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Determination of Free PEG in PEG-rhIFN-B -la Injection
Bl 2013-10-12  HJB0a:  2014-04-21

DOI:

FOSCOCERIR] . ProrhInN B laEAE  WAEZ W Rk

—- ) N N
%I%%lﬂ . PEG-rhIFN-B -la injection free PEG evaporation light detector

HEETH

= FALA. E-mail

SRR Ll E P R A A, A wYT 273400 zhangsu7879@sina. com
KIEY E A AR AR, AR YT 273400

2 R 80
AR EIRE: 88
R SRR

B ML R EANTHE B —1a (PEG-rhIFN- B ~1a) VSN T 5L B2 £ W7 T % (PEG)
AT PRSI Jiik K filPhenomenex Jupiter C, (it JiahtH: A4, 0. 1% =3O /KHFH: B
—_— = -/ N2 Ve A N N J » . ? AR N o 1A > |5} ~
H 0. 1% =M 2, BRIEVERE: T 1.0 mLemin'', FREA25 C, AROLKINE, wE
FRREER113.0 °C, BTHEN3. 1 Lomin’ s 45 PEGAEO. 672.0 g - ul’ WENEREF, HIZCRK
£90.998 4, KrihRyO0.20 wg, CHERHN0.40 g, KW T PEM BTG IURSDIY<2. 0%,
PRI 5 96% T 100%, 4518 38 Fi% 7 6 PEG-rhIFN- B —1ay: S i B PEGHL M i, R P <
1. 0%,

ES &I T

OBJECTIVE To develop a high performance liquid chromatography method for
determination of free PEG in PEG-rhIFN-B -la injection. METHODS Phenomenex Jupiter C4

column was used with a mobile phase of gradient elution (A phase—0.1% trifluoroacetic
acid-water; B phase: 0.1% trifluoroacetic acid-acetonitrile), gradient elution. The

flow rate was 1.0 mL °min?1, and column temperature was 25 °‘C. Evaporation light
detector (ELSD), drift tube temperature was 113.0 ‘C, and carrier gas flow rate of 3.1

L °min?1. RESULTS PEG concentration in the range of 0.6-2.0 pg 'mL?1 showed good
linearity, correlation coefficient was 0.998 4, detection limit was 0.20 pg ,
quantitation limit was 0.40 wpg, the RSD of precision, stability and reproducibility
were all <2.0%. The average recovery was from 96% to 100%. CONCLUSION Using this

method, the free PEG in PEG-rhIFN-B -1la injection is determined by this method and the



free PEG is <1. 0%.
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