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Determination of Free PEG in PEG-rhIFN-B-1a Injection

ZHANG Su, ZHANG Peibiao(Lunan Pharmaceutical Corporation Co., Ltd., Linyi 273400, China)

ABSTRACT: OBJECTIVE To develop a high performance liquid chromatography method for determination of free PEG in
PEG-rhIFN-f-1a 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”', and column temperature was 25 ‘C. Evaporation light detector(ELSD), drift tube temperature was 113.0 °C, and
~!. RESULTS PEG concentration in the range of 0.6-2.0 pg'-mL™' showed good linearity,
correlation coefficient was 0.998 4, detection limit was 0.20 pg , quantitation limit was 0.40 pg, 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

carrier gas flow rate of 3.1 L-min

PEG in PEG-rhIFN-B-1a injection is determined by this method and the free PEG is <1.0%.
KEY WORDS: PEG-rhIFN-f-1a injection; free PEG; evaporation light detector
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#e(E[H Agilent A F]); XS105 HLF RV (HEFE#)).
mPEG- | (20 kDa)xf f it (AL 5T EILIE A4 TR R
BEAATR, #5: KZ-M20BAD-120227, 4i)F:
99.1%); PEG-rhIFN-B-1a V1S (k5 : 201203b001,
201203b002, 201203b003)3454 il KL KN
S K
1.2 i

Phenomenex Jupiter C4 (41 4E(250 mm X 4.6 mm,
5 um); WA A R 0.1% =G LIR-7KHHL B 4 0.1%
I OTR-CIEEWG LL0~30 min, 5%B—>95%B it
ATREBEVEMG: VA 1.0 mL-min's Hh 25 °C
ELSD ¥4 113.0 'C; /W N 3.1 L -min~'s
1.3 0 J R A I 2%
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Fig.1 HPLC chromatograms

A-—standard solution; B—sample solution; C—blank; 1-PEG.
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MHU mPEG- T M (20 kDa)%J 25 mg, i
PEG-rhIFN-B-1a V1S VBUATRHS O T8 20 Mkt
AR SE N 20 pgmL™ (R, RIVEELH 9 6,
N 3 A, B RIERE 40(80%) 50(100%)-
60 uL(120%), =ik, MR “2.3” 1K
RS PEG &, 1HEAS PEG MR N
96%~100%, 1% VEEME RUT, 4558 0L3E 1,

F 1 PEG-rhIFN-B-la i 41 7% PEG & & £ = 4 R b

Tab.1 The accuracy test of PEG in PEG-rhIFN-B-1a
injection
WIE/% PEG WA CanfE/ng  WESE/ng  FIKE/% RSD/%
5.382 62 0.809 6 0.7829 96.70
80 5.336 61 0.809 6 0.779 2 96.24 0.48
5.429 07 0.809 6 0.786 7 97.17
8.291 34 1.012 0 0.998 0 98.62
100 8.365 92 1.0120 1.003 0 99.11 0.80
8.136 48 1.0120 0.987 4 97.57
11.321 29 1.214 4 1.188 8 97.89
120 11.328 27 1.214 4 1.189 2 97.92 0.23
11.406 42 1.214 4 1.193 8 98.30
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Tab.2 The PEG residues of PEG-rhIFN-B-la injection
sample
fit = PEG WA PEG % it/ug  PEG BB /%
201203b001 6.0190 2 0.834 0.25
201203b002 6.3687 3 0.861 0.23
201203b003 6.6434 4 0.881 0.25
3 &it

A SIS ST T W 5E PEG-rhIFN-B-1a vESHE T
JE 8 PEG bk B E 1) HPLC Jiik. 4WiF, %5k
RO Rzt ML, fRoett. EEMHKA
HERASE o 0 3 HESERRAE S AT E, PEG 5% =1
<1.0%, FEPRPBETOFE N o iR i . R A
FIMELF, A4 PEG- thIFN-B-la vESHE H T E
PEG %% ¥ A i 45 141 77 v
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