90.0%~100.0%(calcu{?ted on
HPLC Jll 5 dried bagis) 99.0% 100. 0%
Gz T3 8ED




